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November 17, 2017

Amy Bassano, Acting Deputy Administrator for Innovation and Quality &
Acting Director, The Innovation Center
Center for Medicare and Medicaid Services (CMS)
7500 Security Boulevard
Baltimore, MD 21244
Comments submitted electronically via CMMI_NewDirection@cms.hhs.gov
RE: Centers for Medicare & Medicaid Services (CMS): Innovation Center
New Direction Request for Information (RFI)

Dear Ms. Bassano,
3M Health Information Systems (HIS) appreciates the opportunity to respond
to the Request for Information (RFI) issued by the Centers for Medicare &
Medicaid Services (CMS) Innovation Center on ways to promote patientcentered care and test market-driven reforms to empower beneficiaries as
consumers, increase price transparency, promote competition and choices,
and drive quality and outcomes while reducing costs.
As noted in the RFI, the Innovation Center is interested in testing models in
the following eight focus areas:
(1) Expanded Opportunities for Participation in Advanced APMs
(2) Consumer-Directed Care and Market-Based Innovation Models
(3) Physician Specialty Models
(4) Prescription Drug Models
(5) Medicare Advantage (MA) Innovation Models
(6) State-Based and Local Innovation, including Medicaid-focused Models
(7) Mental and Behavioral Health Models
(8) Program Integrity
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Our 3M submission focuses on (2) Consumer-Directed Care and MarketBased Innovation Models; (5) Medicare Advantage (MA) Innovation Models;
(6) State-Based and Local Innovation, including Medicaid-focused Models;
and (8) Program Integrity. Our specific recommendations are detailed below,
and we are happy to discuss further at any time.

(2) Consumer-Directed Care and Market-Based Innovation Models
Price Transparency Demonstration - Overview. Price transparency for
individual healthcare services is frequently cited as a possible strategy for
reducing the cost of healthcare because it would allow consumers to shop for
individual services based on price and thereby foster price competition. Bills
have been introduced in Congress along these lines, such as H.R. 5547 the
Health Care Price Transparency Promotion Act of 2016, which focused on
price transparency for hospital charges. One of the bill’s requirements was
that research be done on the types of price information that would be useful
to consumers for “making decisions about where, when and from whom to
receive care.” However, we currently lack evidence that price at the
individual unit service level (as opposed to the insurance premium level) is a
strong factor in patient selection of a provider.
Price Transparency Demonstration - Proposal. The Medicare DRG-based
Inpatient Prospective Payment System (IPPS) provides an ideal system to test
whether consumers (Medicare beneficiaries) will take price into consideration
when selecting a hospital. Under the current Medicare IPPS, a hospital is not
permitted to discount the DRG payment amount to attract patients. Thus,
price is not a consideration in a Medicare beneficiary’s selection of a hospital.
DRGs provide a clearly described product and price for hospital services and
can be a natural basis for introducing competition into IPPS. IPPS could be
modified with a payment waiver to allow hospitals to provide a discount to
the DRG rates to attract additional Medicare patient volume, thereby creating
a competitive IPPS.
Hospitals that want to provide a discount would submit a discount schedule to
Medicare at the beginning of each fiscal year. Discounts could apply only to
specific types of patients (DRGs), such as those needing cardiac surgery, or
they could be applied across the board. The discount schedule would be
expressed as a percent discount from the hospital’s actual DRG payment rate.
A hospital’s DRG payment amount includes adjustments for factors such as
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teaching status and disproportionate share. By expressing the discounts as a
percent discount of the applicable DRG payment amount, teaching hospitals
and disproportionate share hospitals are not put at an inherent competitive
disadvantage. Since relative pricing information would be expressed in terms
of an easy to understand discount level, there would be clear and unbiased
price transparency across hospitals.
For discounts to be effective in driving patient engagement, Medicare
beneficiaries should share in the financial benefits when they select hospitals
with discounts. Savings generated from the selection of a discounted hospital
could be shared between Medicare and the beneficiary, for example, on a 5050 basis. For a beneficiary, the savings could be put into a health saving
account (HSA) that the beneficiary could use to pay deductibles, coinsurance,
Part B premium or D premium.
DRG price discounting permits Medicare to incentivize beneficiaries to be
active participants in the cost-containment process. Since the DRG
infrastructure is in place and the discount amounts for hospital care can be
significant, a Medicare hospital discounting program can provide a real test of
whether consumers (patients) will select hospitals based on price. Price
discounting in the context of the Medicare DRG IPPS provides an ideal and
straightforward means of testing whether price transparency can be an
effective cost control strategy.

(5) Medicare Advantage (MA) Innovation Models
Blending Patient Specific and Risk Group Factors in Managed Care Rate
Setting - Overview. The Medicare Advantage (MA) program makes
prospective payment to plans covering the upcoming year’s payments made
on behalf of enrollees to providers. It has been observed that costs vary
considerably across enrollees within the same Hierarchical Condition
Category (HCC), the clinical risk model for MA risk-adjustment. The wide
variation of cost and payment within HCC categories leads to underpayment
of treatment costs for high-cost enrollees and overpayment for low cost
enrollees.
MedPAC has observed that a year-on-year correlation exists between these
under and over payments at the enrollee level. Predictable variation at an
individual enrollee level creates incentives for plans to adopt enrollee
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selection strategies and provides inequitable profitability across enrollees.
Given that it has been observed that historic patterns of enrollee selection
identify only a low volume of enrollees that annually switch plans, enrollee
selection strategies (both intentional and unintentional), may currently be
limited in scope and influence1. However, wide variability in enrollee
profitability should be of increasing concern as ongoing reductions in
Medicare Advantage payment rates, estimated to lie within the range of 1012% taken over FY2014-15, will increase pressure on MA plans to manage
average costs at the same time as becoming increasingly familiar with HCCs.
A companion objective of the Medicare Advantage program, with broad
applicability to Medicaid Managed Care, is the creation of incentives for plans
to obtain greater value, quality adjusted spending, from their health care
dollars. In keeping with this objective, greater emphasis should be placed
upon aligning enrollee profitability with quality of care issues that have a
significant impact on plan costs such as potentially preventable events, which
we would define as hospital readmissions, hospital complications, admissions
for ambulatory sensitive conditions, emergency room visits for medical
conditions that could be treated in a more cost-effective setting (or averted)
and duplicative or otherwise wasteful ancillary services. These are costly
outcome events that can be reduced through the adoption of better care
strategies. The Medicare Advantage “Star” system is applicable to some of
these efforts, but as currently configured, has multiple targets with less
transparent comparative information. There is no comparable system for
Medicaid Managed Care.
Blending Patient Specific and Risk Group Factors in Managed Care Rate
Setting – Proposal. Building on an earlier study presented by MedPAC 2
CMMI should test models that blend enrollee specific cost and cost predicted
by the HCC model. There exists a concern that payment based upon
individual enrollee cost will reduce incentives to manage total enrollee cost as
higher cost enrollees obtain more than a standardized group average. The
blended model under a payment waiver should balance the risk score as the
sum of two separate calculations: the first traditional risk group cost providing
payment by averages; the second passing through a fraction of enrollee
specific cost. This can be compared to models of “concurrent” vs. “predictive”
enrollee cost as the basis for risk scores.
Calculating risk scores based upon enrollee specific cost introduces concerns
as to whether the magnitude of individual cost is consistent year-over-year

Innovation Center New Direction, RFI Comments
November 16, 2017
Page 5

and whether an elevated level of spending is appropriate or merely inefficient
waste. To address these issues, CMMI should make three separate
adjustments.
1. Adjust for regional pricing and practice patterns. It has been observed
that the volume of services provided to similar enrollees varies
significantly by region3.
2. Calculate an enrollee specific cost weighting factor from a preceding
period of two years to control for cyclical fluctuations.
3. A third adjustment would adjust the individual risk score relative to plan
performance in managing the cost of preventable healthcare events.
The intent is to reduce both enrollee and region-specific cost variation
by in avoidable services.
The results would be reviewed to identify improvements in predictive
accuracy within disease clusters and cost deciles. Other natural outputs
would be regional price indices for a basket of services and indices for regions
and plans management of unnecessary health services.
References
1.
Newhouse JP, Price M, McWilliams JM, Hsu J, McGuire TG. How much
favorable selection is left in Medicare Advantage?.; 2014. Available at:
http://www.nber.org/papers/w20021.
2.
Medicare Payment Advisory Commission. Improving risk adjustment in
the Medicare program.; 2014:Chapter 2. Available at:
http://www.medpac.gov/documents/reports/jun14_ch02.pdf?sfvrsn=
0.
3.
Institute of Medicine. Geographic Variation in Spending, Utilization and
Quality: Medicare and Medicaid Beneficiaries.; 2013. Available at:
http://iom.edu/~/media/Files/Report Files/2013/GeographicVariation/Sub-Contractor/Acumen-Medicare-Medicaid.pdf.

(6) State-Based and Local Innovation, including Medicaid-focused
Models
Medicaid/Medicare Quality Demonstration Program - Overview. We
recommend a demonstration program modeled after H.R. 3611, the
Healthcare Outcomes Act (HOA), which was introduced on July 28, 2017 by
Representatives Paulsen (R-MN), Kind (D-WI), and Marchant (R-TX). This
demonstration would allow a state or group of hospitals to voluntarily align its
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Medicare and Medicaid hospital quality programs in an updated quality
program modeled off HR. 3611.
Responding to concerns raised by providers, and based on successful efforts
in the states, the HOA would establish a streamlined, balanced system of
rewards and penalties to create a fairer hospital payment system with
incentives for improved health outcomes that inherently reduce costs within
the system. Thus, this demonstration would reform the existing and often
overlapping Medicare requirements of three programs mandated by the
Accountable Care Act: the Hospital Readmission Reduction Program (HRRP),
the Hospital Acquired Condition Reduction Program (HACRP), and the Value
Based Purchasing (VBP) program. It would permit the state’s corresponding
Medicaid programs to align with this new approach. This new approach
would allow providers to operate under a single payment adjustment for
outcomes based on a comprehensive and integrated system of measuring the
combined performance impact of readmissions, complications, return
emergency room (ER) visits, and 30-day post-acute expenditures. The
payment adjustment to hospitals would include both penalties and bonuses.
Medicaid/Medicare Quality Demonstration Program – Proposal. For a state
or group of participating hospitals, CMMI would allow the current
aforementioned Medicare quality programs to be updated, as well as allow
the participating state to use similar reporting requirements for their
corresponding state programs.
While the state Medicaid reimbursement policies would be left at the state
level utilizing the reporting process, for Medicare, payment penalties and
bonuses consistent with the approach outlined in the HOA would be made
under a demonstration payment waiver. Since the ACA mandates that VBP,
HRRP and HACRP produce specified levels of payment reductions, the HOA
requires that payment penalties exceed payment bonuses by an amount equal
to the mandated payment reductions required by the ACA, making payments
under the HOA budget neutral relative to the required savings under the three
programs being replaced. Thus, for the participating state or group of
hospitals, the amount of the aggregate payment reductions would be
computed and that amount would be redistributed across the hospitals based
on the provisions of the HOA.
Alternatively, CMMI could adjust the level of savings required from
participating providers engaged in the demonstration. Since numerous state
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Medicaids are already doing hospital payment adjustments consistent with
some or all of the provisions of the HOA, and have yielded significant savings
from this approach, CMMI could lift or reduce the application of budget
neutrality under the demonstration to allow for greater bonuses under this
approach than under the current operating programs.

(8) Program Integrity
Regional Comparison of Medicaid Spending and Outcomes - Overview.
As you know, greater attention is being paid to trying to understand the
beneficiary outcomes and spending pattern differences between state
Medicaid programs. Understanding the state programs can help identify best
practices and help make the programs more effective and efficient for
beneficiaries.
While it has been observed that per capita spending within enrollment
categories varies by state, this finding is confounded by differing approaches
by states to draw down additional federal funding in excess of the approved
federal matching percentage (FMAP)1. In addition, CMS has been developing
a comprehensive Medicaid database (T-MSIS) that will enable monitoring
state Medicaid program efficiency and quality. Also, CMS is working to
establish Scorecards for state Medicaids, and such information could inform
the content and comparisons within the Scorecards.
Regional Comparison of Medicaid Spending and Outcomes - Proposal.
CMMI should leverage T-MSIS data to create a comparison of per enrollee
spending across states. Spending should be defined as state reported
spending and attendant Federal matching dollars. Enrollees would be
retained within enrollment categories for comparison but also risk stratified
within the categories according to their clinical/functional health. A national
map can be built representing the distribution of enrollee complexity within
enrollee categories across states and compared for reported cost and relative
utilization of services.
The volume of healthcare services provided to each enrollee can be
compared to the reported spending pattern underlying the Federal matching
component. This comparison can be refined to separate aggregate spending
for common aggregate sources: physician payments; hospital payments (IP
and OP); pharmaceuticals; institutional care; and others.
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A measure of unnecessary health service utilization can be constructed that
identifies (and classifies by type) healthcare encounters that can be averted
(e.g. hospitalizations, emergency room visits, ancillary services). This measure
can serve as the basis for cross comparison with total enrollee spend.
The intended outputs of the study are:
i)
Indices comparing enrollment category cost and composition (both
enrollee and service) across regions.
ii)
Regional indices of health service utilization management
iii)
Descriptive comparisons of benefit variation across regions with
different cost profiles.
It should be noted that during the recent legislative session, bills were
introduced that took as their basis the need to correct the existing distribution
of Medicaid funding. This ranged from proposals seeking to redistribute or
“lock in” per capita funding to novel ways to provide access to care for
people on and off Medicaid roles with pre-existing conditions. These
discussions existed in a vacuum of information surrounding the relative
costliness and clinical need. It is intended that regional comparisons of the
composition of Medicaid enrollee by illness burden and cost would provide
information to support better understanding of the topics involved.
References
1.
Government Accountability Office. MEDICAID FORMULA: Differences
in Funding Ability among States Often Are Widened; Appendix I:
Legislative History and Description of the Matching Formula.; 2003.
http://www.gao.gov/new.items/d03620.pdf.
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Standardized Nursing Facility Quality Adjusted Payment System based on
Patient Need – Overview. Nursing facilities form one pillar of long term care
services. Long term care services (LTCS) is an umbrella term for a range of
services and supports that enable those that are disabled, frail and often
isolated with activities of daily living (ADL)1. While 84.9% of nursing facility
residents are over 652 Medicare is not the principal payer for nursing home
services. Medicare benefits cover skilled services, principally nursing and
therapy provided at home or in an institutional setting, only when it is
determined by a physician that they are required on a daily basis. Moreover,
the benefit for skilled nursing facilities covers all costs for 22 days, turns to a
copay arrangement for the next 78 before being exhausted after 100 days 3.
Since long term impairment exceeds the benefit span, Medicaid is the
principal payer and regulator of nursing facilities 4 with the majority of nursing
facilities certified by both Medicare and Medicaid.
Over the last 30 years, interventions aimed at reducing residential nursing
facility usage by substituting home and community based services (HCBS)
appear to have reduced nursing facility utilization 5. The precise cause of this
change has been unclear with no defined pattern of specific HCBS
intervention and subsequent nursing facility utilization reduction 6. Recent
literature demonstrates that organized social system support together with
family/extended caregiver(s) engagement have a significant impact on
reducing nursing home placement7,8. In addition, earlier intervention to
identify and put in place effective social supports can also delay nursing home
placement9. Evolving these interventions to reduce initial nursing home
placement and duration are essential as the ability of individuals to manage in
the community reduces over time as they become facility dependent 10.
In short:
i)
There is no clear and common description of the nursing facility
residents that are distributed across the various states and paid for
using a variety of alternative methods 11
ii)
There is incomplete understanding of which populations have been
amenable to the provision of HCBS services that are intended to
reduce long term nursing facility use
iii)
Existing measures of nursing home outcomes quality are at best
rudimentary and offer little comparative performance information
or depend upon self-reporting12,13.
Standardized Nursing Facility Quality Adjusted Payment System based on
Patient Need – Proposal. Each nursing facility resident eligible for Medicaid
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and/or Medicare should be identified by their common clinical / functional
characteristics. Comparisons of relative reported spending/costs by resident
type across and within states should be made using a common framework.
Costs per resident, where they have been differentiated rather than flat per
diem rates, have typically been based upon measures of nursing time and
implied intensity such as those acuity adjustments made utilizing RUGS which
are themselves based upon the Staff Time and Resource Intensity Verification
(STRIVE) project, data15. Since these measures are reliant on detailed “time
and motion” studies they are held static over time. Moreover, they support
the matching of increased payment to increased utilization rather than patient
need. Testing of different approaches to understanding variation in what
residents require rather than services delivered is suggested.
Using the common description of resident clinical/functional characteristics a
comparison should be made of objective outcomes measures such as hospital
admissions and emergency room visits following falls. Lower quality care will
result in observable negative outcomes such as higher rates of emergency
room visits and hospital admissions. Also, reportable infection rates in nursing
homes should be calculated adjusting for the mix residents.
A final reportable measure would be the identification of residents that may
be diverted to home utilizing HCBS for community support. This would enable
comparison of state Medicaid (and where applicable managed care) ability to
keep residents in their communities and the impact that funding and
discretion of HCBS service provision has had in achieving this goal.
References
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Centers for Medicare & Medicaid Services. Your Medicare Coverage :
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Again, we thank you for the opportunity to respond to the RFI. If you have
any questions, please do not hesitate to contact me for further information.
Sincerely yours,

Megan Ivory Carr
Vice President, Regulatory and Government Affairs
3M Health Information Systems

307Hea th, P.C.
250 North Evarts Street
Powe , Wyoming 82435
Phone: (307) 764-3721
Fax: (307) 764-1865
Contact: Michae Tracy, MD (307)-254-0801 (ce )
November 16, 2017
Center for Medicare and Medicaid Innovation
Request for Information
1. Do yo have comments on the g iding principles or foc s
areas?
One of the most important goa s at CMS is a so a driving princip e at
307Hea th: fostering an afordab e, accessib e hea thcare system that puts
patients frst. Our primary care practice p aces the physician-patient
re ationship at the center of the hea thcare experience. One of our aims is to
stabi ize the price uncertainty of primary care by making the cost of primary
care fxed and predictab e.
Choice and competition in the market are an important part of an afordab e,
accessib e hea thcare system. Unfortunate y, choice is disappearing as
physician practices are purchased by hea thcare systems. When the choice
of provider for Medicare benefciaries is dictated by hea thcare systems and
hospita s, the choice of referra s to consu ting providers and a so referra s for
diagnostic testing may occur on the basis of a egiance to a system rather
than cost-efectiveness, patient preference, or other patient considerations.
It wou d be very he pfu to reduce burdensome requirements and
unnecessary regu ations to a ow physicians and other providers to focus on
providing high-qua ity care. For examp e, most providers of direct primary
care services are ega y advised to opt-out of Medicare. Direct primary care
practices invo ve a direct contract between the patient and the medica
provider without a third-party intermediary. (The direct primary care mode
at 307Hea th is described on pages 3 and 4 of this request for information.)
Existing Medicare aw has specifc prohibitions against signing individua
patient contracts with Medicare benefciaries un ess a provider has opted out
of Medicare. These aws, combined with the fee-for-service paradigm,
deprive Medicare benefciaries of the opportunity to have Medicare cover
participation in a direct patient contract which ofers an afordab e,
accessib e hea thcare system that puts patients frst. Opting out a so means
that providers are cu ed from the poo of physicians avai ab e to provide
inpatient hospita care if needed. This can be prob ematic for rura areas
1

where physicians often provide both outpatient and inpatient care to their
patients and communities. Physicians who have opted out of Medicare are
genera y not e igib e to work for the Veterans’ Administration, Indian Hea th
Service, or oca /rura hospita s. These hea thcare systems are a frequent y
ooking for providers to he p with both ong and short-term needs.
Empowering Medicare benefciaries in patient centered care is needed.
Patients are active participants in their hea thcare and shou d be given every
opportunity to understand their hea thcare situations. A patient’s hea thcare
provider shou d be easi y accessib e so that hea thcare decisions can be
made co aborative y in a time y fashion. Medicare benefciaries and other
patients shou d idea y be ab e to seek the care they want and need when
they want and need it. After-hours communication with providers shou d
inc ude too s used by the rest of society, inc uding texting, e-mai and phone
ca s.
Transparency is a buzzword that is often used in the medica wor d with
difering eve s of sincerity. Two components of transparency are essentia
for a medica practice: price transparency and mode design transparency.
Price transparency is important for many reasons. Prices shou d be c ear and
posted, with no surprises, and shou d be easi y exp ained by the practice.
The mode design in which a patient participates must a so be transparent.
Charges shou d be simp e to understand. A contract out ining the patient
and provider expectations is he pfu in out ining the mode .
2. What model designs sho ld the Innovation Center consider
that are consistent with the g iding principles?
Four mode designs mentioned in the CMS Request for Innovation have direct
re evance to hea thcare de ivery through 307Hea th:
#2 Consumer-directed care and market-based innovation mode s:
“CMS be ieves benefciaries shou d be empowered as consumers to drive
change in the hea th system through their choices.” The RFI a so states that
“one of the mode s being considered by CMS is to a ow Medicare
benefciaries to contract direct y with hea thcare providers.” The contract in
a direct primary care practice is between the patient and the provider. The
terms of the re ationship are not dictated by a third-party system. One of the
questions that insurance companies often ask us is, “What wi you do about
over-uti izers who have un imited access to you?” It’s interesting when that
question is p aced in the hands of providers, because there are times when
we actua y encourage what the third-party system wou d consider
overuti ization. For examp e, we’ve had patients with burns that require dai y
dressing changes. We’ve had patients with wound issues that have required
house ca s three times/week for a few weeks. We’ve had patients on home
hospice whom we’ve chosen to visit dai y, and sometimes twice (or more)
2

dai y at end of ife, outside of current hospice regu ations and reimbursement
structures. Letting the patient and the provider defne uti ization is one of
the many benefts of having patients contract direct y with hea thcare
providers.
#4 Prescription drug mode s:
The stated goa of this mode is to “better a ign incentives and engage
benefciaries as consumers of their care whi e contro ing drug costs.” This is
a part of our mission at 307Hea th. We can provide generic medications at
near who esa e cost for the benefciary. We have patients who pay ess for
their medications through our practice than they wou d pay for a co-pay
through insurance. We can a so mai or de iver medications to our patients
as needed.
#6 State-Based and Loca Innovation, inc uding Medicaid-focused mode s:
The RFI states that “CMS wants to partner with states to drive better
outcomes for peop e based on oca needs.” In a state ike Wyoming, seeking
mode s that cover care beyond the traditiona face-to-face visit wou d be
he pfu . Having access to one’s hea thcare provider after hours gives
patients options beyond seeking care in the oca emergency department,
which may be overuti ized by Medicaid benefciaries who fee they have no
a ternative for acute or after-hours needs.
#8 Program integrity.
Stamping out waste, fraud and abuse shou d be part of any system with
transparency at its core. One of the prob ems of the current payment system
is that incentives don’t often a ign with the objectives and goa s. The
integrity of any hea thcare system is in jeopardy as the payment system
becomes more comp icated.
3. Do yo have s ggestions on the str ct re, approach, design of
potential models? Please also identify potential challenges or
risks associated with any of the s ggested models.
Our suggestion is to consider direct primary care as a viab e mode . This is
based upon our practice, which was started in Ju y 2015 in Powe , Wyoming.
307Hea th is a direct primary care practice with a month y membership fee.
Prices are as fo ows:
Age
Newborn- 1 year
2-18
19-44
45-64
65 and o der

Month y fee
$30
$20
$45
$60
$75
3

*There is current y a one-time registration fee of $25
**In order to enro a chi d, at east one parent must a so enro in the
practice.
Upon enro ing in 307Hea th, patients are given contact information that
a ows them to contact their physician by phone, text, or emai 24 hours/day,
7 days/week.
There is no co-pay for ofce visits.
There is no imit to the number of ofce visits or other forms of
communication.
House ca s are made as needed.
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We provide the fo owing tests at no additiona cost to members:
-Rapid strep test
-Urine dip test
-Urine pregnancy test
-Fingerstick b ood sugar
-E ectrocardiogram
-Ofce spirometry
We current y have one test done in the ofce with a charge:
-Fingerstick INR testing for warfarin monitoring at a cost of $10 per test
It is important to note that direct primary care is not hea th insurance. We
encourage members of 307Hea th to obtain hea th insurance. Hea th
insurance is needed and used for appropriate emergency department visits,
hospita ization, specia ty consu tations, surgeries, diagnostic testing,
imaging, expensive medications, and other appropriate medica costs. The
mode of direct primary care a ows insurance to be used as it is intended-to
cover the high cost services and items which are most often expensive and
unpredictab e. Direct primary care wou d idea y be paired with a “wraparound” insurance po icy which does not cover the costs of services provided
by direct primary care. The savings wou d idea y be refected in the patient
cost of the insurance product.
The physicians of 307Hea th testifed before the Joint Hea th, Labor, and
Socia Services Committee of the Wyoming State Legis ature in September
2015. At that time, the Director of the Wyoming Department of Hea th asked
the committee for funding of a pi ot project to study the use of direct primary
care for Medicaid recipients. We are not aware of the status of that request
at this time.
One of the ha marks of direct primary care is the simp icity of having the
contract between the patient and the provider, without a third-party
intermediary. It wou d be idea to have patients reimbursed direct y for the
services, or to have the money go to the patient through a patient’s account
and then transferred to the practice.
The cha enge and risks of such a payment mode wou d be that CMS wou d
need to retoo how a “visit” is defned to consider an a ternative mode for
reimbursement of care. It wou d a so be important to have a mechanism for
CMS to contact patients, or have patients contact CMS, if the terms of the
contract were not being met. A patient contract with 307Hea th can be
cance ed by the patient at any time without pena ty. Another cha enge to
consider wou d be that of reporting qua ity data to CMS for benefciaries.
However, this cha enge wou d a so represent an opportunity if patients were
engaged in and invo ved with reporting this data to CMS.
5

4. What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a cons mer
driven or directed foc s and might be tested as a model and
alternative to FFS and MA?
See previous answers regarding direct primary care.
It shou d be noted here that direct primary care is sometimes confused with
a capitated insurance mode . One of the key diferences is that there is no
third-party administrator, and thus the administrative overhead of the
practice is much ower than it wou d be in a fee-for-service, Medicare
Advantage, or capitated p an.
5. How can CMS f rther engage benefciaries in development of
these models and/or participate in new models?
307Hea th wou d ike to suggest having representatives from CMMI visit our
practice to engage in discussions with Medicare benefciaries to exp ore
these ideas. There are many Medicare benefciaries in our area who wou d
be wi ing to participate in such discussions.
6. Are there payment waivers that CMS sho ld consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?
See above.
7. Are there any comments or s ggestions related to the f t re
direction of the Innovation Center?
We at 307Hea th are excited by the future direction of the Innovation Center.
It wou d be wonderfu if Medicare benefciaries cou d get the care they want
and need when they want and need it through an afordab e, accessib e,
tru y patient-centered system.
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Comments in response to Innovation Center New Direction Informal Request for Information (RFI)
The ABIM Foundation appreciates this RFI as an opportunity to share with HHS/CMS/CMMI the lessons
we have derived from our experience engaging dozens health systems. physician practices, and medical
education and training programs in the successful implementation of Choosing Wisely
recommendations, and to suggest that these lessons “roll up” to a model of clinician engagement in
quality and value-improvement that should compel CMMI attention.
The ABIM Foundation is a public charity whose mission is to advance medical professionalism as a force
for improving the quality of health care. In recent years, our work has focused primarily on advancing
medical professionalism in the area of stewardship of health care resources, including the Choosing
Wisely® campaign and the Teaching Value and Choosing Wisely® Challenge. With the support of the
Robert Wood Johnson Foundation, we have been working directly with health systems, medical
societies, state-wide improvement collaboratives and others to stimulate internalization of the CW
campaign and implementation of its recommendations, with outstanding results on targeted and locallyselected problems of overuse. In partnership with CostsofCare.org, ACP and others, we have introduced
the concepts of waste and financial “harms” as salient patient-centered considerations in medical
education and training programs.
We appreciate that CMMI’s Transforming Clinical Practices Initiative (TCPI), and perhaps other CMMI
programs, are working to align to and leverage the work physicians and health systems already are
doing to address overuse through Choosing Wisely. However, TCPI and other physician-level “pay for
performance” programs are not ideal mechanisms to cultivate the intrinsic motivation that is the
hallmark of medical professionalism and the energy source for Choosing Wisely. Indeed, P4P systems
have at best a mixed record of improving quality and outcomes. And in fact, they have been widely
cited as being de-motivating and a source of physician burnout.
As CMMI is aware, most Choosing Wisely recommendations are too clinically nuanced to be easily
specified as traditional quality “measures” that can be tied to financial rewards. Organizational and
clinical leadership working to implement the Campaign have had to rely on other tactics and motivators.
Based on our observation of their experience, the elements that successful implementations of
Choosing Wisely have in common include 1) “bottom-up” physician staff selection of locally relevant
“overuse” improvement opportunities and strategies to address them, 2) defined in patient-centric ways
(e.g., unnecessary “needle sticks” versus unnecessary blood-draws), paired with 3) supportive “intel
inside” information systems to track progress and provide feedback, in environments that 4) accept
imperfect measures as decent indicators, 5) focus on collapsing variation toward a clinically appropriate
mean, and 6) inject a bit of collegial competition, and 7) provide non-financial rewards and recognition,
including peer recognition and higher levels of practice autonomy and trust. Focusing, activating, and
resourcing physician professionalism turns out to be an excellent recipe for success.
Many of CMMI’s other innovation models experiment with incentives and risk-sharing arrangements at
the organization level, which is appropriate, yet without regard for how quality and value-improvement
processes are implemented “inside” those organizations. In many cases, formal physician pay-for-

performance systems persist “under the hood”. Again, our experience suggests that physician
incentives should be structured to take advantage of physicians’ intrinsic motivation – the desire to be a
healing agent in a trusting and respectful relationship with their patients. Physicians (and their fellow
clinicians) know where the “pain points” – the obstacles to optimum patient care -- are in their systems
and practices. When provided with an opportunity to flag and fix those issues that they and their
patients butt into, they engage.
There are abundant, well documented examples of the power of this approach to achieve results in
larger systems. These include organizations with uniquely well-resourced cultures such as Kaiser and
large Blue Cross plans (MA, MI), large academic organizations (UCLA, UCSF, Utah). However, based on
our experience, we believe the “bottom up” principle for quality and value improvement is extensible to
organizations of any size, as long as there is committed leadership and the elements highlighted above.
We would welcome an opportunity to work with CMMI to develop and test a model that can define the
minimum preconditions necessary to activate, focus and resource physicians’ intrinsic motivation to
support clinical change, to include non-financial recognition and data and support to improve on
indicators that are relevant to their local practice. It is our hypothesis that if these other elements are
present and reinforced by Federal policy, this approach will outperform current P4P programs that
primarily use financial incentives. And that this new approach will increase patient and physician wellbeing.
The ABIM Foundation would very much welcome the opportunity to share our learnings and
recommendations with you in further detail.
Thank you again for this opportunity to provide input as CMMI consider promising new directions.
Leslie Tucker, Senior Policy Advisor
ABIM Foundation
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Guiding Principles and Other Comments

1. Guiding Principles and Other Comments
Thank you for the opportun ty prov de comments on the th rd and f fth gu d ng pr nc ples
related to pat ent-centered care and small-scale test ng.
1.1
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Pat ent-centered care s not solely about nformat on for mak ng cho ces (that would be more
ak n to shared dec s on-mak ng). The Inst tute of Med c ne def nes pat ent-centered care as
“respectful of, and respons ve to, nd v dual pat ent preferences, needs and values, and
ensures that pat ent values gu de all cl n cal dec s ons.”1 Researchers from the Harvard
Med cal School (on behalf of the P cker Inst tute and The Commonwealth Fund) suggest the
follow ng e ght components of pat ent centered care: (1) respect for pat ent preferences, (2)
coord nat on and ntegrat on of care, (3) nformat on and educat on, (4) phys cal comfort, (5)
emot onal support, (6) nvolvement of fam ly and fr ends, (7) cont nu ty and trans t on, (8)
access to care.2 These attr butes of pat ent-centered care deserve attent on n the gu d ng
pr nc ple regard ng pat ent-centered care.

1 Inst tute of Med c ne (IOM). 2001. Cross ng the Qual ty Chasm. Cross ng the Qual ty Chasm: A
New Health System for the 21st Century. Wash ngton, D.C: Nat onal Academy Press.
2 http://cgp.p cker nst tute.org/?page_ d=1319
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Guiding Principles and Other Comments
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The f fth gu d ng pr nc ple states a preference for small scale test ng. We respectfully suggest
that tests should be large enough to measure mportant mpacts on qual ty, cost, and pat ent
sat sfact on w th appropr ate methodolog cal and stat st cal r gor.
1.3
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It takes t me for phys c ans, hosp tals, and other prov ders to transform care del very, and
even powerful models take more than a year or two to generate measurable results. CMMI
has many worthwh le models already n the f eld that we hope w ll cont nue, so that the
substant al nvestments already made y eld act onable nformat on.
When a voluntary model s demonstrably effect ve n mprov ng qual ty w thout ncreas ng
cost, we hope CMMI w ll undertake more expans ve tests, nclud ng mandatory tests. Th s s
the best way to nform pol cy makers about whether benef ts of voluntary programs are
equally robust n non-voluntary contexts.
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Guiding Principles and Other Comments
Operat ng a voluntary test model n Med care and Med ca d s multaneously would nform
pol cy makers about whether a model can work for both populat ons, and whether there are
synerg st c effects. Currently, many CMMI models are Med care only, and are the same for
volunteer part c pants (phys c ans, ACOs, etc.) everywhere. CMMI could develop models to
test n Med ca d populat ons (w th or w thout Med care), and vary the test to try two or more
permutat ons of a model n d fferent states. As long as the s ze of each permutat on s
suff c ently large to perm t r gorous evaluat on, more could be learned (and more qu ckly)
w th a mult -arm test than w th sequent al s ngle-arm tests.
We agree that states and local t es can be mportant ncubators and part c pants n nnovat ve
models—w th appropr ate resources. The nfrastructure for test ng an nnovat on s
substant al. States do not have well-funded nnovat on centers and t s not reasonable to
expect that nd v dual states can absorb the short term costs of operat ng and evaluat ng
nnovat ve models ent rely on the r own, even f those models hold prom se for reduc ng
Med ca d costs n the long run. We therefore suggest development of a mechan sm to share
CMMI knowledge, contractors, and f nanc al resources w th states that want to operate
nnovat ve models. CMMI could h re and oversee contractors (just as they do for Med care)
to help states develop the structure for a new model, fac l tate shared learn ng among model
part c pants, process test-serv ce cla ms assoc ated w th a model, calculate shared
sav ngs/losses, and evaluate program mpacts. For example, few states can afford robust
analys s of pr mary and secondary data to evaluate the r nnovat ons, but CMMI has nternal
staff and contractors w th abundant evaluat on expert se, and could ded cate both to help ng
states evaluate the r prom s ng nnovat ons.
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Potential Models

2. Potential Models
In th s sect on, Abt Assoc ates suggests potent al models n the follow ng focus areas:
Consumer-D rected Care & Market-Based Innovat on Models; Phys c an Spec alty Models;
Prescr pt on Drug Models; Med care Advantage (MA) Innovat on Models; and State-Based
and Local Innovat on, nclud ng Med ca d-focused Models.
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2.1.1 Refe ence P icing in Medica e Advantage
In recent years pr vate payers and employers have begun exper ment ng w th new, consumerdr ven models that a m to reduce costs and mprove qual ty of care. In l ne w th CMMI’s
gu d ng pr nc ples, the mpetus beh nd such models s that pat ents, f equ pped w th
nformat on and g ven the r ght ncent ves, can make nformed health care dec s ons and
dr ve compet t on. Unl ke pr or strateg es taken by payers, such as ntegrated networks (e.g.,
HMOs), consumer-dr ven models are expected to ach eve s m lar object ves wh le
s multaneously mprov ng benef c ary cho ce and sat sfact on. Consumer-dr ven models may
also complement supply-s de models (e.g., value-based purchas ng) that ncent v ze prov ders
to eff c ently del ver h gh qual ty care. CMMI could cons der test ng a form of consumerdr ven nsurance w th n the Med care Advantage (MA) program w th reference, or target,
pr c ng.
In reference pr c ng, payers (or somet mes employers) establ sh a pr ce ce l ng for a
part cular health care serv ce. The methodology for determ n ng th s pr ce var es but s often
the average negot ated pr ce among prov ders w th n a payer’s network. If nsured
benef c ar es use a prov der (for that def ned serv ce) that charges a pr ce above the ce l ng,
the benef c ary must cover the add t onal cost. Reference pr c ng s thus an attract ve tool for
reduc ng unnecessary var at on n pr ces (for wh ch there s l ttle or no correspond ng
var at on n qual ty) that ex st across numerous health serv ces. There are several vers ons
that could be tested, such as ncorporat ng qual ty nto the ce l ng pr ce, or engag ng n a
shared-sav ngs model w th nsured benef c ar es who use prov ders whose pr ces are below
the pr ce ce l ng.
A 2014 survey found that wh le only 10 percent of employers had used reference pr c ng to
date, upwards of 68 percent of payers or employers were cons der ng adopt ng t over the
next three to f ve years. A number of pr vate payers and employers have p loted reference
pr c ng, w th strong results. In 2011, Anthem Blue Cross and the Cal forn a Publ c
Employee’s Ret rement System (CalPERS) analyzed the r prov der market and set a ce l ng
pr ce for rout ne h p and knee replacements at $30,000. After the f rst year, they found an 8
percent ncrease n ut l zat on among the prov ders who set pr ces at or below the ce l ng,
wh le the average amount pa d per surgery fell by 30 percent. Several prov ders responded by
renegot at ng contracts to ensure that the r rates fell below the ce l ng pr ce. Clear
commun cat on, educat on, and the nclus on of a h gh qual ty prov der network contr buted
to strong pat ent sat sfact on w th the p lot. Kroger and Safeway have also p loted reference
pr c ng for mag ng scans, colonoscop es, laboratory tests, and other serv ces. Evaluat ons
found that pr ce var at on n abdom nal CT scans fell by 32 percent over a two year per od
(compared to 14 percent n control states), sav ng Kroger $4 m ll on. For Safeway, the cost
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per lab test also fell by 32 percent and resulted n a total of $2.57 m ll on n sav ngs over
three years.
Researchers have also attempted to model the mpact of referenc ng pr c ng on costs. A 2014
study conducted by the Employee Benef t Research Inst tute set reference pr ces for s x
cl n cal serv ces at the 67th percent le n each of the 300+ hosp tal referral reg ons across the
country. They found that employers could save a total of $9.4 b ll on (1.6 percent of health
spend ng), 40 percent of wh ch would come from h p and knee replacements. Other stud es
assess ng s m lar models for up to 300 serv ces, f nd that reference pr c ng could reduce
med cal spend ng by 3.5 to 4.8 percent per annum.
Structure

If not des gned or mplemented effect vely, reference pr c ng, l ke other consumer-dr ven
models, r sks ncreas ng benef c ary out-of-pocket costs, l m t ng pat ent cho ce, and
nh b t ng access to h gh qual ty care. CMMI could cons der a number of opt ons that have
been shown to m t gate negat ve outcomes:


Reference pr c ng could be appl ed only to serv ces that can be planned n advance (and
hence amendable to ‘shopp ng’), and are relat vely standard zed (w th l m ted var at on n
qual ty). These serv ces l kely account for only one-th rd of pr vate health nsurance
spend ng, suggest ng that other demand-s de strateg es (e.g., l m ted prov der networks;
value-based nsurance) should be appl ed n tandem.



CMMI could work w th MA plans to ensure that reference pr ces are set h gh enough for
a suff c ent number of h gh qual ty prov ders to part c pate, part cularly for plans that
have l m ted networks (e.g., HMOs). Exempt ons could be allowed n cases where the
number of prov ders offer ng a serv ce are nsuff c ent to meet demand, regardless of
pr ce (e.g., rural areas).



CMMI and MA plans could des gn reference pr c ng models that g ve benef c ar es the
resources and t me needed to make nformed dec s ons. Lessons from pr or p lots found
that commun cat on strateg es may be more challeng ng for pr vate payers (regardless of
whether they part c pate n Med care Advantage, nd v dual, or group markets) than for
employers. Successful approaches nclude prov d ng benef c ar es w th up-to-date
nformat on about serv ces and prov ders that fall w th n the reference pr ce, and offer ng
technolog es (e.g., apps) that s mpl fy the search process. Where poss ble, payers should
attempt to ncorporate qual ty measures to ncent v ze the use of h gh value prov ders and
serv ces.



CMMI and MA plans could employ strateg es to ensure that prov ders do not ncrease
the r pr ces to match the reference pr ce. Wh le th s was not a problem n pr or p lots,
three opt ons for prevent ng such behav or nclude: a) sett ng a co nsurance rate so that
benef c ar es w ll cont nue to ut l ze lower cost prov ders; b) collect ng pr ces from
prov ders pr or to establ sh ng a reference pr ce; and c) shar ng the sav ngs w th
benef c ar es f they ut l ze h gh value prov ders for def ned serv ces.

Engaging Beneficiaries

Benef c ar es may be more l kely to engage n consumer-dr ven models n wh ch payers share
sav ngs w th enrolled benef c ar es. Ex st ng strateg es taken by pr vate payers, such as
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l m ted networks and cost-shar ng arrangements, encourage benef c ar es to ut l ze h gh value
prov ders or serv ces by constra n ng cho ces or ncreas ng copays for those us ng out-ofnetwork prov ders. Shared sav ngs models may, by the very nature of the r ncent ve
structure, ach eve s m lar object ves wh le avo d ng negat ve effects (e.g., l m ted cho ce,
lower sat sfact on). As descr bed above, shared sav ngs models could be ntegrated nto new
or ex st ng consumer dr ven models, nclud ng reference pr c ng, to max m ze mpact.
2.2
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We propose two models related to phys c an spec alt es: neurology care model and a telentens ve care un t model.
2.2.1 Neu ology Ca e Model3
Two of the focus areas CMMI art culates are spec alty phys c an models, and opportun t es
for part c pat on n advanced alternat ve payment models (APMs). CMMI’s Oncology Care
Model (OCM) meets both of these foc , and s m lar models may be appropr ate for other
spec alt es. We suggest a neurology care model (NCM) for neurodegenerat ve d seases such
as Park nson’s D sease and dement a, as well as other progress ve neurolog c d sorders that
affect large numbers of Med care benef c ar es ( .e., mult ple scleros s (MS) and amyotroph c
lateral scleros s (ALS)).
3 Recommended n collaborat on w th Dr. Barbara V ckrey, System Cha r for the Department of
Neurology, at the Icahn School of Med c ne at Mount S na .
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Neurodegenerat ve d seases are ncreas ngly common w th advanc ng age, and many cause
permanent d sab l ty and eventually death. Researchers project that by 2030 the number of
nd v duals 65 years or older w th Park nson’s D sease (PD) w ll reach 530,000,4 and the
number w th Alzhe mer’s D sease, the most common neurodegenerat ve cond t on, w ll reach
7.7 m ll on.5 The prevalence of ALS s also projected to ncrease by 34 percent n the US
between 2015 and 2040.6 Healthcare serv ce ut l zat on s h gh for th s relat vely rare (US
prevalence s ~12,600) and often rap dly fatal d sease, nclud ng home health care serv ces,
durable med cal equ pment, and for some, vent lator support and other l fe-extend ng
treatments. Wh le MS s a neurolog cal d sorder affect ng a younger populat on, at present t
s est mated that 25-30 percent of nd v duals w th MS are covered under Med care. In
add t on, a number of new treatments to manage symptoms or slow progress on are e ther
approved or are n the p pel ne for all of these cond t ons, many of wh ch are or w ll be h ghcost.
There s ev dence that pat ents w th PD whose care s overseen by neurolog sts are less l kely
to be placed n a nurs ng home, and may l ve longer, than those whose care s overseen by a
general st phys c an. For example, one study found that 42 percent of Med care benef c ar es
w th PD d d not rece ve care from a neurolog st dur ng the four years after d agnos s, and
“those who d d not see a neurolog st were 14 percent more l kely to fracture a h p, 21 percent
more l kely to be placed n a sk lled nurs ng fac l ty n the f rst year after d agnos s, and 22
percent more l kely to d e w th n s x years of d agnos s”.7 There are val dated qual ty
nd cators w th wh ch to measure care for neurodegenerat ve cond t ons, and stud es f nd that
care qual ty s better and pat ent sat sfact on h gher, when these pat ents see a neurolog st.8,9
Ind v duals w th MS often have few comorb d t es, and over 90 percent cons der the r
neurolog st as the pr nc pal phys c an for the r ongo ng med cal care.10 There s strong
ev dence that coord nated team care models, wh ch may nclude neurolog sts espec ally at the
t me of d agnos s, mprove qual ty of care and outcomes for dement a.11,12

4 Dorsey ER, Constant nescu R, Thompson JP, et al. Projected number of people w th Park nson
d sease n the most populous nat ons, 2005 through 2030. Neurology 2007;68:384–386
5 Hebert LE, Scherr PA, B en as JL, et al. Alzhe mer d sease n the US populat on: prevalence
est mates us ng the 2000 census. Arch Neurol 2003;60:1119–1122
6 Arthur KC, Calvo A, Pr ce TR, et al. Projected ncrease n amyotroph c lateral scleros s from 2015
to 2040. Nature Commun cat ons. 2016;7:12408. do :10.1038/ncomms12408
7 W ll s AW, Schootman M, Evanoff BA, et al. Neurolog st care n Park nson d sease: a ut l zat on,
outcomes, and surv val study. Neurology 2011;77:851–
8 Cheng EM, Swarztrauber K, S derowf AD, et al. Assoc at on of spec al st nvolvement and qual ty
of care for Park nson's d sease. Move D sord 2007;22:515–522 [PubMed]
9 Dorsey ER, Voss TS, Shprecher DR, et al. A U.S. survey of pat ents w th Park nson's d sease:
sat sfact on w th med cal care and support groups. Move D sord 2010;25:2128–2135 [PubMed]
10 V ckrey BG, Edmonds ZV, Shat n D, Shap ro MF, et al. General neurolog st and subspec al st care
for mult ple scleros s: pat ents' percept ons. Neurology 1999 Oct 12;53(6):1190-7.
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A voluntary neurology care model could be open to neurology pract ces only and focus on
cond t ons l ke MS, ALS, and PD; or the care model could also nclude pr mary care
phys c ans who are respons ble for pat ents w th dement a. NCM could nclude all pat ents
w th neurodegenerat ve d seases, or a subset (e.g., w th or w thout dement as). NCM could
focus ma nly on Med care FFS benef c ar es, but also nv te Med care Advantage, Med ca d,
and commerc al payers to adopt s m lar models, to al gn and strengthen ncent ves. NCM
could requ re best pract ces such as neurolog st nvolvement n establ sh ng/rev s ng pat ent
treatment plans, appropr ate mult -d sc pl nary care teams, chron c d sease self-management,
ongo ng care coord nat on to slow decl ne and m n m ze cr ses, partnersh ps w th commun ty
agenc es who prov de ev dence-based serv ces, and 24/7 pat ent access to the care team, all
a med at reduc ng avo dable use of emergency rooms and hosp tals, reduct ons or delay n
need for long-term care, and mprov ng pat ent outcomes. Psychosoc al support for pat ents
and fam ly careg vers could be a central p llar of NCM, along w th Advance Care plann ng
that ensures pat ents are nformed about the r prognos s and that the r preferences and goals
around end-of-l fe care are el c ted and respected. A monthly care coord nat on fee for
enhanced neurology serv ces would make part c pat on appeal ng for phys c an groups and
g ve them resources to supported coord nated care del very, wh le the potent al to share the
sav ngs from reduced care costs would ncent v ze eff c ency. Part c pat ng phys c an groups
could also be encouraged (or eventually requ red) to share n losses as well as ga ns, mak ng
th s two-s ded r sk phase an advanced alternat ve payment model for the QPP program.
Engaging Beneficiaries

Inducements to encourage benef c ar es to engage n NCM could nclude non-monetary
benef ts such as telemed c ne v s ts w th the r prov ders, or monetary benef ts such as wa ver
of copayments for certa n serv ces (e.g., chron c care management v s ts), or access to
add t onal serv ces not otherw se ava lable under Med care (e.g., home telemed c ne v s ts).
Pat ents can be engaged n mak ng cost-consc ous dec s ons f they understand the out-ofpocket cost for Med care copayments for care n var ous sett ngs (e.g., home care, phys c an
off ce v s ts, emergency room v s ts, and npat ent hosp tal stays). To th s end, educat ng
pat ents about expected out of pocket costs could be an NCM requ rement.
As CMMI beg ns to develop NCM, neurolog sts, pr mary care phys c ans, phys cal
therap sts, pat ents, and fam ly careg vers could all be ncluded on Techn cal Expert Panels
(TEPs) to gu de model des gn and mplementat on.
Program Waivers



For NCM, CMMI m ght cons der wa v ng the Part B 20 percent copayment for chron c
care management v s ts, and also rev se def n t ons for NCM purposes so that presence of
just one neurodegenerat ve d sease qual f es a pat ent for chron c care management v s ts,
rather than the presence of two or more qual fy ng chron c d seases.

11 V ckrey BG, M ttman BS, Connor KI, et al. The effect of a d sease management ntervent on on
qual ty and outcomes of dement a care: A random zed controlled tr al. Ann Intern Med 2006 Nov
21;145(10):713-26.
12 Callahan CM, Boustan MA, Unverzagt FW, et al. Effect veness of collaborat ve care for older
adults w th Alzhe mer d sease n pr mary care: a random zed controlled tr al. JAMA 2006 May
10;295(18):2148-57.
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Telemed c ne v s ts may help reduce use of hosp tal emergency rooms, f pat ents can
obta n needed care w thout leav ng home. CMS m ght cons der rev s ng the telemed c ne
coverage requ rements for NCM purposes so that prov ders can be re mbursed for
telemed c ne v s ts w th non-rural pat ents, and also to allow telemed c ne v s ts w th
pat ents at home. Both changes would allow prov ders to evaluate and manage the r
d sabled pat ents (for whom travel s often d ff cult) n the home sett ng.
CMMI m ght cons der wa v ng the 3-day hosp tal zat on requ rement pr or to a Sk lled
Nurs ng Fac l ty stay for NCM (as s true n BPCI), to avo d unnecessar ly long hosp tal
stays.

2.2.2 Tele-Intensive Ca e Unit
CMMI has ach eved success w th a p lot test of tele-ICU serv ces, and m ght cons der a
model to ncent v ze adopt on of th s technology. CMS’s Health Care Innovat on Award to
Emory Un vers ty Hosp tal n Atlanta, Georg a y elded an est mated sav ngs of $1486 per
Med care FFS ICU stay, wh le reduc ng npat ent readm ss ons and nst tut onal post-acute
care13. These sav ngs were ach eved by a comb ned tele-ICU and cr t cal care res dency for
non-phys c an prov ders. Based on these results, the Innovat on Center could cons der a
prepayment program to support tele-ICU nstallat on, perhaps accompan ed by a small
monthly payment, to help fund the ongo ng operat on of tele-ICU programs that spread
scarce spec alty phys c an resources across mult ple hosp tals’ ICUs.
Due to the complex ty and cl n cal sever ty of cases n the ICU, spec ally-tra ned ntens v st
phys c ans ach eve the best outcomes.14,15 However, there s a shortage of board-cert f ed
ntens v st phys c ans16 and only 37 percent of all ICU stays n the Un ted States are currently
covered by ntens v st phys c ans.17 In many ICUs there are no ntens v st phys c ans present
on-s te at n ght or on weekends.18 Tele-ICUs allow for ntens v st phys c an overs ght at n ght
13 Center for Med care & Med ca d Innovat on. “Evaluat on of Hosp tal-Sett ng HCIA Awards: Th rd
Annual Report.” Prepared for CMS by Abt Assoc ates, n Partnersh p w th General Dynam c
Informat on Technology, Inc. and Tell gen. November 1, 2016.
14 W lcox, M.E., C.A. Chong, D.J. N ven, G.D. Rubenfeld, K.M. Rowan,H. Wunsch, and E. Fan.
“Do Intens v st Staff ng Patterns Influence Hosp tal Mortal ty Follow ng ICU Adm ss on? A
Systemat c Rev ew and Meta-Analyses.” Critica Care Medicine, Vol. 41(10). Oct., 2013. pp.22532274.
15 Pronovost, P.J., D.C. Angus, T. Dorman, K.A. Rob nson, T.T. Drems zov, T. L. Young. “Phys c an
Staff ng Patterns and Cl n cal Outcomes n Cr t cally Ill Pat ents: A Systemat c Rev ew.” The Journa
of the American Medica Association, 288(17). November 6, 2002. pp.2151-2162.
16 Halpern, N.A., S.M. Pastores, J.M. Oropello, and V. Kvetan. “Cr t cal Care Med c ne n the Un ted
States: Address ng the Intens v st Shortage and Image of the Spec alty.” Critica Care Medicine, Vol.
41(12). Dec. 2013. pp.2754-2761.
17 Lo s, M. “The Shortage of Cr t cal Care Phys c ans: Is There a Solut on?” Journa of Critica
Care, Vol. 29(6). Dec., 2014. pp.1121-1122.
18 Gaj c, O. and B. Afessa.“Phys c an Staff ng Models and Pat ent Safety n the ICU.” Chest, Vol.
135(4). Apr l 2009. pp.1038-1044.
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and on weekends, and one phys c an can oversee care at mult ple hosp tals’ ICUs. Tele-ICUs
are also assoc ated w th reduct ons n ICU and hosp tal LOS and mortal ty. 19, 20, 21, 22, 23, 24, 25, 26,
27, 28, 29, 30, 31, 32, 33, 34

Tele-ICUs are expens ve. Implement ng a tele-ICU and operat ng for the f rst year costs
$50,000 to $100,000 per covered bed (Kumar et al., 2013). Most of these costs are today
born by the hosp tals, s nce Med care and most other payers do not subs d ze nstallat on or
operat on of tele-ICUs. Ev dence on reduct ons n hosp tal operat ng costs from tele-ICUs s
m xed, 35, 36, 37 mak ng susta nab l ty a challenge. S nce there s ev dence that tele-ICU
mplementat on can y eld sav ngs to Med care, but may not be nternally cost-effect ve for
19 Goran S. “Measur ng tele-ICU mpact: Does t opt m ze qual ty outcomes for the cr t cally ll
pat ent?” Journa of Nursing Management, Vol. 20. 2012. Pp.414-428.
20 Kohl, B.A., M. Fort no-Mullen, A. Praestgaard, C. W. Hanson, J. D Mart no, E.A. Ochroch. “The
Effect of ICU telemed c ne on Mortal ty and Length of Stay.” Journa of Te emedicine and Te ecare.
18(5). 2012. pp.282-286.
21 Kumar, G., D.M. Falk, R.S. Bonello, J.M. Kahn, E. Perencev ch, and P.Cram. “The Costs of
Cr t cal Care Telemed c ne Programs: A Systemat c Rev ew and Analys s.” CHEST, 143(1). 2013.
pp.19-29.
22 Zawada, E.T., D. Kapaska, P. Herr, M. Aaronson, J. Bennett, B. Hurley, D. B shop, H. Dagher, D.
Kovalesk , T. Melanson, K. Burdge, T. Johnson, Avera eICU Research Group. “Prognost c Outcomes
After the In t at on of an Electron c Telemed c ne Intens ve Care Un t (eICU) n a Rural Health
System.” South Dakota Medicine: The Journa of the South Dakota State Medica Association, 59(9).
2006. pp.391-393.
23 Zawada, E.T., P. Herr, D. Larson, R. Fromm, D. Kapaska, and D. Er ckson. “Impact of an
Intens ve Care Un t Telemed c ne Program on a Rural Health Care System.” Postgraduate Medicine,
121(3). May 2009. pp.160-170.
24 W llm tch, B., S. Golembesk , S.S. K m, L.D. Nelson, and L. G del. “Cl n cal Outcomes
AfterTelemed c ne Intens ve Care Un t Implementat on.” Critica Care Medicine, 40(2). 2012.
pp.450-454.
25 Franz n , L. K.R. Sa l, E.J. Thomas, and L. Wueste. “Costs and Cost-Effect veness of a Tele-ICU
Program n S x Intens ve Care Un ts n a Large Healthcare System.” Journa of Critica Care, 26(3).
Jun 2011. pp. e1-329.e6.
26 L lly, C.M., J.M. McLaughl n, H. Zhao, S.P. Baker, S. Cody, and R.S. Irw n. “A Mult center Study
of ICU Telemed c ne Reeng neer ng of Adult Cr t cal Care.” CHEST, 145(3). March 2014. pp.500507.
27 McCambr dge M., K. Jones, H. Paxton, K. Baker, E.J. Sussman, and J. Etchason. “Assoc at on of
Health Informat on Technology and Tele ntens v st Coverage w th Decreased Mortal ty and Vent lator
Use n Cr t cally Ill Pat ents.” Archives of Interna Medicine, 170(7). Apr 12, 2010. pp.648-653
28 Sadaka, F., A. Palag r , S. Trott er, W. De bert, D. Gudmestad, S.E. Sommer, and C. Veremak s.
“Telemed c ne Intervent on Improves ICU Outcomes.” Critica Care Research and Practice. 2013.
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hosp tals, subs d zat on of tele-ICUs may stand to f nanc ally benef t prov ders and CMS,
wh le mprov ng pat ent care qual ty.
Expand ng ntens v st coverage to mult ple hosp tals, espec ally those staffed by nonphys c an advance pract ce prov ders (APPs) w th cr t cal care tra n ng, would expand pat ent
cho ce and access, and perhaps allow more pat ents to rece ve care n the r local commun t es
(avo d ng ambulance transport to d stant tert ary med cal centers). L ke the Shared Sav ngs
Program and Bundled Payment for Care Improvement, appl cat on for the suggested
prepayment program would be voluntary, and such a program could start small and gradually
scale up f results are prom s ng.
Spread ng tele-ICU technology, and reap ng the result ng sav ngs, w ll requ re: (a) up-front
support for hardware and software nstallat on, and (b) ongo ng support for the ntens v st
Art cle ID 456389. pp. 1-5.
29 W lcox, M.E. and N. K.J. Adh kar . “The Effect of Telemed c ne n Cr t cally Ill Pat ents:
Systemat c Rev ew and Meta-Analys s.” Critica Care, 16. July 18, 2012.
30 Young, L.B., P.S. Chan, B.K. Nallamothu, C. Sasson, and P.M. Cram. “Impact of Telemed c ne
Intens ve Care Un t Coverage on Pat ent Outcomes: A Systemat c Rev ew and Meta-Analys s.”
JAMA Interna Medicine, 171(6). 2011. pp-498-506.
31 L lly, C. M., S. Cody, H. Zhao, K. Landry, S.P. Baker, J. McIlwa ne, M. W. Chandler, and R.S.
Irw n. “Hosp tal Mortal ty, Length of Stay, and Preventable Compl cat ons Among Cr t cally Ill
Pat ents Before and After Tele-ICU Reeng neer ng of Cr t cal Care Processes.” Journa of the
American Medica Association, 305(21). June 1, 2011. pp.2175-2183.
32 Rosenfeld, B.A., T. Dorman, M.J. Breslow, P. Pronovost, M. Jenckes, N. Zhang, G. Anderson, and
H. Rub n. “Intens ve Care Un t Telemed c ne: Alternate Parad gm for Prov d ng Cont nuous Intens ve
Care.” Critica Care Medicine, 28(12). Dec. 2000. pp.3925-3931.
33 Breslow, M.J., B.A. Rosenfeld, M. Doerfler, G. Burke, G. Yates, D.J. Stone, P.Tomaszew cz, R.
Hochman, and D.W. Plocher. “Effect of a Mult ple-S te Intens ve Care Un t Telemed c ne Program on
Cl n cal and Econom c Outcomes: An Alternat ve Parad gm for Intens v st Staff ng.” Critica Care
Medicine, 32(1). January 2004. pp.31-38.
34 L lly, C.M., C. Motzkus, T. R ncon, S.E. Cody, K. Landry, and R.S. Irw n. “ICU Telemed c ne
Program F nanc al Outcomes.” Chest. 2017. Do : 10.1016/j.chest.2016.11.029.
35 Goran S. “Measur ng tele-ICU mpact: Does t opt m ze qual ty outcomes for the cr t cally ll
pat ent?” Journa of Nursing Management, Vol. 20. 2012. Pp.414-428.
36 Franz n , L. K.R. Sa l, E.J. Thomas, and L. Wueste. “Costs and Cost-Effect veness of a Tele-ICU
Program n S x Intens ve Care Un ts n a Large Healthcare System.” Journa of Critica Care, 26(3).
Jun 2011. pp. e1-329.e6.
37 Gaurav, K., D.M. Falk, R.S. Bonello, J.M. Kahn, E. Perencev ch, and P. Cram. “The Costs of
Cr t cal Care Telemed c ne Programs: A Systemat c Rev ew and Analys s.” Chest, Vol. 143(1).
January 2013. pp.19-29.
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phys c ans and other staff who work n the tele-ICU ‘hub.’ We would l ke to suggest a twopronged payment model w th both forms of support.
CMS could nv te hosp tal networks (groups of aff l ated hosp tals) to apply for a lump-sum
prepayment that subs d zes (but does not fully fund) tele-ICU nstallat on. The ‘remote’
members of a part c pat ng hosp tal network would also be expected to contr bute to the
equ pment costs n the r ICUs ( .e., would have some ‘sk n n the game’). Th s s reasonable
because remote hosp tals n such networks would l kely see mprovement on pat ent qual ty
measures, and lower salary costs for ntens v st phys c ans on n ghts and weekends. The r
lower total ep sode costs may also make them attract ve/preferred prov ders for ACOs and
managed care payers. The pre-payment program, and contr but ons from hosp tals w th
‘remote’ ICUs, would together fund the tele-ICU nstallat on.
There are at least two opt ons for support ng ongo ng operat ng costs such as salar es for
ntens v st phys c ans and staff n the tele-ICU ‘hub’. The f rst and s mpler approach would
be a small add-on to the DRG payment for any adm ss on that ncludes an ICU stay, at any
part c pat ng hosp tal. Appropr ate safeguards would be needed to counter the ncent ve to
expand ICU use—perhaps us ng a h stor c volume benchmark.
An alternat ve approach would resemble several current CMS programs where per-ep sode
costs are tracked and compared aga nst h stor c benchmarks. Hosp tals and the r networks
that reduce 3-month or 6-month ep sode costs below h stor c averages would be el g ble for
shared sav ngs, f they also ma nta n or mprove qual ty (e.g., shorter hosp tal LOS, reduced
readm ss ons, mproved CAHPS pat ent sat sfact on scores).
After the n t al prepayment, CMS could mpose a deadl ne for nstall ng the tele-ICU
systems, after wh ch the add t onal operat ng payments would beg n. Hosp tals would make
every effort to meet that deadl ne, s nce fa lure would leave them w th expens ve systems that
they can no longer afford to operate. CMMI could also offer techn cal ass stance and operate
a learn ng system, to help awardees successfully mplement tele-ICUs and make them
operat onal and prof table as qu ckly as poss ble.
Outcomes of nterest for th s two-part program would nclude those that have been
demonstrated to accrue to tele-ICU programs, nclud ng reduced use of nst tut onal postacute care and total ep sode Med care spend ng. Add t onal outcome measures could nclude
npat ent LOS, readm ss ons, and post-d scharge ED use. A tele-ICU program would need a
fa rly long t me hor zon because t may take some t me for hosp tal networks to fully
mplement tele-ICU systems (a delay before performance could be assessed), and t may take
some years for CMS to recoup the upfront nvestment. S nce the tele-ICU w ll benef t every
pat ent, not only Med care pat ents, other payers could be “free r ders” who do not contr bute
to support ng the tele-ICU. To address th s concern, other payers could be encouraged to
part c pate n the ongo ng support component of the program, by m rror ng CMS’s payment
strategy and/or by ncent v z ng the r covered members to use part c pat ng hosp tals (e.g.,
through out-of-network restr ct ons). Th s n turn would encourage more hosp tals to jo n
tele-ICU networks, mprov ng care and reduc ng ep sode costs for all ICU pat ents,
regardless of payer.
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2.3.1 Add essing the Opioid Epidemic in Medica e Populations
The ep dem c of op o d m suse and overdose n the Un ted States cont nues unabated,
cla m ng the l ves of at least 53,300 people n the U.S. n 2016, almost 150 per day, a 36
percent ncrease over 2015.38 Op o d harms go beyond mortal ty: for each overdose death, an
est mated s x to ten others exper enced an op o d overdose and surv ved, potent ally creat ng
other long-term ram f cat ons.39 40
M suse of prescr pt on op o ds largely arose from w th n the U.S. healthcare system. In the
late 1990s and early 2000s, phys c ans were encouraged to cons der pa n as the “f fth v tal
s gn” and to treat chron c pa n assert vely, a reversal of the conservat ve pract ces that had
preva led for most of the century.41 More powerful drug formulat ons were developed,
38 Centers for D sease Control and Prevent on. Prov s onal counts of drug overdose deaths, as of
8/6/2017 2017.
39 Dunn KM, Saunders KW, Rutter CM, et al. Op o d prescr pt ons for chron c pa n and overdose: a
cohort study. Annals of nternal med c ne 2010;152:85-92.
40 Center for Behav oral Health Stat st cs and Qual ty. Results from the 2015 Nat onal Survey on
Drug Use and Health: Deta led tables. Rockv lle, MD: Substance Abuse and Mental Health Serv ces
Adm n strat on; 2016.
41 McDonald DC, Carlson K, Izrael D. Geograph c var at on n op o d prescr b ng n the US. The
Journal of Pa n 2012;13:988-96.
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notably OxyCont n, wh ch came to market n 1996 and was touted as “abuse res stant.” In the
follow ng years, sales of op o ds ncreased enormously: between 1997 and 2012, the amount
of prescr bed op o ds sold by pharmac es ncreased 700 percent, measured n morph ne mg
equ valent, wh le the U.S. populat on grew only 16 percent.42,43,44,45
Th s publ c health cr s s s far more compl cated than the m suse of prescr pt on pa n
med cat on and s actually two ntertw ned ep dem cs, one of m sused prescr pt on op o ds
and another of ll c tly manufactured and d str buted hero n and fentanyl, pos ng un que
challenges and opportun t es for prevent on, treatment, and recovery. Increases n overdose
death rates from prescr pt on op o ds have slowed n recent years, but death rates from hero n
have r sen sharply—more than tr pl ng between 2010 and 2014.46 Deaths from fentanyl
po son ng ncreased 100 percent n 2016 alone.47
Increased access b l ty to op o ds benef tted many pat ents whose pers stent phys cal pa n had
been nadequately treated, but also came w th devastat ng consequences. In 2015, an
est mated 15 m ll on persons aged 12 or older reported us ng prescr pt on pa n rel evers
w thout med cal author zat on dur ng the past year.48 Further, 70 percent of nd v duals
reported that doctors were the d rect or nd rect sources of these drugs.49 Research has shown
that many nd v duals are self-med cat ng w th op o ds to reduce phys cal and/or emot onal
pa n. One survey of nd v duals who reported us ng prescr pt on drugs found that 81 percent
of that populat on were m sus ng the prescr pt on to treat pa n and 32 percent report ng us ng
more med cat on than prescr bed n order to treat the r pa n.50 Another study found that
nd v duals w th m ld, moderate, and severe depress on were more l kely to use op o ds more
42 Centers for D sease Control and Prevent on. CDC comp lat on of op o d analges c formulat ons
w th morph ne m ll gram equ valent convers on factor. Atlanta, GA: Centers for D sease Control and
Prevent on; 2015.
43 Drug Enforcement Adm n strat on. Automat on of Reports and Consol dated Orders System
(ARCOS) Reta l Summary Reports. Off ce of D vers on Control; 1997-2012.
44 U.S. Census Bureau PD, nventor Intercensal Est mates of the Un ted States C v l an Populat on
by Age and Sex: 19972012 4/1/16.
45 U.S. Census Bureau PD. Project ons of the Populat on and Components of Change for the Un ted
States: 2010 to 2050,. In: D v s on P, ed. August 14, 2008 ed2008.
46 Rudd RA, Alesh re N, Z bbel JE, Gladden RM. Increases n drug and op o d overdose deaths —
Un ted States, 2000–2014. MMWR 2016;64:1378-82.
47 Centers for D sease Control and Prevent on. Prov s onal counts of drug overdose deaths, as of
8/6/2017 2017.
48 Center for Behav oral Health Stat st cs and Qual ty. Results from the 2015 Nat onal Survey on
Drug Use and Health: Deta led tables. Rockv lle, MD: Substance Abuse and Mental Health Serv ces
Adm n strat on; 2016.
49 Substance Abuse and Mental Health Serv ces Adm n strat on. Results from the 2013 Nat onal
Survey on Drug Use and Health: Summary of Nat onal F nd ngs. Rockv lle, MD: Substance Abuse
and Mental Health Serv ces Adm n strat on; 2014.
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than prescr bed as compared to those w thout depress on. There s also ev dence of h gh
rates of self-med cat on us ng prescr pt on drugs among nd v duals w th mood d sorders
such as major depress ve d sorder, b polar d sorder, and anx ety d sorder and that selfmed cat ng s a r sk factor for comorb d d sorders.52,53 Conversely, data show that pre-ex st ng
psych atr c d sorders lead to nonmed cal use of prescr pt on drugs; thus, nonmed cal use of
prescr pt on drugs may be a result of or lead to numerous psych atr c and phys cal
cond t ons.54 By 2014, an est mated 2.5 m ll on persons were op o d dependent. Most
nd v duals who d ed from an overdose nvolv ng a prescr pt on op o d had rece ved
med cally prescr bed op o ds n the recent past.55
51

There are a number of alternat ves to op o ds to treat chron c pa n; t s mportant to cons der
the r use as an approach to prevent ng op o d m suse and use d sorders. One of the Centers
for D sease Control’s (CDC’s) pr mary recommendat ons around op o d prescr b ng s to use
non-op o d therapy opt ons, nclud ng acetam nophen, nonstero dal ant - nflammatory drugs,
and ant depressants,56 all of wh ch have been found to be effect ve n reduc ng chron c pa n.
Add t onally, cogn t ve behav oral therapy, exerc se therapy,57 and acupuncture58 have proven
50 Alford DP, German JS, Samet JH, Cheng DM, Lloyd-Travagl n CA, Sa tz R. Pr mary care
pat ents w th drug use report chron c pa n and self-med cate w th alcohol and other drugs. Journal of
general nternal med c ne 2016;31:486-91.
51 Grattan A, Sull van MD, Saunders KW, Campbell CI, Von Korff MR. Depress on and prescr pt on
op o d m suse among chron c op o d therapy rec p ents w th no h story of substance abuse. The
Annals of Fam ly Med c ne 2012;10:304-11.
52 Lazareck S, Rob nson J, Crum RM, Mojtaba R, Sareen J, Bolton JM. A long tud nal nvest gat on
of the role of self-med cat on n the development of comorb d mood and drug use d sorders. The
Journal of cl n cal psych atry 2012;73:e588.
53 Mart ns SS, Fenton MC, Keyes KM, Blanco C, Zhu H, Storr CL. Mood and anx ety d sorders and
the r assoc at on w th non-med cal prescr pt on op o d use and prescr pt on op o d-use d sorder:
long tud nal ev dence from the Nat onal Ep dem olog c Study on Alcohol and Related Cond t ons.
Psycholog cal med c ne 2012;42:1261-72.
54 Mart ns SS, Fenton MC, Keyes KM, Blanco C, Zhu H, Storr CL. Mood and anx ety d sorders and
the r assoc at on w th non-med cal prescr pt on op o d use and prescr pt on op o d-use d sorder:
long tud nal ev dence from the Nat onal Ep dem olog c Study on Alcohol and Related Cond t ons.
Psycholog cal med c ne 2012;42:1261-72.
55 Johnson EM, Lan er WA, Merr ll RM, et al. Un ntent onal prescr pt on op o d-related overdose
deaths: descr pt on of decedents by next of k n or best contact, Utah, 2008–2009. J Gen Intern Med
2013;28:522-9.
56 Dowell D, Haeger ch TM, Chou R. CDC gu del ne for prescr b ng op o ds for chron c pa n—
Un ted States, 2016. Jama 2016;315:1624-45.
57 Fransen M, McConnell S. Exerc se for osteoarthr t s of the knee. Cochrane Database Syst Rev
2008;4.
58 V ckers AJ, L nde K. Acupuncture for chron c pa n. Jama 2014;311:955-6.
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effect ve, and are preferred as f rst l ne treatments for chron c pa n. Add t onal research s
needed nto these and other prom s ng pract ces n order to develop more effect ve pa n
management techn ques and med cat ons for reduc ng chron c pa n.
Federal agenc es have been address ng the ep dem c from several angles, nclud ng
development of ev dence-based prescr b ng gu del nes, CDC grant fund ng to states, and
ncorporat on of op o d measures nto the Part D plan Star Rat ngs by CMS.
The CDC Gu del ne for Prescr b ng Op o ds for Chron c Pa n conta ns 12 recommendat ons
for cl n cal pract ce (e.g., us ng prescr pt on drug mon tor ng programs (PDMPs), regular
ur ne drug screen ng, not exceed ng h gh dosages of op o ds, not co-prescr b ng
benzod azep nes and op o ds, and prescr b ng naloxone for h gh-r sk pat ents).59 Many of
these Gu del ne recommendat ons requ re add t onal cl n c an t me dur ng the pat ent
encounter, as well as coord nat on w th other prov ders. Adherence to these recommendat ons
may lead to change n op o d prescr b ng and other pat ent outcomes wh ch could be
measured as part of a CMMI demonstrat on/p lot. Below are br ef descr pt ons of potent al
models for CMMI mplementat on and test ng to address op o d overuse n Med care
populat ons.
2.3.2 Ca e Management fo Ch onic Pain Patients on Long-Te m Opioid The apy
There are several cl n cal pract ces recommended n the CDC Gu del ne, wh ch for most
pract ces requ re add t onal nfrastructure and t me from cl n c ans and pr mary care teams to
prov de safer, ev dence-based care to pat ents on long-term op o d therapy. For example,
ensur ng pat ents are not tak ng greater than 50 or 90 morph ne m ll gram equ valents
(MMEs), are not tak ng benzod azep nes concurrently w th op o ds, have per od c ur ne drug
tests and regular assessments for pa n and funct on, check ng the PDMP before prescr b ng or
ref ll ng an op o d, and treat ng pat ents w th op o d use d sorder (OUD). CMMI could
conduct a test w th pr mary care phys c an groups that serve Med care fee-for-serv ce (FFS)
benef c ar es on long-term op o d therapy (> 90 days). The model could offer prov ders a care
management fee to support the add t onal nfrastructure and t me needed to appropr ately
manage these pat ents’ care n accordance w th the CDC gu del ne recommendat ons. In
return for th s payment, volunteer phys c an groups could be requ red to bu ld a pat ent
reg stry, dent fy referral sources, ntegrate access to the PDMP w th n the EHR, conduct
appropr ate ur ne tests, assess pa n, and become Suboxone®-wa vered to treat op o d use
d sorder. The expectat on s that part c pat ng phys c an pract ces would transform the r
workflows, for example, add ng t me dur ng the pat ent encounter to better manage pat ent
care. More expans ve use of med cal ass stants n planned care and care management may
also lead to better and more cost-effect ve care. Recogn z ng that t can take a year or more to
taper a pat ent down from h gh dosage op o ds, the test would deally operate for at least
three years. An evaluat on could measure key processes and pat ent outcomes nclud ng:
proport on of pat ents prescr bed h gh MMEs, co-prescr bed benzod azep nes and op o ds,
use of mult ple prescr bers and mult ple pharmac es, ED use, hosp tal zat ons, and op o d
overdoses. Th s model test could help assess the effect of the CDC’s recommended
gu del nes on Med care populat ons—both over 65 and d sabled, s nce they may have
d fferent challenges—and the necessary compensat on to support prov ders offer ng
59 Dowell D, Haeger ch TM, Chou R. CDC gu del ne for prescr b ng op o ds for chron c pa n—
Un ted States, 2016. Jama 2016;315:1624-45.
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enhanced care management for these pat ents. CMS could nv te other payers to test a s m lar
model (e.g., n Med ca d) to learn whether mpacts vary for d fferent populat ons.
2.3.3

Dec easing Opioid Misuse Th ough Imp oved Fo mula y Management in
Stand-Alone P esc iption D ug Plans
Wh le CMS n recent years has recommended formulary management strateg es to mprove
safe op o d prescr b ng, and made ava lable the Overut l zat on Mon tor ng System (OMS),
CMS could cons der a systemat c evaluat on of the effects—both ntended and un ntended—
of formulary management techn ques on curb ng op o d prescr b ng and use pract ces. CMS
has already supported one evaluat on, wh ch Abt Assoc ates and L&M Pol cy Research
conducted, but the ntervent on only enta led not fy ng sponsors about spec f c benef c ar es
flagged by the OMS and d d not requ re any spec f c act on.60 Th s test could enl st standalone prescr pt on drug plans (PDPs) and be des gned to test the effects of mplement ng
spec f c formulary management techn ques to support the safer prescr b ng pract ces
recommended by the CDC for both new op o d prescr pt ons for acute pa n and long-term
op o d therapy for chron c pa n. For example, part c pat ng PDPs could nst tute the
follow ng: po nt-of-sale (POS) ed ts for no more than a 7-day supply of an op o d for acute
pa n; pr or author zat on (PA) from the prescr ber for a ref ll expla n ng the reason for
add t onal days’ supply; a hard stop alert at POS for co-prescr bed op o ds and
benzod azep nes. Add t onally, for chron c pa n pat ents, PDPs could requ re a PA pr or to
approv ng a th rd 30-day prescr pt on that would put a pat ent nto long-term op o d therapy,
n wh ch the prescr ber would need to document mproved pa n and funct on demonstrated
w th op o d therapy. S m larly, for h gh dosage op o ds (> 50 MMEs), a PA could be requ red
to expla n the reason for cont nued h gh dosage and a plan for taper ng pat ents who are on
extremely h gh dosage op o ds (>90 MMEs) for d agnoses other than cancer, pall at ve and
end-of-l fe care. PDPs could be compensated for the r part c pat on n th s formulary
management demonstrat on, or CMS could employ a pay-for-performance model to
ncent v ze PDPs to mprove op o d use. CMMI could systemat cally evaluate the effects of
these spec f c formulary management techn ques on prescr b ng pract ces by analyz ng Part
D cla ms and survey ng pat ents to measure any un ntended consequences for Med care
benef c ar es (e.g., poor pa n control, op o d w thdrawal). Prescr ber burden for PAs could
also be assessed through qual tat ve data collect on.

60 L&M Pol cy Research and Abt Assoc ates. Med care Part D Op o d Pol cy Impact Evaluat on:
Second Annual Inter m Report Wash ngton, D.C.: L&M Pol cy Research; 2016.
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2.4.1

Incentivizing App op iate Ca e fo Ch onic Pain Patients on Long-Te m Opioid
The apy in Medica e Advantage
CMMI could enl st MA plans to ncent v ze more appropr ate care for chron c pa n pat ents
to reduce and/or better coord nate the r use of op o ds. MA plans could cover (and requ re)
the recommended pract ces n the CDC gu del ne, spec f cally: non-op o d and nonpharmacolog cal treatments for chron c pa n, b -annual pa n and funct on assessments, annual
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ur ne drug tests, and Suboxone® for op o d use d sorder. Add t onally, MA plans could
mprove compensat on to part c pat ng prov ders to mplement the recommended cl n cal
pract ces (e.g., taper ng pat ents off h gh dosages). An evaluat on could measure key process
measures and outcomes, nclud ng: proport on of pat ents on h gh MMEs; co-prescr bed
benzod azep nes and op o ds; use of mult ple prescr bers and mult ple pharmac es; ED use;
hosp tal zat on and op o d overdose. Ult mately, th s model could test whether mproved
coverage of alternat ves to pa n treatments, and adherence to recommended cl n cal
gu del nes, could reduce use of op o ds and mprove outcomes n Med care Advantage
populat ons.
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As part of the federal-state Med ca d partnersh p, CMS has long supported small-scale
test ng of serv ce del very and payment nnovat ons n the Med ca d program through the
flex b l ty offered by Sect on 1115 and other wa ver author t es. More recently, CMS has also
supported nnovat ons n state Med ca d programs through demonstrat ons such as the State
Innovat on Models (SIM) and targeted support offer ngs such as the Innovat on Accelerator
Program (IAP).
Wh le CMS has afforded states the flex b l ty to test a var ety of payment and health care
serv ce del very nnovat ons, h stor cally the burden of apply ng for and rece v ng approval
for the wa vers requ red to test them has been cons derable. State off c als expended
cons derable t me and energy n negot at ons w th CMS about the spec f cs of wa ver
proposals. (e.g., see test mony to MACPAC: https://www.macpac.gov/wpcontent/uploads/2014/12/MACPAC_2013-05_Transcr pt.pdf). Recent CMS pol cy changes
announced n two CMCS Informat onal Bullet ns (CIBs) (Sect on 1115 Demonstrat on
Process Improvements https://www.med ca d.gov/federal-pol cygu dance/downloads/c b110617.pdf and State Plan Amendment and 1915 Wa ver Process
Improvements to Improve Transparency and Eff c ency and Reduce Burden
https://www.med ca d.gov/federal-pol cy-gu dance/downloads/c b110617-2.pdf) should
prov de some welcome rel ef to th s burden, nclud ng longer approval per ods, state plan
amendment (SPA) and wa ver templates, and less frequent requ rements to renew wa ver
author t es. To complement th s new d rect ve accelerat ng rev ew and approval, CMS can
offer ass stance to states to help fac l tate a smooth rev ew process. Through the IAP, CMMI
has p loted a process of prov d ng strateg c des gn support to states pursu ng 1115 wa vers for
substance use d sorder (SUD). The Innovat on Center should cons der expand ng th s process
to add t onal pr or ty areas to help states n the wa ver development process, to help assure
needed nformat on s ncluded n the least burdensome manner poss ble.
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Wh le all 1115 wa ver demonstrat ons requ re an ndependent evaluat on, there s no rout ne
or easy way for states to learn from each other about wa ver outcomes. Thus, mult ple states
may test s m lar nnovat ons n parallel, w th l ttle coord nat on or systemat c ntegrat on of
f nd ngs from other demonstrat ons. The recent CIBs promote the use of standard metr cs
across states, both to streaml ne report ng and to allow cross-state compar sons. The
Innovat on Center should cons der how to further promote the systemat c rev ew of related
demonstrat ons, such as payment (e.g., 1915b), HCBS (1915c), and ntegrated serv ces (e.g.,
1115) demonstrat ons, to dent fy common determ nants of success.
Th s s part cularly mportant n l ght of CMS’s comm tment, as stated n the CIB, to fasttrack rev ew and approval of successful demonstrat ons from one state n other states. Wh le
standard zed report ng w ll reduce burden on state Med ca d agenc es and prov de a s mple
snapshot for cross-state compar son, more deta led evaluat ons are needed to nform
repl cat on and scale-up. Effect ve repl cat on and adaptat on of successful state
demonstrat ons that al gn w th CMS’s stated goals for the 1115 wa ver author ty w ll requ re
an understand ng of how reforms were mplemented and the underly ng populat on
character st cs and del very system dynam cs. By cont nu ng to support r gorous evaluat on
of Med ca d demonstrat ons, CMMI can play an mportant role n dent fy ng key elements of
successful demonstrat ons. CMMI can ass st state agenc es n dent fy ng and select ng
demonstrat ons to repl cate through, for example, documentat on of mplementat on and
scale-up cons derat ons, techn cal ass stance to state Med ca d programs (s m lar to the IAP)
pursu ng scale-up or repl cat on, and recommendat ons for flex b l t es that should be
ncorporated nto pol cy ( .e., no longer requ re wa vers for mplementat on). Creat ng and
d ssem nat ng gu dance and promot ng scalab l ty could ncrease access to proven
nnovat ons that ncrease person-centered care, strengthen ncent ves for qual ty outcomes
and nformed dec s on-mak ng, expand prov der flex b l ty, and promote Med ca d program
eff c enc es. At the same t me, f CMMI serves as a clear nghouse for evaluat ng wh ch
small-scale demonstrat ons are scalable, t can work to assure that only proven nnovat ons
are adopted, fast-tracked, or ult mately ncluded as regular Med ca d program opt ons.
2.5.1 Ca e Coo dination
Recent research has dent f ed the benef ts of whole-person care; that s, the flex b l ty for
cl n c ans to address the mult ple phys cal health, mental or behav oral health, and soc al
serv ces needs of an nd v dual pat ent, through person-centered care. The fragmentat on of
the current health care del very and payment systems, nclud ng ncent ves that work aga nst
coord nat on, thwarts th s hol st c approach. Yet examples ex st of nnovat ve state and local
approaches to br dge these d v des.
Oregon’s Med ca d wa ver to establ sh coord nated care organ zat ons (CCOs) prov des
mult ple examples of state nnovat ons that m ght be tested n other sett ngs and brought to
scale. One nnovat ve use of Med ca d funds s n the partnersh ps developed between
pr mary care, behav oral health, publ c health, and the commun ty. In an attempt to move
upstream, prevent the development of health cond t ons and unhealthy behav ors, and reduce
costs over the long-term, the CCO located n Lane County, OR mplemented the Good
Behav or Game—a classroom management strategy for decreas ng d srupt ve behav or— n
schools n the CCO catchment area w th a h gh penetrat on of Med ca d benef c ar es. The
ev dence-based pract ce has demonstrated many pos t ve outcomes related to respons ble
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dec s on-mak ng over the long-term, nclud ng reduct ons n smok ng n t at on, substance
use, and nc dence of mental llnesses, wh ch promote health and reduce med cal costs and
demand over the long-term. In add t on to the health and behav oral health benef ts, the Good
Behav or Game also mproves classroom management and learn ng, and has non-health
benef ts that result n a cost sav ngs to commun t es, governments, and tax payers, nclud ng
reduct ons n spec al educat on need, school suspens ons and expuls ons, and juven le and
adult cr m nal just ce nvolvement. Tr ll um Commun ty Health Plan, the CCO n Lane
County, determ ned that although the Good Behav or Game s not a med cal serv ce and all
students rece v ng the ntervent on would not be Med ca d benef c ar es, the benef ts to
health and reduct on n costs the catchment area just f ed mplementat on. It s a s mple, costeffect ve ntervent on to mplement, susta n, and br ng to scale. Investment n upstream
ntervent ons that are not med cal, are adm n stered outs de cl n cal sett ngs by non-cl n cal
prov ders (teachers are tra ned on the ntervent on), and prov de broad benef ts to nd v duals
and commun t es w thout str ct regard for benef c ary match ng, may y eld long-term benef ts
to the health care system as well as to commun t es, overall.
In parallel w th CMS’s encouragement of state nnovat on to mprove outcomes for Med ca d
benef c ar es, other agenc es w th n HHS have supported nnovat ve state efforts that address
the needs of Med ca d benef c ar es. For example, the LAUNCH program, a partnersh p of
the Substance Abuse and Mental Health Serv ces Adm n strat on (SAMHSA), the
Adm n strat on for Ch ldren and Fam l es (ACF), the Health Resources and Serv ces
Adm n strat on (HRSA), and the Centers for D sease Control and Prevent on (CDC),
promotes a publ c health approach to ch ld health that ncludes screen ng, enhanced home
v s ts focused on emot onal and well-be ng, mental health consultat on n educat on
programs, fam ly strengthen ng act v t es, and ntegrat on of behav oral health n pr mary
care sett ngs.
The Massachusetts LAUNCH program, called MYCHILD, cons sts of ped atr c med cal
homes employ ng early ch ldhood mental health cl n c ans and fam ly support workers to
address the ent re fam ly’s needs n promot ng the soc al, emot onal, and behav oral needs of
the ch ld w th or at r sk of severe emot onal d sturbance (SED). S nce the more ntens ve
treatment n the MYCHILD program occurs w th n the ch ld’s ped atr c med cal home,
fam l es are able to trans t on to less ntens ve treatment n the same sett ng w th the ongo ng
support of mental health and pr mary care prov ders that work together to prov de ntegrated
treatment to the ent re fam ly. Th s model presents three strengths that m ght be cons dered
by CMS n develop ng a ped atr c mental health model. F rst, the prov s on and coverage of
serv ces addresses the needs of the ent re fam ly; wh le the ch ld s the Med ca d/CHIP
benef c ary and rece ves the benef t of treatment, th s model allows serv ce prov ders to
“treat” the ent re fam ly, prov d ng serv ces and supports to parents/careg vers, regardless of
the nsurance status of the parent/careg ver. A second strength s related to the ab l ty of
fam l es to rece ve ntens ve serv ces when needed n a pr mary care sett ng, and then
trans t on to less ntens ve serv ces w th n the same sett ng as the cond t on mproves.
Embedd ng ch ld mental health cl n c ans n the pr mary care sett ng mproves ease of n t al
access for fam l es exper enc ng a mental health cr s s and promotes cont nu ty of care and
engagement when the cr s s abates. To that end, CMS m ght cons der promot ng the adopt on
of collaborat ve care b ll ng codes for ped atr c pr mary care/mental health as a way for
consult ng mental health prov ders to be re mbursed for the t me spent prov d ng consultat on
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to ped atr c pr mary care prov ders on pat ents who requ re a mental health ntervent on. The
th rd strength of the model s the nclus on of a fam ly support worker on the treatment team.
In adult and ped atr c sett ngs, the use of peer or fam ly support workers as part of the care
team has been demonstrated to mprove cl ent outcomes. CMS m ght cons der study ng state
approaches to cert fy ng peer support workers and promote a nat onal cert f cat on process to
ensure that fam ly support workers are accred ted and can be a re mbursable part of the team
f th s model s expanded to other states.
Each of these efforts has y elded mportant ns ghts and data as to opt ons for mprov ng
benef c ary outcomes, effect vely engag ng health care prov ders, and promot ng eff c enc es
cr t cal to Med ca d susta nab l ty. Add t onally, nterven ng early reduces morb d ty, longterm need for spec alty prov ders, and health and soc al costs. Cont nued support for these
types of voluntary efforts by states s mportant, and CMMI can play a cruc al role n
reduc ng the burden of pursu ng nnovat on, leverag ng and synthes z ng f nd ngs, and
promot ng scalab l ty of successful reforms.
Structure

One frustrat on for state off c als and healthcare prov ders al ke s that d fferent federal
agenc es’ recommendat ons and requ rements are not always al gned. For example, the CDC
Gu del ne for Prescr b ng Op o ds for Chron c Pa n states that “Non-pharmacolog c therapy
and non-op o d pharmacolog c therapy are preferred for chron c pa n.”61 However, nonpharmacolog c therap es such as occupat onal therapy, phys cal therapy, psychotherapy, and
non-trad t onal treatments for pa n, such as yoga or acupuncture, are e ther restr cted or not
re mbursable by Med care or Med ca d. In part cular, nterd sc pl nary pa n centers are
l m ted n the type and durat on of non-pharmaceut cal opt ons they can offer, leav ng
pharmacolog cal treatment as the only alternat ve. In order to reduce the burden of pursu ng
nnovat on, potent al small scale models to be tested and prom s ng models to be scaled up
should take nto cons derat on cl n cal gu del nes and pract ce standards so that all prov der
ncent ves are work ng toward the same outcome.
CMMI m ght cons der fund ng known prevent on/publ c health ev dence-based programs and
prom s ng ntervent ons that can be scaled up at the state level and evaluated to determ ne the
mpact on costs, pat ent outcomes, populat on outcomes, and prov der capac ty (e.g.,
reduct on n demand leads to reduced wa t t mes).
In a s m lar ve n, the burden of m sal gned report ng requ rements across d fferent federal
agenc es or demonstrat on programs falls d sproport onately on cl n c ans and program
adm n strators. CMMI can work to al gn wa ver and demonstrat on qual ty metr cs and other
requ red report ng w th those st pulated by ex st ng CMS programs or other HHS agenc es.
M n m z ng the report ng burden allows states to nnovate most creat vely and to part c pate
n mult ple opportun t es eff c ently wh le st ll prov d ng qual ty assurance.
Payment Options

The State Innovat on Models prov de several examples of payment opt ons beyond FFS and
MA that can be evaluated for poss ble scale up. These nclude bundled payments for certa n
61 Dowell D, Haeger ch TM, Chou R. CDC Gu del ne for Prescr b ng Op o ds for Chron c Pa n—
Un ted States, 2016. JAMA. 2016;315(15):1624–1645.
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cond t ons, as n Arkansas Med ca d, and global payments, as n Oregon’s Commun ty Care
Organ zat ons. CMMI could help states nterested n scal ng models that have been tested on
a small scale by prov d ng ass stance w th model ng and cost project ons for larger scale
reforms. To be most useful to states, such models would ncorporate d rect health care costs
and sav ngs, as well as costs and sav ngs to publ c health and soc al serv ces systems that
often work n concert w th the Med ca d program to meet all the needs of Med ca d
benef c ar es. Reduced rel ance on all these systems are part of the formula for upward
mob l ty and greater ndependence.
S nce many behav oral health cond t ons have h ghly var ed acu ty, durat on, and
comorb d t es, bundled payment arrangements have not yet been tested n behav oral health.
CMMI m ght cons der evaluat ng serv ce/treatment components, durat on, and costs to
develop models of care for a few spec f c behav oral health cond t ons, and then test ng those
models by fund ng bundled payment or ep sode of care arrangements n a few states or health
systems. Behav oral health cond t ons that m ght best f t a bundled payment arrangement
nclude f rst ep sode psychos s (FEP), su c de attempt, and maternal depress on. The Nat onal
Inst tute of Mental Health (NIMH) has nvested n the development and evaluat on of FEP
Coord nated Spec alty Care programs, demonstrat ng the r effect veness n treat ng early
psychos s and prevent ng the progress on of psychot c d sorders. They also have the benef t
of often hav ng a homogenous cohort of pat ents—young adults w th few phys cal
comorb d t es—w th s m lar health, mental health, and educat onal/vocat onal needs.
Add t onally, young adults often enter FEP/Coord nated Spec alty Care programs after an
n t al hosp tal zat on for psychot c llness, establ sh ng a potent al standard event to n t ate
the ep sode of care. Coord nated Spec alty Care programs were establ shed and cont nue to
be largely grant funded, mak ng them compat ble for non-FFS re mbursement arrangements.
S m larly, ev dence s mount ng for the effect veness of su c de prevent on and mental health
treatment efforts for nd v duals who have attempted su c de. Th s cond t on has the benef t
of a def ned n t at on po nt (present ng n ED or npat ent sett ng follow ng a su c de
attempt), and may nclude npat ent treatment, care trans t on plann ng, ntens ve outpat ent,
fam ly supports, and ongo ng med cat on and psychosoc al treatment. F nally, postnatal
maternal depress on screen ng and treatment s ncreas ngly becom ng standard pract ce for
obstetr cs and gynecology prov ders. Th s cond t on has standard screen ng protocols to serve
as n t at on po nts for the ep sode of care, and med cat on and psychosoc al standards of care
that can be ncluded n a bundled payment. Further research on establ sh ng models of care
for each of these cond t ons s needed pr or to n t at ng a bundled payment, but they may
serve as small-scale test cases for the appl cat on of bundled payments to behav oral health
serv ces.
Engaging Beneficiaries

Cons derat ons around scalab l ty must nclude benef c ary assessment of the eff cacy and
mpact of small-scale demonstrat ons. Enhanced benef c ary-centered care should be a
cr ter on n recommend ng nnovat ons for general adopt on. In add t on, current and future
test ng act v t es could nclude expl c t expectat ons and metr cs around benef c ary
part c pat on n des gn and evaluat on (e.g., stakeholder adv sory groups, publ c comment) as
well as benef c ary exper ence. Benef c ar es are also n an deal pos t on to dent fy barr ers
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to upward mob l ty and opportun t es for greater engagement and ownersh p of health
outcomes.
CMMI can support states by dent fy ng best pract ces to engage benef c ar es n the
development of small scale tests as well as the scale up of new models.
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Via Email to: CMMI_NewDirection@cms.hhs.gov
November 20, 2017
Amy Bassano, Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
United States Department of Health and Human Services
7500 Security Boulevard
Baltimore, Maryland 21244-1850

Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Acting Director Bassano:
The Academy of Managed Care Pharmacy (AMCP) thanks the Department of Health and
Human Services (HHS), the Centers for Medicare and Medicaid Services (CMS), and the Center
for Medicare and Medicaid Innovation (CMMI) for the opportunity to provide comments in
response to the request for information (RFI) titled “Centers for Medicare & Medicaid Services:
Innovation Center New Direction” released on September 20, 2017. AMCP commends HHS,
CMS, and CMMI for seeking feedback on how the Medicare and Medicaid programs can be
transformed through innovation to best meet the individual health needs of beneficiaries.
AMCP is the nation’s leading professional association dedicated to increasing patient access to
affordable medicines, improving health outcomes and ensuring the wise use of health care
dollars. Through evidence- and value-based strategies and practices, the Academy’s 8,000
pharmacists, physicians, nurses and other practitioners manage medication therapies for the 270
million Americans served by health plans, pharmacy benefit management firms, emerging care
models and government.
In April 2017, AMCP submitted comments (Attachment1) in response to CMS’ RFI contained
within the “Announcement of Calendar Year (CY) 2018 Medicare Advantage Capitation Rates
and Medicare Advantage and Part D Payment Policies and Final Call Letter and Request for
Information” released on April 3, 2017. AMCP’s comments focused on areas where CMS could
make improvements to the Medicare Part D and Medicare Advantage programs through
regulatory, subregulatory, policy, practice and procedural changes, including in potential
demonstration models. AMCP was pleased that CMS considered some of these issues in the
proposed rule,” Medicare Program; Contract Year 2019 Policy and Technical Changes to the
Medicare Advantage, Medicare Cost Plan, Medicare Fee-for-Service, the Medicare Prescription
Drug Benefit Programs, and the PACE Program” (42 CFR Parts 405, 417, 422, 423, and 498)
(proposed rule). AMCP’s recommendations included in the proposed rule are:
 Inclusion of medication therapy management (MTM) as a quality improvement activity
(QIA) for incorporation into medical loss ratio (MLR).



Inclusion of certain fraud, waste and abuse prevention programs as a QIA for
incorporation into MLR.
 Inclusion of biosimilars as applicable drugs under Medicare Part D program to encourage
the use of these lower cost alternatives.
 Implementation of the drug management program provisions under the “Comprehensive
Addiction and Recovery Act of 2016” (CARA).
 Adoption of the National Council of Prescription Drug Programs (NCPDP) SCRIPT
standard for electronic prescribing. However, AMCP seeks CMS to incorporate use of
the NCPDP electronic prior authorization standard as a mandatory component of
electronic prescribing.
 Evaluation of the Star Ratings program to determine the effectiveness of the existing
program and whether changes are necessary.
AMCP will provide specific comments in these areas to CMS in response to the proposed rule.
However, if these changes are not incorporated into a final rule, AMCP encourages CMMI to
consider demonstration models to test some of these provisions for future consideration in
rulemaking.
In response to CMMI’s RFI to make improvements to the Medicare and Medicaid programs,
AMCP offers comments in the following areas where demonstration programs may improve
quality and value.
I. Medication Therapy Management (MTM)
II. Quality
III. Formulary Design and Utilization Management
IV. Expansion of Value Based Contracting (VBC) for Medicare and Medicaid
V. Expansion of Biosimilar Use in the United States
VI. Health Information Technology and Data Interoperability
VII. Opioid Management
VIII. Fraud, Waste, and Abuse
I.

MTM

AMCP has established a MTM Advisory Group (MTMAG) to advise AMCP staff on critical
issues in the delivery of MTM related services and provide practical recommendations for MTM
practice and administration.The MTMAG is comprised of 40+ MTM stakeholders, including
AMCP members and non-members who represent Medicare Part D sponsors, MTM vendors,
technology vendors, community MTM providers, long-term care MTM providers, pharmacy
professional organizations, EHR vendors, integrated delivery networks, and academia. One of
the goals of the MTMAG is to evaluate how the current Medicare Part D MTM program can be
modernized to maximize its intended benefit for Medicare beneficiaries. AMCP’s comments
related to MTM were developed with input from the MTMAG.

Publish Best Practices from Enhanced MTM Demonstration Model and Consider Expansion
of the Enhanced MTM Demonstration Model to Medicare Advantage Plans, Medicaid, and to
Reduce Opioid Misuse and Abuse
As CMMI evaluates the findings from the enhanced MTM (eMTM) demonstration program for
Medicare Part D plans, it should publish best practices identified. It should work with the
participants in the eMTM model and other stakeholders in conducting this evaluation.
CMMI should also consider expanding the demonstration program to Medicare Advantage Plans
and offer state Medicaid programs the ability to use the eMTM model. CMMI may also consider
MTM demonstration models that coordinate interventions to curb opioid misuse and abuse and
increase access to medication assisted therapy. AMCP recommends that any MTM
demonstration should incorporate pharmacists’ interventions in recognition of their expertise in
medication management as members of the health care team.
Work with the Pharmacy Profession to Modernize, Test, and Validate Alternate Formats of
the Medicare Part D MTM Program Standardized Format to Maximize Its Intended Benefit
for Medicare Beneficiaries
The Medicare Part D MTM Program Standardized Format (standardized format) is a written
summary of a comprehensive medication review (CMR). Part D sponsors must at least annually
offer a CMR for targeted beneficiaries and provide written summaries. Currently, the summaries
must comply with requirements as specified by CMS and include a CMR Cover Letter (CL),
Medication Action Plan (MAP), and a Personal Medication List (PML). Existing flexibility in
the presentation of CMR summaries is limited to the inclusion of supplemental information only.
The format with the standardized information currently may not be modified which creates
barriers to innovative approaches Part D plans may utilize to more efficiently and clearly
communicate content to beneficiaries. These innovative approaches reflect effective delivery
mechanisms for today’s Medicare beneficiaries such as streamlined paper documents, emails,
patient portals, text messaging, and mobile app technology. Furthermore, the lack of flexibility in
the approach does not allow beneficiaries to designate their preferred format for the summary,
which may decrease its usability and may not result in the intended benefit to patients and
caregivers. Therefore, the development and testing of alternate formats is warranted to improve
beneficiary outcomes.
Plans are at the forefront of developing innovative solutions to more meaningfully engage
targeted beneficiaries in managing care plans developed through CMRs. Plans have invested in
qualitative research, including in-depth in-person interviews with beneficiaries, retrospective
surveys, and app usability testing, to better understand how to improve the beneficiary CMR
experience. The research demonstrates that beneficiary CMR expectations are grouped around
two major themes:


First, the information provided in the CMR experience should focus on having utility
when it is needed most, during transitions of care such as a hospital or emergency
room admission or during a doctor’s appointment.



Secondly, the information should come from a clinician they value as a trusted
source.

In order to bridge this gap between the limited utility of the standardized CMR format and
beneficiary expectations based on research, AMCP believes CMS should permit plans to develop
alternative CMR formats that deliver the summary in a more interactive and relevant manner to
beneficiaries based upon their preferred delivery method. AMCP recommends that CMS permit
plans to utilize alternatives to the standardized CMR format that duplicate the CL, MAP, and
MPL content requirements and provide additional choices to beneficiaries including electronic,
mobile application technologies, or other innovative communication mediums.
AMCP provided detailed initial suggestions to CMS on how the standardized format may be
improved to align with updates in technology and the need for beneficiaries to have choice in
how they receive this information, including options for a streamlined paper format and mobile
app technology.1 These recommendations were intended to serve as an opportunity to begin
dialogue with CMS in this area to see how the pharmacy profession and CMS can work together
to improve the standardized format to maximize the beneficiary experience. AMCP has also
engaged in an initiative to examine ways to modernize and test alternative formats for the CMR
and will share information with CMS and CMMI.
Consider the Inclusion of Alternate Records, Including Pharmacy Records and MTM
Encounter Data Inclusive of MTM Vendor Platforms, to Satisfy the Medication
Reconciliation Post-Discharge Measure
The Medication Reconciliation Post-Discharge (MRP) measure requires documentation of
medication reconciliation in the “outpatient medical record” within 30 days of discharge. This
has historically been interpreted by CMS during the audit process to mean documentation in the
electronic health record (EHR) or medical record, not the pharmacy record or MTM
encounter/vendor record. This has caused problems since medication reconciliation may have
been completed, but documentation of the medication reconciliation may not have been uploaded
into the patient’s EHR or medical record. Therefore, Part D sponsors may be negatively scored
on the measure even though they completed the medication reconciliation within the required
timeframe. To combat this, many Part D sponsors, community pharmacy MTM providers, and
MTM vendors are forced to maintain supplemental records, a time consuming process, to meet
the needs of CMS. However, acceptance of the supplemental records to meet the requirements of
the MRP measure has historically been auditor-specific and not consistent in application. The
lack of consistency from one auditor to another raises parity concerns from one Plan Sponsor to
the next when quality is being measured and financial rewards are linked to the measure(s).
Furthermore, as the MRP measure is being considered for inclusion by NCQA as a component of
a comprehensive transitions of care measure for implementation in the near future, it is
imperative that the MRP measure be revised to properly capture the completion of medication
reconciliation within 30 days of discharge. Therefore, AMCP urges CMMI and CMS to work
with NCQA to consider alternative records to satisfy this measure, including pharmacy records
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and MTM encounter data/vendor platforms, while the industry continues to move towards
interoperability.
Reconsider Targeting & Eligibility Criteria for MTM Services
AMCP believes MTM targeting and eligibility criteria should be designed not on arbitrary
mandates, but based on the needs of identified enrollees in a plan by utilizing appropriate patient
selection criteria to meet the needs of individual members. As outlined in the consensus
document Sound Medication Management Principles version 2.0,2 CMS should establish a set of
criteria to identify patients at risk for adverse events and those likely to be at risk for chronic
diseases or other health problems. The criteria should be used to identify the patients at greatest
risk and who could benefit the most from the provision of MTM services. Examples of criteria
that can be used to identify at-risk patients should include patients, but not be limited to whom:








Experience or are susceptible to medication related problems;
Overutilize or underutilize medications;
Visit multiple physicians;
Routinely are not adherent to or persistent with medication regimens;
Do not understand how to use their medications and do not have a support
system/network in place to guide their utilization;
Have financial barriers to obtaining their prescriptions, including those who use very
expensive medications or have very high total drug expenses; and
Need multiple medications to treat complex comorbidities.3

In addition, AMCP believes the current dollar threshold requirement for MTM services should
be revised. Currently, many patients do not become eligible for MTM services until late in the
calendar year due to the dollar threshold requirement, placing undue pressure on Part D sponsors
and MTM vendors to complete MTM services within a very short window before the end of the
year. Patients would be better served if they could receive MTM services when identified as atrisk earlier in the year, versus waiting until deemed eligible by an arbitrary dollar threshold.
Prescription dollar spending from a previous calendar year can help determine those patients
who will likely meet a threshold amount in a current year.
AMCP urges CMS to work with stakeholders to identify a more efficient mechanism for
identifying beneficiaries who could benefit from MTM services. Part D sponsors should have the
flexibility to identify eligible patients based upon their individual characteristics (patient-centric)
and at the greatest risk of adverse events. AMCP further urges CMS to recognize the growing
importance of MTM services in accountable care organizations (ACOs), patient-centered
medical homes, and other integrated delivery system models that seek to improve health
outcomes while lowering costs. AMCP believes integrated delivery models, such as ACOs, are
appropriate for the provision of MTM services and that health plans should be able to target
beneficiaries who require MTM in these practice settings.
2
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Reevaluate the Burden Estimate for CMRs
CMS currently estimates the burden for completing a CMR as 40 minutes.4 AMCP believes this
burden estimate is not accurate across all practice settings and therefore, CMS should reevaluate
the estimate to better represent the amount of time and effort expended by Part D sponsors,
MTM vendors, and pharmacists to provide this critical service to patients. AMCP encourages
CMS to consider the following elements when establishing a revised CMR burden estimate, and
encourages CMS to consider a multi-tier burden estimate dependent upon the factors below:










Timing of the CMR (e.g. post-discharge versus an annual medication check-up)
The venue of care (e.g. outpatient, inpatient, long-term care);
Language barriers and cognitive ability of patients or their caregivers;
Number of medications prescribed, including all non-prescription and herbal
medications;
Complexity of medications prescribed;
Number of conditions/disease states;
Complexity of conditions/disease states;
Need to duplicate documentation in multiple records due to lack of interoperability;
and
Breakdown of clinical versus administrative costs (e.g. pre-work, patient time, postwork).
II.

Quality

Review Comments and Recommendations from CMS’ 2019 Medicare Part D and Medicare
Advantage Proposed Rule for Areas Where CMMI May Implement Demonstrations to
Improve Star Ratings
CMMI should review the comments and recommendations from CMS proposed rule to identify
areas where demonstration models could help improve the efficiency and effectiveness of the
Star Ratings program.
Support the Shift towards Outcomes-Based Measurements in Medicare Part D and MA Plans
As the United States health care system begins the evolution from quantity and processorientated payments to payment policies focused on rewarding higher quality and improved
patient outcomes, AMCP urges CMMI to consider initiatives that shift the support toward
effective outcomes based measurements in Medicare and Medicaid... For example, most
measurements used to assess quality in the Medicare Part D and MA programs are process
measurements, which indicate what a health care provider does to maintain or improve health
and typically reflect generally accepted recommendations for clinical practice. To align with the
shift towards payment for value, however, measurements used to assess quality in the Medicare
4
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Part D and MA programs will need to shift to outcomes measurements which reflect the impact
of the health care service or intervention on the health status of patients. To move the needle
towards outcomes-based measurements, AMCP provides the following recommendations for
Medicare Part D and MA:


Consider how data interoperability can aid in the shift towards outcomes-based
measures. While the adoption of SNOMED CT codes may be the gold standard for
documenting diagnoses, interventions, and other clinical information to provide the
data needed to study and demonstrate value, adoption and implementation of
SNOMED CT codes will be very costly for Part D sponsors and may be premature as
results from the eMTM, which is using SNOMED CT codes, and other HL7
standards such as LOINC codes, for documentation, are unknown. In the interim,
however, there are opportunities for CMS to drive clinical integration in programs
and begin the shift towards outcomes-based measures. For example, if a patient is
adherent on their diabetes medications based upon a Star Ratings measure, the patient
should theoretically have an at-goal A1C level based upon a HEDIS measure. If the
patient is adherent to their medications but does not have an at-goal A1C, there is
opportunity to determine the causation such as perhaps the patient is adherent to the
wrong medication regimen or the medication regimen was never optimized (i.e.
appropriate titrated dosing) to achieve an at-goal A1C. Therefore, CMS has an
opportunity to evaluate how current measurements can be integrated across the Part D
program to begin to evaluate the impact of the health care service or intervention on
the health status of patients.



Consider the cost-effectiveness associated with new or revised measures before
adding them to the Star Ratings or display page. AMCP believes measures should be
utilized to demonstrate an improvement in patient outcomes and an overall reduction
in health care costs to measure all three sectors of the “Triple Aim.” Therefore,
AMCP urges CMS to ensure new or revised measures meet these goals and are
assessed for cost-effectiveness prior to being added to the Part D program.



Evaluate the current Star Ratings and display page measures for duplication and
remove any overlapping measures. In addition, evaluate measures that are currently in
the development process for duplication and that may compete with existent
measures. AMCP believes measures should align and avoid duplication to minimize
confusion and disruption for plans, providers, and patients.



Continue to provide adequate advanced notice of changes to Star Ratings and display
page measures to allow plans and providers to properly prepare and reallocate
necessary resources to new or revised measures. AMCP believes adequate notice is
essential for plans to properly prepare and educate providers about the changes.

Work with Medicare Part D Plans, Medicare Advantage Networks, and Retail and Community
Pharmacies to Establish Preferred Pharmacy Networks that Reward the Provision of
Improved Outcomes for Beneficiaries
AMCP supports the use of preferred pharmacy networks as a tool to ensure quality of care and
access to pharmacies that may influence health outcomes and lower costs as part of integrated
delivery models, ACOs and other emerging payment models.
Preferred pharmacy networks may be leveraged to help improve overall outcomes and quality
measures. First, risk-sharing arrangements with pharmacy networks and incentives to increase
generic utilization rates increases pharmacist and pharmacy participation in patient health care
management and may help to improve medication adherence and utilization by ensuring that
patients receive the appropriate medications at a reasonable cost. Second, preferred pharmacy
networks may also incorporate pharmacists patient care services and interventions into
accountable care arrangements and other integrated care delivery to achieve better health
outcomes at a lower cost. Pharmacies and pharmacy chains that help to achieve better health
outcomes should receive incentives to continue these practices through preferred network
arrangements. AMCP understands recent potential concerns with the structure of preferred
pharmacy networks and urges CMS, Part D plans, and pharmacies to work to establish
mechanisms that reward positive health outcomes for beneficiaries and reasonable costs for the
Medicare program.
CMMI issued a RFI in December 2013 to consider integration of Medicare Part D into ACOs,5
including information related to Medicare Part D integration into ACOs and the possibility of
enhanced risk sharing by ACO participants. In comments responding to the RFI, AMCP
supported integration of Part D into ACOs so long as certain conditions were met, including the
ability of pharmacies to participate in risk sharing. AMCP is concerned that CMS’ current Part D
structure would undermine the ability for pharmacies to ever fully participate in ACOs as full
partners because of restrictions on the ability to enter into insurance risk contracts.
III. Formulary Design and Benefit Management: Medicare Part D and Medicare Part B
Implement Demonstration Projects to Reconsider Criteria for Managing Medications in the
Medicare Part D Six Classes of Clinical Concern (Protected Classes)
AMCP has long supported the ability of plans to manage medications in all categories and
classes, including medications in the six classes of clinical concern (protected classes). The six
protected classes are: anticonvulsants, antidepressants, antineoplastic, antipsychotics,
antiretrovirals, and immunosuppressants. In June 2016, the Medicare Payment Advisory
Commission (MedPAC) recommended removing immunosuppresants and antidepressants from
the classes of clinical concern.6 In its analysis, MedPAC indicated that it “generally supports
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objective criteria in determining classes of clinical concern while balancing the goals of
beneficiary access and welfare with Part D plans’ tools to manage the drug benefit and
appropriately restrain costs.” MedPAC noted that these two classes of medications contain a
number of generic products available on commercial formularies with different products and
strengths. 7
In a 2014 proposed rule, Policy and Technical Changes to the Medicare Advantage and the
Medicare Prescription Drug Benefit Programs; Proposed Rule (42 CFR Parts 409, 417, 422, et
al.), CMS also proposed eliminating immunosuppressants and antidepressants from protected
class status with a consideration for eliminating antipsychotics at a later time.8 CMS indicated
that the costs associated with the requirement for these protected classes added approximately
$720 million or more in costs for plan years 2015-2019. In making its determination to remove
these classes of medications, CMS assessed the risk of significant harm or hospitalization and
whether more specific requirements are necessary to ensure sufficient beneficiary access to these
classes of medications. CMS noted that allowing additional management of immunosuppressant
and antidepressant classes would not result in serious harm or hospitalization to beneficiaries if
not all medications in the class are included on the formulary. Further, CMS noted that these
protections reduce the ability of plans to negotiate lower prices for these medications, thereby
increasing costs to beneficiaries and the government.9 This finding is consistent with findings
from a 2008 report commissioned by AMCP to determine the impact of the protected classes.10
Requirements to include all or substantially all medications on a formulary in the protected
classes also result in potential safety concerns, because plans have limited ability to use standard
utilization management tools to discourage use of inappropriate medications. Furthermore,
formulary placement determinations related to cost sharing also relate to the P&T committee’s
evaluation of the safety profile of medications. Often, newer medications with less reliable safety
and efficacy data in comparison to other medications are placed on higher formulary tiers which
require beneficiaries to pay additional costs and are designed to encourage use of safer
medications. If a beneficiary requires a non-formulary covered medication, plans are required to
have a formulary exceptions process in place to ensure the beneficiary can access the medication.
Given these protections and CMS’ formulary review process, continued restrictions on plan
management of agents in these three classes are unnecessary. Beneficiaries may access necessary
medications even if not covered under the formulary by using the exceptions process required by
Medicare. For this reason, AMCP supports building on the recommendations made by CMS and
MedPAC to remove the immunosuppressants and antidepressants from protected class status and
then review clinical and real world evidence and examine commercial and Medicaid formularies
to consider ways to manage other protected classes.
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Consider Targeted Demonstration Projects Allowing for Formulary and Utilization
Management in the Medicare Part B Program
Currently, Medicare Part B does not include provisions to allow for formulary or utilization
management programs used by the Medicare Part D program and commercial insurers to manage
medications. CMMI should work with stakeholders to develop health plan or PBM-established
formularies and utilization management tools to manage Medicare Part B medications. AMCP
recommends that this approach should initially be limited in scope to ensure patient health,
safety and access to care.
AMCP supports the use of well-designed and evidence-based formularies that enhance the
quality of pharmaceutical care while lowering medication costs. A drug formulary is a
continually updated list of prescription medications that represents the current clinical judgment
of providers who are experts in the diagnosis and treatment of disease. Formularies often contain
additional prescribing and clinical information that assists health care professionals as they
promote high quality, affordable care to patients. Generally, a formulary is developed and
maintained by a P&T Committee, comprised of physicians, pharmacists, and other health care
professionals, that meets regularly to review and evaluate the medical and clinical evidence from
the literature, relevant patient utilization and experience, economic data, and provider
recommendations to determine which drugs are the safest, most effective, and produce the best
clinical outcomes. Since a formulary is a dynamic and continually revised document, the P&T
Committee regularly evaluates the formulary and adjusts it to reflect the best medical practices,
newly marketed medications, and new clinical and economic evidence that may have an impact
on which drugs are included or excluded.
Furthermore, implementation of well-designed, evidence-based utilization management tools,
such as prior authorization and step therapy, optimizes patient outcomes by ensuring patients
receive the most appropriate medications while reducing waste, errors, adverse effects, and
unnecessary prescription drug use and cost. Utilization management tools and requirements for
coverage are based on clinical need, therapeutic rationale, and the desired outcome for the
patient. Studies show that choice of the most appropriate drug results in fewer treatment failures,
reduced hospitalizations, and better patient adherence to the treatment plan, fewer adverse side
effects, and better overall outcomes. Such efficient and effective use of health care resources
helps to keep overall medical costs down, improves the consumer’s access to more affordable
care, and provides the patient with an improved quality of life.
IV. Support Initiatives to Encourage Value-Based Contracting (VBC) in Medicare and
Medicaid
AMCP supports the use of VBC as a tool to ensure quality outcomes and lower costs in health
care and in the Medicare and Medicaid programs. In June, 2017, AMCP held a multi-stakeholder
Partnership Forum, “Advancing Value-Based Contracting” where representatives from health
plans, integrated delivery systems, pharmacy benefit managers, data and analytics experts, and
biopharmaceutical companies agreed on areas to strengthen and improve VBC, including:



A definition of VBC for facilitating discussion with key policy makers, regulators and
other stakeholders;
Strategies for advancing development and utilization of performance benchmarks;




Best practices in evaluating, implementing and monitoring VBCs; and
Action plans to mitigate legal and regulatory barriers to VBCs.

AMCP encourages CMMI to adopt the definition of VBC adopted by participants as a starting
point for any demonstrations. This definition is: A value-based contract is a written contractual
agreement in which the payment terms for medication(s) or other health care technologies are
tied to agreed-upon clinical circumstances, patient outcomes, or measures.”
CMMI should use the key recommendations from the Partnership Forum to create projects that
focus on identifying appropriate outcomes to measure and determining how much value to assign
them. AMCP will also be engaged with the participants of the Forum and other stakeholders in
an initiative to identify best practices to implement, monitor, and evaluate VBC efforts. AMCP
believes that areas of partnership exist with CMMI to achieve these objectives and looks forward
to furthering the work in this area.
AMCP also believes that opportunities exist to work with CMMI and the Office of the Inspector
General to find solutions to reduce regulatory barriers to implementing VBC, including revisions
to the Anti-Kickback Statute and the best price requirement of the Medicaid Drug Rebate
Program. CMMI could implement demonstration projects that waive some requirements and
determine the impact to beneficiaries and the programs.
The Proceedings of the VBC Partnership Forum were published in the November 2017 edition of
the Journal of Managed Care and Specialty Pharmacy and are included as Attachment 2.
V.

Expansion of Biosimilar Use in the United States

In recent months, CMS has made efforts to expand the use of biosimilars in the United States,
including a proposal to include biosimilars as applicable drugs under Medicare Part D and to
change billing and coding of biosimilars under Medicare Part B. CMMI should evaluate the
success of these initiatives by reviewing data and comments submitted to CMS to determine
whether these efforts expand the use of biosimilars in the United States or whether changes are
necessary. CMMI should work with stakeholders to identify opportunities for demonstrations to
expand biosimilar adoption in the United States.
VI. Health Information Technology and Data Interoperability
Implement Programs to Encourage Adoption of SNOMED CT Codes for Clinical
Documentation in the Medicare Part D Program
In the 2017 Final Call Letter, CMS acknowledged the important work that AMCP’s Medication
Therapy Management Advisory Group was doing in collaboration with the Pharmacy Quality
Alliance (PQA) and the Pharmacy Health Information Technology (PHIT) Collaborative to
develop a framework to define drug therapy problems to allow for the shift towards outcomesbased measurements in Medicare Part D. CMS also foreshadowed that SNOMED CT codes may

soon be required for MTM reporting by stating “sponsors should begin to develop the capacity to
collect and report drug therapy problems using a standard framework and common terminology.”
In 2016, AMCP, PQA, and the PHIT Collaborative lead an industry-wide effort to develop a
Standardized Framework for Cross-Walking Medication Therapy Management (MTM) Services
to SNOMED CT Codes.11 This framework includes definitions of pharmacist services and the
SNOMED CT codes that that are used to document them in electronic health records. The
framework was formally presented to CMS in October 2016 and is now being used by
organizations participating in the Enhanced MTM Model Test to report innovative practices
using SNOMED CT codes. In 2017 and moving forward, AMCP will continue to work with
stakeholders to review and update the standardized framework as evidence from the eMTM
Model Test becomes available, as innovation in the delivery and documentation of MTM
services continue, and as the practice of pharmacy continues to evolve. Furthermore, AMCP will
continue to drive education, adoption, and implementation of the standardized framework.
AMCP encourages CMS and CMMIT to begin to consider broader adoption of SNOMED CT
codes for clinical documentation in the Part D program. As part of potential demonstration
projects, AMCP urges consideration of the financial burden implementation of SNOMED CT
codes will have on sponsors to make the necessary changes to their IT infrastructure and how
CMS can help offset costs and provide incentive for this to occur.
VII. Opioid Management
Develop a Robust Education Strategy for Prescribers Related to Opioid Prescribing Guidelines
AMCP encourages CMS and CMMI to work collaboratively with the Centers for Disease
Control and Prevention (CDC) to develop a robust education strategy for prescribers on the CDC
Guideline for Prescribing Opioids for Chronic Pain.12 AMCP believes educating prescribers of
the new guidelines and their implications should be the primary responsibility of the agencies,
and not of the individual plan sponsors or their P&T Committees.
Support Demonstrations that Evaluate Part D Sponsors Access to Prescription Drug
Monitoring Program Data
AMCP is concerned that current point of sale (POS) edits required of Part D sponsors are based
only upon information available to the sponsor via available claims data available, and do not
take into account patients who choose to pay cash for their prescriptions. While forty-nine states
and the District of Columbia have Prescription Drug Monitoring Programs (PDMPs) that collect
dispensing data for all opioid medications, including prescriptions paid for by insurance and
cash, only five states provide PDMP access to Medicare plan sponsors and three states to
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commercial third-party payers.13 The current legislative scheme at the state-level is a barrier to
Part D sponsors’ ability to properly assess the true opioid overutilization of their members. If the
POS edits are limited to adjudicated prescription claims data only, CMS risks falsely rewarding
plans for their successful implementation of POS edits while in reality many of their patients
may be opioid over-utilizers but appear as a false negative because of limitations in data
availability. AMCP encourages CMMI and CMS to evaluate how the current limitations of the
PDMP systems impact the ability of plans to effectively implement programs to curb opioid
misuse and abuse.
VIII. Fraud, Waste, and Abuse
CMS Should Address Fraud, Waste, and Abuse in Medicare Part D
According to a 2014 Government Accountability Office (GAO) report, the federal government
spent $58 billion on Medicare Part D and an estimated $1.9 billion of that total was improper
prescription payments.14 Section 6402 in the Patient Protection and Affordable Care Act, P.L.
111-148 (the “ACA”) permits the Secretary of the Health and Human Services (HHS) to suspend
payments pending an investigation of a credible allegation of fraud against providers of services
or suppliers in Medicare Parts A and B, unless there is good cause not to suspend the payment.
Federal and private-sector estimates of Medicare fraud range from 3-10% of total expenditures,
amounting to between $68 billion and $226 billion annually. The substantial size of the dollars
lost annually in fraud, waste and abuse in the entire Medicare Program has made Medicare fraud
one of the federal government’s top priorities.
Fraudulent activity within Medicare Part D can take many forms, including patients acquiring
prescriptions under false pretenses, providers writing illegitimate prescriptions and the
trafficking of counterfeit drugs. Medicare PDPs can and should play an important role in fighting
fraud, waste and abuse under the Medicare prescription drug program.
With the passage in 2008 of the Medicare Improvements for Patients and Providers Act
(MIPPA), Part D plan sponsors were required to begin paying all “clean” electronic claims
within 14 days of receipt and all other “clean” claims within 30 days of receipt. This “prompt
pay” regulation requires plans to pay claims rapidly, often before they can be adequately vetted
by the plan sponsor’s internal fraud control team. Plan sponsors have little recourse to delay
payment, and while payments may be recovered in instances of fraud, this is often a difficult, if
not impossible, task. AMCP supports amending current law to authorize the HHS Secretary,
under the same authority under the ACA and used for Medicaid programs, to decrease improper
prescription payments by authorizing the suspension of payments when a Medicare Part D
sponsor reports a credible allegation of fraud relating to a pharmacy or other supplier. This
solution would allow plans to combat suspected fraud before payments are made, instead of
13

Alexander GC, Frattaroli S, Gielen AC, eds. The Prescription Opioid Epidemic: An Evidence-Based Approach.
Johns Hopkins Bloomberg School of Public Health, Baltimore, Maryland: 2015.
14
Medicare Part D: Changes Needed to Improve CMS’s Recovery Audit Program Operations and Contractor
Oversight.
Report to the Chairman, Subcommittee on Health, Committee on Ways and Means, House of Representatives,
August 2015. http://www.gao.gov/assets/680/671997.pdf . Accessed November 19, 2017.

attempt to recover the payments after the fact. As AMCP and other stakeholders seek a statutory
change, CMMI should consider demonstration projects that seek to reduce fraud, waste, and
abuse in Medicare Part D.
IX. Summary and Conclusion
AMCP appreciates your consideration of the ideas outlined above and looks forward to
continuing work on these issues with CMMI. If you have any questions regarding AMCP’s
comments or would like further information, please contact me.
Sincerely,

Susan A. Cantrell, RPh, CAE
Chief Executive Officer

April 24, 2017

Seema Verma
Administrator
Jennifer Wuggazer Lazio, F.S.A., M.A.A.A.
Director
Parts C & D Actuarial Group
Office of the Actuary
Centers for Medicare and Medicaid Services
United States Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201
Re: 2017 Transformation Ideas
Dear Administrator Verma and Director Lazio,
The Academy of Managed Care Pharmacy (AMCP) thanks the Department of Health and Human Services
(HHS) and the Centers for Medicare and Medicaid Services (CMS) for the opportunity to provide comments in
response to the request for information (RFI) for Medicare Advantage (MA) and Medicare Part D programs
included in the “Announcement of Calendar Year (CY) 2018 Medicare Advantage Capitation Rates and
Medicare Advantage and Part D Payment Policies and Final Call Letter and Request for Information” released
on April 3, 2017. AMCP commends HHS and CMS for seeking stakeholder feedback on how the MA and Part
D programs can be transformed through innovation to best meet the individual health needs of Medicare
beneficiaries. AMCP offers comments on the following elements of the MA and Part D programs that AMCP
believes can be improved to better meet the needs of beneficiaries:
I.
II.
III.
IV.
V.
VI.

Medication Therapy Management (MTM)
Quality
Formulary Design and Utilization Management
Health Information Technology and Data Interoperability
Opioid Management
Fraud, Waste, and Abuse

AMCP’s comments provide options for regulatory, subregulatory, policy, practice and procedural changes to
meet the goals of CMS. Where applicable, AMCP’s comments also provide options for statutory changes to the
MA and Part D programs that would help to better meet the needs of beneficiaries.
AMCP is the nation’s leading professional association dedicated to increasing patient access to affordable
medicines, improving health outcomes and ensuring the wise use of health care dollars. Through evidence- and
value-based strategies and practices, the Academy’s 8,000 pharmacists, physicians, nurses and other
practitioners manage medication therapies for the 270 million Americans served by health plans, pharmacy
benefit management firms, emerging care models and government.
I.

Medication Therapy Management (MTM)

AMCP has established a MTM Advisory Group (MTMAG) to advise AMCP staff on critical issues in the
delivery of MTM related services and provide practical recommendations for MTM practice and administration.
The MTMAG is comprised of 40+ MTM stakeholders, including AMCP members and non-members who
represent Medicare Part D sponsors, MTM vendors, technology vendors, community MTM providers, longterm care MTM providers, pharmacy professional organizations, EHR vendors, integrated delivery networks,
and academia. One of the goals of the MTMAG is to evaluate how the current Medicare Part D MTM program
can be modernized to maximize its intended benefit for Medicare beneficiaries. AMCP’s comments related to
MTM were developed with input from the MTMAG.
CMS Should Include MTM Programs in the Medical Loss Ratio as Quality Improving Activities
AMCP strongly encourages CMS to include MTM programs in the medical loss ratio (MLR) as quality
improving activities. Medication-related problems are a significant public health issue within the healthcare
system. The Food & Drug Administration’s Adverse Event Reporting System estimates that more than 1.17
million prescription related-adverse events occur each year, resulting in $3.5 billion in medical costs
annually. 1, 2 MTM services help address the urgent public health need for the prevention of medication-related
morbidity and mortality by contributing to medication error prevention, resulting in improved reliability of
healthcare delivery, and enabling patients to take an active role in medication and healthcare self-management.
In one significant example, a study of MTM programs in a large health system identified that 85% of patients
had at least one medication therapy problem, and 29% of patients had five or more medication therapy
problems. 3 A pharmacist-led MTM program in that health system saved $2,913,850 ($86 per encounter) over a
ten year period. The total cost of MTM was $2,258,302 ($67 per encounter), for an estimated return on
investment of $1.29 per $1.00 in MTM costs. 4 AMCP believes the inclusion of MTM programs in the MLR as
a quality improving activity would further encourage and incentivize providers to strengthen their MTM
programs, resulting in increased healthcare outcomes and decreased healthcare costs.

1

Food & Drug Administration’s Adverse Event Reporting System Updated December 2013. http://1.usa.gov/1W3FkGL. Accessed
April 24, 2017.
2
Institute of Medicine. Committee on Identifying and Preventing Medication Errors. Preventing Medication Errors, Washington, DC:
The National Academies Press 2006
3
De Oliveria D, Brummel A, Miller D. "Medication Therapy Management: 10 Years of Experience in a Large Integrated Health Care
System." J Manag Care Pharm (2010): 185-95
4
Ibid
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CMS Should Work with the Pharmacy Profession to Modernize, Test, and Validate Alternate Formats of the
Medicare Part D MTM Program Standardized Format to Maximize Its Intended Benefit for Medicare
Beneficiaries
The Medicare Part D MTM Program Standardized Format (standardized format) is a written summary of a
comprehensive medication review (CMR). Part D sponsors must at least annually offer a CMR for targeted
beneficiaries and provide written summaries. Currently, the summaries must comply with requirements as
specified by CMS and include a CMR Cover Letter (CL), Medication Action Plan (MAP), and a Personal
Medication List (PML). Existing flexibility in the presentation of CMR summaries is limited to the inclusion of
supplemental information only. The format with the standardized information currently may not be modified
which creates barriers to innovative approaches Part D plans may utilize to more efficiently and clearly
communicate content to beneficiaries. These innovative approaches reflect effective delivery mechanisms for
today’s Medicare beneficiaries such as streamlined paper documents, emails, patient portals, text messaging,
and mobile app technology. Furthermore, the lack of flexibility in the approach does not allow beneficiaries to
designate their preferred format for the summary, which may decrease its usability and may not result in the
intended benefit to patients and caregivers. Therefore, the development and testing of alternate formats is
warranted to improve beneficiary outcomes.
Plans are at the forefront of developing innovative solutions to more meaningfully engage targeted beneficiaries
in managing care plans developed through CMRs. Plans have invested in qualitative research, including indepth in-person interviews with beneficiaries, retrospective surveys, and app usability testing, to better
understand how to improve the beneficiary CMR experience. The research demonstrates that beneficiary CMR
expectations are grouped around two major themes:
•

•

First, the information provided in the CMR experience should focus on having utility when it is
needed most, during transitions of care such as a hospital or emergency room admission or during a
doctor’s appointment.
Secondly, the information should come from a clinician they value as a trusted source.

In order to bridge this gap between the limited utility of the standardized CMR format and beneficiary
expectations based on research, AMCP believes CMS should permit plans to develop alternative CMR formats
that deliver the summary in a more interactive and relevant manner to beneficiaries based upon their preferred
delivery method. AMCP recommends that CMS permit plans to utilize alternatives to the standardized CMR
format that duplicate the CL, MAP, and MPL content requirements and provide additional choices to
beneficiaries including electronic, mobile application technologies, or other innovative communication
mediums.
AMCP provided detailed initial suggestions to CMS on how the standardized format may be improved to align
with updates in technology and the need for beneficiaries to have choice in how they receive this information,
including options for a streamlined paper format and mobile app technology. 5 These recommendations were
intended to serve as an opportunity to begin dialogue with CMS in this area to see how the pharmacy profession
and CMS can work together to improve the standardized format to maximize the beneficiary experience.
5
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CMS Should Consider the Inclusion of Alternate Records, Including Pharmacy Records and MTM
Encounter Data Inclusive of MTM Vendor Platforms, to Satisfy the Medication Reconciliation PostDischarge Measure
The Medication Reconciliation Post-Discharge (MRP) measure requires documentation of medication
reconciliation in the “outpatient medical record” within 30 days of discharge. This has historically been
interpreted by CMS during the audit process to mean documentation in the electronic health record (EHR) or
medical record, not the pharmacy record or MTM encounter/vendor record. This has caused problems since
medication reconciliation may have been completed, but documentation of the medication reconciliation may
not have been uploaded into the patient’s EHR or medical record. Therefore, Part D sponsors may be negatively
scored on the measure even though they completed the medication reconciliation within the required timeframe.
To combat this, many Part D sponsors, community pharmacy MTM providers, and MTM vendors are forced to
maintain supplemental records, a time consuming process, to meet the needs of CMS. However, acceptance of
the supplemental records to meet the requirements of the MRP measure has historically been auditor-specific
and not consistent in application. The lack of consistency from one auditor to another raises parity concerns
from one Plan Sponsor to the next when quality is being measured and financial rewards are linked to the
measure(s). Furthermore, as the MRP measure is being considered for inclusion by NCQA as a component of a
comprehensive transitions of care measure for implementation in the near future, it is imperative that the MRP
measure be revised to properly capture the completion of medication reconciliation within 30 days of discharge.
Therefore, AMCP urges CMS to work with NCQA to consider alternative records to satisfy this measure,
including pharmacy records and MTM encounter data/vendor platforms, while the industry continues to move
towards interoperability.
CMS Should Reconsider Targeting & Eligibility Criteria for MTM Services
AMCP believes MTM targeting and eligibility criteria should be designed not on arbitrary mandates, but based
on the needs of identified enrollees in a plan by utilizing appropriate patient selection criteria to meet the needs
of individual members. As outlined in the consensus document Sound Medication Management Principles
version 2.0, 6 CMS should establish a set of criteria to identify patients at risk for adverse events and those likely
to be at risk for chronic diseases or other health problems. The criteria should be used to identify the patients at
greatest risk and who could benefit the most from the provision of MTM services. Examples of criteria that can
be used to identify at-risk patients should include patients, but not be limited to whom:
•
•
•
•
•

Experience or are susceptible to medication related problems;
Overutilize or underutilize medications;
Visit multiple physicians;
Routinely are not adherent to or persistent with medication regimens;
Do not understand how to use their medications and do not have a support system/network in place
to guide their utilization;

6

Sound Medication Therapy Management Programs v 2.0. JMCP. Vol. 14, No. 1, S-b. 2008.
http://www.amcp.org/data/jmcp/JMCPSuppB_Jan08.pdf. Accessed April 24, 2017.
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•
•

Have financial barriers to obtaining their prescriptions, including those who use very expensive
medications or have very high total drug expenses; and
Need multiple medications to treat complex comorbidities. 7

In addition, AMCP believes the current dollar threshold requirement for MTM services should be revised.
Currently, many patients do not become eligible for MTM services until late in the calendar year due to the
dollar threshold requirement, placing undue pressure on Part D sponsors and MTM vendors to complete MTM
services within a very short window before the end of the year. Patients would be better served if they could
receive MTM services when identified as at-risk earlier in the year, versus waiting until deemed eligible by an
arbitrary dollar threshold. Prescription dollar spending from a previous calendar year can help determine those
patients who will likely meet a threshold amount in a current year.
AMCP urges CMS to work with stakeholders to identify a more efficient mechanism for identifying
beneficiaries who could benefit from MTM services. Part D sponsors should have the flexibility to identify
eligible patients based upon their individual characteristics (patient-centric) and at the greatest risk of adverse
events. AMCP further urges CMS to recognize the growing importance of MTM services in accountable care
organizations (ACOs), patient-centered medical homes, and other integrated delivery system models that seek
to improve health outcomes while lowering costs. AMCP believes integrated delivery models, such as ACOs,
are appropriate for the provision of MTM services and that health plans should be able to target beneficiaries
who require MTM in these practice settings.
CMS Should Reevaluate the Burden Estimate for Comprehensive Medication Reviews
CMS currently estimates the burden for completing a comprehensive medication review (CMR) as 40 minutes. 8
AMCP believes this burden estimate is not accurate across all practice settings and therefore, CMS should
reevaluate the estimate to better represent the amount of time and effort expended by Part D sponsors, MTM
vendors, and pharmacists to provide this critical service to patients. AMCP encourages CMS to consider the
following elements when establishing a revised CMR burden estimate, and encourages CMS to consider a
multi-tier burden estimate dependent upon the factors below:
•
•
•
•
•
•
•
•
•

Timing of the CMR (e.g. post-discharge versus an annual medication check-up)
The venue of care (e.g. outpatient, inpatient, long-term care);
Language barriers and cognitive ability of patients or their caregivers;
Number of medications prescribed, including all non-prescription and herbal medications;
Complexity of medications prescribed;
Number of conditions/disease states;
Complexity of conditions/disease states;
Need to duplicate documentation in multiple records due to lack of interoperability; and
Breakdown of clinical versus administrative costs (e.g. pre-work, patient time, post-work).

7

Ibid at 21.
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CMS Should Monitor Successes from the Enhanced MTM Model and Implement Changes Across the Part D
Program as Best Practices are Identified
AMCP encourages CMS to closely monitor outcomes from the Enhanced MTM Model Test (eMTM), which is
administered by the Center for Medicare and Medicaid Innovation (CMMI) and began a five-year model test in
January 2017. AMCP believes these efforts begin the pathway to achieving the goal of ensuring MTM is a
cornerstone of the Medicare Part D program through an inter-professional approach to providing services that
will improve beneficiary outcomes and help to streamline health care costs in Medicare. The eMTM includes
many of the provisions AMCP and other stakeholders have advocated for over the past several years, including
flexibility with MTM criteria and changes to the payment system for MTM. As outcomes from the eMTM are
made available, and as best practices are identified, AMCP encourages CMS to implement changes across the
Part D program incrementally and not wait until the completion of the eMTM to introduce these changes
program-wide as these changes have the potential to provide better care for Medicare beneficiaries, improve
patient outcomes, and reduce overall healthcare costs.
II.

Quality

CMS Should Support the Shift Towards Outcomes-Based Measurements in the Medicare Part D Program
As the United States health care system begins the evolution from quantity and process-orientated payments to
payment policies focused on rewarding higher quality and improved patient outcomes, AMCP urges CMS to
support the shift towards outcomes-based measurements in the Medicare Part D program. Currently, most
measurements used to assess quality in the Medicare Part D program are process measurements, which indicate
what a health care provider does to maintain or improve health and typically reflect generally accepted
recommendations for clinical practice. To align with the shift towards payment for value, however,
measurements used to assess quality in the Medicare Part D program will need to shift to outcomes
measurements which reflect the impact of the health care service or intervention on the health status of patients.
To move the needle towards outcomes-based measurements, AMCP urges CMS to:
•

Consider how data interoperability can aid in the shift towards outcomes-based measures. While the
adoption of SNOMED CT codes may be the gold standard for documenting diagnoses, interventions,
and other clinical information to provide the data needed to study and demonstrate value, adoption
and implementation of SNOMED CT codes will be very costly for Part D sponsors and may be
premature as results from the eMTM, which is using SNOMED CT codes, and other HL7 standards
such as LOINC codes, for documentation, are unknown. In the interim, however, there are
opportunities for CMS to drive clinical integration in programs and begin the shift towards
outcomes-based measures. For example, if a patient is adherent on their diabetes medications based
upon a Star Ratings measure, the patient should theoretically have an at-goal A1C level based upon a
HEDIS measure. If the patient is adherent to their medications but does not have an at-goal A1C,
there is opportunity to determine the causation such as perhaps the patient is adherent to the wrong
medication regimen or the medication regimen was never optimized (i.e. appropriate titrated dosing)
to achieve an at-goal A1C. Therefore, CMS has an opportunity to evaluate how current
measurements can be integrated across the Part D program to begin to evaluate the impact of the
health care service or intervention on the health status of patients.
6

•

Consider the cost-effectiveness associated with new or revised measures before adding them to the
Star Ratings or display page. AMCP believes measures should be utilized to demonstrate an
improvement in patient outcomes and an overall reduction in health care costs to measure all three
sectors of the “Triple Aim.” Therefore, AMCP urges CMS to ensure new or revised measures meet
these goals and are assessed for cost-effectiveness prior to being added to the Part D program.

•

Evaluate the current Star Ratings and display page measures for duplication and remove any
overlapping measures. In addition, evaluate measures that are currently in the development process
for duplication and that may compete with existent measures. AMCP believes measures should align
and avoid duplication to minimize confusion and disruption for plans, providers, and patients.

•

Continue to provide adequate advanced notice of changes to Star Ratings and display page measures
to allow plans and providers to properly prepare and reallocate necessary resources to new or revised
measures. AMCP believes adequate notice is essential for plans to properly prepare and educate
providers about the changes.

CMS Should Work with Medicare Part D Plans, Medicare Advantage Networks, and Retail and Community
Pharmacies to Establish Preferred Pharmacy Networks that Reward the Provision of Improved Outcomes for
Beneficiaries
AMCP supports the use of preferred pharmacy networks as a tool to ensure quality of care and access to
pharmacies that may influence health outcomes and lower costs as part of integrated delivery models, ACOs
and other emerging payment models.
Preferred pharmacy networks may be leveraged to help improve overall outcomes and quality measures. First,
risk-sharing arrangements with pharmacy networks and incentives to increase generic utilization rates increases
pharmacist and pharmacy participation in patient health care management and may help to improve medication
adherence and utilization by ensuring that patients receive the appropriate medications at a reasonable cost.
Second, preferred pharmacy networks may also incorporate pharmacists patient care services and interventions
into accountable care arrangements and other integrated care delivery to achieve better health outcomes at a
lower cost. Pharmacies and pharmacy chains that help to achieve better health outcomes should receive
incentives to continue these practices through preferred network arrangements. AMCP understands recent
potential concerns with the structure of preferred pharmacy networks and urges CMS, Part D plans, and
pharmacies to work to establish mechanisms that reward positive health outcomes for beneficiaries and
reasonable costs for the Medicare program.
The Center for Medicare and Medicaid Innovation (CMMI) issued a RFI in December 2013 to consider
integration of Medicare Part D into ACOs, 9 including information related to Medicare Part D integration into
ACOs and the possibility of enhanced risk sharing by ACO participants. In comments responding to the RFI,
AMCP supported integration of Part D into ACOs so long as certain conditions were met, including the ability
of pharmacies to participate in risk sharing. AMCP is concerned that CMS’ current Part D structure would
9
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undermine the ability for pharmacies to ever fully participate in ACOs as full partners because of restrictions on
the ability to enter into insurance risk contracts.
III.

Formulary Design and Utilization Management

CMS Should Reconsider Criteria for Managing Medications in the Medicare Part D Six Classes of Clinical
Concern (Protected Classes)
AMCP has long supported the ability of plans to manage medications in all categories and classes, including
medications in the six classes of clinical concern (protected classes). The six protected classes are:
anticonvulsants, antidepressants, antineoplastic, antipsychotics, antiretrovirals, and immunosuppressants. In
June 2016, the Medicare Payment Advisory Commission (MedPAC) recommended removing
immunosuppresants and antidepressants from the classes of clinical concern. 10 In its analysis, MedPAC
indicated that it “generally supports objective criteria in determining classes of clinical concern while balancing
the goals of beneficiary access and welfare with Part D plans’ tools to manage the drug benefit and
appropriately restrain costs.” MedPAC noted that these two classes of medications contain a number of generic
products available on commercial formularies with different products and strengths. 11
In a 2014 proposed rule, Policy and Technical Changes to the Medicare Advantage and the Medicare
Prescription Drug Benefit Programs; Proposed Rule (42 CFR Parts 409, 417, 422, et al.), CMS also proposed
eliminating immunosuppressants and antidepressants from protected class status with a consideration for
eliminating antipsychotics at a later time. 12 CMS indicated that the costs associated with the requirement for
these protected classes added approximately $720 million or more in costs for plan years 2015-2019. In making
its determination to remove these classes of medications, CMS assessed the risk of significant harm or
hospitalization and whether more specific requirements are necessary to ensure sufficient beneficiary access to
these classes of medications. CMS noted that allowing additional management of immunosuppressant and
antidepressant classes would not result in serious harm or hospitalization to beneficiaries if not all medications
in the class are included on the formulary. Further, CMS noted that these protections reduce the ability of plans
to negotiate lower prices for these medications, thereby increasing costs to beneficiaries and the government. 13
This finding is consistent with findings from a 2008 report commissioned by AMCP to determine the impact of
the protected classes. 14
Requirements to include all or substantially all medications on a formulary in the protected classes also result in
potential safety concerns, because plans have limited ability to use standard utilization management tools to
10
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Kipp RA, KoC. Potential Cost Impacts Resulting from CMS Guidance on ‘Special Protections for Six Protected Drug
Classifications ‘and Section 176 of the Medicare Improvements for Patients and Providers Act of 2008 (MIPPA) (PL 110–.275).
http://amcp.org/WorkArea/DownloadAsset.aspx?id=9279. Accessed April 21, 2017.

8

discourage use of inappropriate medications. Furthermore, formulary placement determinations related to cost
sharing also relate to the P&T committee’s evaluation of the safety profile of medications. Often, newer
medications with less reliable safety and efficacy data in comparison to other medications are placed on higher
formulary tiers which require beneficiaries to pay additional costs and are designed to encourage use of safer
medications. If a beneficiary requires a non-formulary covered medication, plans are required to have a
formulary exceptions process in place to ensure the beneficiary can access the medication. Given these
protections and CMS’ formulary review process, continued restrictions on plan management of agents in these
three classes are unnecessary. Beneficiaries may access necessary medications even if not covered under the
formulary by using the exceptions process required by Medicare. For this reason, AMCP supports building on
the recommendations made by CMS and MedPAC to remove the immunosuppressants and antidepressants from
protected class status and then review clinical and real world evidence and examine commercial and Medicaid
formularies to consider ways to manage other protected classes.
CMS Should Consider Categorizing Biosimilars as Applicable Drugs under Medicare Part D
The introduction of biosimilars in the United States marketplace has the potential to save the United States
healthcare industry billions of dollars in annual expenditures, and encourages a competitive marketplace that
could result in substantial savings to patients and public and private payers. AMCP remains concerned that
biosimilars continue to be classified as non-applicable drugs under section 1860D-14A of the Social Security
Act, which means they are not subject to the 50% manufacturer discount as required of manufacturers under the
Affordable Care Act for applicable drugs during the coverage gap discount, known as the “donut hole.” AMCP
is concerned that classifying biosimilars as nonapplicable drugs may inhibit the uptake of biosimilars because
this could result in biologics having lower cost sharing for patients during the donut hole. However, in many
cases, the biosimilar would offer a lower cost alternative when patients are subject to greater cost sharing for
products. AMCP encourages CMS to determine policy solutions to provide incentives in all phases of Medicare
Part D payment policy to encourage the use of biosimilars and other more affordable alternative medications.
CMS Should Reconsider Its Interpretation of “Applicable Lower Cost-Sharing Tier” to Support the
Development and Use of Evidence-Based Formularies
AMCP is concerned that CMS’ clarification and interpretation of “applicable lower cost-sharing tier” in the
2018 Final Call Letter undermines the development of evidence-based formularies which enhance the quality of
patient care by selecting the most appropriate medications for patients with the goals of reducing treatment
failures, adverse drug events and hospitalizations and improving patient adherence and health outcomes. The
formulary development process includes pharmacists working with other members of the health care team to
evaluate the safety and clinical effectiveness of new medications through ongoing medication evidence reviews.
This process helps to ensure that decisions regarding medication use are based on appropriateness of therapy
and not price alone. Formularies are a means to encourage patients to use clinically proven medications,
determined to be more appropriate for a population managed by a health plan, ACO or IDN, through reduced
co-payment or coinsurance. Exceptions to the formulary are available to patients when a non-formulary
medication is appropriate based on a patient’s unique health circumstances.
AMCP is concerned that the proposed clarification is inconsistent with 42 CFR §423.578 or section 30.2.1.4 of
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Chapter 18 of Part D Prescription Drug Manual where there is no indication that a Part D plan sponsor must
approve a tiering exception at the lowest available cost-sharing tier. Furthermore, 42 CFR §423.578 provides no
prescriptive requirement for Part D plan sponsors to provide a drug at the lowest cost-sharing tier. Rather, this
section requires that each Part D plan sponsor that provides Part D drug benefits through the use of a tiered
formulary to “establish and maintain reasonable and complete exceptions procedures subject to CMS’ approval
for this type of coverage determination.”
The exceptions process is a review process designed to determine whether a medication is appropriate for a
specific patient. This process is necessary to maintain a formulary system that balances providing medications
to beneficiaries at affordable prices. The current policy being elucidated by CMS would undermine the
formulary process and could result in unnecessary costs for plans, beneficiaries, and the government by
increasing administrative costs.
AMCP recommends that CMS carefully reconsider its clarification for approval of tiering exception requests
and revert to the prior status quo which supports the development and use of evidence-based formularies.
IV.

Health Information Technology and Data Interoperability

CMS Should Adopt the National Council of Prescription Drug Programs Standard for eRx and ePA
In the 2017 Final Call Letter, CMS noted that it was further analyzing results from a point of sale (POS) pilot
and exploring additional requirements related to electronic prescribing (eRx) and electronic prior authorization
(ePA) to increase adoption of these technologies.
AMCP supports the adoption of the eRx standard approved by the National Council of Prescription Drug
Programs (NCPDP) as electronic transmission of prescription information offers benefits over written
prescriptions in terms of accuracy, storage capacity, accessibility, security and productivity. Benefits of
electronic prescriptions include the reduction of errors because of misinterpretation of handwritten
prescriptions, confusion between similar-sounding drug names during transmission of prescription orders, and
order‐entry errors. Electronic prescribing systems alert prescribers to potentially harmful drug interactions,
patient drug allergies, and duplicate or overlapping drug therapy, enabling the prescriber to adjust the
prescription before the pharmacy dispenses the drug. Electronic prescribing systems also allow prescribers to
access the formulary for a patient’s prescription drug benefit, ensuring that they select a therapy for which the
patient has coverage, in addition to any clinical edits that may be present. Specifically important for opioids,
electronic prescribing allows prescription information to be securely transmitted directly to the dispensing
pharmacy, reducing the possibility of fraudulent prescribing. Electronic prescribing prevents patients from
photocopying, altering, or otherwise tampering with written prescriptions prior to presentation to the pharmacy.
Therefore, AMCP encourages CMS to adopt the NCPDP eRx standard.
AMCP also supports the adoption of the ePA standard approved by NCPDP to improve efficiencies in the prior
authorization process and improve patient outcomes. AMCP encourages CMS to adopt the NCPDP ePA
standard to help reduce POS rejections and improve the Medicare Part D member experience.
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CMS Should Encourage the Adoption of SNOMED CT Codes for Clinical Documentation in the Medicare
Part D Program
In the 2017 Final Call Letter, CMS acknowledged the important work that AMCP’s Medication Therapy
Management Advisory Group was doing in collaboration with the Pharmacy Quality Alliance (PQA) and the
Pharmacy Health Information Technology (PHIT) Collaborative to develop a framework to define drug therapy
problems to allow for the shift towards outcomes-based measurements in Medicare Part D. CMS also
foreshadowed that SNOMED CT codes may soon be required for MTM reporting by stating “sponsors should
begin to develop the capacity to collect and report drug therapy problems using a standard framework and
common terminology.”
In 2016, AMCP, PQA, and the PHIT Collaborative lead an industry-wide effort to develop a Standardized
Framework for Cross-Walking Medication Therapy Management (MTM) Services to SNOMED CT Codes. 15
This framework includes definitions of pharmacist services and the SNOMED CT codes that that are used to
document them in electronic health records. The framework was formally presented to CMS in October 2016
and is now being used by organizations participating in the Enhanced MTM Model Test to report innovative
practices using SNOMED CT codes. In 2017 and moving forward, AMCP will continue to work with
stakeholders to review and update the standardized framework as evidence from the Enhanced MTM Model
Test becomes available, as innovation in the delivery and documentation of MTM services continue, and as the
practice of pharmacy continues to evolve. Furthermore, AMCP will continue to drive education, adoption, and
implementation of the standardized framework.
AMCP encourages CMS to begin to consider broader adoption of SNOMED CT codes for clinical
documentation in the Part D program. AMCP further encourages CMS to ensure appropriate advanced notice to
Part D sponsors of any requirements to document using SNOMED CT codes to allow sponsors sufficient time
to implement the necessary changes. In addition, AMCP urges CMS to consider the financial burden
implementation of SNOMED CT codes will have on sponsors to make the necessary changes to their IT
infrastructure and how CMS can help offset costs and provide incentive for this to occur.
CMS Should Ensure Part D Sponsors Have Access to Part A and Part B Data to Best Care for Patients
AMCP believes that PDP sponsors should have access to Medicare Part A and B claims data, upon request, to
enable PDP sponsors to see services a beneficiary has received and to provide greater context for a beneficiary’s
medication regimen. AMCP also believes that visibility of PDP sponsors to Medicare Part A and B claims data
will also aid in the shift towards outcomes-based measurements as highlighted above. Therefore, AMCP
encourages CMS to develop a mechanism for PDP sponsors to gain access to Part A and B claims data.
Furthermore, AMCP encourages CMS to also develop a mechanism to provide PDP sponsors access to
information regarding beneficiary alignment with integrated care models, such as the ACO alignment records
managed in CMS’s Master Data Management (MDM) system.

15

Standardized Framework for Cross-Walking Medication Therapy Management (MTM) Services to SNOMED CT Codes. Available
at www.amcp.org/SNOMED. Accessed April 24, 2017.
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V.

Opioid Management

CMS Should Work Collaboratively With Other Federal Agencies to Address the Opioid Epidemic
AMCP supports a holistic, comprehensive, and multi-stakeholder approach among health care providers and
patients that is necessary to truly address the opioid epidemic. 16 AMCP encourages CMS to work
collaboratively with other federal agencies, such as the Department of Health and Human Services (HHS),
Substance Abuse and Mental Health Services Administration (SAMHSA), Centers for Diseases Control and
Prevention (CDC), and the Food and Drug Administration (FDA), providers, pharmacists, and patients to
develop a holistic, comprehensive, and multi-stakeholder approach to address the opioid epidemic. In the spirit
of collaboration, AMCP also encourages CMS to work collaboratively and communicate effectively with the
patient’s care team, including pharmacists and other health care providers who provide patient care and
psychosocial services, to ensure a holistic and comprehensive approach to the patient’s individualized
treatment. Finally, AMCP encourages CMS, in collaboration with HHS and SAMHSA, to work with Congress
to find a mechanism for expanding the definition of a qualified practitioner under section 303(g)(2) of the
Controlled Substances Act to include additional providers, such as qualified nurse practitioners, physician
assistants, and pharmacists. Enabling non-physician practitioners to prescribe buprenorphine, with the
appropriate training and state licensure, is critical to expanding opioid abuse disorder treatment to a greater
number of individuals throughout the nation.
CMS Should Strive to Implement the Drug Management Program Provisions of CARA in a Timely Manner
AMCP has long advocated for the ability of Medicare Part D sponsors to establish drug management programs
for at-risk beneficiaries and was pleased that the Comprehensive Addiction and Recovery Act (CARA) included
provisions to authorize such programs. AMCP submitted detailed comments 17 to CMS on how to implement
these provisions for the Part D program and looks forward to continuing work with CMS on this area for
implementation in the 2019 plan year.
CMS Should Continue to Provide Access to Medication Assisted Treatment for Medicare Beneficiaries
To help address the opioid epidemic, AMCP supports the evidence-based use of medications used in the
treatment of substance use disorder and encourages health plans to improve access to medication assisted
treatment (MAT). 18 AMCP was pleased to see that in its 2017 Call Letter, CMS reinforced that Part D
formulary and plan benefit designs that hinder access to MAT for opioid use disorder will not be approved. 19
AMCP encourages CMS to continue to support the coverage of MAT for Part D beneficiaries.
16

Academy of Managed Care Pharmacy. Role of Managed Care Pharmacy in Managing Controlled Substances for Medicare Part D
Beneficiaries. 2014. Available at: http://www.amcp.org/WorkArea/DownloadAsset.aspx?id=18556.. Accessed April 24, 2017.
17
AMCP Comments Re Medicare Program; Listening Session Regarding the Implementation of Certain Medicare Part D
Provisions in the Comprehensive Addiction and Recovery Act of 2016 (CARA) - [CMS–4183–N]. Available at:
http://www.amcp.org/WorkArea/DownloadAsset.aspx?id=21663. Accessed April 24, 2017.
18
The Role of Managed Care Pharmacy in Improving Access to Naloxone: Findings from the AMCP Addiction Treatment Advisory
Group. Available at: http://www.jmcp.org/pb-assets/Outserts/The%20Role%20of%20Managed%20Care%20Pharmacy%20%20%20Dec%202016.pdf. Accessed April 24, 2017.
19
Centers for Medicare & Medicaid Services. Announcement of calendar year (CY) 2017 Medicare Advantage capitation rates and
Medicare Advantage and Part D payment policies and final call letter. Available at: https:// www.cms.gov/Medicare/HealthPlans/MedicareAdvtgSpecRateStats/ Downloads/Announcement2017.pdf. Accessed November 4, 2016
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CMS Should Advocate for the Modification of Federal Regulations Governing the Confidentiality of Drug
and Alcohol Treatment and Prevention Records
The modification of federal regulations governing the confidentiality of drug and alcohol treatment and
prevention records, 42 CFR Part 2 (Part 2), is a priority for AMCP and AMCP is committed to aligning Part 2
with HIPAA to allow appropriate access to patient information that is essential for providing comprehensive
patient care. Part 2 reform is particularly important as we work to address the nation’s opioid crisis. The
regulations are outdated and are not compatible with the way health care is delivered currently. Without access
to a patient’s complete medical record, including addiction records, providers and organizations are limited in
their ability to care for those patients and may, for example, unknowingly prescribe, administer, or recommend
an opioid to an individual being treated for addiction.
Pharmacists, as medication experts, are integral members of health care provider teams who evaluate whether a
patient is at risk or who is currently misusing or abusing opioids and whether a patient could be an appropriate
candidate for medication assisted therapy. Access to a patient’s complete medical record is critical to patient
treatment, safety, and recovery. Of equal concern for patient treatment, safety and recovery, is the multitude of
unintended consequences of drug to drug interactions, adverse drug reactions, and even death. Opioids also
interact negatively with other controlled substances or those not scheduled by the Drug Enforcement
Administration. Pharmacists, working in collaboration with other members of the health care team, help to
identify and resolve these issues potentially reducing overdose and death in many patients. However, medical
interventions by pharmacists and other health care professionals cannot occur without access to full medical
records.
Therefore, AMCP urges CMS to advocate for the modification of federal regulations governing the
confidentiality of drug and alcohol treatment and prevention records.
CMS Should Develop a Robust Education Strategy for Prescribers Related to Opioid Prescribing Guidelines
AMCP encourages CMS to work collaboratively with the Centers for Disease Control and Prevention (CDC) to
develop a robust education strategy for prescribers on the CDC Guideline for Prescribing Opioids for Chronic
Pain. 20 AMCP believes educating prescribers of the new guidelines and their implications should be the
primary responsibility of the agencies, and not of the individual plan sponsors or their P&T Committees.
CMS Should Seek Legislative Changes to Allow Part D Sponsors Access to Prescription Drug Monitoring
Program Data
AMCP is concerned that current point of sale (POS) edits required of Part D sponsors are based only upon
information available to the sponsor via available claims data available, and do not take into account patients
who choose to pay cash for their prescriptions. While forty-nine states and the District of Columbia have
Prescription Drug Monitoring Programs (PDMPs) that collect dispensing data for all opioid medications,
20

Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic Pain — United States, 2016. MMWR
Recomm Rep 2016;65(No. RR-1):1–49. DOI: http://dx.doi.org/10.15585/mmwr.rr6501e1

13

including prescriptions paid for by insurance and cash, only five states provide PDMP access to Medicare plan
sponsors and three states to commercial third-party payers. 21 The current legislative scheme at the state-level is
a barrier to Part D sponsors’ ability to properly assess the true opioid overutilization of their members. If the
POS edits are limited to adjudicated prescription claims data only, CMS risks falsely rewarding plans for their
successful implementation of POS edits while in reality many of their patients may be opioid over-utilizers but
appear as a false negative because of limitations in data availability. AMCP urges CMS to address how patients
paying cash for their prescriptions, and the inability of plan sponsors to access this information, will be factored
into these edits. Furthermore, AMCP urges CMS to address how opioids that are administered in physician
offices will be accounted for because this information is also traditionally not available to plan sponsors.
VI.

Fraud, Waste, and Abuse

CMS Should Address Fraud, Waste, and Abuse in Medicare Part D
According to a 2014 Government Accountability Office (GAO) report, the federal government spent $58 billion
on Medicare Part D and an estimated $1.9 billion of that total was improper prescription payments. 22 Section
6402 in the Patient Protection and Affordable Care Act, P.L. 111-148 (the “ACA”) permits the Secretary of the
Health and Human Services (HHS) to suspend payments pending an investigation of a credible allegation of
fraud against providers of services or suppliers in Medicare Parts A and B, unless there is good cause not to
suspend the payment. Federal and private-sector estimates of Medicare fraud range from 3-10% of total
expenditures, amounting to between $68 billion and $226 billion annually. The substantial size of the dollars
lost annually in fraud, waste and abuse in the entire Medicare Program has made Medicare fraud one of the
federal government’s top priorities.
Fraudulent activity within Medicare Part D can take many forms, including patients acquiring prescriptions
under false pretenses, providers writing illegitimate prescriptions and the trafficking of counterfeit drugs.
Medicare PDPs can and should play an important role in fighting fraud, waste and abuse under the Medicare
prescription drug program.
With the passage in 2008 of the Medicare Improvements for Patients and Providers Act (MIPPA), Part D plan
sponsors were required to begin paying all “clean” electronic claims within 14 days of receipt and all other
“clean” claims within 30 days of receipt. This “prompt pay” regulation requires plans to pay claims rapidly,
often before they can be adequately vetted by the plan sponsor’s internal fraud control team. Plan sponsors have
little recourse to delay payment, and while payments may be recovered in instances of fraud, this is often a
difficult, if not impossible, task. AMCP supports amending current law to authorize the HHS Secretary, under
the same authority under the ACA and used for Medicaid programs, to decrease improper prescription payments
by authorizing the suspension of payments when a Medicare Part D sponsor reports a credible allegation of
fraud relating to a pharmacy or other supplier. This solution would allow plans to combat suspected fraud
before payments are made, instead of attempt to recover the payments after the fact.

21

Alexander GC, Frattaroli S, Gielen AC, eds. The Prescription Opioid Epidemic: An Evidence-Based Approach. Johns Hopkins
Bloomberg School of Public Health, Baltimore, Maryland: 2015
22
Medicare Part D: Changes Needed to Improve CMS’s Recovery Audit Program Operations and Contractor Oversight.
Report to the Chairman, Subcommittee on Health, Committee on Ways and Means, House of Representatives, August 2015.
http://www.gao.gov/assets/680/671997.pdf . Accessed April 24, 2017.
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CMS Should Attribute Investments in Fraud Prevention Activities as Expenses to Incurred Claims for
Medical Loss Ratio Reporting Purposes
AMCP strongly supports the inclusion of fraud prevention expenditures in incurred claims for MLR reporting
purposes. AMCP believes that including fraud, waste, and abuse expenses in the MLR calculation, rather than
treating them as administrative costs, would encourage health plans to field more robust fraud detection
programs and avoid efforts to pare back those activities.
The CMS Center for Program Integrity Should be Adequately Funded by Congress
AMCP believes Congress should adequately fund the Center for Program Integrity, the anti‐fraud division
within CMS, through the annual appropriations process. This division is responsible for identifying and
prosecuting suspected instances of fraud and is currently underfunded. With appropriate support, CMS can
combat fraud, waste and abuse in the Medicare and Medicaid programs, saving taxpayers millions of dollars on
an annual basis. Fraud, waste and abuse are unacceptable within any health care program, especially within
health care programs that are financed through taxpayer dollars. In a time of diminishing financial resources, it
is more important than ever that Medicare providers, including Part D plan sponsors, are effectively able to
combat suspected fraud. AMCP recognizes the seriousness of this problem and is supportive of efforts that
would reduce the instance of fraudulent activity.
VII.

Conclusion

AMCP appreciates your consideration of the concerns outlined above and looks forward to continuing work on
these issues with CMS. If you have any questions regarding AMCP’s comments or would like further
information, please contact me.
Sincerely,

Susan A. Cantrell. RPh, CAE
Chief Executive Officer
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November 20, 2017
Ms. Seema Verma, MPH
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1676-P
P.O. Box 8013
Baltimore, MD 21244-8013
Re: Request for Information (RFI)
Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The Academy of Nutrition and Dietetics (the “Academy”) is pleased to provide comments to
support the Centers for Medicare & Medicaid Services’ (CMS’s) efforts to help the nation
achieve the aims of Better Care, Smarter Spending and Healthier People through the
important work of the Center for Medicare and Medicaid Innovation (CMMI). Representing
more than 100,000 registered dietitian nutritionists (RDNs) 1, nutrition and dietetic
technicians, registered (NDTRs), and advanced-degree nutritionists, the Academy is the
largest association of dietetics and nutrition professionals in the United States and is
committed to accelerating improvements in global health and well-being through food and
nutrition. Every day we work with Americans in all walks of life — care that spans from
prenatal through end of life — providing nutrition care and conducting nutrition research.
RDNs independently provide professional services such as medical nutrition therapy (MNT) 2
under Medicare Part B. The Academy has been a Health Care Payment Learning and Action
Network (LAN) Committed Partner since 2016, and Academy members work in, or with,
practices participating in CMMI Innovation Models.
The Academy offers the following comments related to the guiding principles for new model
design and potential model concepts put forth in the Request for Information (RFI) issued on
September 20, 2017. The Academy recommends that CMS look to the updated Health Care
Payment Learning & Action Network Framework principles to inform the guiding principles
1

2

The Academy has approved the optional use of the credential “registered dietitian nutritionist (RDN)” by
“registered dietitians (RDs)” to more accurately convey who they are and what they do as the nation’s food and
nutrition experts. The RD and RDN credentials have identical meanings and legal trademark definitions.
Medical nutrition therapy (MNT) is an evidence-based application of the Nutrition Care Process. The provision of
MNT (to a patient/client) may include one or more of the following: nutrition assessment/reassessment,
nutrition diagnosis, nutrition intervention and nutrition monitoring and evaluation that typically results in the
prevention, delay or management of diseases and/or conditions. [Academy of Nutrition and Dietetics’
Definition of Terms list updated May 2017. http://www.eatrightpro.org/resources/practice/quality-management/scopeof-practice. Accessed November 2, 2017.

1

of CMMI. The mission of the LAN is “to accelerate the health care system’s transition to
alternative payment models (APMs) by combining the innovation, power, and reach of the
private and public sectors.” 3 The LAN principles emphasize APMs as important vehicles that
can create the financial incentives to improve the delivery of care, but also include principles
that address the limitations of APMs alone in achieving cost-effective and person-centered
care. Furthermore, the LAN framework and other resources are used by numerous
stakeholders, including state and federal agencies, to accelerate the adoption of APMs
nationwide.
The Academy has the following recommendations related to the guiding principles:
1) Modify the 3rd proposed guiding principle from “patient-centered care” to “personcentered care.” In order to achieve meaningful improvement in population health,
reductions in per capita costs and the total cost of care, CMS would benefit from
engaging consumers in their health and value-based care before they become
“patients” or even Medicare beneficiaries. As CMS and other stakeholders look
beyond the traditional medical setting to provide both health care and related social
services in cost-effective settings such as the home and community-based settings,
“person-centered care” may also more accurately capture the possibilities associated
with this trend. The Health Care Payment Learning and Action Network (LAN)
Updated Alternative Payment Model Framework “advances a working definition of
person-centered care because it treats payment reform as one means to accomplish
the larger goal of person-centered care. This working definition rests on three pillars:
quality, efficiency, and patient engagement.” 4
CMS is likely to benefit from the LAN’s efforts to advance the concept of personcentered care among other stakeholders. Modification of the language to “personcentered care” would strengthen the Innovation Center’s guiding principles to
advance a population management approach to care. CMS’s focus on the “low
hanging fruit” of reducing avoidable hospitalizations and visits to the emergency
department has been critical, yet reducing disease burden in the two-thirds of
Medicare beneficiaries with two or more chronic conditions 5 will require additional
strategies that engage beneficiaries as consumers to prevent and/or delay the onset
of disease. According to the Centers for Disease Control and Prevention, “lack of
exercise or physical activity, poor nutrition, tobacco use, and drinking too much
alcohol—cause much of the illness, suffering, and early death related to chronic
diseases and conditions.” 6 CMS may be more successful in engaging beneficiaries
3

Alternative Payment Model Framework Factsheet, http://hcp-lan.org/workproducts/apm-factsheet.pdf
Health Care Payment Learning & Action Network Alternative Payment Model APM Framework, http://hcplan.org/workproducts/apm-refresh-whitepaper-final.pdf 2017 p1.
5
Chronic Conditions Among Medicare Beneficiaries https://www.cms.gov/Research-Statistics-Data-andSystems/Statistics-Trends-and-Reports/Chronic-Conditions/Downloads/2012Chartbook.pdf. Accessed November
9, 2017.
6
Chronic Disease Prevention and Health Promotion https://www.cdc.gov/chronicdisease/overview/.
4
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and enrollees as consumers in their care and in value-based care with the focus more
broadly on person-centered care.
2) The Academy requests CMMI provide more information for the proposed guiding
principle #4, benefit design and price transparency. Would a principle of “datadriven insights inform price transparency, outcomes, and benefit design” more
accurately capture the intent of this draft guiding principle? When taken together,
data on outcomes and cost could be used to inform beneficiary and provider choices
regarding treatment, and also enable CMS to incentivize beneficiaries that select
cost-effective providers through benefit design. Each of the terms in this draft
principle could be elaborated on substantially; therefore, we request that CMMI
provide more information related to this principle.
3) Adopt or incorporate a principle similar to the LAN APM Principle #6: Value-based
incentives should be considerable enough to motivate providers to invest in and
adopt new approaches to care delivery without subjecting them to unmanageable
financial and clinical risk. 7 The Academy recommends that CMS also include a
guiding principle or principles that promote organization and practice transformation
to improve care through value-based incentives. Including a principle about the
adequacy of value-based incentives could also serve the purpose of minimizing risks
related to the rationing of care or the quality of care provided to Medicare
beneficiaries and Medicaid enrollees. Unintended consequences of inadequate APM
design could include reductions in access to care, or the omission of evidence-based
and cost-effective care provided by other members of inter-professional teams, such
as RDNs. Carefully designed value-based incentives along with reductions in
“burdensome requirements and unnecessary regulations “referred to in the RFI,
support the ability of physicians and other providers to focus on providing high
quality health care.
4) The Academy supports the proposed guiding principle of transparent model design
and evaluation, and recommends that the principle evolve to encompass an intent
to factor the delivery of cost-effective services provided by other members of the
inter-professional team, including nutrition care provided by RDNs, into the total
cost of care (model design). In order for CMS to adopt and scale a model design that
works, it would benefit from understanding the “secret sauce” of successful models
in an effort to achieve value-based care. Setting cost targets is a critical step in APM
model design. Claims data remain a significant “signal” for the types of care and
services provided and are used to inform model design. However, claims data is
vastly insufficient to glean a complete understanding of the contribution and/or costeffectiveness of numerous health care services and providers. Model design and

7

Accessed November 9, 2017.
Alternative Payment Model Framework Factsheet, http://hcp-lan.org/workproducts/apm-factsheet.pdf. Accessed
November 7, 2017.
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evaluation should strive to incorporate care provided by cost-effective providers
emphasized in evidence-based guidelines. MNT provided by RDNs is a widely
recognized component of medical guidelines for the prevention and treatment of
heart disease, diabetes, renal disease, obesity, and many other chronic diseases and
conditions as well as in the reduction of risk factors for these conditions. As primary
prevention, strong evidence supports optimal nutritional status as a cost-effective
cornerstone in the maintenance of health, well-being, and functionality. As
secondary and tertiary prevention, MNT is a cost-effective disease management
strategy that reduces chronic disease risk, delays disease progression, enhances the
efficacy of medical/surgical treatment, reduces medication use, and improves patient
outcomes including quality of life. 8 RDNs provide high quality, evidence-based care
and deliver substantial cost-savings to the health care system as a whole.
APMs with adequate payment streams ideally enable greater provider flexibility to
deliver person-centered care which may include services not paid for in a straight
fee-for-service model. For example, consumer access to MNT provided by RDNs has
the potential to improve through APMs and the CMS Innovation Models, but
nutrition care and the RDN may be “invisible” to analysts trying to understand
differences in care and personnel. Because of inflexible and overly burdensome
regulations, only a small percentage of Medicare beneficiaries currently benefit from
MNT that reduces hospitalizations, emergency room visits, the risk of complications,
and reduces the need for physician visits in individuals. 9 10 Medicare beneficiaries
have a benefit for MNT for diabetes, chronic renal insufficiency/non-end-stage renal
disease (non-dialysis) or post kidney transplant under Part B. 11 However; beneficiaries
do not have a benefit for MNT for any other diagnoses/conditions, including obesity
(over-nutrition) and malnutrition (under-nutrition), conditions which may coexist.
Overall, the economic burden of disease-associated malnutrition in the U.S. is
estimated to be as high as $157 billion in 2014, with $51.3 billion associated with
older adults. 12

8

Grade 1 data. Academy Evidence Analysis Library, http://andevidencelibrary.com/mnt. [Grade Definitions:
Strength of the Evidence for a Conclusion/Recommendation Grade I, “Good evidence is defined as: “The
evidence consists of results from studies of strong design for answering the questions addressed. The results are
both clinically important and consistent with minor exceptions at most. The results are free of serious doubts
about generalizability, bias and flaws in research design. Studies with negative results have sufficiently large
sample sizes to have adequate statistical power.”
9
Johnson R. The Lewin Group. . What does it tell us, and why does it matter? J Am Diet Assoc. 1999; 99: 426427.
10
Academy of Nutrition and Dietetics. Evidence Analysis Library.
http://www.andeal.org/topic.cfm?menu=5284&cat=4085 Published 2009. Accessed November 8, 2017.
11
National Coverage Determination (NCD) for Medical Nutrition Therapy (180.1) https://www.cms.gov/medicarecoveragedatabase/details/ncddetails.aspx?NCDId=252&ncdver=1&NCAId=53&NcaName=Medical+Nutrition+Th
erapy+Benefit+for+Diabetes+%2526+ESRD&IsPopup=y&bc=AAAAAAAAIAAA&. Accessed November 8, 2017.
12
Snider J, et al. Economic burden of community-based disease-associated malnutrition in the United
States. JPEN J Parenteral Enteral Nutr. 2014;38:55-165.
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If a practice participating in a current CMS Innovation Model (e.g. The Oncology Care
Model or the Comprehensive Primary Care Plus Model) decided that it would like to
provide MNT to improve outcomes and reduce avoidable costs for Medicare
beneficiaries with other conditions (e.g., cancer, hypertension, gastrointestinal
disorders, malnutrition), the practice would need to factor the cost of providing
nutrition care into the model and evaluate whether the revenue streams could
support such care, as well as establish a system to track the evidence of care and
measure outcomes. The Academy recommends that the development of the
principle encompass the intent to factor the cost of providing nutrition care and
other evidence-based services provided by other members of the inter-professional
team into the model design, increasing the likelihood of adequate revenue streams
to support the care, thereby improving beneficiary access to cost effective care.
The Academy has the following recommendation for model concepts:
The Academy recommends that the model concepts include a category called
“population management models”. The Academy has reviewed the potential model
concepts and is pleased to identify some model concepts where nutrition and RDNs
could fit. With the draft principles’ emphasis on engaging beneficiaries as consumers,
consumer choice, and the need to give beneficiaries the tools and information they
need to make decisions that work best for them, the Academy recommends a
population management model category that embraces several of the aims of the
proposed guiding principles. This model concept should also allow non-physician
Medicare providers and inter-professional care teams to propose models to CMS, or
work with CMS to develop models, for either specific populations or conditions
across multiple settings. Examples might include inter-professional models for the
prevention (all levels – primary, secondary, tertiary) 13 and treatment of obesity in the
Medicare and Medicaid populations. Other examples of areas of care that might fall
into this category could be wound care, which is not necessarily handled by a
particular specialty, but includes care for multiple types of wounds, the involvement
of several members of inter-professional care teams, and across multiple care
settings. Population management models for nutrition could be designed for specific
populations and/or conditions and involve multiple specialties and care settings, the
use of validated tools, and standardized care protocols throughout a continuum of
care.
Assessing nutrition status using validated tools in all settings across the continuum of
health care is a vital first step in improving the health of Medicare beneficiaries, and
our nation as a whole, as noted in The National Blueprint: Achieving Quality
13

Yong PL, Saunders RS, Olsen LA, The Healthcare Imperative: Lowering Costs and Improving Outcomes:
Workshop Series Summary, Institute of Medicine (US) Roundtable on Evidence-Based Medicine 2010
http://www.ncbi.nlm.nih.gov/books/NBK53914/ Accessed November 20, 2017.
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Malnutrition Care for Older Adults. 14 Malnutrition (over and under-nutrition) is
associated with many adverse outcomes. Beyond nutrition screening, it is imperative
that patients identified as at-risk for malnutrition be referred to RDNs for a complete
nutrition assessment and, as appropriate, development and implementation of an
individualized plan of care aimed at improving nutrition status. Far too often,
identification and treatment of malnutrition does not occur until a person gets
admitted to a hospital. The importance of malnutrition prevention and identification
and intervention of at-risk and malnourished individuals is magnified by
malnutrition’s impact on independence, healthy aging, and the severity of medical
conditions and disabilities. In short, older adults are a particularly vulnerable
population for poor nutrition. They are at higher risk of malnutrition than other age
groups and will therefore benefit substantially from improved nutrition care. Chronic
diseases such as cancer, stroke, diabetes, gastrointestinal, pulmonary, and heart
disease and their treatments can result in changes in nutrient intake that can
subsequently lead to malnutrition. 15,16 Two separate reports recently published by
the AHRQ Hospital Cost Utilization Project (HCUP) clearly detail the burden of
malnutrition on patients in the hospital setting and the significant increased costs of
care. 17,18 With the number of adults aged 65 years and older expected to reach 74
million by 2030, it is critical that CMS develop cost-effective models for routine
assessment of nutritional status across all health care settings, with referrals to RDNs
as appropriate. CMMI provides an important avenue to test population based
interventions for malnutrition, obesity or other high cost conditions.
Ultimately, the Academy would like the future Secretary of Health and Human Services to
exercise his/her authority under Section 1834 (n) (42 USC 1395(m)) 19 of the Social Security

14

Defeat Malnutrition Today. Avalere Health and Malnutrition Quality Collaborative. The National Blueprint:
Achieving Quality Malnutrition Care for Older Adults. Defeat Malnutrition Today. Published March 2017.
15
Agarwal E, Ferguson M, Banks M, et al. Malnutrition and poor food intake are associated with prolonged hospital
stay, frequent readmissions, and greater in-hospital mortality: results from the Nutrition Care Day Survey 2010.
Clin Nutr. 2013:32(5):737-745.
16
Norman K, Pichard C, Lochs H, Pirlich M. Prognostic impact of disease-related malnutrition. Clinical Nutrition
2008;27(1):5-15.
17
Weiss AJ, Fingar KR, Barrett ML, et al. Characteristics of Hospital Stays Involving Malnutrition, 2013:
Statistical Brief #210. Healthcare Cost and Utilization Project (HCUP) Statistical Briefs. Rockville (MD) 2016.
18
Fingar KR, et al. Statistical Brief #281: All-Cause Readmissions Following Hospital Stays for Patients With
Malnutrition, 2013. Agency for Healthcare Research and Quality, Healthcare Cost and Utilization
Project. September 2016.
19
(n) AUTHORITY TO MODIFY OR ELIMINATE COVERAGE OF CERTAIN PREVENTIVE SERVICES FOR ELIGIBLE ADULTS IN MEDICARE.—
Notwithstanding any other provision of this title, effective beginning on January 1, 2010, if the Secretary
determines appropriate, the Secretary may—
(1) modify—
(A) the coverage of any preventive service described in subparagraph (A) of section 1861(ddd)(3) to
the extent that such modification is consistent with the recommendations of the United States
Preventive Services Task Force; and the services included in the initial preventive physical examination
described in subparagraph (B) of such section; and
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Act to modify the current Medicare Part B MNT benefit to include all diet-related
conditions, including obesity and malnutrition. Until that occurs, the Academy hopes that
the CMS Innovation Center Models will remain as vital avenues to improve Medicare and
Medicaid beneficiary access to nutrition care for more diagnoses and to allocate payment
for services provided by RDNs that are not eligible for payment under straight fee-forservice.
We invite the CMMI team to reach out to the Academy for assistance regarding the
integration of nutrition care in future models, model design, technical assistance, the
measurement of outcomes and related matters. RDNs are recognized as the most qualified
food and nutrition experts by the National Academies of Sciences, Engineering and
Medicine’s Health and Medicine Division (formerly the IOM), most physicians, and the
United States Preventive Services Task Force (USPSTF), providing nutrition care more
effectively at a lower cost than physicians, nurse practitioners, and physician assistants.20
Thank you for your careful consideration of the Academy’s comments related to the new
direction of the CMS Innovation Center. Please do not hesitate to contact Jeanne
Blankenship or Marsha Schofield with any questions or requests for additional information.
Sincerely,

Jeanne Blankenship, MS, RDN
Vice President, Policy Initiatives & Advocacy
Academy of Nutrition and Dietetics

Marsha Schofield, MS, RD, LD, FAND
Senior Director, Governance
Academy of Nutrition and Dietetics

(B) the services included in the initial preventive physical examination described in subparagraph (B)
of such section; and
(2) provide that no payment shall be made under this title for a preventive service described in
subparagraph (A) of such section that has not received a grade of A, B, C, or I by such Task Force.
20
Committee on Nutrition Services for Medicare Beneficiaries. “The Role of Nutrition in Maintaining Health in the
Nation’s Elderly: Evaluating Coverage of Nutrition Services for the Medicare Population.” Washington, DC: Food
and Nutrition Board, Institute of Medicine; January 1, 2000 (published).
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Dear CMMI Staff and Leadership,
First I want to take a moment to thank you for your efforts in CMMI as I and FQHC CEO and ACO
cofounder am appreciative of the work you do and your inclusion of individual like me and organizations
like ACHS as collaborating Partners.
Second I am sharing some thoughts that may best fit within your efforts regarding “Consumer-Directed
Care & Market-Based Innovation Models”.

Let me frame the following as “8,760 Hours in a Life Year; Who is Managing Yours?”
Having cofounded an ACO in 2012 as perhaps one of the first all FQHC ACO in the country (I defer to you
to validate or refute), I was challenged by something that appeared in my cognitive periphery and I had
a hard time bring into focus and language in a meaningful and actionable manner.
I general it was the “patient” and lack of “accountability” thereof.
I struggled with this as I found myself being pejorative and as such not helpful.
Since then I have worked and worked at framing and worked with the following puzzle pieces.
•
•
•
•
•

•
•
•

The ACO is necessary and insufficient work that occurs on the “supply side of healthcare
economics”.
The insufficiency may not be found on the “supply side of healthcare economics”. My
hypothesis
The sufficiency is found on the “demand side of healthcare economics”.
A “patient” is not a person, per se, rather it is a role that a person plays and as such a person is a
priori to a “patient”. Addition roles include parent, child, spouse, athlete, musician, employee,
etc.,
There are 8,760 hours in a life year (being precise 8,784 in a leap year as well)
o We work 2,080 hours / year
o Sleep ~ 2,900 hours / year
o Consume food and beverage ~500 hours per year
o Are a patient 4 visits per year (I have the source data to support this) or 4 hours / 8,760
hours = 0.05% of a life year!
Amongst the drivers of our ultimate health outcome (social determinants, genetics, healthcare
provision, choice, etc.,) the “provision of healthcare” (supply side of healthcare economics)
contributes less than 10% to outcomes
Of the 10% contribution of “provision of healthcare” (supply side of healthcare economics) less
than 15% comes with the highest evidence based.
We invest $3.2 Trillion or ~$10K/person on the supply side of healthcare economics for the
direct provision of healthcare when a “person” (99.95% being a not a patient) is in the role of a
“patient”

In summary
We invest $3.2 Trillion for 320 Million people into interventions that affect individual health and
wellness at ~10% with intervention of which are~13% highest evidence base for a role of “patient”
where people spend less than 0.05% of their life year. As such if we are going to accomplish the triple
aim we need to balance the necessary work on the supply side of healthcare economics with the
sufficiency to be found on the demand side of health care economics where most of us live our lives
most of the time.

Hence 8,760 hours in a life year; who is managing yours is a challenge, perhaps similar to smoking
elimination from most locations, “got milk” campaign, etc., that needs some attention and has great
opportunity. Incremental and iterative behavioral change and hence cultural and community change
will decrease the “demand” on avoidable (life style etc.) use of healthcare.
The puzzle pieces I am attempting to couple include
• The diffusion of innovation
• The golden circle
• Dunbar’s number
• Social Networks
I would enjoy the opportunity to discuss this further and see if there is a “all teach / all learn”
collaborative opportunity to leverage the IHI Breakthrough Series in communities (NOT HEALTHCARE)
working from the demand side back toward the supply side of healthcare economics.
I will always fly to D.C.,
Have a wonderful Thanksgiving!

Be mindful, be active, be well,
Ed
Edward D Shanshala II, MSHSA, MSEd
CEO
ACHS

RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Request for Information
To Whom it may Concern:
As members of the Adult Vaccine Access Coalition (AVAC), we value the opportunity
to comment on the Centers for Medicare and Medicaid Services: Innovation Center
New Direction Request for Information (RFI), one that promotes patient-centered care
and tests reforms that empower Medicare beneficiaries, brings greater transparency
and competition to drive quality, reduce costs and improve outcomes.
CMMI is uniquely situated to test out innovative models relating to adult immunization
that can address challenges around adult immunization, and would improve access
and utilization of recommended vaccines for the Medicare population. Our comments
offer several demonstration project proposals related to adult immunization that would
fit under current or potential models proposed:
➢ Alternative Provider Billing Systems Under Medicare Part D
➢ Strengthen and enhance vaccine access through the Initial Preventive
Physical Examination (IPPE) and the Annual Wellness Visit (AWV)
➢ No cost sharing vaccine tier in Medicare Advantage plans offering Part D
coverage
➢ No cost sharing vaccine tier under Prescription Drug Plans (PDPs)
AVAC includes more than fifty organizational leaders in health and public health who
are committed to addressing barriers to adult immunization and to raising awareness of
and engaging in advocacy on the importance of adult immunization. Our mission is
informed by scientific and empirical evidence that shows immunization improves
health, protect lives against a variety of debilitating and potentially deadly conditions,
and save costs to the healthcare system and to society as a whole.
AVAC priorities and objectives are driven by a consensus process with the goal of
enabling stakeholders to have a voice in the effort to improve access to and utilization
of adult immunizations. Our coalition advocates for policies that will reduce barriers to
immunization and for common sense measures that will improve the ability of providers
and patients to make informed decisions at the point of care.

Background
Immunizations are a proven intervention that is effective at preserving health and
reducing avoidable health care costs such as hospitalizations and other expensive
medical interventions that result from vaccine preventable illness1. Over 20 years,
vaccines will prevent 732,000 deaths and 21 million hospitalizations. Despite Advisory
Committee on Immunization Practices (ACIP) recommendations, which include 13
different vaccines for adults, vaccines have been consistently underutilized in the adult
population and lag behind the Healthy People 2020 goals for the most commonly
recommended vaccines (influenza, pneumococcal, Tdap (tetanus, diphtheria,
pertussis), hepatitis B, herpes zoster, HPV).
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Every year, more than 50,000 adults die from vaccine preventable diseases and
thousands more suffer serious health problems that cause them to miss work and leave
them unable to care for those who depend on them.3 A growing body of research
illustrates the direct and indirect cost attributable to vaccine preventable disease. One
study published in The Journal of Primary Prevention found the estimated annual cost of
just four major vaccine-preventable diseases among US adults was $26.5 billion
annually, $15 billion of which was attributed to those 65 years and older.4
While immunizations are essential to protecting health across the lifespan, it is especially
important to immunize older adults, who are at increased risk for vaccine-preventable
conditions as a result of waning immunity and increased likelihood of co-morbid,
1

https://www.cdc.gov/media/releases/2014/p0424-immunization-program.html
https://www.cdc.gov/mmwr/volumes/65/ss/ss6501a1.htm
3 http://www.adultvaccination.org/resources/vpd-infographic
4
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4486398/
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chronic conditions, and who are more likely to develop complications. Adults seeking
access to and coverage for vaccines encounter a confusing health care system that
presents multiple barriers, including lack of awareness and information about
recommended vaccines, financial hurdles, including high cost sharing, as well as
technological and logistical obstacles. Socioeconomic and linguistic barriers further
challenge the ability of diverse and medically underserved communities from
accessing needed immunizations.
Recognizing the challenges, barriers, and opportunities around adult vaccination, the
National Vaccine Program Office within the Department of Health and Human Services
issued the National Adult Immunization Plan (NAIP) in 2016.5 The NAIP and its
accompanying implementation guide set out four core goals along with a series of
objectives and strategies what steps the range of federal and nonfederal stakeholders
need to undertake to help drive adult immunization rates.
Guiding Principles
The RFI sets forth six guiding principles that support the overarching goals and objectives
of the demonstration project proposals presented in this letter. AVAC supports these
guiding principles in that context. The guiding principles are as follows:
1. Choice and competition in the market – Promote competition based on
quality, outcomes, and costs.
2. Provider Choice and Incentives – Focus voluntary models that reduce
burdensome requirements and unnecessary regulations, allow physicians and
other providers to focus on providing high-quality healthcare to their patients,
and give beneficiaries and healthcare providers the tools and information they
need to make decisions that work best for them.
3. Patient-centered care – Empower beneficiaries, their families, and caregivers
to take ownership of their health and ensure that they have the flexibility and
information to make choices as they seek care.
4. Benefit design and price transparency – Use data-driven insights to ensure
cost-effective care that also leads to improvements in beneficiary outcomes.
5. Transparent model design and evaluation – Draw on partnerships and
collaborations with public stakeholders and harness ideas from a broad range of
organizations and individuals across the country.

5

https://www.hhs.gov/nvpo/national-adult-immunization-plan/index.html

6. Small Scale Testing – Test smaller models that may be scaled if they meet the
requirements for expansion under 1115 A(c) of the ACA. Focus on payment
interventions rather than on specific devices or equipment.
Demonstration Project Proposals
AVAC proposes four pilot project models for CMMI consideration. These models focus
on barriers to adult immunization for the Medicare population and present an
important opportunity to test data driven approaches to improving access and
utilization of recommended adult vaccines. Specifically, the models touch upon
provider challenges to offering the broad range of vaccinations in the office setting as
well as financial barriers for Medicare beneficiaries seeking access to vaccines through
the Part D benefit.
While each represents a different approach and intervention, all share the goal of
strengthening and enhancing access and utilization of adult immunizations that serve
to protect health and prevent or mitigate serious illness. Additionally, each model seeks
to improve transparency, beneficiary choice and competition in the market through
patient centered initiatives that will ultimately improve care and drive down health
care costs over the longer term.
Alternative Provider Billing Systems Under Medicare Part D
Test the integration and utilization of billing systems that enable providers in the clinical
setting to review a patient’s Part D vaccine coverage and to directly bill Part D plans for
the cost and administration of covered vaccines. Study the impact on vaccination
rates and potential savings to the Medicare program through the reduction in
avoidable downstream healthcare costs. This pilot could fall under the prescription drug
model focus area described in the RFI.
Whereas Medicare Part B covers vaccines for several serious vaccine-preventable
diseases, including influenza, pneumonia, and Hepatitis B for at-risk patients with zero
cost sharing; a growing number of other vaccines are covered under the Medicare
Part D program.
Should a provider wish to offer and administer Part D covered vaccines to beneficiaries,
they encounter a difficult and time-consuming process since they do not have access
to the same systems that pharmacies utilize to process claims for Part D covered
prescriptions.6 First, it can be challenging for Part B providers to assess a beneficiary’s
Part D eligibility, coverage and cost sharing requirements. Providers who choose to
offer Part D vaccines in their office must also find a mechanism by which to submit
6

https://www.cms.gov/Outreach-and-Education/Medicare-Learning-NetworkMLN/MLNProducts/Downloads/VaccinesPart-D-Factsheet-ICN908764.pdf

claims for vaccine services. This can include billing the patient for the total upfront cost
of the vaccine; enrolling in a commercially available out-of-network billing system for
Part D vaccine claims (such as TransactRX); or obtaining an out-of-network
authorization for coverage from the Part D plan, then submitting the out-of-network
claim on the patient’s behalf and agreeing to accept the Part D payment on a
patient-by-patient basis. For physicians who choose to stock vaccines in their offices,
these options are not only complex but also create a great deal of financial uncertainty
around reimbursement. As a result, many providers opt to not offer Part D vaccines,
resulting in missed immunization opportunities during office visits. The current billing
system severely hinders opportunities to fully immunize Medicare beneficiaries in a
medical setting and hampers efforts to improve immunization rates for the 65 and over
population.
The study would determine the effectiveness of billing mechanisms that enable Part B
Medicare providers to assess beneficiary Part D coverage as well as bill Part D plans
directly for vaccines administered in their office. The main objectives of this study would
be to reduce administrative burdens on providers by improving their ability to search
Part D plan eligibility and coverage data and to facilitate electronic claims submission
for vaccines and their administration Additional element of this study would include
data reporting to state or local immunization information systems (IIS) in order to
measure changes in immunization rates among the study group as well as a review of
overall health claims to determine downstream savings to the Medicare program.
Strengthen and enhance vaccine access through the Initial Preventive Physical
Examination (IPPE) and the Annual Wellness Visit (AWV)
Explore the impact of strengthening and enhancing the role of immunization
assessment and counseling at the IPPE and the AWV on Medicare beneficiary
immunization coverage rates. The objectives of this pilot would be to improve patient
care and enhance reporting of administered vaccinations with goal of bolstering
immunization rates for beneficiaries while reducing downstream health expenditures for
the Medicare program. This pilot could be incorporated as an element of the
Comprehensive Primary Care Plus project or the Transforming Clinical Practice Initiative
under the Primary Care Transformation category presently ongoing at CMMI.
The IPPE, or “Welcome to Medicare” visit, along with the AWV, represent important
opportunities to assess the overall health status of a new Medicare beneficiary entering
the program as well as monitor and assess their health on an ongoing basis. Since 2011,
the number of Medicare beneficiaries utilizing the AWV has grown steadily from 8
percent in 2011 to 19 percent in 2015.7 While an assessment of immunization status is a
core element of the IPPE, confusion around which vaccines covered through Medicare
7

http://www.sciencedirect.com/science/article/pii/S0264410X17314639?_rdoc=1&_fmt=high&_origin=gateway&_doca
nchor=&md5=b8429449ccfc9c30159a5f9aeaa92ffb

Part B and Medicare Part D can result in a weak or perhaps no provider
recommendation to receive certain vaccines.
The pilot would explore the impact of the HHS National Vaccine Advisory Committee
(NVAC) Standards for Adult Immunization Practice8 for ACIP recommended vaccines
on provider interactions with Medicare beneficiaries during the IPPE and the AWV. The
adult standards call for providers to assess the immunization status of the patient;
strongly recommend needed vaccines based on the age and health status of the
beneficiary; administer or refer the patient to a vaccine provider and document to the
state or local immunization registry. Consistent application of these standards during
the IPPE and AWV would improve the efficiency and effectiveness of these interactions
between providers and Medicare beneficiaries, resulting in a reduced number of
missed immunization opportunities, improved immunization coverage rates, patient
health outcomes and lower downstream costs to Medicare program.
No cost sharing vaccine tier in Medicare Advantage plans offering Part D coverage
Analyze the impact of offering Part D vaccines with no cost sharing to beneficiaries in
Medicare Advantage plans. A growing number of Medicare beneficiaries are enrolling
in Medicare Advantage plans options. Today, one in three Medicare beneficiaries, a
total of 19 million people, is enrolled in a Medicare Advantage plan. Since MA plans
include both the medical and pharmacy spending, they can be leveraged to assess
how vaccination uptake impacts downstream medical spending within one plan.
Primary goals of this study would be to examine the impact of cost sharing upon
vaccination rates and explore reductions in avoidable hospitalizations and other
healthcare costs. This pilot would fall under the Medicare Advantage (MA) Innovation
Models testing area focus of the RFI.
A number of studies indicate that financial barriers to Part D vaccines are a significant
impediment to beneficiary access to some immunization services. The vaccines
covered through Part B do not have any beneficiary cost sharing requirements. In
comparison, cost sharing is allowed for vaccines covered under the Part D program. A
2015 report by the Alliance for Aging Research on vaccination rates among older
adults found that cost sharing for vaccines under Part D varies depending on a
beneficiary's prescription drug plan or Medicare Advantage plan formulary offerings.9
Similarly, a report by Avalere Health found between 47 and 72 percent of the 24 million
Medicare beneficiaries with Part D coverage had some level of cost sharing for
vaccines, ranging from $35 to $70 in 2015. 10

8

9

http://journals.sagepub.com/doi/pdf/10.1177/003335491412900203

http://www.agingresearch.org/pressrooms/view/136#.VtXxV7eFOLg
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http://avalere.com/expertise/managed-care/insights/medicare-has-the-potential-to-avoid-preventableillnesses-byencouraging-br

No cost sharing vaccine tier under stand-alone Prescription Drug Plans (PDPs)
Similar to the above pilot, CMS could evaluate vaccine utilization rates in a stand-alone
Part D plan where beneficiaries have zero-dollar cost sharing for all ACIPrecommended vaccines not covered under Part B. The project could also assess
varying tiers of cost sharing (i.e. no cost vaccine tier compared to a range of cost
sharing regimens) to better identify the cost threshold for vaccine uptake. In addition,
this model would improve competition and price transparency for vaccine coverage
under Part D plans. This pilot could be a prescription drug model focus area for CMMI.
A study in the August 2016 Journal of American Pharmacy Benefits found a correlation
between increases in cost sharing and increased vaccine abandonment at the
pharmacy. During the study period, a total of 172,977 fills for Zostavax were initiated,
and a total of 67,369 were abandoned for an overall abandonment rate was 38.9%.
While the abandonment rate varied by patient demographics and health plan factors,
patient out-of-pocket cost (OOP) remained the most significant predictor of
abandonment, after adjusting for other factors. For patients with $15-$34 copays, the
odds of abandonment were 1.66 percent compared to those with costs of $14.99 and
below. Patients with cost sharing ranging from $105-$174.99 were 5.53 times more likely
to abandon the vaccine.11
The variable cost sharing requirements currently imposed on the majority of Part D
vaccines discourage immunization among elderly, disabled and chronically ill
populations who account for a disproportionate percentage of the morbidity and
mortality from vaccine preventable conditions. Removing this financial barrier could
have a significant impact on improving beneficiary access to and utilization of
vaccines and will also help drive reductions in hospitalizations and avoidable medical
expenditures in other parts of the Medicare program. Addressing this barrier will be
even more important as new vaccines for a growing variety of infectious and
devastating conditions enter the market in the future.
Immunization has demonstrated “effective prevention” in reducing rates of morbidity
and mortality from a growing number of preventable conditions and has been proven
to improve overall health in a cost-efficient manner. Reducing the number of missed
immunization opportunities for Medicare beneficiaries is an important step to improving
health and reducing the burden of vaccine-preventable illness among this rapidly
growing segment of our population.
Thank you for this opportunity to offer our perspective on this important topic. We look
forward to working with CMMI moving forward to increase access and utilization of
adult vaccines. Please contact Lisa Foster, AVAC Coalition Manager to schedule a
chance to further discuss our comments in
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response to this RFI. To learn more about the work of AVAC, visit
www.adultvaccinesnow.org.
Sincerely,
Alliance for Aging Research
Asian Pacific Islander American Health Forum (APIAHF)
GSK
Infectious Diseases Society of America (IDSA)
Immunization Action Coalition (IAC)
Medicago
National Association of County and City Health Officials (NACCHO)
National Foundation for Infectious Disease (NFID)
National Hispanic Medical Association
Novavax
Pfizer
Sanofi
Seqirus
The Gerontological Society of America (GSA)
Trust for America’s Health (TFAH)

701 Pennsylvania Ave., NW, Suite 800
Washington, DC 20004-2654
Tel: 202 783 8700
Fax: 202 783 8750
www.AdvaMed.org

November 20, 2017
Via Electronic Mail
Ms. Amy Bassano
Acting Deputy Administrator, Innovation and Quality
Director, Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1676-P
P.O. Box 8013
Baltimore, MD 21244-1850
Re:

Comments on the Request for Information Regarding Innovation Center New
Directions

Dear Deputy Administrator Bassono:
The Advanced Medical Technology Association (AdvaMed) appreciates the opportunity to
respond to Request for Information published by CMMI for input from stakeholders on new
directions CMMI might pursue in the future for testing and demonstrations. AdvaMed member
companies play a critical role in helping providers meet the goals set out by CMMI for delivery
reform programs it has implemented during the past 6-7 years. Our companies do so through
medical technologies and diagnostics that improve both the quality and delivery of health care by
reducing the lengths of stay of patients in health care facilities, enhancing perioperative
productivity and reducing costs, allowing procedures to be performed in less intensive and less
costly settings, providing early detection of disease and infections, and improving the ability of
providers to monitor care.
We have identified for your consideration the following areas that we believe have great
potential for leading to continued improvements in the quality and efficiency of care delivery.
Promoting Value-Based Arrangements between Medical Technology Manufacturers and
Demonstration Participants by Incorporating Certain Waivers and Guidance Into Current
and Future Demonstration Models
We have noted in our previous letters to CMS that regulatory uncertainty concerning the
application of the criminal Anti-Kickback Statute (AKS) to demonstration participants and
medical technology companies chills innovative collaborations and value-based arrangements.
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While there are ways to construct some limited engagements currently under the existing safe
harbors, they do not offer sufficient predictability around legal risk to enable the fluidity that
would be possible with new value-based AKS safe harbors (see AdvaMed safe harbor proposals
for value-based arrangements at http://www.advamed.org/resource-center/advamed-aks-safeharbor-proposals-value-based-arrangements).
Current AKS safe harbor protection is afforded only to those arrangements that meet all of the
conditions set forth in the safe harbor regulations. Unfortunately, the safe harbor constructs are
narrowly fashioned around fee-for-service payment models and this serves to inhibit using
delivery reform models that have the potential for improving both quality and efficiency of care
delivery. For example, providing a discount on a combined product and services offering may
not qualify for protection under the discount safe harbor unless the product and services are both
reimbursed by a federal health care program using the same methodology. Because the
reimbursement rules are complicated and can vary significantly depending on the site of care
(e.g. acute care hospital versus physician clinic or skilled nursing facility) this “same
methodology” limitation can materially restrict the range of possible innovative devices and
services that may be integrated to deliver the best value because of the uncertainty around what
products or services would be considered to fall under the “same methodology.”
The other significant safe harbor limitation is that for customers who provide cost reports to
CMS (e.g. acute care hospitals) discounts must be both (1) earned on the purchased item or
service within the same year the item or service is purchased and (2) claimed on the purchased
item or service in the same fiscal year in which the discount is earned or the following year. We
understand that the purpose of the fiscal year restriction is to ensure that discounts and rebates
are being timely reported to CMS for any potential impact on CMS’ annual rate-setting
activities. With new CMS reimbursement demonstration (and other payment for value models),
however, the need to submit cost reports in order to impact annual rate-setting activities is
largely not needed. In addition, it is impractical to impose the fiscal year requirement since one
patient episode of care may span two fiscal years of the hospital, which could disqualify a
discount arrangement from protection. For these reasons, the current Discount Safe Harbor not
only fails to enable, but is in fact a strong deterrent for, manufacturers, hospitals, and other
participants to collaborate toward meaningful innovation of health care delivery.
Additionally, the AKS warranty safe harbor does not expressly allow a seller to provide anything
as part of a warranty in excess of the cost of the item itself. As such, the warranty safe harbor
was intended to address defective products, rather than a warranted outcome not being achieved.
This precludes medical technology companies from having the option to more fully back up or
stand behind the performance of their products/ solutions/ services in a way that would hold the
company more accountable for both expected clinical outcomes and associated cost savings, as
well as unexpected adverse events and associated cost increases in connection with the use of the
company’s product/solution/service. For example, if a product did not meet an intended clinical
outcome (not due to a product defect) and the expected cost savings was not achieved, the safe
harbor would not permit the company to share any financial exposure with the purchaser of the
product. Furthermore, if a product did not achieve an expected clinical outcome (either because
it was defective or simply did not meet an agreed upon clinical target) and in turn increased the
hospital’s overall cost of care and potentially increased cost to the federal heatlh care program,
the current safe harbor would not permit the medical technology company to share the financial
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risk for that negative economic impact to the health care system through a contractual
indemnification, or otherwise. Until new value-based safe harbors are issued, we believe that it
would be beneficial for CMMI to use its fraud and abuse law waiver authority to promote greater
investments in value-based solutions.
Integral to developing and executing value-based arrangements between delivery reform
participants and medical technology company collaborators is the need for manufacturers to be
able to communicate with providers, payers and other stakeholders about clinical goals,
efficiency measures, and economic performance terms. Starting points for these goals, measures,
and terms may originate from economic and clinical data that may not be specified in the
approved or cleared label of the device. However, this scientific and health care economic
information will be needed to both establish and optimize the clinical and economic goals of the
value-based collaboration.
In light of the challenges noted above and until new value-based safe harbors are issued,
AdvaMed believes that it would be beneficial for CMMI to use its waiver authority in current
and future demonstrations to capitalize on and demonstrate the benefits of medical technology
manufacturers sharing in the risk to deliver on clinical and cost outcomes.
AdvaMed proposes instituting the following waivers and guidance across existing and future
demonstrations, which include protections for patients and Federal health care programs, while
allowing for greater involvement and investment in demonstrations:


Value-Based Pricing Arrangement (VBPA) AKS Waiver—This waiver would allow for
(1) Value-Based Price Adjustments that are dependent on the achievement of a
measurable clinical and/or cost outcome and (2) the bundling of Value-Based Services
(analysis, software, equipment, information and/or services provided to providers /
patients—at no charge for the purposes of: (a) determining the terms of the VBPA; (b)
measuring collecting, calculating and reporting the metrics upon which the VBPA is
based or the resulting adjustment that is payable; (c) optimizing the effectiveness and
clinical utility of the reimbursable items and services; and (d) otherwise achieving
clinical/cost outcomes.
o Value-Based Price Adjustments would include payments made between
Participants and medical technology manufacturers that reduce or increase the net
cost for one or more reimbursable items and/or services based on whether or not a
clinical and/or cost outcome was achieved.
o The terms and conditions of the Value-Based Price Adjustment must be fixed and
disclosed in writing in advance (e.g., fixed if the formula or other objective
mechanism for determining the amount of the adjustment is set forth in writing).
o This would allow for risk-sharing between ACO and EPM participants and
medical technology company collaborators that incentivizes and rewards
improvements in clinical outcomes and/or reductions in cost.
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Value-Based Warranties AKS Waiver—This waiver would allow manufacturers of
medical products to make certain clinical and/or cost outcome assurances, and provide an
appropriate remedy where such outcomes are not achieved. Similar to VBPAs, this would
also allow for the bundling of Value-Based Services and require that the terms and
conditions of the Value-Based Warranty remedy be fixed and disclosed in writing in
advance.
o This would allow for Outcome Warranties that specifically address warranting an
agreed upon clinical and/or economic outcome instead of against only a product
failure and protect payments for bundled products and services provided when an
outcome is not met. For example, this would provide a targeted approach to
addressing scenarios where a medical device company agrees to reimburse a
hospital not only its aggregate purchase price for the implant device acquisition
costs, but also unreimbursed products and services if a patient is readmitted to the
hospital within 90 days following the surgical procedure because the surgical site
is infected or a revision surgery is needed.



Communications Guidance—This guidance would affirmatively state that
communications on efficiency (e.g., performance/throughput claims), population
outcomes/cost, and economics that are not specifically part of the product labelling are
permissible to develop and operationalize value-based arrangements in demonstrations
and that varying levels of supportive data are acceptable (e.g., case study, big-data
analytics).



Uniformity of Benefits Requirement Waiver—This waiver would increase flexibility to
target value-based interventions to the “right patients” at the “right time”. While no
treatment or procedure is right for all patients, value-based arrangements may require
additional treatment criteria or use cases to identify patient populations most likely to
benefit from the intervention.. As the uniformity of benefits requirement generally
requires that a plan's benefits and cost sharing be the same for all plan enrollees, a waiver
would promote the integration of interventions for appropriate patients within a valuebased arrangement. This waiver may also prove to be of value in the context of Guiding
Principle 6 on Small Scale Testing.

The proposed waivers and guidance are a means to furthering Guiding Principle 1 (Choice and
competition in the market) by creating a platform where manufacturers of all sizes can compete
on the basis of outcomes (both clinical and cost). With regard to Focus Area 8, Program
Integrity, AdvaMed proposes that the above waivers and guidance be incorporated as a layer on
top of existing and future models to encourage the voluntary participation of medical device
manufacturers in value-based arrangements. Aligning the interests of all participants in the
delivery of care has to potential to drive further outcome improvements and cost reductions.
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In response to question 6, AdvaMed believes that the above waivers and guidance should be
considered necessary to help providers innovate care delivery. Medical technology
manufacturers are uniquely positioned to drive value-based care solutions and advance providers'
efforts to optimize patient care. First, manufacturers are experts in how their technologies may
affect clinical outcomes. This expertise gives them the specialized knowledge to design
solutions that can reduce adverse events and the associated costs of treating those events.
Second, value-based health care is largely driven by data. Many medical devices either generate
data on their own or work in an ecosystem to contribute to data collection and aggregation. This
natural data hub capacity should be harnessed to operationalize value-based arrangements and
support clinical decision making.

Medicare’s Coverage of Telehealth Services
The GAO findings in the report cited above and its call for a forward-looking process for
providing Medicare beneficiaries access to innovative technologies leads us to recommend that
CMMI test specifically the integration of telehealth, remote patient monitoring, and a broad
range of other digital technologies into health care delivery to provide beneficiaries access to the
benefits offered by these technologies. This is a rapidly evolving area of medical technology
development that demands new thinking and testing on how to incorporate them into health care
delivery—especially given that very few episode initiators have used telehealth waivers available
under Models 2 and 3 of the Bundled Payments for Care Improvement initiative—less than 5
percent in the case of Model 2 and 1 percent in the coast of Model 3.
Medicare’s current benefit category for telehealth narrowly defines the types of technologies and
services that can be covered and the location where beneficiaries may receive these services. The
CMMI does have authority to cover a broader range of telehealth, remote patient monitoring, and
digital technology services beyond what is allowed by current law, but has chosen to do so in
only a limited way, without, it appears, a plan to determine just how expanded telehealth services
achieve CMMI goals for reducing spending and achieving the same or higher quality of care.
GAO observes that the consequences of not having a forward-looking process for
accommodating significant changes in health care are that CMS, and other insurers that follow
Medicare payment policy, may not recognize advances in technology that may provide potential
cost-savings and better health outcomes and value in terms of coordination. Most important,
beneficiaries are not provided access to technologies and related services that may improve their
health and well-being. AdvaMed recommends that CMS develop a detailed plan for testing
broader Medicare coverage for telehealth, remote patient monitoring, and other digital
technology services. The plan should also explore payment methodologies different from feefor-service, and should suggest specific pathways for expanding coverage of these services. We
suggest reviewing S. 787 as a model to serve as a starting point for expanding covered services.
This bill proposes to cover expanded coverage for using a wide variety of different technologies
to manage certain chronic conditions for beneficiaries being served in ACOs and bundled
payment programs.
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Quality Measurement and Evaluation
AdvaMed recommends that CMS work with stakeholders to prioritize cross-cutting measure
development that reduces provider burden, but also reflects patient-centered priorities and
outcomes resulting from appropriate treatment options, including medical technologies used in
those treatments. Meaningful outcome measures, including patient-reported outcomes related to
shared decision-making for the use of a specific technology, and outcomes focused on issues
impacted by medical technologies, such as surgical interventions, can be used in place of
burdensome process measures. Effective use of measures together with measure concepts would
help ensure that new CMMI payment model financial incentives are balanced with incentives to
improve quality, including improvements accompanying the appropriate use of medical
technology.
AdvaMed further recommends that CMMI prioritize development funding for outcome measures
that are impacted by the use of medical technology and cross-cutting measures that assess
incorporation of patient-centered decision-making in the use of medical technology. This
includes patient-reported outcome measures of functional or health status, outcomes tied to
utilization of care such as length of stay or unplanned re-operations, and longer-term surgical
outcome measures.
In addition, AdvaMed recommends that CMMI demonstration models incorporate a small set of
short-term indicators to monitor issues potentially stemming from financial incentives. These
indicators should include claims-based measures of utilization such as emergency room visits,
hospital admissions and adverse events, as well as measures of provider and patient experience.
These indicators should be designed to enable CMMI to monitor program-related concerns
urgently, without burdening providers with unnecessary reporting. Longer term measures of
trends in provider spending, change in patient-reported outcomes, and multi-year outcomes, such
as unplanned re-operations, should be used by third party evaluators to assess the broader impact
of value-based payment models.
We also recommend that CMMI consider evaluating models on a multi-year basis, as quality
considerations tied to use of medical technology may extend beyond a single performance year.
For example, a patient-centered measure such as functional outcomes following implant surgery
may be different over a 2-year period than a 30-day period, with accompanying cost implications
for the health care system. We encourage CMMI to review the measure concepts and available
measures identified in our report, and partner with our members and professional societies to
prioritize key quality measures for development and use in demonstration models.
For purposes of transparent model design and evaluation, we recommend that CMMI partner
with independent, third-party entities to assess and evaluate the impact of value-based payment
models on affected markets. All third-party evaluations should incorporate input from
stakeholders affected by the models, including patients, medical professional societies, and drug
and medical technology manufacturers. These reports should incorporate shorter-term
indicators—assessments of problem areas conducted within a performance year—and longerterm evaluations—studies conducted over a multi-performance year period. Short-term
indicators should allow CMS to identify problems in care delivery, such as inappropriate
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utilization, spending, or patient experience, and address them as quickly as possible. Longer term
evaluations should include multiple data streams, including data provided by CMS to evaluators
who study the impact of VBP over time. Importantly, evaluators should study trends in spending
and utilization tied to high-cost and innovative treatments that may otherwise be disincentivized
under cost containment models.

Establishing Meaningful and Longer-Term Quality Metrics and Shared Savings for the
Comprehensive Care for Joint Replacement (CJR) Episode Payment Model
As a subset of our recommendations above on quality measurement, AdvaMed strongly
encourages CMS/CMMI to develop quality and value incentives that would encourage improved
patient outcomes during periods beyond the currently defined episode of 90 days. Specifically,
CMS/CMMI should use Medicare claims data to capture historical interim and longer-term
revision rates for joint replacement, share that data with hospitals and physicians, and establish a
shared savings mechanism to reward hospitals and physicians for lower long-term revision rates
during the measurement period. We believe that CMS should also include patient reported
outcomes in determining quality, as that will help define differences in outcomes related to
implant selection. Lower revision rates at one, two, or here years as captured by claims data
could also substitute as a much more meaningful quality measure for the existing HCAHPS
measure, which counts for 50 percent of a hospital’s Composite Quality Score in the CJR. This
would counter incentives within internal cost savings arrangements to use implants of lower
quality not matched to patient lifestyle and functioning, and promote higher quality of care for
beneficiaries.

Improving the Quality of Wound Care for Medicare Beneficiaries
AdvaMed’s Wound Healing and Tissue Regeneration Sector has embarked on a project to
develop a conceptual framework for an alternative payment model focused improving the quality
and efficiency of wound care for Medicare beneficiaries. Studies have shown that a large
percentage of Medicare beneficiaries are treated for various types of wounds that account for a
significant amount of spending during a year when a wound is the underlying cause of treatment.
AdvaMed’s Wound Sector has begun data analysis, focusing on diabetic foot and venous ulcers,
and spending related to those wounds and provided in the outpatient hospital setting or
physician’s office. Our preliminary analysis shows significant spending for beneficiaries where
these types of wounds are the principal diagnosis. In addition, our preliminary analysis indicates
fragmented care, lack of specialist leadership in the provision of care, and variation in the
treatment modalities used in caring for these patients. We hope to expand our data analysis to
compare patterns of care in outpatient hospital- based departments versus physician offices.
While we are not presently able to propose a specific approach for a wound care model, we
include mention of this in our comment letter to indicate our intent to discuss a model in the
future.
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Establishing Policies and Procedures for Enhanced CMS Patient Engagement and
Integration of Patient Preference Information into CMS Coverage Models and Decisions
AdvaMed recommends that CMS prioritize patient engagement and the use of patient preference
information (PPI) to inform CMS coverage models and decision-making. Over the last few
years, FDA has increased its efforts and commitment to engage with patients to ensure that their
preferences and priorities are considered during regulatory review of new medical
technologies. FDA’s efforts include establishment of the Patient Engagement Advisory
Committee (PEAC), dissemination of guidance regarding the use of PPI in benefit-risk
determinations, and hosting of public workshops to facilitate discussion around PPI study
methods, FDA expectations, and pathways for inclusion of PPI in regulatory submissions. These
efforts are yielding important data about patients’ risk tolerance given probable benefits, and
leading to shifting paradigms around the conduct of clinical trials and medical technology
development. Further, FDA, patients, and medical technology companies anticipate that
continued engagement and pursuit of rigorous and meaningful PPI will facilitate the
commercialization of life-changing medical technology.
AdvaMed recommends that CMMI use its demonstration authority to develop policies and
procedures to promote engagement with patients similar to FDA’s. This engagement could take
place in at least two ways. First, CMS could include patients in its decision-making process for
coverage decisions about innovative technologies and treatments. In addition, CMMI could
include patients in an advisory capacity for deciding which demonstrations to undertake in the
future. AdvaMed believes a coordinated effort by CMS and FDA around patient engagement
will have a significant, beneficial impact on healthcare costs and patient outcomes.
Medicare Advantage (MA) Innovation Models
As a general matter, AdvaMed supports CMS/CMMI’s desire to work with MA plans to drive
innovation, better quality and outcomes, and lower costs, including through incentives for MA to
compete for beneficiaries in fee-for-service. We note, however, whether through the traditional
Medicare fee-for-service program or an MA plan or delivery reform model, a beneficiary’s
access to the full range of treatment options appropriate for a given medical condition is critical
for positive health care outcomes to be achieved. While AdvaMed supports CMMI initiatives
whose goals are improvements in the quality and efficiency of care delivery, we are concerned
that the financial incentives in these programs, as well as MA plans, have the potential to
compromise patient access to the full range of appropriate treatment options for a given medical
condition, especially those that are more expensive than others, including innovative treatments
that are more expensive than the current standard of care, even when they produce better
outcomes for patients. We, therefore, believe that these initiatives must be accompanied by
beneficiary protections that will guard against stinting on care. These will include claims data
analysis of patterns of care for persons served by MA plans or delivery reform models compared
to persons in fee-for-service, and more granular analysis of a sample of patient medical records
to determine whether the services actually received by beneficiaries in MA plans correspond to
existing standards of care and whether they also include innovative treatments and procedures
appropriate for a beneficiary’s medical condition. It is only at this more granular level of analysis
that CMS will be able to see whether patients are receiving the care they require.
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Again, we thank you for the opportunity to respond to the RFI. If you have any questions,
please contact Richard Price.

Sincerely,

Donald May
Executive Vice President
Payment and Health Care Delivery Policy

November 20th, 2017
To,
Centers for Medicare & Medicaid Services
Innovation Center New Direction

Subject: Request for Information towards a new direction to promote patient-centered care and test
market-driven reforms that empower beneficiaries as consumers, provide price transparency, increase
choices and competition to drive quality, reduce costs, and improve outcomes.
The Women’s Health Hub (WHH) Concept “Nearly two out of every three adult women enrolled in Medicaid are in their reproductive years (ages 1944), and Medicaid currently finances about 45% of all births in the United States. The Centers for Medicare
& Medicaid Services (CMS) can play a major role in improving the quality of maternity care, birth outcomes
and in measuring how care is delivered to pregnant and postpartum women.” 1
The delivery of health care is undergoing major disruption. This includes everything from patient
engagement, to medical diagnosis, to prevention and treatment. There are many drivers creating these
changes. From the revolution of digital technology, artificial intelligence, therapeutic modalities and the
ever-increasing economic and political changes in health care delivery is inevitable.
As highlighted in U. S. Personal Health Care Spending by Age and Gender 2010 female spending accounted
for 56 percent of total personal health care. Per capita spending for females was $7,860, 25 % more than
that for males. In aggregate, female spending was higher than male spending for every category of personal
health care goods and services. This together with the role of women as the Chief Medical Officer of the
family could result in women controlling 80-90% of health care expenses.
In 2010 Medicaid covered maternal services accounted for 45% of all births in the United States. In 2017
this has been closer to 50%. The costs for normal birth was one of the highest spends among adults totaling
$438B in 2013. Medicaid payments for all maternal and newborn care involving vaginal and cesarean
childbirths were $9,131 and $13,590, respectively per delivery. As an example among female beneficiaries
under age 65, childbearing is the primary reason for seeking health care in the Medi-Cal program (Medi-Cal
Birth Statistics Maternal and Infant Health Statistics). Pregnancy is also the first point of entry into the
healthcare system.
Based on this, OB-GYN practices becoming the epicenter of a physical and digital health hub by building a
network of women’s services that include other services such as mental health, chronic care management
with (i.e., diabetes, hypertension which are also high spend categories) is an innovative concept to change
the delivery of health care services to women, and potentially their family, in this country.

1 Opening statement on Medicaid.gov - Home > Medicaid > Quality of Care > Improvement Initiatives > Maternal and

Infant Health
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The Request for Information asks for a new direction to promote patient-centered care and test marketdriven reforms that empower beneficiaries as consumers, provide price transparency, increase choices and
competition to drive quality, reduce costs, and improve outcomes. CMS issued a HCP-LAN White Paper,
dated April 22, 2016 which began the discussion of redesigning the current delivery system for women
focusing on a “bundled” or episode of care payment for maternity services. In that paper, the concept of
the OB/GYN becoming the hub for women’s health was introduced. It recommends, on page 10, that
currently underused services should be considered for OB/GYN services.
• Currently covered but underused services not directly related to pregnancy and birth: Some initiatives
see the OB/GYN as the primary care provider and view the prenatal care as an opportunity to perform
preventive screenings, such as screenings for chlamydia or cervical cancer. While these screenings are not
specifically related to pregnancy, it would be important to include them a service provided in their pre-natal
care. These services would be routinely provided in our Women’s Health Hub.
• Commonly uncovered (and underused) high-value services directly related to pregnancy and birth: A
variety of services that have been shown to improve a woman’s birth experience and potentially improve
outcomes are not commonly part of the typical OB/GYN service. Services such as doulas, care navigators,
shared care planning, community referrals and follow up for smoking cessation and mental health referrals.
Mental health has already been integrated into our Women’s Health Hub and is beginning to show
significant impact for Mothers
In addition, it states as the purpose of such bundled care:
▪
▪
▪
▪
▪
▪

Increasing the percentage of vaginal births and decreasing unnecessary cesarean births;
Increasing the percentage of births that are full-term and decreasing preterm and early elective births;
Decreasing complications and mortality, including readmissions and neonatal intensive-care unit
(NICU) use;
Providing support for childbearing women and their families in making critical decisions regarding the
prenatal, labor and birth, and postpartum phases of maternity care and respecting those choices;
Increasing the level of coordination across providers and settings of maternity care; and
Consistently providing a woman- and family-centered experience.

One of our WHH has engaged with Amerigroup in Maryland in a program measuring many of these end
points and have met or beaten their desired metrics.
The concept of this model would be building a health care delivery system that begins by focusing on the
total health of women by providing an initial entry through OB-GYN services but embedding primary care
and mental health providers within the hub. The delivery of health care would be provided in a Women’s
Health Hub (WHH), which begins with the OB-GYN physician. As part of the WHH, care is data and protocol
driven with full coordination of care and formal QA review. Thus each one of the goals listed above are
accomplished within this model In particular these WHH’s would develop the infrastructure to focus on
reducing C-Section rates, pre-term labor, maternal mortality and reduce ethnic disparities which exist
specifically within their local region. Creating a WHH in geographic areas in which these outcomes are
particularly high would be part of the overall objective.
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The purpose of the WHH is to also go beyond just a maternal bundle but to create long-term healthy living,
which is initiated at the time of child birth. Data indicate that women first enter the health care system
when they fall pregnant and those who seek annual exams will seek these equally from an Ob-Gyn or PCP.
Thus the WHH serves as a very high touch point to engage with women into a healthcare system focused
on long-term quality healthcare. Using emerging technology, personalized health mapping and delivering
this through a combination of Ob-Gyn, Primary Care/Internal Medicine and Mental Health specialists the
WHH can provide a whole solution for lifetime improvement in the quality of women’s health care
The WHH envisions turning OB-GYN practices into the epicenter of physical and digital health hub that
changes the way women manage their health and the health of their family. This model would be
specifically designed for women with the source of the patient acquisition into the system starting with the
OB physician vs. the Primary Care Physician. The principles of the WHH are the similar to the Patient
Centered Medical Homes:
•
•
•
•
•

A physician led practice (which in this model is the OB/GYN)
Whole person oriented
Provide integrated and coordinated care
Focus on quality and safety and
Ensure access to needed services.

This model of personalized medicine can help predict the right services with the fewest side effects for
individual patients, which improve the quality of care and decrease cost at the same time.
The RFI specifies that the Innovation Center is interested in testing models in the following eight focus areas:
(1) Increased participation in Advanced Alternative Payment Models (APMs); (2) Consumer-Directed Care
& Market-Based Innovation Models; (3) Physician Specialty Models; (4) Prescription Drug Models; (5)
Medicare Advantage (MA) Innovation Models; (6) State-Based and Local Innovation, including Medicaidfocused Models; (7) Mental and Behavioral Health Models; and (8) Program Integrity.
Depending on the ultimate design of this model, it has the potential to test these concepts. It could become
an Alternative Payment Model for OB-GYN physicians (1), or a stand-alone Physician Specialty Model (3). It
is a consumer directed care model focusing on women as the consumer (2) which would include the carve
in of prescription drugs (4) and mental and behavioral health (7). This would be a state-based innovation
model focused on Medicaid (6) and while not Medicare Advantage focused could provide innovation to
Medicaid Managed Care.
We keenly look forward to hearing back from you,
Yours Sincerely,

Dr. Peter Glass, MB, ChB, FFA(SA)
Chief Medical Officer
Professor Emeritus SUNY, Stony Brook
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November 20, 2017
The Centers for Medicare & Medicaid Services
Innovation Center
7500 Security Blvd
Baltimore, MD 21244
Submitted Via Email: CMMI_NewDirection@cms.hhs.gov
To Whom It May Concern:
We are pleased to submit comments for your consideration on ways the Centers for
Medicare and Medicaid Services’ (CMS) Innovation Center can promote patient-centered
care and test market-driven reforms that empower beneficiaries as consumers, drive
quality, reduce costs, and improve outcomes.
Background – about ADVault, Inc. and MyDirectives
ADVault, Inc. is the creator and operator of MyDirectives® and MyDirectives
MOBILETM, a leading digital emergency, critical and advance care planning platform.
ADVault was one of the first small businesses to reach full Blue Button® capability, and
MyDirectives was the only platform to be a certified EHR module for advance care
planning under the 2011 CERHT criteria.
Since incorporating in 2007, ADVault has focused solely on empowering people to have
a voice in their healthcare, even when they suffer a medical emergency and cannot
communicate with caregivers. Citizens involved in random car accidents as well as
Hurricanes Harvey, Irma and Maria, the domestic violence in Las Vegas and international
incidents in France and England in just the past twelve months have joined many
chronically ill and elderly people who have become patients in our global healthcare
system and desperately want to have their voices heard.
• Who do I want to speak for me (and who do I not want to speak for me)?
• What are my preferences, priorities and goals of care?
• What are my hopes, fears and values?
A compassionate healthcare system wants to know the answers to these questions for all
patients, even those in a health emergency who can’t communicate.

When the American College of Emergency Physicians joined the American Nursing
Association among many other excellent organizations in support of the goal of scaled
creation of quality advance care plans that can be digitally accessed within the electronic
health record (EHR), they are advocating for the answers to these questions: the insight
that help them deliver better, more respectful care.
MyDirectives is the result of several years of in-depth research and discussions with
hundreds of doctors, nurses, healthcare administrators, lawyers, ethicists, healthcare
informaticists, healthcare IT developers and vendors, policymakers, regulators and
consumers. Representatives and supporters of ADVault and MyDirectives have testified
before Congress and actively participated in many meetings of the HIT Policy
Committee, the HIT Standards Committee, their respective Work Groups and Task
Forces and other initiatives of the Office of the National Coordinator (ONC) for Health
Information Technology like the S&I Framework; they have submitted statements,
testimony and comment letters to HHS and ONC regarding various aspects of the
Medicare and Medicaid EHR incentive programs; and they have demonstrated how
consumer-generated information can be safely, securely, easily and reliably incorporated
into EHRs.
ADVault representatives have worked with policymakers, regulators, industry thought
leaders and international standards organizations, including the Regenstrief Institute,
National Library of Medicine, and Health Level 7 International. Together, these groups
have built a substantial body of knowledge around the safe, secure, reliable and
interoperable creation, storage, sharing, transmission and retrieval of consumer-generated
information such as the data stored in advance directives (AD) and advance care plans
(ACP). We believe the focus of our work for the past decade makes us distinctly
qualified to comment on matters relating to the use of technology to improve advance
care planning processes for Medicare and Medicaid beneficiaries and the providers who
serve them.
Person-Centered Care
MyDirectives is dedicated to consumer-centered care and we applaud CMS
Administrator Verma for stating “consumers are a critical part of our health-care
equation” and that we need to “incentivize” them, because they “can define value better
than the federal government can.” We accomplish Ms. Verma’s goal by empowering
beneficiaries, their families and care givers to take ownership of their health and ensure
that they have the flexibility and information to make choices as they seek care across the
care continuum. By encouraging beneficiaries to create an advance care plan that can be
easily accessed by providers in the EHR, health providers can have an easy picture of
what their patients value when it comes to their healthcare wishes.
Because most Americans do not have an advance care plan at all, or if they do, they do
not have it accessible when admitted with a health crisis, our hospital intensive system is
stressed further during the 150,000,000+ emergency room visits a year. Having a
person’s values digitally captured and readily available can shift a hospital centric system
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to a more person-centered system. —especially when it comes to the 2.5 million people
that pass away in the USA each year.
Currently, CMS has two different CPT codes, 99497 and 99498, that pay for a limited
consultation between the provider and the patient on advance care planning. However,
there is no required outcome from that conversation—meaning the patient does not need
to create an advance care plan nor is there anything in an accessible form to help a future
medical team and family develop an appropriate treatment plan for the patient.
Requiring an outcome measure – the existence of an advance care plan meaningfully
accessible in the EHR – will both improve the return on investment of the CPT codes and
also decrease, the administrative burden on providers. This is because valuable provider
time can be shifted from initiating the often difficult conversation involved in advance
care planning, to reviewing the plans created by people in advance of a crisis.
Furthermore, allowing beneficiaries to initiate and create an advance care plan on their
own and independent of a health crisis, gives them the time to understand better what
advance care planning is to build the family consensus that is vital to adherence during a
medical crisis. CMS could require that those CPT codes result in the creation of an
advance care plan that has been attached, and interoperably accessible, to the patient’s
EHR.
Thanks to a growing coalition of clinical, technology, payer, public policy and
government leaders who have reviewed years of data and consumer behavior statistics, it
is now clear that the missing key to triggering the widespread creation of digital advance
care plans is to shift the setting… or as former Majority Leader Bill Frist has said “make
this a kitchen table, not an operating table conversation.” To do so, we strongly
encourage CMS to grasp this opportunity and champion the normalizing of advance care
plan creation.
We cite the following as evidence:
Bipartisan Legislation
We have been working on bipartisan, bicameral legislation, the Medicare Choices
Empowerment and Protection Act of 2017 (S.2297/HR4059), introduced by Senators
Chris Coons (D-DE), Bill Cassidy (R-LA), Michael Bennet (D-CO) and John Barrasso
(R-WY) and Representatives Diane Black (R-TN), Mike Thompson (D-CA), Chris
Collins (R-NY) and Peter Welch (D-VT). The bill provides a small financial incentive to
Medicare beneficiaries who create a digital advance care plan that records their
healthcare wishes. Based on our 10 years of work, we believe digitizing consumers’
healthcare choices allows people and their future doctors to better communicate, leading
to improved health outcomes, greater quality of life, and lower health costs. People do
not have to live in fear of not having a voice in their care.
In 2003, CMS estimated that $45 billion per year was spent on treatments patients did not
want to have and physicians did not want to provide because there simply was no vehicle
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to tell them otherwise. More recent data suggest those costs have risen to over $80
billion per year.
Just a few months ago, the Aspen Institute Health Policy Group of health and business
industry leaders and co-chaired by former HHS Secretaries Tommy Thompson and
Kathleen Sebelius, released a report, “Five Big Ideas” to improving this area of
healthcare, noting advance care planning should be normalized for everyone (18+).
More specifically, the report discusses how Medicare, in addition to private health
insurance plans and employers, should upgrade workflow to include digital advance care
planning as a step in normal enrollment and re-enrollment processes. The 2014 Institute
of Medicine (IOM) report on improving quality of care and honoring individual
preferences likewise acknowledges that “[e}lectronic storage of advance directives,
statements of wishes, or other relevant materials holds promise for improving access to
and effectiveness of these materials.” The IOM study follows prior commissions,
reports, and white papers, including the 2008 Report to Congress which calls for many of
these improvements, such as the use of interoperable electronic health records that
incorporate emergency, critical and advance care plans and ensure they are kept up to
date.
When high-quality emergency, critical and advance care plans are available, providers do
a better job caring for people who can live more confident they’ll have a voice in their
care, even if they are in a crisis and can’t communicate. We believe CMS can act
independently of Congress through CMMI to provide such an initiative to its
beneficiaries and we would be happy to speak in more depth as to how, at your
convenience.
Medicare Advantage
We understand CMS wants to work with Medicare Advantage (MA) plans to drive
innovation, improve quality and outcomes, and lower costs while permitting flexibility.
Most recently in April 2017, ADVault submitted recommendations to CMS on creating a
new requirement for MA plans to offer an unbiased, confidential and digital ACPs to all
beneficiaries. We propose through the CMMI that CMS ask plans to offer digital ACPs
to their MA beneficiaries. Payers are in the best position to support timely creation of
ACPs by integrating these processes in their open enrollment and reminding enrollees to
update their ACP annually, ensuring the document is on-line and accessible before they
become a patient. Payers can also help alert providers to the existence of a digital ACP if
the beneficiary becomes a patient and is unable to communicate. To be clear, payers do
not need to know the contents of a person’s ACP, just that it exists so they can advocate
that their beneficiary’s voice be heard in their care.
As stated above in the legislative section but relevant to CMS’ desire to use innovation to
improve MA outcomes and reduce cost, the integration of advance care planning into the
fabric of our lives in this manner is identified as a simple yet critical step in the recently
released report by the Aspen Health Strategy Group.
Page 4 of 5

The Calendar Year 2017 Final Call Letter confirms that advance care planning is a
Medicare covered benefit. As such, CMS should welcome innovation in this space.
Thank you for your consideration of our recommendations to integrate digital emergency,
critical and advance care planning into the work by CMMI. We are willing to meet with
you at your convenience to discuss specifics on how we could create pilots and
demonstration projects that provide beneficiaries access to critical tools to make their
wishes known, be updated on a regular basis, and readily available to their providers.
Respectfully submitted,

Jeff Zucker
Chief Executive Officer
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L. Scott Brown
President

November 20, 2017
VIA ELECTRONIC MAIL
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244-8013
Re: CMS Innovation Center – New Direction – Request for Information
Dear Ms. Verma:
On behalf of the Adventist Health Policy Association (AHPA), we appreciate the opportunity to comment
on the Center for Medicare and Medicaid Innovation (CMMI) Request for Information on a new direction
to promote patient-centered care and test market-driven reforms. Our organization is the policy voice for
five Seventh-day affiliated Adventist health systems that include 82 hospitals and more than 300 other
health facilities in 17 states and the District of Columbia.
AHPA represents a significant segment of the U.S. hospital sector. Our member hospitals operate in a
variety of settings, ranging from rural Appalachia to urban areas of California. With hospitals in a wide
range of geographical settings, serving a variety of community needs, we believe that we can provide an
objective and sound policy voice in response to this RFI. Below please find AHPA’s comments and
recommendations. Specifically, we comment on the following areas:
•
•

Proposed Guiding Principles
Proposed Focus Areas
o Population-Based Models
o Advanced Alternative Payment Models
o Physician Specialty Models
o Mental and Behavioral Health Models
Proposed Guiding Principles

CMS proposes to use the principles below to guide the development of new payment models within
CMMI.
Choice and competition in the market – Promote competition based on quality, outcomes, and costs.
AHPA supports this principle and recommends that CMS work with both public and private
stakeholders to identify potential barriers to competition in the market.
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Provider Choice and Incentives – Focus on voluntary models, with defined and reasonable control
groups or comparison populations, to the extent possible, and reduce burdensome requirements and
unnecessary regulations.
AHPA agrees that the Agency should focus on developing voluntary payment models instead of
mandatory models. To enable provider participation in these voluntary models, we recommend that the
Agency release comprehensive and clear information on all payment models concurrently. This will allow
providers to compare the different models and make an informed decision about which model to
participate in. Alternatively, CMS could provide different opportunities to enroll in a model, instead of a
one-time only option. Different levels of participation and risk could also be offered within a model, with
greater incentives offered to those who assume greater risk. We believe this would increase provider
choice while also incentivizing participation in value-based models.
Patient-centered care – Empower beneficiaries, their families, and caregivers to take ownership of their
health and ensure that they have the flexibility and information to make choices as they seek care across
the care continuum.
To advance this principle, AHPA recommends that CMS review current regulations that may
inhibit patient-centered care. One example of this are the Medicare restrictions on telehealth. Currently,
Medicare only covers telehealth services if a patient lives in a rural or professional shortage area. This
means that a home-bound patient or a patient suffering from multiple chronic conditions cannot receive
Medicare coverage of telehealth services if he or she lives in an urban area. We believe that patients
should not be victims of their geography. If telehealth has the ability to improve patient outcomes and
lower costs, Medicare should facilitate its use. As CMMI considers new payment and delivery models,
AHPA recommends incorporating telehealth in model designs and enabling the use of this technology in
different geographic locations for individuals with chronic conditions.
Benefit design and price transparency – Use data-driven insights to ensure cost-effective care that also
leads to improvements in beneficiary outcomes.
To promote transparency and appropriate model evaluation, we recommend that CMS share the
data from CMMI model tests with health care providers to facilitate impact studies on quality and
health care costs. Increased access to cost and quality data will help highlight areas in need of
improvement and facilitate the exchange of ideas among those affected by the models.
Transparent model design and evaluation –Draw on partnerships and collaborations with public
stakeholders and harness ideas from a broad range of organizations.
AHPA believes that model design should be informed by the input of multi-stakeholder groups such
as health care providers, patient advocates, consumer groups and private payers. This is consistent
with Section 1115 A(3) of the Affordable Care Act (ACA), which states that, “the CMI shall consult
representatives of relevant Federal agencies, and clinical and analytical experts with expertise in medicine
and health care management. The CMI shall use open door forums or other mechanisms to seek input
from interested parties.” We urge the Agency to use various mechanisms, such as Technical Expert
Panels (TEPs), Open Door Forums, roundtable discussions and Requests for Information (RFIs) to engage
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stakeholders on model design and evaluation. These engagement opportunities should be made available
prior to a model being announced in the Federal Register.
Small-Scale Testing – Test smaller scale models that may be scaled if they meet the requirements for
expansion under 1115 A(c) of the Affordable Care Act (the Act).
AHPA strongly supports this principle and commends the Agency for its inclusion. We believe that new
health care delivery and payment models should be tested prior to their expansion or nationwide
implementation. This will help ensure that the methodology used is valid, reliable, and does not result in
unintended consequences.
Proposed Focus Areas
The CMMI is interested in testing models in the following eight focus areas:
•
•
•
•
•
•
•
•

Increased participation in Advanced Alternative Payment Models (APMs)
Consumer-Directed Care and Market-Based Innovation Models
Physician Specialty Models
Prescription Drug Models
Medicare Advantage (MA) Innovation Models
State-Based and Local Innovation, including Medicaid-focused Models
Mental and Behavioral Health Models
Program Integrity

Below are AHPA’s specific comments and recommendations on some of these areas.
Increased Participation in Advanced Alternative Payment Models (APMs)
CMS seeks comment on ways to increase opportunities for eligible clinicians to participate in Advanced
APMs and achieve threshold levels of participation to become Qualified Participants (QPs) under the
Medicare Access and CHIP Reauthorization Act of 2015 (MACRA). CMS also seeks feedback on ways
the Agency can be more responsive to eligible clinicians and their patients, and potentially expedite the
process for providers that want to participate in an Advanced APM.
AHPA supports expanding the opportunities for clinicians to participate in Advanced APMs. We believe
that this is essential to the transition from fee-for-service to value-based care. Hospitals alone cannot be
making this transition; we need to engage all of our health care partners across the continuum of care,
particularly clinicians. Below are various policies that CMS could adopt to increase participation in
Advanced APMs.
Count Medicare Advantage as an Advanced APM
AHPA recommends that CMS allow providers contracting with MA plans that meet risk, quality
and certified electronic Health Information Technology (HIT) requirements to be counted as
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Advanced APMs. The number of Medicare beneficiaries enrolled in MA plans has significantly
increased over the past decade and is expected to continue rising. In 2016, 31 percent of Medicare
beneficiaries (17.6 million beneficiaries) were enrolled in an MA plan. The Congressional Budget Office
(CBO) estimates that about 41 percent of Medicare beneficiaries will be enrolled in an MA plan in 2026.1
Considering this trend, we believe that failure to count Medicare Advantage as an Advanced APM will
significantly limit the scope of health care delivery reform.
MACRA stipulates that clinicians must have 25 percent of their payments or patients through an eligible
alternative payment entity to be considered a QP in 2019. Many clinicians currently find it difficult to
meet that threshold. Due to the number of clinicians already contracting with MA plans, if CMS were to
consider Medicare Advantage as an Advanced APM, more clinicians would likely be able to meet the 25
percent threshold and participate in value-based models.
Modernize the Current Regulatory Environment
New payment models such as Accountable Care Organizations (ACOs) and bundled payments seek to
move the health care industry away from fee-for-service and towards value-based care. However, our
current regulatory environment limits the ability of providers to achieve this goal. While the health care
industry is rapidly changing, our regulatory environment is not. There are still many outdated regulations
created under the fee-for-service environment that run counter to the goal of promoting patient-centered
care, improving quality and lowering costs. As the health care industry continues to evolve, we believe it
is of paramount importance to remove current regulatory barriers that impede the innovation and care
coordination needed to improve patient outcomes. Examples of such regulatory barriers are found below.
Stark Law
Congress enacted the Stark Law to prohibit physicians from referring Designated Health Services (DHS)
payable by Medicare or Medicaid to any entity with which the physician had a financial relationship,
including hospitals. Because value-based models require increased collaboration between physicians and
hospitals, the Stark law has become a barrier in health delivery reform.
To continue to make the shift to value-based care, hospitals must be able to financially align themselves
with shared incentives, shared resources and seamless technology. However, the Stark Law impedes such
alignment and innovation. For example, the law limits the ability of a hospital to finance the infrastructure
needed to support a physician in diagnosing and ordering treatments for a patient. Without the ability to
finance Electronic Health Records (EHRs), a patient’s diagnosis and treatment is hampered. Stark Law
also prohibits hospitals from providing any incentives for physicians to practice high quality, evidencebased medical care. We believe that this is contrary to CMS’ goal of transitioning to a value-based system
that improves quality of care.
Kaiser Family Foundation. (May 11, 2016). “Medicare Advantage 2016 Spotlight: Enrollment Market Update.”
Retrieved from: https://www.kff.org/medicare/issue-brief/medicare-advantage-2016-spotlight-enrollment-marketupdate/view/footnotes/#footnote-187794-16
1
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The Stark Law’s breadth, complexity and inscrutability has created a minefield for the health care
industry. Fear of inadvertently violating Stark Law when engaging in APMs and clinical integration
arrangements has inhibited participation in these models. Whether the complete scope of needed reforms
can be accomplished without legislative action is doubtful, but we think CMS has the authority to
significantly improve the current situation. It can implement the Stark Law, through rulemaking and
published interpretations, in a way that is consistent with the principles of CMMI. Specifically, we
believe focus should be given to the following areas:
• Creation of a new exception for innovative payment models
• Reducing ambiguity and providing bright line rules around key Stark Law definitions
• Technical modifications to provide clarity for health care entities
Anti-Kickback Statute
Under the Anti-Kickback Statute, hospitals are prohibited from exchanging anything of value that can
induce (or reward) the referral of services. This means that hospitals wishing to provide non-clinical
services such as the delivery of fresh meals to patients living in food deserts are unable to do so under
current Medicare law. Beneficiary engagement tools such as the waiver of copays or in-home technology
are also prohibited. As with Stark, we believe that these restrictions should be waived when the service or
item of value has the potential to improve a patient’s health.
With the move toward value-based care, a hospital’s responsibility for patient care no longer begins and
ends in the hospital setting. Instead, it expands beyond the walls of a hospital, through the continuum of
care and across the communities in which a patient lives and works. Therefore, we believe there is a need
to incentivize rather than restrict efforts by health care providers to address both the clinical and nonclinical factors of health (e.g. access to transportation, healthy food, health literacy, etc.).
To facilitate the delivery of integrated care, AHPA recommends that CMS modernize its legal and
regulatory framework. While CMS has attempted to achieve this through CMMI waivers, these waivers
do not apply to all payment models. We believe that these changes are necessary to incentivize
participation in Advanced APMs and meet CMS’ principle of promoting patient-centered care.
Skilled Nursing Facility Three-Day Rule
The Skilled Nursing Facility (SNF) three-day rule requires Medicare beneficiaries to have a prior
inpatient stay of no fewer than three consecutive days to be eligible for Medicare coverage of SNF
services. This regulation can unintentionally serve as an impediment to beneficiaries in need of SNF
services.
Recognizing this issue, CMS adopted waivers for this rule under various CMMI models, including the
Medicare Shared Savings Program (MSSP). However, the waiver has not been applied consistently across
all payment models, causing confusion among providers participating in more than one payment model.
We recommend that CMS extend the SNF three-day rule waiver to all models under the CMMI for
consistency.
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Telehealth Restrictions
Telehealth can promote better care coordination and reduce health care costs. However, current Medicare
restrictions limit the ability of health care providers to offer these services.
We recommend that CMS use its authority under the CMMI to waive the current geographic
limitations for telehealth services. We believe that removing these limitations would incentivize more
health providers to participate in value-based models, and also meet CMS’ goal of promoting patientcentered care.
Homebound Requirement for Home Health
As a condition of Medicare coverage for home health services, CMS currently requires patients to be
homebound. AHPA believes that this requirement conflicts with CMS’ goal of providing patient-centered
care and lowering costs.
Home Health is a relatively low-cost setting of care compared to other Post-Acute Care (PAC) settings
such as SNFs and Inpatient Rehabilitation Facilities (IRFs). Moreover, research has found that most
adults prefer to receive health care services in their home rather than in health care facilities or
institutionalized settings. According to the Dartmouth Atlas, more than 80 percent of patients say that
they “wish to avoid hospitalization and intensive care during the terminal phase of life.”2 Therefore, the
delivery of health care services at a patient’s home is not only cost-effective but also patient-centric.
AHPA recommends that CMS consider providing greater flexibility for patients to receive care in
their homes. Different reforms could be tested by the CMMI, such as waiving the requirement for certain
patients to be homebound.
Provide Clear Guidance and Information
We recommend that CMS provide clear guidance on all CMMI’s models and their respective rules.
There are currently too many overlapping payment models and rules that make participation in valuebased models difficult. Providers need to have a full understanding of all payment models and their
attribution, precedence and reconciliation rules, to be able to make an informed decision of which model
to participate in.
Moreover, we urge the Agency to adopt a measured and strategic approach to model development
that considers the time needed for providers to assess the impact of new policies and adapt to the
changes. For example, changes such as the removal of Total Knee Arthroplasty (TKA) from the Inpatient
Only List (IPO) are being made at the same time as changes to the Comprehensive Joint Replacement
The Dartmouth Atlas of Health Care. (2002). “Inpatient days per decedent during the last six months of life, by
gender and level of care intensity. End of life care.” Retrieved from:
http://www.dartmouthatlas.org/data/topic/topic.aspx?cat=18
2
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(CJR) model are being finalized. Hospitals have only two months to decide whether to participate in CJR
but the impact of removing TKA from the IPO list is still unknown. In the meantime, hospitals are also
aware that a new bundled payment program will be available next year. The rules of that program and its
overlap with models such as CJR are also unknown. The absence of clear guidelines and specifications on
the impact of all these changes and the overlap of payment models, act as a deterrent for providers to
engage in Advanced APMs.
Provide Different Alternatives for Providers to Participate in APMs
Currently, the duration of CMMI’s payment models is limited, with most models lasting three to five
years. We recommend that CMS consider developing different alternatives for model participation,
such as ongoing, short and long-term models. This will give providers the flexibility to choose their
level of participation and allow sufficient time to see the benefits of their investments in an APM.
Physician Specialty Models
CMS would like to increase the availability of specialty physician models to improve quality, lower costs
and engage physician specialists in APMs. The Agency seeks comments and ideas on how to best achieve
this goal.
Below are specific recommendations that CMS can adopt to increase the availability of physician
specialty models.
Prioritize Physician Specialists Providing Longitudinal Care
AHPA recommends that CMS prioritize those physician specialists who provide longitudinal care
(e.g. nephrology, cardiology and pulmonary) in the development of new payment models. These
specialists often act as the Primary Care Physician (PCP) of patients, coordinating episodes of care across
the health care continuum.
Allow Medical Specialty Organizations to Develop Payment Models and Quality Standards
To incentivize the participation of specialists in value-based models, we recommend that CMS work
with medical specialty organizations, along with other key stakeholders, to develop condition-based
APMs. As currently defined, an APM can apply to a specific clinical condition, a care episode, or a
population. We believe that condition-focused APMs may encourage greater participation by specialists
as these often care for patients not just in one episode of care but in ongoing episodes related to a specific
disease or condition.
Physician specialists generally have a strong relationship with their professional specialty organizations.
Therefore, if these organizations can create and agree to a condition-focused APM, we believe this will
likely help increase the engagement of physician specialists on value-based models.
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Develop Payment Models Based on Most Costly Conditions
AHPA recommends that CMS base the development of payment models on those conditions and
disorders which are the costliest to treat. For example, diabetes, arthritic disorders, lung disorders and
neurologic disorders (e.g. stroke and epilepsy), make up some of Medicare’s costliest disorders.
Excluding CMS’ Oncology and End-Stage Renal Disease (ESRD) models, there are currently few APMs
which would allow specialists, who manage the aforementioned disorders, to participate. The absence of
condition-specific episode payment models make participation in APMs prohibitive to physician
specialists.
There are currently many medical specialty organizations working on APM proposals. The American
College of Neurology has proposed two APMs—one for care of epilepsy and another for headache
disorders. The American College of Rheumatology has proposed an APM for the care of rheumatoid
arthritis. The American College of Clinical Endocrinology is working on an APM for diabetes. It would
be in the best interest of all physician specialists to focus on those disorders which their professional
organizations deem appropriate and significant enough for the creation of an APM. Furthermore, the
physician specialists will be more likely to participate in an APM if they have been actively involved in
the process of creating the APM proposal and if the diseases they see commonly are the focus of the
APM.
Mental and Behavioral Health Models
CMS is interested in developing payment models that improve care for behavioral health, including a
focus on Alzheimer, dementia, opioids and Substance Use Disorder (SUD). The Agency also seeks to
expand participation of mental health care providers in Medicare, Medicaid, and the Children’s Health
Insurance Program (CHIP). CMS is interested in stakeholders’ views of the best payment models and
state and local interventions to improve care in these areas.
We applaud the Agency for its interest in improving care for behavioral health. Behavioral health services
are often limited to behavioral health facilities and separated from the broader health care delivery
system. This fragmentation often results in beneficiaries with comorbid conditions bouncing between care
settings, which compromises quality of care and clinical outcomes. Alternative payment models
developed by CMMI provide a platform to address this fragmentation of care, promote best practices, and
improve patient outcomes.
Below are policy recommendations that CMS should consider when exploring the development of
behavioral health models.
Increase Medicare Reimbursement of Behavioral Health Services
Current ACOs and APMs have not focused heavily on behavioral health. In 2017, new codes were created
to allow billing for collaborative care of patients with behavioral health conditions (G0502, G0503,
G0504). This was a positive step in acknowledging the importance and value of these care processes.
However, much still needs to be done to ensure appropriate reimbursement of behavioral health services.
Currently, Medicare reimbursement rates are significantly lower than private market rates. This serves as
a deterrent for behavioral health providers to participate in Medicare. We recommend that Medicare
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adjust its payment rates for behavioral health services so that they better reflect current market
rates.
Collaborate with Behavioral Health Professional Organizations
To promote the involvement and engagement of behavioral health professionals, we recommend
that CMS work with existing behavioral health professional organizations in the development of
new payment models. There are various organizations such as the Scattergood Foundation, the Peg’s
Foundation and the Kennedy Forum, which have outlined ideas for several behavioral health APMs.
These include the Patient Centered Opioid Addiction Treatment Payment, the Specialized Care for
Serious Mental Illness, and the CPC+ Behavioral Health Add-on models. These models, while still under
development, describe better integration of risk-sharing for treatment of behavioral health conditions.
They include modifying the payments to providers so that risk adjustment and performance-based
incentives are tied to the use of mental and SUD screening tools. Therefore, we urge CMS to work closely
with these organizations and encourage rapid feedback, review, and adoption of these types of behavioral
health models.
Eliminate Restrictions under the 42 CFR Part 2 Rule
Under the Health Insurance Portability and Accountability Act (HIPAA), health care providers and payors
can share health information for the treatment and care coordination of patients without obtaining an
individual’s authorization. However, the 42 CFR Part 2 rule requires SUD treatment programs to obtain
written patient consent before sharing substance use records. This has inhibited the ability of health
providers and patients with SUD to participate in integrated care delivery models, where patient’s health
information is shared across the continuum of care to facilitate care coordination. By restricting access to
SUD records, patient health has also been jeopardized due to health providers unknowingly prescribing
opioids to patients with an opioid addiction.
AHPA recommends that CMS align the requirements for sharing patients’ SUD records to the
confidentiality requirements under HIPAA. The Substance Abuse and Mental Health Services
Administration (SAMHSA) recently released a final rule that makes some changes to modernize the Part
2 rule but those changes do not go far enough. The Part 2 rule should be fully aligned with HIPAA so that
providers do not have two different sets of confidentiality requirements for the sharing of patient health
information. We believe that this duplication of privacy requirements inhibits the ability of clinicians to
provide high-quality, coordinated care to patients. This is particularly important as our nation currently
faces an opioid epidemic.
Establish Meaningful Metrics and Track Measures Across the Care Continuum
To ensure the improvement of behavioral health outcomes, we must have meaningful, reliable and valid
measurements. While the National Quality Forum (NQF) has released metrics on behavioral health, the
ability to measure behavioral health and its impact on health outcomes remains challenging.
AHPA recommends that CMS adopt the following recommendations in order to improve the quality of
behavioral health services and promote the integration of behavioral and physical health.
•
•

Integrate behavioral health quality metrics (e.g. HEDIS measures) into Medicare and Medicaid
programs and across the continuum of care.
Support behavioral health metrics that emphasize patient outcomes and not just processes.
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• Support the development of clinical registries or other data systems to facilitate the collection and
sharing of data among health providers, counselors and social workers.
• Enhance the capacity of EHRs to incorporate elements of behavioral health services as structured
fields.
• Adopt quality metrics specific to vulnerable populations, such as children and the elderly.
Ensure Access by Increasing the Affordability of Behavioral Health Services
Cost is a common barrier to receiving behavioral health care services. The inability to afford behavioral
health services often leads to high utilization of emergency rooms and hospital readmissions. Therefore,
payment models on behavioral health should seek to remove this cost barrier. To fulfill this goal, we
recommend that CMS develop payment models that incorporate less-costly licensed providers such
as social workers, community health workers and professional counselors. These workers can also
help connect patients with critical community services, such as housing and chronic care management
classes, that contribute to the mental health of individuals.
Medicare Advantage (MA) Innovation Models
CMS is interested in developing payment models in Medicare Advantage that incentivize MA plans to
compete for beneficiaries, including those beneficiaries currently in fee-for-service, based on quality and
cost. CMS is also interested in what additional flexibilities are needed regarding supplemental benefits
that could be included to increase choice, improve care quality, and reduce cost.
We commend the Agency for its focus on Medicare Advantage. As mentioned earlier, the growth of MA
plans, as well as their quality improvement and cost-containment strategies, makes Medicare Advantage
an appropriate Advanced APM candidate and vehicle for health delivery reform.
Below are specific recommendations that CMS should consider when developing MA innovation models.
Align Financial Incentives between Traditional Medicare and Medicare Advantage
To incentivize clinician participation in MA innovation models, we recommend that CMS provide
the same financial incentives to MA participating clinicians that it provides to those in traditional
Medicare. This would level the playing field across Medicare and lead to more equitable opportunities
for clinicians.
Allow Medicare Advantage to Administrate MA Innovation Models
Given the experience and scope of Medicare Advantage, we recommend that CMS allow MA plans
to administer any value-based arrangements under an MA innovation model. The Agency could
oversee the model’s performance and ability to meet established quality and cost goals, while letting
Medicare Advantage assume responsibility for the model’s administration.
Amend Medicare Advantage Network Adequacy Standards
MA plans tend to have very narrow networks. In 2015, a Kaiser Family Foundation study looking at
network adequacy standards among 55 insurers in 20 counties, found that MA networks included less
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than half of all physicians in a county, on average.3 In recent years, the MA provider networks have
become smaller, making it harder for providers to enter the market and leaving Medicare beneficiaries
with fewer choices.
AHPA recommends that CMS revise its current MA network adequacy standards to facilitate the
participation of clinicians in MA payment models. We believe that changes to these standards are
necessary to meet the Agency’s proposed principle of increasing choice and competition in the market.
Consumer-Directed Care and Market-Based Innovation Models
CMS is interested in developing payment models that empower the Medicare beneficiary and promote
consumerism and transparency. Below are policy recommendations that we believe will help CMS
achieve those goals.
Modify the Hospital Conditions of Participation to Help Guide Patients to the Best Provider
The Medicare statute states that any individual who is entitled to benefits under Medicare Part A or Part B
may obtain health services from any institution, agency, or person that is qualified to provide services
under Medicare. The Medicare Conditions of Participation (CoPs) require providers to inform patients of
their right to choose any PAC provider. Hospitals must provide the patient with a list from which the
patient may openly choose a PAC provider.
We recommend that CMS make a policy determination of what balance the Agency wishes to achieve
between open choice and quality of care. AHPA believes that there must be a reasonable constraint upon
patient choice when that choice can result in a beneficiary receiving care from a low-quality provider,
such as one who has higher rates of readmission, higher infection rates or higher rates of referral back to
physician for the treatment of the patient.
As we move towards value-based care, we recommend that CMS amend the Medicare CoPs to
allow hospitals to share PAC quality-related information with patients. If there is a desire to institute
models that will lead to efficiency and improved quality of care, then there also must be increased
guidance to beneficiaries on their choice of PAC providers. CMS currently allows providers to share
some quality-related information with patients, as well as disclose any financial or ownership interest.
However, physicians participating in bundled payment arrangements are not required to share or
communicate their financial relationships under these value-based payment initiatives.
In addition, we believe CMMI should not allow third-party conveners to form relationships with
physicians under bundled payment models without the knowledge of the consumer. Under these
arrangements, the patient is attributed to the physician rather than the hospital that provided the care. This
puts hospitals in a difficult position to convey patient choice because the hospital has no knowledge of the
financial arrangement between the physician and the third-party convener, along with the potential
financial consequences to the patient resulting from that arrangement.

Kaiser Family Foundation. (October 2017). “Medicare Advantage: How Robust Are Plans’ Physician Networks?”
Retrieved from: http://files.kff.org/attachment/Report-Medicare-Advantage-How-Robust-Are-Plans-PhysicianNetworks
3
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Engage the Consumer in Model Development
To achieve consumer-directed care, we recommend that CMS seek feedback from consumer groups
when developing payment models. This could be done through focus groups, Open Door Forums,
Technical Expert Panels and Requests for Information. Consumer engagement in developing APMs can
lead to new insights and increase the effectiveness of payment models.
Additionally, we urge the Agency to consider including patient-reported quality measures in
payment models. PatientsLikeMe, a project supported by the Robert Wood Johnson Foundation and the
NQF, examined the benefits of including patient-reported outcomes in clinical quality measures. Some of
those benefits included capturing the patient voice and assessing health care quality in ways that matter to
patients.4 CMS could work with organizations such as PatientsLikeMe and the NQF to determine the best
methods to engage consumers and capture their voice in the development of APMs.
Support the Development of Payment Models that Address Social Determinants of Health
Despite clinical care being important, research has found that it is a weak determinant of patient
outcomes.5 Social determinants of health, such as education, access to grocery stores, and community
support systems can significantly impact the health of populations. In the United States, lower education
levels are directly correlated with lower income, higher likelihood of smoking, and shorter life
expectancy. Based on a meta-analysis of nearly 50 studies, researchers found that social factors accounted
for over a third of total deaths in the United States in a year.6 Therefore, for CMS to lower costs and
provide patient-centered care, it must address those social factors that affect patient’s health the most.
AHPA recommends that CMS develop and support payment models that integrate clinical care
with social-support systems in U.S. communities. For example, Colorado and Oregon are both
implementing Medicaid payment and delivery models that provide care through Coordinated Care
Organizations (CCOs). These CCOs offer a range of services, such as delivering meals to Medicaid
enrollees discharged from the hospital who need food assistance as part of their recovery.7 Similarly, New
York is using state funds to provide support housing for individuals experiencing homeless and mental
health issues.8 These are the types of models that CMS should promote to improve health outcomes and
lower costs.

National Quality Forum. (August 2017). “Measuring What Matters to Patients: Innovations in Integrating the
Patient Experience into Development of Meaningful Performance Measures.” Retrieved from:
http://www.qualityforum.org/Publications/2017/08/Measuring_What_Matters_to_Patients__Innovations_in_Integrat
ing_the_Patient_Experience_into_Development_of_Meaningful_Performance_Measures.aspx
5
3.J. Michael McGinnis and William H. Foege, “Actual Causes of Death in the United States,” The Journal of the
American Medical Association 270, no. 18 (Nov. 10, 1993):2207-2212, doi:10.1001/jama.1993.03510180077038
and Ali H. Mokdad et al., “Actual Causes of Death in the United States,” The Journal of the American Medical
Association 291, no. 10 (March 10, 2004):1238-1245, doi:10.1001/jama.291.10.1238.
6
Sandro Galea et al., “Estimated Deaths Attributable to Social Factors in the United States” American Journal of
Public Health 101, no. 8 (August 2011):1456–1465, doi:10.2105/AJPH.2010.300086.
7
Oregon Health Authority. Retrieved from: http://www.oregon.gov/oha/HSD/OHP/Pages/Coordinated-CareOrganizations.aspx
8
Jason A. Helgerson. (August 2013). "Redesign Medicaid in New York State, Medicaid Redesign and Its Focus on
Super Utilizers, Innovative Strategies to Address Social Determinants of Health." Retrieved
from:http://www.nga.org/files/live/sites/NGA/files/pdf/2013/1308SuperUtilizersHelgerson.pdf.
4
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We urge the Agency to also adopt measures of sociodemographic status, such as rates of high school
graduation, food security, dual-eligibility and health literacy. Collecting this data will allow CMS to
improve its risk-adjustment methodology and gain a better understanding of how these factors affect
health.
Conclusion
AHPA welcomes the opportunity to further discuss any of the recommendations provided above. If you
have any questions or would like further information, please do not hesitate to contact Julie ZaibackAldinger, Director of AHPA.

301 E. Princeton Street | Orlando, FL 32804 | www.flhosp.org

November 20, 2017
Dear Ms. Seema Varma,

Headquartered in Orlando FL, the Adventist Health System (AHS) is the largest not-for-profit Protestant
health care provider in the United States, and one of the largest health care organizations. AHS has 45
hospital campuses, more than 8,200 licensed beds in nine states, and serves more than five million
patients annually. Part of the Florida Hospital (FH) flagship division, the FH Cancer Institute (FHCI) is the
largest cancer center in Central Florida, recognized worldwide for its comprehensive, state-of-the-art
care and reputation as a destination cancer care facility. FHCI is accredited as a Community
Comprehensive Cancer Center by the American College of Surgeons Commission on Cancer, and
recognized by the American Society of Clinical Oncology for its clinical research.

On September 19, 2017, the Centers for Medicare and Medicaid Services (CMS) announced a Request
for Information with the goal to set a new direction for the Innovation Center. In particular, the
Innovation Center is interested in testing models in the following eight focus areas:









Increased participation in Advanced Alternative Payment Models (APMs);
Consumer-Directed Care & Market-Based Innovation Models;
Physician Specialty Models;
Prescription Drug Models;
Medicare Advantage (MA) Innovation Models;
State-Based and Local Innovation, including Medicaid-focused Models;
Mental and Behavioral Health Models; and
Program Integrity



Currently Fee for Services (FFS) models rely heavily on Relative Value Units (RVU) or “episode”
based payments. The unintended consequence is that physician practices are actually paid less
when they help patients stay healthy enough to require fewer services, penalizing a physician
for not delivering a procedure when it is not needed. Further, physicians have less time to
devote to unpaid services such as care navigation. This incentive model is unnatural and leads to
fragmented care patterns. Instead, Medicare and other payers should provide a value-based
model having a direct impact on population and individual patient health while also reducing
spending. We recommend utilizing an APM that factors in:
o Patient Navigation: Support navigating a patient through and around barriers in the
complex cancer care system and macro health environment to help ensure timely
diagnosis and treatment, and access to clinical research. Often there is little to no
funding available for care navigators.

Regarding APMs:

1

Decision Support: Support integration of technology platforms within and across
practices, databases of evidence based care and governance boards responsible for
managing workflows. Currently, many practices either do not have decision support
information technology platforms or are not creating necessary workflows and process
integrations to render them effective. The objective is to ensure that medical oncology,
surgical oncology and radiation oncology are informed by evidence based approaches.
o Precision Medicine: Support the ability to treat a patient’s precise and specific cancer,
including germ line, tumor heterogeneity, mutations and targets. Establish the ability to
utilize cross-functional precision medicine tumor boards within the institution and/or
with external collaborators. Establish incentives for investing in or partnering for key
functions including data warehousing, tumor biobanking, pathology, molecular analysis,
analytics, IT integration, expert sub-specialist feedback (internal or external), targeted
clinical trials, and other functions. Meet the specific needs of the patient with evidencebased approaches, biomarkers and predictive medicine.
o Population Health and Sub-Specialization: Support population health management,
health economic models, research on the genome and exome, registries, biobanks, and
regional/national payer fragmentation. Establish APM model payment considerations
for sub-specialty practice models with integrated health systems and collaborations.
We propose establishing a new APM based on Oncology Clinical Pathways (OCP) being
developed by AHS / Florida Hospital and its collaborators. As a new APM, the Florida Hospital
OCP proposes to base payment on the health of the population armed with critical and
necessary investments in patient navigation, decision support, precision medicine and
population health sub specialization.
o The Condition APM payment component of OCP focuses on the number of case types in
the population supported by navigation, supported by evidence based medicine, and
informed by precision medicine matched to tumor site expertise.
o The Structural APM payment component of OCP supports IT and workflows necessary to
establish patient navigation, decision support and precision medicine functions.
We recommend the following phases:
1. Preliminary Research and Planning for Florida Hospital OCP
2. APM Concept Development and Research
3. Side by Side Testing of APM with FFS Model
4. Full-Implementation of APM and Phase-Out of FFS
5. Expansion of APM and Continued Research
o





Regarding prescription drug models:


The process for navigating patients receiving prescription drugs is often disjointed. Research at
AHS/FH has shown that a high portion of infusions result in unnecessary inpatient stays, where
improved navigation would help save costs, decrease hospital admissions and length of stay,
and improve overall patient satisfaction. Chemotherapy, for example, is appropriate for
outpatient in most situations, while exceptions for inpatient use include induction or salvage
therapy, conditioning therapy, emergency chemotherapy, life threating situations and
operational limitations (e.g. 12+ hour administration time).
2





We recommend establishing support for a prescription drug gatekeeping function to support
and inform patient navigation, provide an avenue for decision support and reduce end-arounds,
inform options for more favorable cost of care decisions, provider greater workflow
transparency and enable evaluations of drug inclusions/exclusions. In addition, CMS may
consider the how credentialing (from federal insurance or clinical outcome associations) may
enhance compliance with evidence based approaches.
We recommend the following phases:
1. Preliminary Research and Planning
2. Prescription Drug Model Development and Research
3. Develop options for Prescription Drug Model Credentialing
4. Implementation of the Model
5. Expansion of the Model and Continued Research

Regarding physician specialty models:






Accelerating value based care requires the ability to direct patients to sub-specialty experts
having a deep knowledge of the tumor and are informed by evidence based care and precision
medicine. These experts should have access to decision support, clinical trials, population health
registries, health economics data, and expert tools in a data-driven approach.
We recommend that the Innovation Center focus attention on physician specialty models
directing patients to expert specialists informed by evidence based decision support, precision
medicine and managing population health and health economics effectively. Physician specialty
models should be designed to overcome barriers to meaningful implementation of value-based
care. As such, the Innovation Center should incentivize large health systems and cancer
institutes capable of supporting sub-specialty models through APMs based payments. For
example, the Florida Hospital OCP APM would provide incentives via the Structural payment
components to enable necessary infrastructure investments and via the Condition payment for
population health management. The Innovation Center should focus initial and ongoing research
funding to enhancing the APM with a scope of health transformation outcomes, optimizing
change management, improving management of cancer populations, developing precision
medicine and biostastistics evidence. The objective of research will be to inform and improve
elements of value based oncology sub-specialty and clinical pathways through evidence.
We recommend the following phases:
1. Preliminary Research and Planning
2. Specialty Practice Model Development and Research
3. Implementation of the Model
4. Expansion of Practice Model and Continued Research

(Remainder of page left intentionally blank)

3

We look forward to continued dialog with the Innovation Center.
Regards,
Mark Socinski MD

Executive Director

Florida Hospital Cancer Institute
Robert Herzog
Vice President

Florida Hospital Research Institute
Bryan Allinson

Senior Director

Florida Hospital Research Institute
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Lee B. Sacks, M.D.
Executive Vice President and Chief Medical Officer, Advocate Health Care
Chief Executive Officer, Advocate Physician Partners
3075 Highland Parkway, Suite 600
Downers Grove, IL 60515
November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W., Room 445-G
Washington, DC 20201
Re: Centers for Medicare & Medicaid Services (CMS) Innovation Center New Direction
Request for Information (RFI)
Dear Administrator Verma:
Advocate Health Care (Advocate) appreciates the opportunity to provide comments on the
Centers for Medicare and Medicaid Services’ (CMS or Agency) Request for Information (RFI)
seeking feedback on a new direction to promote patient-centered care and test market-driven
reforms that empower beneficiaries as consumers, provide price transparency, increase choices
and competition to drive quality, reduce costs, and improve outcomes. We commend you for
undertaking this important effort to solicit feedback from providers and other stakeholders.
Advocate Overview
Advocate, named among the nation’s leading health systems, operates nearly 400 sites of care in
Illinois, including 12 hospitals that encompass 11 acute care hospitals, the state’s largest
integrated children’s network, five Level I trauma centers, three Level II trauma centers, one of
the area’s largest home health care companies, and one of the region’s largest medical groups.
Each year, we provide care to a total of more than one million patients and have a payer mix of
35% commercial insurance, 39% Medicare, and 19% Medicaid. Advocate has provided care to
public exchange enrollees since its inception, and today cares for more than 110,000 exchange
enrollees, nearly one third of the total enrollment in Illinois.
Advocate is eager to bring our experiences forward as we contribute to the nation’s efforts to
transform our health care delivery system to one of value, accountability and superior outcomes.
With more than one million value-based lives, Advocate has one of the largest Accountable Care
Organizations (ACOs) in the country. Our ACO includes commercial global capitation,
commercial shared savings, Medicare Advantage global capitation, Medicaid Managed Care
shared savings, and the Medicare Shared Savings Program (MSSP). As one of 392 ACOs
participating in the MSSP in 2015, Advocate alone realized $72 million worth of cost savings for
taxpayers and of 410 participating ACOs in 2016, we achieved $60.6 million in savings. Advocate
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also achieved the country’s 2nd highest total of taxpayer savings and remains among the highest
in our quality results at 97.28% of total points in 2016.
We appreciate your consideration of our feedback and recommendations that follow:
Alternative Payment Models (APMs) and ACOs
Advocate’s MSSP ACO is the largest in Illinois. Our Primary Care Physician-driven model relies
not only on employed physicians, but also depends on the contributions of independent,
clinically-integrated primary care and specialist providers. These independent providers often
participate on their own in CMS demonstration programs, such as the Bundled Payments for
Care Improvement (BPCI) initiative and Oncology Care Model (OCM). These providers express
dismay when our MSSP ACO explains to them the nature of the overlapping financial models;
and are surprised when they learn that their savings in BPCI or OCM are factored into the final
MSSP reconciliation and that if the MSSP ACO earns positive shared savings payments, CMS
will recapture any portion of the BPCI or OCM financial incentives from the provider. We
recommend that CMS consider designing an ACO-specific track for each demonstration
program where the financial overlap is clear, fair, and consistent. This would empower the
ACO to leverage its existing wrap-around support for the providers and be better able to assist
the providers in navigating the programs so they can optimize their clinical and financial
performance, without recouping savings on the back of an independent provider.
Advocate commends CMS’s determination to move Medicare payment into APMs. We
recommend that CMS allow for greater beneficiary engagement to encourage in-network care
commensurate with the amount of down-side financial risk exposure in an Advanced APM
contract. ACOs who have experience in other down-side risk products, like Medicare Advantage,
are used to having the ability to direct and coordinate beneficiary care. We feel the $75 amount
currently offered for Next Generation ACOs is insufficient. Additionally, we recommend that
CMS not count beneficiary enhancements as ACO expenditures - it seems to penalize ACOs for
doing the right thing by reaching out to beneficiaries to have their care better coordinated.
Advocate wishes to continue to see new, innovative ACO-driven CMS demonstration programs.
We believe that the ACO model works and provides vast benefits for providers, beneficiaries,
and payers alike. We recommend that CMS prioritize development of new initiatives within the
existing ACO framework, rather than smaller, piece-meal programs that carve up the delivery
landscape and lead to confusion when participants overlap with an ACO.
We also recommend CMS prioritize the timely communication and dissemination of data and
results of payment demonstrations. Data that are actionable can drive improvement and can be
critical to the success of a program. For example, the lag between the time an ACO receives its
data and the window to act on that information hampers the deployment of effective
interventions. Specifically, in the MSSP program, we receive our quarterly updates at least a
month and a half after the quarter has ended. Moreover, while we understand the complexities
of the final reconciliation process, receiving our year-end results 7 to 8 months after the
performance year has ended makes it incredibly difficult to assess and design year-over-year
improvement; we find out how we did in 2016 halfway through 2017. While we understand the
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need for claims to run out after a performance period, it would be a major improvement to show
performance against the updated benchmark with each reporting period (versus only at the final
reconciliation which occurs now), and to change the reporting to monthly which is similar to
what we receive from commercial payers. This will provide timely feedback that can lead to
midcourse corrections and improved performance.
Additionally, we also request CMS reconsider their three-day stay policy for ACO participants.
The Medicare statute requires that a beneficiary have a three consecutive-day inpatient acute care
admission within 30 days prior to a SNF admission for the SNF stay to be covered by Medicare.
Advocate believes this “three-day” policy is arbitrary, capricious, not grounded in evidencebased medicine or clinical guidelines for the patient’s condition, and does not allow for a
physician’s clinical judgment to be applied to each patient’s particular circumstance. This rule
impedes providers’ ability to refer patients in a clinically efficient and cost-effective manner to
the appropriate level and type of care they need. Many skilled nursing facilities have enhanced
their level of care since this rule was created, and today would be the appropriate treatment
setting at a lower cost of care for many medical patients, and for some post-operative patients
prior to a three-day inpatient stay.
With the Medicare program eager to improve care coordination, reduce spending, and increase
quality and outcomes, CMS, under the Medicare Shared Savings Program (MSSP) has allowed
Track 3 participants meeting certain criteria to have a waiver from the three-day inpatient
hospital. As a Track 1 participant, Advocate has not been granted a waiver and believes CMS’s
approach to three-day stay waivers is too narrow and conservative. We believe that by granting
all MSSP participants a waiver from the three-day stay requirement (should they wish to have
one), CMS, Congress, the Medicare program, MedPAC, and providers will learn a great deal
about care referral, SNF utilization, and outcomes for FFS patients who need SNF care but do not
need a three-day inpatient stay. While we appreciate the original intent of the three-day stay
requirement was to ensure that patients being referred to SNF care truly needed it, we believe
that other Medicare program requirements and components, including medical necessity and
quality measurements, serve as appropriate mechanisms to prevent overutilization or
inappropriate utilization of SNF care. By providing patient access to the appropriate setting of
care at the right time, the Medicare program could realize costs savings due to decreased inpatient
stays and shorter SNF lengths of stay.
Although a permanent change to the three-day stay policy would require statutory revisions, we
believe that CMS has flexibility and the authority to implement changes through its rulemaking
abilities. Moreover, considering 91 percent of ACOs are on Track 1, limiting the waiver to Track
3 participants is not allowing the Medicare program to reap the full benefits of direct SNF access
across the MSSP. This is likely resulting in higher health care costs and Medicare waste, while
sustaining an inflexible regulatory system for MSSP participants. This archaic approach to care
increases costs, decreases quality and outcomes, and runs counter to current Medicare efforts to
enhance quality, improve outcomes, decrease costs, and enhance efficiency of the delivery
system.
Advocate believes Medicare’s three-day rule negatively impacts patients, providers, and the
Medicare program. We urge CMS to authorize the waiver for the three-day inpatient hospital
stay for all MSSP participants. Eliminating the three-day rule for institutions participating in the
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MSSP should improve the quality of care for Medicare beneficiaries and help to ensure they
receive the right care, in the right setting, at the right time.
Advocate recognizes that such a change in policy should be monitored and analyzed for its
impact on patients, providers and the Medicare program. As such, Advocate recommends that
data be collected for those providers and their patients for whom the three-day rule has been
waived. Advocate recommends the waiver be in place for at least two or three years to allow the
change in practice to be fully implemented and applied to enough patients so there are adequate
data to be a representative sample and meaningful enough to allow for a full and fair assessment
of the policy modification impact.
Advancing Innovations in Medicaid and CHIP program
In Illinois, two in five children are covered by Medicaid.1 Put another way, nearly forty-percent
of the pediatric population in Illinois is in the Medicaid program. Advocate is the largest provider
of pediatric services in Illinois. We have seen firsthand, just as the Medicare program can drive
innovation and change for adults, the Medicaid program has the same potential for children.
Ensuring the viability of the Medicaid program is essential to preserving the safety net for the
children of Illinois.
Medicaid is the backbone for children in low-income families and is a lifeline for children with
special health care needs and chronic or complex conditions. There is a lot of opportunity to
improve care and reduce costs for children with medically complex conditions, children at social
risk, and youth with medical complexity who are transitioning to adulthood. Of the more than
30 million children covered by Medicaid nationwide, two million have complex medical
conditions (e.g., cancer, cystic fibrosis and serious congenital heart defects), which together
account for 40 percent of all Medicaid spending on children.2
To ensure better health outcomes by improving care access and coordination for children with
medically complex conditions enrolled in Medicaid, Advocate Children’s created a Complex Care
Program, which has provided specialty care to 65 patients since April 2015. Through this
program, patients and their families have avoided 258 visits to the emergency department and 53
inpatient hospitalizations, and experienced an improvement in their quality of life (as measured
by the PedsQL survey). The estimated savings based on the program trends are $1,158,617.
We need the continued support and expertise the Innovation Center provides to pursue
innovative solutions like the Complex Care Program to achieve the Triple Aim of improved
outcomes, enhanced patient experience and system efficiency, and decreased spending
specifically for children.

1
2

http://www.kff.org/interactive/medicaid-state-fact-sheets/
Children’s Hospital Association
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Need for New Pediatric Care Models
Medicaid’s state-by-state variability creates a fragmented and unnecessarily burdensome system
lacking in care coordination, quality measures, and cost containment. While in most areas in the
United States an adult would have multiple providers to choose from close to home, a child often
needs to travel to get needed care. Many children face documented gaps in care, especially when
crossing state lines to access specialized services. For example, many of our pediatric patients
come from Indiana to seek care at our Oak Lawn campus in a south suburb of Chicago. Children
in the Medicaid program in Northwest Indiana would benefit from being able to get care from
our cardiovascular surgery team (consistently achieving 3 stars in the STS data base making it
among the top 6% across the country) – but Medicaid creates an access barrier for these young
patients to get this specialized care. It is critical to eliminate reimbursement and administrative
barriers that prohibit children from accessing care in a seamless way.
We recommend CMS consider payment models and delivery system reforms that support access
to out-of-state care for children and their families. Effectively managing the care of children
needing to travel out-of-state requires the ability to share information (e.g., data) and coordinate
services across a range of providers and settings. Unfortunately, the absence of consistent data
and the existence of barriers between individual Medicaid programs often makes this type of
information sharing and coordination difficult. This leads to fragmented care for patients and
increased stress on families.
We also support increasing utilization of telemedicine, telepsychology, and other efforts that
build virtual capacities connecting pediatric specialty care with allied health and community
providers.
Additional Health Care Delivery Innovation Recommendations
Paramedic/EMT Reimbursement
o We recommend CMS provide reimbursement of paramedics/EMTs for patient home
health and SNF visits. This would enable EMTs to assess patients at home or stabilize
patients at SNFs in off hours to avoid costly Emergency Department (ED) transports and
hospital readmissions. For example, SNFs do not have the ability to start IVs during offhours due to a lack of RN staff. By providing reimbursement for EMT services, the
paramedics can be called in to support the SNF clinicians to avoid hospital transport.
Group Clinician Visits
o Advocate supports establishing payment models that would provide reimbursement for
group clinician visits. This would promote a more streamlined approach to care
coordination, allowing patients an opportunity to meet with a multispecialty team of
providers who support and assist in managing their care. It would be an ideal care setting
for those patients who see multiple specialists due to a chronic condition such as cancer,
diabetes or asthma/COPD.
Telemedicine
o We recommend reimbursement for video visits. There are many situations in which an
in-person visit is not necessary. For example, follow up on a wound, mole, or rash. The
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physician can determine the next course of treatment or suggest a follow up visit. A video
visit saves time for the physician, patient, and may remove an office copayment.
Behavioral Health Support
o Access to behavioral health services is a vital aspect of practicing true population health
management. Our experience has shown that embedding a social worker with a
behavioral health background in a primary care office has a positive effect on reducing
ED visits, admissions and readmissions, and boosting provider and patient satisfaction,
while decreasing the total cost of care. A large number of patients need behavioral health
resources and often, it can be difficult to provide them in a timely and appropriate way.
It is critical for Medicare and Medicaid to provide coverage and payment of adequate
physical and mental health support. Such integration is critical to addressing a patient
holistically, especially those with chronic conditions (obesity, diabetes) who often have a
behavioral health challenges in addition to their physical ailments.
Interdisciplinary Care Teams (IDT)
o As part of our primary care practices, Family Medicine and Internal Medicine host
interdisciplinary care team meetings (IDTs) meetings every other week. These are one
hour meetings led by a care manager where complex, full risk, and chronic condition
patients are discussed and a care plan is produced. The goals of the IDT are to reduce ED
visits, reduce admissions and readmissions, decrease total cost of care, and improve
provider and patient satisfaction. Attendees at IDTs always include physicians,
pharmacy, care management, operations, and palliative care Advanced Practice Nurses
(APNs). On occasion, behavioral health, social work, home health, and mission and
spiritual care team members can join. IDT meetings have proven to be successful in
achieving the goals listed above. Because of the value for patients, the attendees are
willing to take time out of their schedules from seeing patients and teaching residents to
travel to the meeting if they are not on site, etc.; however, this model is not sustainable.
Reimbursement for participation at IDTs would ensure continued success in achieving the
goals stated above.
Embedded Pharmacists
o Embedded pharmacists are an integral part of population health at the outpatient practice
level. Our outpatient pharmacy teams are responsible for leading chronic disease
management programs, like our anti-coagulation clinic and diabetes education. They see
patients as a part of the visit with the primary care physician or on a separate visit.
Unfortunately, these embedded pharmacists do not have a formal fee schedule, thus are
not reimbursed for their time. If they were, they could act as the primary point of contact
for patients being discharged from the hospital for medication reconciliation via phone
visit or home visit, leading to improved continuity of care and better health outcomes.
Conclusion
Again, we thank you for the opportunity to provide our feedback. Advocate is committed to
working with policymakers at all levels of government to promote and preserve the health of the
individuals, families, and communities of Illinois, and to advance innovation in health care
delivery to ensure quality and improve outcomes for all who are served by the nation’s health
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care system. Advocate appreciates CMS’s efforts and we stand ready to be a resource to the
Agency as you work to alleviate regulatory burdens and improve the marketplace to improve
access and lower cost of care for individuals, families, providers, and the nation.
Please do not hesitate to contact Meghan Woltman, Vice President, Government and
Community Relations should you have any questions or if we can be of any assistance.
Regards,

Lee B. Sacks, M.D.
Executive Vice President and Chief Medical Officer, Advocate Health Care
Chief Executive Officer, Advocate Physician Partners
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Addendum 1
Detailed Comments on the CMS Innovation Center RFI
We appreciate the opportunity to comment on this RFI. Our recommendations follow. We note
that each of these proposals would be important and innovative models for CMMI to test,
improving the coordination, quality, and efficiency of health care services furnished to
beneficiaries; however, we also believe that CMS has authority to revise its rules and guidance to
accommodate many of our proposals outside of a CMMI model. Therefore, we have noted
specific statutory and regulatory hurdles that may need to be waived, when necessary, but
CMMI’s waiver authority may not be required in all instances.
I.

Addressing the Social Service Needs of High-Risk Individuals

Although it is crucial to focus resources on high-cost, high-need beneficiaries, we believe it is
most effective to prevent individuals from becoming high-cost, high-need beneficiaries in the first
place. Gaps in social services and certain environmental factors often result in costly chronic
conditions and decreased autonomy down the road. Prioritizing prevention in high-risk
populations increases favorable health outcomes and ultimately lower costs for the entire system.
For example, seniors with food insecurity are nearly 50 percent more likely to be diabetic, over
twice as likely to be depressed, and over 40 percent less likely to report good health.3 Similarly,
poor and inadequate housing can cause or exacerbate health issues – air quality can cause
asthma, poor ventilation can lead to inhalation of carcinogens, and lead exposure irreversibly
harms childhood development.4 The evidence is strong and clear. We urge CMS to pilot
programs that address social determinants of health for Medicaid and Medicare beneficiaries.
A. Providing States the flexibility to holistically address the needs of Medicaid enrollees
The ability for plans to provide innovative benefits that focus on the social determinants of health
can be obstructed through insufficient rates, certain parameters within state contracts, and various
federal regulations. An example would be the proven link between stable housing and medical
outcomes. Federal law limits Medicaid dollars in helping enrollees establish long-term housing
and setting up utilities. Also, the ability to provide non-medical transportation, such as to job fairs
or to other community programs that help enrollees maintain their economic independence, faces
restrictions.
 Recommendations:


Test a broader interpretation of the types of services or settings a Medicaid MCO
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AARP Food Insecurity Study, available at: https://www.aarp.org/content/dam/aarp/aarp_foundation/2015PDFs/AF-Food-Insecurity-2015Update-Final-Report.pdf.
4
Robert Wood Johnson Foundation, Issue Brief #7: Exploring the Social Determinants of Health, available at:
https://www.rwjf.org/content/dam/farm/reports/issue_briefs/2011/rwjf70451 (May 2011).
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may cover for “in lieu of services or settings covered under the State [Medicaid]
plan.”5 Removing or expanding the conditions upon which an MCO can offer
additional services would enable CMS to determine what added benefits improve longterm health outcomes.


Support pilot programs that enable Medicaid MCOs to include housing and other
social service needs. Increased support for these programs would help target certain
high-risk individuals and would prevent them from becoming high-cost, high-need
beneficiaries. As a result, fewer individuals would need high-cost care, ultimately
meeting CMS’ stated goal of improving care while lowering costs.

B. Identifying high-risk individuals prior to becoming high-need individuals
We have seen success when we have addressed social determinants of health by working with
other organizations to support social services that affect health outcomes. We have already
observed positive outcomes when we have partnered with organizations that provide food and
transportation services, and we have also been attempting to pursue pilots that enable us to
create value-based contracts with housing organizations. For instance, if a housing authority
member identified a health need of an individual who participates in its housing program, the
housing authority would encourage the individual to seek health services sooner than that
individual would have otherwise. As a result, programs such as these not only support
fundamental needs, but they also promote more integrated care, providing another touchpoint for
high-risk individuals to enter the health system on a preventive basis.
We ask that CMS allocate funding to Medicaid MCOs to enable them to conduct an extensive
level of research and data collection to assist CMS in determining the most effective ways to treat
certain populations. The Innovation Center’s stated goal is to focus on evidence-based initiatives
to drive down costs and improve the health care delivery system. We believe MCOs are in an
optimal position to help CMS determine the most effective, cost-efficient ways to deliver care.
 Recommendation: Provide funding to Medicaid MCOs to conduct large-scale tests to
examine supportive service interventions on cost and quality of care for specific
populations (e.g., adults, pregnant women, families with Medicaid-eligible children, and
people with disabilities). To ultimately control health care costs in the longer term, it is
imperative that the health system look for patterns before an individual becomes a high-cost,
high-need beneficiary. We therefore recommend that CMS provide a pool of funds to enable
MCOs to conduct research and collect data regarding high-risk beneficiaries, to prevent them
from becoming high-cost, high-need beneficiaries.
C. Expanding access to patient-centered, community-based care for high-need individuals
5

See 42 CFR § 438.3(e)(2)(i).

4

Focusing on social determinants of health is also consistent with CMS’ Programs of All-Inclusive
Care for the Elderly (PACE), which is a community-based Medicare and Medicaid program that
focuses on elderly individuals 55 or older who need nursing home-level care. Social isolation
increases the risk of dementia and Alzheimer’s disease, as well as obesity and diabetes. PACE’s
community-based aspect enables elderly individuals to continue their lives without being restricted
to a nursing home or facility, while ensuring these individuals have access to the care they need.
However, PACE is only available in certain states and not available in a health plan setting.
CMS previously implemented a Congressionally-mandated for-profit PACE demonstration that did
not find differences in cost or population served when compared with non-profit PACE centers.
As a result of this determination, PACE centers may be for-profit but, to date have never been
implemented by a managed care plan. In 2015, Congress passed the PACE Innovation Act,
which expanded the Innovation Center’s authority to include the PACE program. Since then,
CMS issued an RFI soliciting ideas on PACE models to test via the Innovation Center, including
for new populations. CMS could use this new authority to test how best to offer PACE-like
products for both MA and Medicaid managed care plans.
 Recommendation: CMS should solicit feedback on potential PACE-like products that
could be piloted in the managed care space, allowing MA plans and Medicaid MCOs to
offer these services.
D. Allowing MA plans to use rebates to address unmet social service needs
Similar to the Medicaid program, Medicare does not provide coverage for non-medical services
such as transportation, food, and nutrition. Items not covered include home renovations to
prevent falls, which would enable beneficiaries to remain in their home as they require more
assistance. Aetna believes that these services improve beneficiary care and quality of life;
however, we are unable to choose to use our rebate dollars to provide these benefits. Allowing
MA plans the flexibility to offer all services that improve and maintain a beneficiary’s health status
will result in a better health care system and lower costs in the long term. This flexibility is
particularly important when providing coverage to dual eligibles and other high-risk populations
that tend to have high levels of economic and social needs. We believe that CMS has the ability
to allow this flexibility under the current MA program, but could support pilots that demonstrate the
value of these services as a first step.
 Recommendation: Allow MA plans to use rebate dollars to cover all services that
improve health and the consumer experience. CMS should allow MA plans to address
non-medical services, such as meals, transportation, and home safety. Non-medical services
that help cover beneficiaries’ basic necessities are just as, and sometimes, more important
than medical care to ensuring patients remain as healthy as possible and adhere to applicable
treatment protocols.
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E. Address the unique needs of dually-eligible Medicare and Medicaid beneficiaries
Dually-eligible beneficiaries often face the greatest barriers to social services and other
environmental factors that affect their health status. Integrating Medicare and Medicaid coverage,
and supplementing that coverage with additional support, has the potential to reduce program
costs while improving care quality and satisfaction. Early results from the Financial Alignment
Demonstrations are positive – demonstrating reduced Medicare costs and higher patient
satisfaction – however, many dual-eligible beneficiaries are not enrolled in these plans. CMS
should consider policies to strengthen and improve these models, while identifying additional
models that are appropriate to test, particularly models that address social service needs and
expand access to integrated care for this population.
 Recommendation: CMS should develop additional models to improve and integrate
care for Medicare and Medicaid beneficiaries that also address social service needs.
For example, CMS could consider testing:
 a capitated long-term support services benefit through the MA program and evaluate
cost savings across both Medicare and Medicaid;
 an option for states to apply to receive directly Medicare funds and establish a unified,
integrated benefit via a state managed care plan contract; or,
 allowing states to require their dual eligible to enroll in an integrated plan, or at a
minimum, limiting beneficiaries to annual enrollment changes.
II.

Innovation and Choice for the Next Generation of Medicare Beneficiaries

MA is a leading example of how the public and private sectors are working together to achieve the
triple aim in healthcare: high customer satisfaction, improved patient health, and lower cost.
Plans have been accepting full risk for Medicare enrollees’ health care experience, and the
program is growing in popularity, with 91 percent of current MA enrollees reporting being satisfied
with their coverage. MACRA was an important step toward promoting value-based care, and
Aetna is committed to working with CMS to ensure successful implementation of the Quality
Payment Program (QPP).
Despite the clear value of MA plans, well-documented in the medical literature, to date the
Innovation Center has primarily focused on demonstrations and testing for arrangements covering
Medicare FFS beneficiaries. While we support these initiatives, we believe that now is the time for
the Innovation Center to promote greater innovation, coverage choices, and quality of care,
qualities that MA plans already embody and continue to improve. We look forward to working with
the Innovation Center to launch more demonstration programs that incorporate MA plans and
leverage their care management experience to improve beneficiary care and further advance the
triple aim. We caution CMS against demonstrations that put beneficiary choice at risk by
increasing plan premiums or reducing the value proposition of MA, as some of the discussed
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premium support models would do. However, increasing demonstrations that emphasize riskbased contracting within MA plans and providing plans the flexibility to provide individualized care
would advance the Innovation Center’s broader goals of increasing quality while reducing costs.
We provide specific recommendations below.
A. Promoting integrated care models for the chronically ill
Aetna strongly supports two bills from the 114th Congress, (Providing Innovative Care for Complex
Cases Demonstration Act (H.R. 3244) and Medicare Program Linking Uncoordinated Services
(PLUS) Act (S. 2498)), which would require CMS to establish a pilot program for the highest-cost,
highest-need Medicare FFS beneficiaries [The bills are nearly identical. A bill summary and copy
of the House legislation are enclosed as Addendum 2]. Under this legislation, eligible
beneficiaries would be enrolled in high-quality MA plans. The goal would be to provide
comprehensive and integrated care management and services designed to improve patient care,
achieve cost-savings, and meet the specialized needs of these beneficiaries.
The proposed program would remove barriers to enhanced benefits and would lower out-ofpocket costs for chronically-ill beneficiaries, building on the good work already underway in the
Value-Based Insurance Design (VBID) demonstration. However, rather than focus on one
condition or a subset of chronic conditions, this program would be open to any Medicare FFS
enrollee who is high-risk or high-need based on the criteria set forth in the legislation.
Given that the costliest 10 percent of Medicare FFS beneficiaries are responsible for 60 percent of
Medicare FFS spending, we think it is important that CMS makes testing models of care for this
population a priority as the agency seeks out new ways to innovate in the Medicare program.
Absent legislation, we believe that CMS can, and should, establish a program similar to the
legislation described above using its Innovation Center authority.6 In particular, we recommend
CMS consider testing such models in MA, which has not been afforded as many opportunities as
FFS to test new models of care. Additionally, given plans’ experience coordinating care for
Medicare beneficiaries, including those with special needs, the MA program is uniquely situated
for testing a model focused on care coordination for this population.
We believe the proposed legislation outlines precisely the sort of innovative program and service
delivery model pilot project that CMS should adopt, giving health plans the opportunity to
demonstrate that enhanced care, with better outcomes, can be provided at a lower cost.
Importantly, unlike other demonstrations, if CMS were to follow the payment methodology set forth
in the legislation, the demonstration would guarantee savings to the Federal Government, as the
6

Specifically, the PPACA directed CMS to “test innovative payment and service delivery models to reduce
program expenditures ... while preserving or enhancing the quality of care furnished to individuals ...”
PPACA § 3021(a), adding § 1115A to the Social Security Act. Further, CMS was directed to “give
preference to models that also improve the coordination, quality, and efficiency of health care services
furnished to” Medicare and Medicaid beneficiaries.
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bill calls for setting a risk-adjusted capitated payment at 98 percent of the projected costs that this
population would otherwise incur under FFS.
 Recommendation: Establish a new coordinated care model for high-cost, high-need
Medicare FFS beneficiaries based on the proposed legislation. CMS should create a
demonstration in which MA plans design high-quality coverage specifically geared toward
high-cost, high-need beneficiaries and enroll those individuals automatically into these highquality plans. Under the model, CMS should permit more favorable treatment of individuals
with adverse health factors, by waiving any Medicare provision7 that prevents an MA plan from
varying benefits on the basis of a health status-related factor, much in the same way that the
Department of Health and Human Services (HHS) has permitted “benign discrimination” in the
commercial group market.8
Set forth below, we offer suggestions regarding specific design elements, if CMS were to
seriously consider testing a model for high-risk, high-need FFS enrollees. Additionally, we
have enclosed a summary of the Care Management for High Cost Beneficiaries
Demonstration (CMHCB) as Addendum 3, which we believe has important lessons that can be
leveraged in designing a similar model in MA.
Issue
MA as the Optimal
Vehicle for the
Demonstration

Payment Methodology

Beneficiary Eligibility

Enrollment

Recommendation
While the legislation contemplates MA plans and ACOs
participating in this model, we think MA is better suited to take on
high-risk, high-need FFS patients operating under a capitated
payment. Not only are high-quality, experienced MA plans better
equipped to manage the financial risk, but testing this model in
MA alleviates the “attribution” challenges associated with FFS
ACOs.
Establish a risk adjusted capitated payment, such as the 98% of
projected costs that this population would otherwise incur under
Medicare FFS. CMS could slowly reduce this payment over time
as the program matures, (e.g., reduce payments by .05% each
year with a goal of getting down to a set target percentage of
FFS).
Identify top 10% or 15% of high-risk FFS enrollees using real
time claims data, but also identify a way to enroll beneficiaries
who are on the cusp of becoming high risk (for example, referral
to program from their physician, diagnosis information, or hospital
inpatient history).
Exclude hospice-eligible beneficiaries.
Conduct passive enrollment with robust outreach and

7

Specifically, SSA § 1852(b) (antidiscrimination), and the regulations and subregulatory guidance related to this
provision.
8
See 45 CFR § 146.121(g) (permitting more favorable treatment of individuals with adverse health factors despite
general prohibition on discriminating based on health status).
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communication, with initial outreach by CMS, and provide
beneficiaries with an initial one-year opt-out opportunity. Opt-out
has been shown as an effective way to increase participation in
successful programs across all aspects of life, such as retirement
savings accounts. This type of enrollment will help expose
beneficiaries to the benefits of this model before they make a
coverage decision, while preserving beneficiary choice.

Geography
Benefits

Period of Operation and
Scope
Part D
Medigap
Quality
Clinical Model of Care

Leverage lessons learned from MMPs, most notably education
and outreach to physicians, so they understand the program and
benefits for enrollees. This would be a combined effort among
CMS, MA plans, State Health Insurance Programs (SHIPs),
Medicaid Directors, and other stakeholders that can help educate
beneficiaries and providers about the program.
Designate up to four separate locations (at least one rural) with
no more than two MA plans per location. Each location should
include at least 3 contiguous counties.
Provide services covered under Medicare Parts A and B; waivers
to provide non-covered services (e.g., meals, transportation, cell
phones, and housing), patient incentives, and alternative provider
and pharmacy networks.
The testing should be at least 5 or 6 years in scope with an ability
to expand locations and extend the term of the demonstration.
Part D should be integrated where possible; for example, it may
make sense for beneficiaries eligible for the Retiree Drug
Subsidy (RDS), to retain their existing drug coverage.
Medigap would not be needed, but the demo should include
guaranteed issuance rights for beneficiaries who disenroll and if
the demonstration is not certified and permanently extended.
Use MA Star Ratings with the option to add or remove certain
measures, but do not include quality bonus payments (at least in
the first 5-6 years of the program).
Require integrated model of care that includes, a health risk
assessment, assigned case manager, use of an electronic health
record, evidence-based model of care to treat opioid
addiction/substance abuse, and full integration of behavioral
health.
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B. Consumer engagement and leveling the quality playing field
As we look to the future and determine how best to meet the needs of today’s seniors who expect
to live healthier and more active lives than those of their parents, we think CMS can take a
number of steps to improve the consumer experience in Medicare and ensure that beneficiaries
are central to both care delivery and quality measurement. We offer a number of ideas below,
and we recommend that CMS solicit input from other stakeholders about how best to transform
Medicare for the next generation of beneficiaries.
Along those lines, the Star Ratings system and the linkage of Star Ratings to plan reimbursement
has had a transformational effect on the MA marketplace and the health plans that provide
services to Medicare beneficiaries. The Star Ratings program has demonstrated that having a
consistent, shared set of quality metrics can drive swift quality improvement across a broad
population as evidenced by CMS’ need to reset the cut-points for a number of “topped out”
measures this year. However, Aetna believes that CMS is in a position to leverage the Star
Ratings program to continue to advance the quality of care and service provided to Medicare
beneficiaries via MA, and to drive major advances in the healthcare marketplace by focusing on
areas most critical to the advancement of healthcare in the US – chronic condition management,
halting progression of disease, advanced illness/end-of-life care, and the delivery of these
services in as close-to-community/local retail environment as possible.
Now is the time for CMS to develop and test new, more advanced ways of measuring the services
beneficiaries really care about and what truly makes a difference in outcomes beneficiaries care
about. We therefore believe that CMS should establish a voluntary pilot program that tests a new
set of quality measures that align with MACRA, evaluate clinical outcomes most important to
beneficiaries, and encourage greater patient engagement. As we have noted before, we firmly
believe the Consumer Assessment of Healthcare Providers and System (CAHPS) survey is a
flawed way of reporting patient experience for a variety of reasons. However, since it is currently
the core quantitative instrument for measuring patient satisfaction, we also recommend testing
improvements to CAHPS as part of this demonstration.
Although only a handful of patients respond to the CAHPS survey (e.g., only about 350 of the
700,000 enrollees in our national PPO respond annually), the responses of this very small sample
size drive about 20 percent of Star Ratings, which allows a very small beneficiary population to
have a disproportionately large -impact on quality ratings and plan payments. Moreover, the
CAHPS measures lack transparency, and, since patients respond at different times of year, the
reporting can be inconsistent. Improving the CAHPS measures and ensuring they capture a
much broader view of patient satisfaction will make these important measures more meaningful
for plans and beneficiaries.
 Recommendation: Pilot a new set of Star Ratings measures that includes patient10

centered and patient-reported outcomes, alternative or improved patient satisfaction
measures, and new outcome measure categories.


CMS should test how to measure quality in ways that effectively capture the
patient perspective and patient experience. We support a pilot program that would
focus on increasing patient participation to build an evidence base that can help MA
and Part D plans focus on improving true quality. We recommend that MA and Part D
plans participating in the pilot program receive two scores—one score under the
current Star Ratings program and one under the Pilot—and that CMS base the plan
payment on the higher of the two quality ratings, with the understanding that guard rails
may be needed to prevent gaming. This would encourage greater plan participation
and increase the data collected on these new measures, without penalizing plans by
losing access to the quality bonuses they receive outside of the demonstration.
We suggest that CMS consider segmenting the measures to capture both clinical
outcomes and patient experience and access measures in the areas of highest
importance to beneficiaries and the health care system. MA plans primarily serve age
65+ beneficiaries, and the quality measures within the Stars program should have
relevance to the issues facing that population and the quality of care measures most
critical to an aged and aging population. These measures should be identified and
developed with meaningful input from the patient population, and could include but are
not limited to:
 Advanced illness/palliative/end-of-life;
 Multiple comorbidity outcome management;
 Limiting progression of disease for impactable conditions;
 Keeping individuals in-home and in-community.



CMS should invest resources in improving the CAHPS measures. MA plans and
contracts serve millions of beneficiaries, yet only a very small proportion of beneficiary
voices are heard when it comes to patient experience measures in the Stars program
via CAHPS. Piloting survey instruments and measures that collect broad-based
responses will provide a more accurate and credible view on the experiences of
beneficiaries within MA products. In addition to response sample size concerns, the
timing of the CAHPS survey administration can lead to significantly variable results.
This is particularly true for surveys done early in the year. CMS could improve the
usefulness of CAHPS measures by:
 testing the survey timing to measure the bias introduced under the current
CAHPS method;
 better targeting the survey to capture patient experience, for example, within 30
days of a patient’s last visit;
 piloting survey administration methods that allow for broader-based collection
of beneficiary responses and insights;
11





considering how to provide individual-clinician-level collection and real-time
feedback to providers and plans to support them in their improvement activities;
and,
measuring areas of care of highest importance to beneficiaries, such as ease of
enrollment, health plan assistance in educating around plan benefits and
providers, provider/plan integration to support ease of beneficiary healthcare
navigation and access, and care coordination.



CMS should ensure the Star Ratings measures align with the MACRA quality
measures. Aligning measures across Star Ratings and MACRA provides for a more
streamlined way to evaluate performance across MA plans. We recommend that any
Star Ratings pilot also align with MACRA quality measures as much as possible. CMS
could consider allowing providers to use measures reported via a Star Ratings pilot to
count towards their MIPS requirements.



CMS should test allowing plans with 4.5 Star Ratings to market all year round if
no 5-Star plans are available in the service area. Allowing the top-rated plans to
market all year round both incentivizes plan performance and can increase the number
of beneficiaries enrolling in these high-quality plans. Although all plans strive for 5
Stars, CMS should be encouraging beneficiaries to enroll in the highest-quality plan
they have access to and not miss the opportunity to increase enrollment in 4.5-Star
plans.

We also believe it is critical to ensure that quality is aligned across programs. While we strongly
support improvements to the Star Ratings program and beneficiary marketing information, we
believe CMS needs to develop a way for beneficiaries to accurately compare care quality and
costs across FFS and MA. For example, CMS could develop a uniform quality rating system
between MA and Medicare FFS that tracks the same metrics for both populations. We would
recommend that CMS calculate a quality score for Medicare FFS by rolling up clinician and
system performance on the Star Ratings measures across the FFS population. We believe
basing the unified rating system on the Stars program is appropriate because the goal is to
evaluate the comprehensive coverage offered by the different programs, rather than offer a
clinician by clinician comparison. This uniformity would allow for an apples-to-apples comparison
that would enable beneficiaries to choose the best coverage available, regardless of how it is
delivered.
We encourage CMS to reach out to stakeholders with ideas in this space, such as Third Way, and
to consider issuing a Request for Information on ways to both simplify the process of choosing
Medicare coverage and incentivize high-value coverage. For example, under the Third Way
proposal, if a beneficiary does not choose a plan upon becoming eligible for Medicare, CMS
would default the beneficiary into the highest-value plan in the beneficiary’s service area (based
on a combination of premiums, out-of-pocket costs, and quality scores), regardless of whether the
12

plan is FFS or an MA plan.9 Changing the default option would not only ensure that beneficiaries
receive high-value coverage, but it would also incentivize quality performance. As is the case
today, beneficiaries would have the option of switching if they do not like their default enrollment.
Such a system would be a more effective way of increasing beneficiary engagement in their
coverage decision than a premium support or voucher based approach would be.
 Recommendation: Solicit additional stakeholder feedback on developing and testing a
uniform quality and value rating system between MA and Medicare FFS. Currently,
beneficiaries are enrolled in FFS as their default coverage if they do not take any action;
however, that may not be the highest-value coverage available to them. Although developing
a uniform rating system will take some time, we encourage CMS to begin those conversations
now. This new system could then be included on Medicare Plan Finder to help guide
beneficiaries in their decision making.
C. Encouraging plan innovation
While we continue to believe that CMS has the authority to give plans more flexibility in how they
use their rebate dollars, CMS could also establish demonstrations, similar to the VBID model, that
permit MA plans to provide more individualized care. Currently, there are hurdles to providing
enhanced benefits to targeted enrollees, including non-discrimination rules and cost-sharing and
benefit limits, which impede our ability to design and implement truly personalized care to
beneficiaries. For example, we would like to give our nurse case managers a better ability to
determine what would help improve a particular beneficiary’s care. One beneficiary may need
transportation assistance to be able to fully benefit from his/her health care services, while
another may need additional flexibility with cost-sharing responsibilities.
As we move forward, we think it is important to recognize not all beneficiaries need all benefits—
some beneficiaries do not struggle with transportation, for example—so a one-size-fits-all
requirement either deprives a beneficiary of a valuable service or requires the MA plan to provide
a benefit of little use to another. We encourage CMS to consider how it could use the Innovation
Center to adopt policies and test models that allow MA plans to partner with providers to ensure
that each beneficiary’s needs are met in the most effective and efficient way possible. In
particular, we also recommend CMS consider the value of smaller scale pilots – for example,
allowing plans to include only a small number of members or a performance period of less than a
year. Many promising models have not yet been proven, and allowing plans to demonstrate their
value in a limited pilot could encourage faster adoption of models proven successful.
 Recommendation: Establish models that allow plans to better tailor their plans to meet
9

See Third Way, Rethinking Medicare Enrollment: Make High-Value Health Coverage the Easy Choice, available at:
See Rethinking Medicare Enrollment: Make High-Value Health Coverage the Easy Choice, available at:
http://s3.amazonaws.com/content.thirdway.org/publishing/documents/pdfs/000/001/771/rethinking-medicareenrollment-make-high-value-health-coverage-the-easy-choice.pdf?1462824659 (Aug. 19, 2015).
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beneficiary needs. The current rules unnecessarily prevent plans from developing innovative
benefit designs and require standardization when it is unnecessary or unwanted by
beneficiaries.10 If CMS does not believe that the statute allows for a more individualized
benefit designs, we recommend that CMS develop CMMI models to test flexibility in the
following areas:


Relax provider network requirements. CMS should relax current county-level
network requirements in order to allow for high value network plans designed around
an integrated health system. Doing so would allow MA plans to foster greater
collaboration with our provider partners and keep costs lower for our members, for
example, by not having to contract with providers in all parts of a county. Additionally,
147 rural counties, spanning 14 states, had no MA plans in 2017.11 Relaxing the
provider network standards could expand the availability of MA plan options to
beneficiaries living in rural areas, where it is particularly challenging to build networks
and negotiate provider payment rates.



Waive the site of service requirements for telemedicine, and allow MA plans the
flexibility to provide care via telehealth when clinically appropriate. CMS should
update its policies to expand availability of telemedicine and other electronic access to
health services, which may be more convenient and cost-effective for many
beneficiaries, including beneficiaries residing in rural areas. For example, CMS should
remove its current limitations on telemedicine, which require that telemedicine benefits
be considered supplemental benefits that must be paid for from plans’ rebates or by
the beneficiary. Recently, a number of bills have been introduced in the Senate to
expand the use of telemedicine.12 Like Congress, CMS should recognize and
encourage the effective use of electronic services to better serve beneficiaries and
lower costs. This would include allowing plans to offer wearable devices that may
have the ability to monitor activity level and biometric data, as well as allow for direct

10

SSA § 1854(c) requires a “uniform premium” on all beneficiaries, but CMS has, through regulation (42 CFR §
422.100(d)), interpreted this provision to include “uniform benefits.” SSA § 1852(a)(3) discusses “mandatory” and
“optional” supplemental benefits, but leaves approval to the Secretary of HHS (see regulations at 42 CFR § 422.102).
CMS has flexibility to change the “uniform benefit” and “supplemental benefit” requirements to allow for additional
benefits to be offered to individuals with certain health conditions, or to waive these requirements in a pilot. CMS
could also consider the way medical loss ratio is calculated to account for non-clinical supports, through regulatory
revisions or through testing. See SSA § 1857(e)(4) and implementing regulations at 42 CFR §§ 422.2420-2430.
11
Kaiser Family Foundation, Some Counties May Lack an ACA Marketplace Insurer Next Year – But Many More Lack
Medicare Advantage Plans Today, available at: https://www.kff.org/medicare/issue-brief/some-counties-may-lackan-aca-marketplace-insurer-next-year-but-many-more-lack-medicare-advantage-plans-today/ (Aug. 1, 2017).
12
For example, The Creating High-Quality Results and Outcomes Necessary to Improve Chronic (CHRONIC) Care Act,
S.870, includes additional telehealth benefits for MA beneficiaries. Similarly, Senators have recently introduced the
Telehealth Innovation and Improvement Act, S. 787, which would also expand the use of telehealth services under
Medicare. And the Furthering Access to Stroke Telemedicine (FAST) Act of 2017, H.R. 1148, S. 431 would expand the
use of telehealth in Medicare for victims of stroke.
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patient engagement, for example, sending medication reminders.


Allow greater flexibility for wellness programs. CMS should test allowing rewards
and incentive programs. For example, we recommend CMS allow plans to introduce
non-reward/incentive wellness programs that are free of the nominal gift limitation.
CMS could also consider allowing plans to adopt wellness programs similar to those in
the commercial market, which provide rewards to individuals who achieve certain goals
such as improving BMI or cholesterol levels (as current guidelines do not allow
outcomes-based rewards).



Expand the current VBID demonstration to additional states and to EGWPs.
VBID, similar to the clinical model for high-cost, high-need beneficiaries discussed
above, has enormous potential to increase health care quality while decreasing costs
by promoting efficient, effective services. Aetna participates in CMS’ current VBID
model demonstration with a focus on beneficiaries with chronic heart failure in the state
of Pennsylvania. Our experience convinces us that CMS should make this
demonstration project national—eligible beneficiaries nationwide should have the
opportunity to benefit from the consumer-centric VBID plan designs. We also
encourage CMS to allow EGWPs to participate in the model. CMS should also
consider modifications to increase VBID participation, such as allowing beneficiaries to
enroll in a plan and elect VBID at the same time.

D. Addressing rising prescription drug costs
Like CMS, Aetna is concerned about rising drug prices. While we support retaining the
fundamental private-sector structure of Part D negotiation, with negotiation occurring among
plans, pharmaceutical manufacturers, and pharmacies, we also believe that rising drug
prices are putting a strain on the health care system, and costs are growing too quickly.
Accordingly, we recommend CMS use its authority to take steps to minimize the cost of
prescription drugs for Medicare beneficiaries; this can be done in a number of ways, but we
suggest CMS put forward specific proposals, through notice and comment rulemaking as
well as through CMMI models, to make both Part D and Part B drugs more affordable.
 Recommendation: Test allowing MA-PD plans to establish a unified Part B/Part D drug
formulary, and allow plans to apply utilization management edits to Part B drugs.
Allowing MA-PD plans to fold Part B drugs in to a combined B/D formulary could help plans
negotiate lower prices and eliminate confusion around beneficiary cost-sharing depending on
whether a drug is Part B or Part D. Allowing plans to apply utilization management edits to
Part B drugs will help ensure that patients are given the most effective Part B drugs, while at
the same time containing cost. Because MA plans have contracted provider networks,
implementing utilization management controls for these drugs is easier than in FFS.
15

E. Improve end-of-life care for beneficiaries
Aetna offers complex case management services to members with advanced illness through the
Aetna Compassionate Care Program (ACCP). Aetna allows commercial members with a life
expectancy of up to 12 months to elect hospice and to continue receiving some curative services
while in hospice. All members in ACCP, including Medicare, receive assistance in understanding
pain management as well as their palliative care and end-of-life care options. Our case managers
are trained to manage patients with multiple chronic conditions such as depression, dementia,
advanced illness, or palliative care needs. Case managers also provide outreach to and engage
members’ physicians as needed. With a better understanding of prognosis and treatment or care
options available, significantly more members engaged in ACCP select hospice compared to
members who are not engaged. We believe hospice election would increase even further if
expanded hospice benefits, similar to those described above for commercial members, were
available for our Medicare population. Members and caregivers have expressed a high level of
satisfaction with the ACCP program during this vulnerable time. Unfortunately, the current
Medicare rules limit our ability of offer the enhanced hospice benefits Medicare members.
While Medicare beneficiaries are eligible for hospice care if their life expectancy is six months or
less,13 we believe CMS should develop a demonstration to test the efficiencies of allowing MA
beneficiaries to elect hospice with a longer life expectancy, while allowing plans to continue to
offer some curative services, similar to the FFS model that is currently being tested. Testing
these flexibilities in the MA program affords greater assurance of improved efficiency as plans are
at full risk for expenditures, unlike participants in the FFS model. Expanding hospice benefits and
allowing patients the time they need to feel comfortable with their decisions are important to
ensuring beneficiaries have the best end-of-life care when they need it.
Aetna is not advocating to “carve-in” the Medicare hospice benefit, but rather to test a more
seamless transition to hospice. Establishing a sufficiently broad, high-quality hospice network for
the purpose of a demonstration would be very challenging and could limit plan participation and
the ability to learn from this pilot. Further, the current lack of a risk adjustment model designed to
take in to account the rapidly changing health status of beneficiaries with advanced illnesses
would make carving the hospice benefit in to the demonstration cost prohibitive. Entering hospice
is a very sensitive time for beneficiaries and their families. We believe this pilot would provide
important lessons for improving end-of-life care moving forward, but taking small steps forward will
help ensure beneficiary comfort and buy-in. Should CMS consider carving hospice in to the MA
program in the future, we strongly suggest outreach to all stakeholders, including plans, to help
determine the most appropriate policy to protect beneficiary access to high-quality hospice care.
13

SSA § 1861(dd) defines hospice care as certain items and services provided to a terminally ill individual; SSA §
1861(dd)(3)(A) states that “[a]n individual is considered to be ‘terminally ill’ if the individual has a medical prognosis
that the individual’s life expectancy is 6 months or less.” See also 42 CFR § 418.3 (stating that a terminally ill
individual has a medical prognosis that his or her life expectancy is 6 months or less if the illness runs its normal
course).
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 Recommendation: Allow MA plans to offer hospice to patients with a life expectancy
longer than six months, and allow these beneficiaries to receive some curative
services. Providing enhanced case management services to MA beneficiaries with advanced
illness and allowing these beneficiaries to receive appropriate curative services would help
ensure a seamless transition for MA beneficiaries electing hospice, increase beneficiary
comfort with hospice services, and make end-of-life care easier for beneficiaries and their
families. Because MA payments are significantly reduced for beneficiaries in hospice today,
CMS would also need to adjust payments to reflect the additional curative services.
F. Counting MA towards Medicare thresholds in MACRA QPP
MACRA provides that an eligible professional is a “Qualifying APM Participant” or “QP” (and,
therefore, eligible for incentive payments) if a certain percentage of payments for Medicare Part B
covered services, or patients, were attributable to services provided through an “eligible
alternative payment entity” (referred to as the “Medicare Option”). The statute further provides
that the “All-Payer Combination Option” will be available to eligible clinicians beginning in payment
year 2021 (performance year 2019). Prior to the 2018 Final Rule, CMS had taken the position
that providers must meet an initial payment or patient count threshold based solely on Medicare
FFS Advanced Alternative Payment Models (AAPMs) before Other Payer revenues and patients
can be included, despite the All-Payer Combination Option allowing eligible professionals to
become a Qualifying APM Participant based on “all other payments, regardless of payer.”14
Aetna greatly appreciates CMS’ commitment in the final rule to developing “a demonstration
project to test the effects of expanding incentives for eligible clinicians to participate in innovative
alternative payment arrangements under Medicare Advantage that qualify as Advanced APMs, by
allowing credit for participation in such Medicare Advantage arrangements prior to 2019 and
incentivizing participation in such arrangements in 2018 through 2024.”15 As we noted in our
response to the 2018 Quality Payment Program Proposed Rule, not counting provider revenue
and patients attributed to MA AAPMs towards the QP thresholds discourages providers with
primarily MA patients from participating in AAPMs if they believe they can never reach the initial
Medicare threshold. Additionally, beneficiaries could be harmed if their providers must see
traditional Medicare beneficiaries instead of MA beneficiaries in order to meet the Medicare
threshold.
We are providing some specific suggestions for CMS to consider as the model is developed. We
would encourage CMS to focus the demonstration on helping clinicians to meet the current QP
thresholds, rather than changing how the bonus payments are calculated.
 Recommendation: Provide flexibility in how clinicians meet the Medicare QP thresholds
14
15

SSA § 1833(z)(2).
82 Fed. Reg. 53568, 53865 (Nov. 16, 2017).
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based on their patient distribution. CMS should develop a pilot that allows providers to
meet the QP thresholds with a mix of Medicare and MA AAPMs. The mix could be tied to their
current distribution of Medicare patients and revenues – e.g., if half of a clinician’s patients are
in MA, then half of the patient QP threshold should be based on MA AAPM participation.
Allowing MA AAPMs to count towards the Medicare thresholds will encourage providers to
move towards value-based arrangements more quickly than they would otherwise, resulting in
savings and quality improvements for beneficiaries and the Medicare program.
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Aetna on the Issues

The Medicare Program Linking Uncoordinated
Services (PLUS) Act: A New Care Model for Seniors
with Complex Medical Conditions
According to MedPAC, the costliest 10 percent of Medicare beneficiaries accounted for almost 60 percent of
annual Fee-For-Service (FFS) spending in 2010. This population is more likely to have chronic conditions, with
more than half (51 percent) having five or more comorbid conditions. They are also more likely to be dually
eligible for both Medicare and Medicaid.
The Medicare Program Linking Uncoordinated Services (PLUS) Act introduces a new payment and delivery
model that would improve quality, reduce costs, and provide additional benefits for FFS beneficiaries with the
most complex medical conditions.
Piloting a Better Way: A New Managed Care Model
While trying to navigate a confusing FFS delivery system under the
current care model, the sickest and most vulnerable Medicare
beneficiaries too often do not get the quality of care they need.
Under a new pilot program established through The PLUS
Act, beneficiaries would be served by an interdisciplinary care
management team, along with a dedicated health professional to
ensure they are getting the care they need at the right time.

Features of the Pilot Program Include:
Enhanced Benefits not currently covered under the
Medicare program, including in-home personal care,
transportation and meal services.

Aetna is a leader in integrated, coordinated
care delivery. We are working with
CMS and other partners to test new ways
to improve quality and reduce costs for
Medicare beneficiaries.

Aetna achieves the highest
Medicare star quality ratings in
the nation among publicly traded
companies for our Medicare
Advantage (MA) plans for 2016.

Lower Out-of-Pocket Costs to ensure beneficiaries
get the care they need at the right time.
An Integrated Care Model that includes high-quality
provider networks, interdisciplinary care management
teams and dedicated care coordinators.
High Quality Standards through participation
limited to high-performing Medicare Advantage plans
and ACOs.
Enrollment and Beneficiary Protections with
new approaches, such as requiring identification of
high cost enrollees and proactive outreach on behalf
of CMS and participating organizations, along with
passive and continuous enrollment and opt-out options.

S

Risk Adjusted Capitated Payment Model to
account for the population’s complex health needs.

By setting a risk adjusted capitated payment at 98 percent
of the projected costs that this population would otherwise incur
under the Medicare FFS program, this pilot would guarantee
savings to the Federal Government.

©2017 Aetna Inc.
72.03.436.1

Aetna participates in CMS’ Value
Based Insurance Design (VBID)
demonstration program.

Aetna’s Compassionate Care
Program improves the quality of
patient care for individuals with
life-threatening illnesses.

Aetna’s Model of Care for Dual
Eligible Special Needs Plans
(D-SNPs) uses Health Risk
Assessment and disease-specific
evaluation data to inform individual
care management programs.

www.aetna.com

The Medicare Program Linking Uncoordinated Services (PLUS) Act:
A Better Way For Beneficiaries
Current Unmanaged Fee-For-Service Care Model

The PLUS Act Would Provide a Better Beneficiary Experience

Joe from PA, Retired Coal Miner, Age 74

Joe from PA, Retired Coal Miner, Age 74

Current
Conditions

• Congestive Heart Failure, Shortness of Breath,
Chronic Kidney Disease and Arthritis

Dedicated Case
Manager

• Assigned a nurse case manager upon enrollment to develop
a personalized care plan.

Family
and Social
Support

• Widowed with no children
• Suffers from poor nutrition

Personalized
Care
Management
Programs

• Connected Joe with Meals on Wheels so he can receive low
sodium healthy and nutritious meals delivered to his home.

Current
Benefits

• Currently in Medicare FFS, with Part D
and No Medigap

Additional
Benefits and
Reduced Costs

• Based on his plan’s formulary, was able to identify lower cost
generics, for certain brand name drugs.

• He is not eligible for Medicaid, but lives
on a limited income and has trouble paying for his
medical and drug co-pays
• He also is not a veteran, so has no VA benefits

• Conducted a medication review with Joe, helped reduce the
number of drugs that he is taking, identified more affordable
alternatives for him and supported discussion of these
alternatives with his physician.

• Using Value Based Insurance Design (VBID) allowed by the
pilot, the drug and medical co-payments for the medications and
medical visits he needs to manage his chronic conditions were
eliminated.

Wanda from FL, Dual Eligible on Social Security Disability,
Age 52

Wanda from FL, Dual Eligible on Social Security Disability, Age 52

Current
Conditions

Dedicated Case
Manager

• Assigned a nurse case manager upon enrollment to develop
a personalized care plan.

Personalized
Care
Management
Programs

• Connected Wanda with a smoking cessation program to help
her quit smoking.

Additional
Benefits and
Reduced Costs

• Helped Wanda navigate and coordinate between Medicare
and Medicaid benefits.

• Chronic Obstructive Pulmonary Disease (COPD),
Back Pain, Asthma and Depression
• 2 pack a day smoker, opioid addict and found to be
a doctor shopper for prescription medications

Family
and Social
Support

Current
Benefits

• Two children in their 20s and lives alone
• Has struggled to maintain affordable housing

• Dually eligible for Medicare and Medicaid

• Worked to ensure Wanda has access to stable housing.
• Connected Wanda with a pain specialist that is helping to
better manage her pain and treat her opioid addiction through
Medication Assisted Therapy (MAT). This includes
coordination with Wanda’s primary care physician, to enable a
full line of sight to Wanda’s treatment plan, including work to
treat her depression.

• Wanda was also able to receive free transportation to her
primary care doctor, pain specialist, and counselor.

Rose from NY, Retired Homemaker, Age 87

Rose from NY, Retired Homemaker, Age 87

Current
Conditions

Dedicated Case
Manager

• Assigned a nurse case manager upon enrollment to develop
a personalized care plan.

Personalized
Care
Management
Programs

• Helped Rose’s son and daughter-in-law use the care plan to
ensure Rose is cared for and safe while they are at work and
helped Rose’s family access caregiver support in the community.

Additional
Benefits and
Reduced Costs

• Used the waiver authority provided by the pilot, to provide Rose
hospice benefits (i.e., provide palliative care), but at the same
time allow some level of “treatment,” so Rose and her family can
have time to determine what’s best for Rose’s end of life care.

• Sleep Apnea, Rheumatoid Arthritis causing chronic
pain, Hypertension, Chronic Kidney Disease and
Dementia
• Wheelchair bound due to a fall

Family
and Social
Support

• Widowed with four children (two are local, two are
not)
• Lives with her son and his wife, who both work full
time and struggle to care for her
• Her children worry about her safety

Current
Benefits

• Medicare beneficiary whose coverage doesn’t cover
“custodial care” and has limited resources

• Conducted a medication review, where it was determined that
Rose’s medication combination is causing drug interactions that
are increasing Rose’s memory issues and confusion, and making
her dementia symptoms worse. These findings were shared with
Rose’s physician who changed her treatment regimen.

Note: Beneficiary profiles are intended for illustrative purposes only.

©2017 Aetna Inc.
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114TH CONGRESS
1ST SESSION

H. R. 3244

To amend title XVIII of the Social Security Act to establish a pilot program
to improve care for the most costly Medicare fee-for-service beneficiaries
through the use of comprehensive and effective care management while
reducing costs to the Federal Government for these beneficiaries, and
for other purposes.

IN THE HOUSE OF REPRESENTATIVES
JULY 28, 2015
Mrs. MCMORRIS RODGERS (for herself, Mr. LARSON of Connecticut, Mr.
REED, and Mr. SCHRADER) introduced the following bill; which was referred to the Committee on Ways and Means, and in addition to the
Committee on Energy and Commerce, for a period to be subsequently determined by the Speaker, in each case for consideration of such provisions
as fall within the jurisdiction of the committee concerned

A BILL
To amend title XVIII of the Social Security Act to establish
a pilot program to improve care for the most costly
Medicare fee-for-service beneficiaries through the use of
comprehensive and effective care management while reducing costs to the Federal Government for these beneficiaries, and for other purposes.
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Be it enacted by the Senate and House of Representa-

2 tives of the United States of America in Congress assembled,
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SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Providing Innovative

3 Care for Complex Cases Demonstration Act of 2015’’.
4

SEC. 2. PROGRAM TO IMPROVE CARE FOR HIGHEST COST

5

MEDICARE

6

FICIARIES.

7

FEE-FOR-SERVICE

BENE-

Title XVIII of the Social Security Act is amended by

8 inserting after section 1866E (42 U.S.C. 1395cc–5) the
9 following new section:
10
11
12

‘‘PROGRAM

TO IMPROVE CARE FOR HIGHEST COST

MEDICARE FEE-FOR-SERVICE BENEFICIARIES

‘‘SEC. 1866F. (a) ESTABLISHMENT.—The Secretary

13 shall conduct under this section a pilot program (in this
14 section referred to as the ‘program’) to demonstrate im15 provements in patient care and cost savings for the high16 est cost Medicare fee-for-service beneficiaries through en17 rollment of such beneficiaries with participating organiza18 tions. Under the program, the Secretary shall, through a
19 competitive process, enter into a contract with one or two
20 selected organizations to offer benefits for items and serv21 ices in service areas identified under subsection (b)(1)(A)
22 to the highest cost Medicare fee-for-service beneficiaries

emcdonald on DSK67QTVN1PROD with BILLS

23 (identified under subsection (c)(1)) in the service area in24 volved. The program shall be designed in a manner to pro25 vide comprehensive and integrated care management and
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3
1 services through a network of health care providers to
2 meet the specialized needs of such identified beneficiaries.
3

‘‘(b) CONDUCT OF PROGRAM.—

4

‘‘(1) PERIOD

5

‘‘(A) INITIAL

CONDUCT.—The

shall initially be conducted over a 3-year period,

7

beginning not later than 1 year after the date

8

of the enactment of this section, in at least 4

9

service areas, each identified by the Secretary

10

and each including at least 3 contiguous coun-

11

ties.
‘‘(B) EXPANSION

AND EXTENSION.—The

13

Secretary may expand the program to addi-

14

tional service areas and extend its duration if

15

the Secretary determines, in consultation with

16

the Chief Actuary of the Centers for Medicare

17

& Medicaid Services, that such expansion and

18

extension will result in additional savings to the

19

Medicare program and will meet the quality

20

performance standards established under sub-

21

section (d)(3)(A)(iii).

22

‘‘(C) RELATION

23

‘‘(i) IN

TO PART D.—

GENERAL.—The

Secretary

24

shall design and implement the program in

25

such manner as to preserve the operation
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1

of part D, including payment, noninter-

2

ference, and beneficiary protections under

3

such part.

4

‘‘(ii) COORDINATION

5

The Secretary shall identify mechanisms

6

that may be used, in the case of a highest

7

cost Medicare fee-for-service beneficiary

8

who is enrolled with a participating organi-

9

zation under the program and in a pre-

10

scription drug plan offered by a PDP

11

sponsor under part D or a qualified retiree

12

prescription drug plan offered by a sponsor

13

under section 1860D–22, in order to en-

14

hance coordination of the individual’s care

15

between the organization and the respec-

16

tive sponsor.

17

emcdonald on DSK67QTVN1PROD with BILLS

MECHANISMS.—

‘‘(2) NUMBER

OF PARTICIPATING ORGANIZA-

18

TIONS PER SERVICE AREA.—Under

19

Secretary shall enter into a contract with at least

20

one selected organization (and no more than 2 se-

21

lected organizations) in each service area identified

22

and covered under the program.

23

‘‘(c) IDENTIFICATION

24

EST

25

FICIARIES.—

COST

MEDICARE

AND

the program the

ENROLLMENT

FEE-FOR-SERVICE
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1

‘‘(1) IDENTIFICATION.—

2

‘‘(A) IN

purposes of the

3

program, the Secretary shall develop criteria to

4

identify, subject to subparagraph (B), Medicare

5

fee-for-service beneficiaries with projected total

6

costs under parts A and B in the highest 10th

7

percentile of all Medicare fee-for-service bene-

8

ficiaries on an ongoing basis. Such criteria shall

9

be developed in a manner so as to identify such

10

beneficiaries using the most recent national

11

data available for a 2-year period.

12

emcdonald on DSK67QTVN1PROD with BILLS

GENERAL.—For

‘‘(B) REFINEMENT

OF ELIGIBILITY CRI-

13

TERIA.—In

14

fee-for-service beneficiaries under this para-

15

graph, the Secretary shall develop such criteria

16

in a manner that eliminates, to the extent prac-

17

ticable, the identification of individuals who oth-

18

erwise appear to meet such criteria only be-

19

cause of a single, isolated high-cost incident,

20

item, or service.

21

‘‘(2) ELIGIBLE

identifying highest cost Medicare

BENEFICIARY

INITIAL

22

REACH.—The

23

Medicare fee-for-service beneficiaries residing in an

24

area covered by the program of the program and

25

provide them with information about the program

Secretary shall inform the highest cost
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1

and the process for enrollment and disenrollment

2

from participation organizations in such area. Such

3

information shall include information about such or-

4

ganizations, about rights and protections under the

5

program, a contact telephone number where bene-

6

ficiaries can obtain additional information about the

7

program, and the use of an advance directive (as de-

8

fined in section 1866(f)(3)) in connection with par-

9

ticipation in the program.

10
11

‘‘(3) AUTO-ENROLLMENT
PROCEDURES.—

12

emcdonald on DSK67QTVN1PROD with BILLS

AND DISENROLLMENT

‘‘(A) IN

GENERAL.—Under

the program,

13

the highest cost Medicare fee-for-service bene-

14

ficiaries residing in a service area covered under

15

the program—

16

‘‘(i) shall be enrolled, in a form and

17

manner specified by the Secretary, with a

18

participating organization offered under

19

the program to such a resident in such

20

area; and

21

‘‘(ii) may change or terminate such

22

enrollment in a form and manner so speci-

23

fied.

24

In specifying such form and manner, the Sec-

25

retary shall take into account the form and

•HR 3244 IH
VerDate Sep 11 2014

23:31 Jul 29, 2015

Jkt 049200

PO 00000

Frm 00006

Fmt 6652

Sfmt 6201

E:\BILLS\H3244.IH

H3244

emcdonald on DSK67QTVN1PROD with BILLS

7
1

manner in which individuals may change or ter-

2

minate an enrollment under a Medicare Advan-

3

tage plan under part C, including permitting

4

special disenrollment periods described in sec-

5

tion 1851(e)(4).

6

‘‘(B)

7

TION.—In

8

there are two participating organizations in a

9

service area, the Secretary shall identify, to the

10

extent possible, and enroll the beneficiary in the

11

participating organization which has providers

12

in its network from whom the beneficiary has

13

received services under the Medicare fee-for-

14

service program in the previous year.

DEFAULT

ORGANIZATION

carrying out subparagraph (A), if

15

‘‘(C) TIMEFRAMES.—In carrying out sub-

16

paragraph (A), there shall be an initial enroll-

17

ment period of 12 months, during which a high-

18

est cost Medicare fee-for-service beneficiary may

19

also opt out of participation in the program.

20

‘‘(4) EXTENSION

OF

CERTAIN

GUARANTEED

21

ISSUANCE RIGHTS TO MEDIGAP COVERAGE IN CASE

22

OF DISENROLLMENT.—Subparagraph

23

1882(s)(3) shall apply to a Medicare beneficiary en-

24

rolled with a participating organization under this

25

section who had previous coverage under a medicare

(A) of section
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1

supplemental insurance policy and who terminates

2

enrollment with the participating organization in the

3

same manner as such section applies to an individual

4

described in subparagraph (B)(v) of such section

5

with respect to enrollment with a health plan, re-

6

gardless of the time period of participation in the

7

program and without regard to subparagraph (E)(ii)

8

of such section.

9

‘‘(5) TREATMENT

10

ICE

11

GRAM.—The

12

to individuals enrolled with a participating organiza-

13

tion under the program in the same manner as they

14

apply to an individual enrolled in a Medicare Advan-

15

tage plan under part C.

16

emcdonald on DSK67QTVN1PROD with BILLS

OF MEDICARE FEE-FOR-SERV-

BENEFITS

TO

ENROLLEES

THROUGH

provisions of section 1851(i) shall apply

‘‘(6) RELATION

TO PART D, EMPLOYER-BASED

17

PRESCRIPTION

18

SUPPLEMENTAL COVERAGE.—Except

19

provided, nothing in this section shall be construed

20

as intending to impact on benefits or coverage fur-

21

nished under a prescription drug plan under part D,

22

under a group health plan (including under a quali-

23

fied retiree prescription drug plan as defined in sec-

24

tion 1860D–22(a)(2)), or under a medicare supple-

25

mental policy.

DRUG

COVERAGE,

AND
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2

‘‘(d)

PARTICIPATING

‘‘(1) IN

GENERAL.—For

purposes of partici-

4

pating in the program, except as provided in this

5

subsection, a participating organization must meet

6

the same requirements that apply to a Medicare Ad-

7

vantage organization and an MA plan that is not an

8

MA–PD plan under part C, including requirements

9

relating to—

10

‘‘(A) coverage of items and services under

11

parts A and B; and

12

‘‘(B) beneficiary protections under part C.

13

‘‘(2) WAIVER

AUTHORITY.—Under

the pro-

14

gram, the Secretary may waive the requirements of

15

this title and title XI but only to the extent nec-

16

essary to permit participating organizations—

17

‘‘(A) to provide care management, custo-

18

dial care, transportation, in-home assistance,

19

and other services that are not otherwise cov-

20

ered under this title;

21

‘‘(B) to structure patient incentives, such

22

as a reduction or elimination of cost-sharing,

23

for services and benefits under parts A and B

24

and the use of in-home technology, to improve

25

beneficiary adherence to treatment protocols
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1

and the effectiveness of treatment for enrolled

2

beneficiaries with chronic clinical conditions;

3

and

4

‘‘(C) to maintain provider and pharmacy

5

networks that do not otherwise meet network

6

adequacy standards.

7

‘‘(3)

8

AND

REPORTING

‘‘(A) IN

10

GENERAL.—Under

the program,

the Secretary shall—

11

‘‘(i) determine appropriate measures

12

(including, to the extent feasible, outcome

13

measures) to assess the quality of care

14

being provided under the program;

15

‘‘(ii) establish requirements for par-

16

ticipating organizations to report, in a

17

form and manner specified by the Sec-

18

retary, information on such measures;

19

‘‘(iii) establish quality performance

20

standards on such measures to assess the

21

quality of care being provided by such or-

22

ganizations under the program; and

23

‘‘(iv) seek the input of stakeholders

24

(in a manner similar to that provided for
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1

under section 1848(r)) in determining such

2

measures, requirements, and standards.

3

‘‘(B) TERMINATION

PARTICIPATION

4

FOR FAILURE TO MEET QUALITY PERFORMANCE

5

STANDARDS.—The

6

participation of an organization under the pro-

7

gram for failure to meet the quality perform-

8

ance standards established under subparagraph

9

(A)(iii).

10

emcdonald on DSK67QTVN1PROD with BILLS

OF

‘‘(C)

Secretary may terminate

QUALITY

PERFORMANCE

11

ARDS.—In

12

standards under subparagraph (A)(iii) in the

13

case of—

establishing quality performance

14

‘‘(i) a provider-based organization

15

(such as an accountable care organization),

16

the Secretary may apply the quality meas-

17

urement system used under the Medicare

18

shared savings program under section

19

1899(b)(3); and

20

‘‘(ii) an MA organization, the Sec-

21

retary may require that only an organiza-

22

tion with a rating (under the star quality

23

rating system under section 1853(o)(4)) of

24

4 stars or higher be permitted to partici-

25

pate in the program.
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1

‘‘(4) USE

2

The Secretary shall develop care management re-

3

quirements for participating organizations that pro-

4

vides an integrated care model and that includes the

5

following elements:

6

‘‘(A) Provision of person-centered, com-

7

prehensive, and integrated care management

8

and services.

9

emcdonald on DSK67QTVN1PROD with BILLS

OF INTEGRATED MODEL OF CARE.—

‘‘(B) Provision of services through—

10

‘‘(i) the use of a network of providers

11

characterized as best-in-class, such as cen-

12

ters of excellence; and

13

‘‘(ii) the use of an interdisciplinary

14

management team that includes a nurse

15

coordinator (or other appropriate health

16

care professional) assigned to each enrolled

17

beneficiary and that shares a common

18

health information technology platform.

19

‘‘(C) An evidence-based model of care with

20

appropriate networks of providers and special-

21

ists.

22

‘‘(D) For each beneficiary enrolled with

23

the organization under the program, the organi-

24

zation—
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1

‘‘(i) conducts an initial assessment

2

and an annual reassessment of the bene-

3

ficiary’s physical, psychosocial, and func-

4

tional needs, including an evaluation and

5

plan with respect to the beneficiary’s

6

chronic conditions;

7

‘‘(ii) provides for regular in-person

8

visits to the beneficiary by a care provider

9

and provides the beneficiary with access to

10

a specialized team, including a hospitalist

11

physician; and

12

‘‘(iii) develops a plan, in consultation

13

with the beneficiary as feasible, that identi-

14

fies goals and objectives with respect to the

15

beneficiary, including measurable outcomes

16

as well as specific services and benefits to

17

be provided.

18

‘‘(e) PAYMENTS.—

19

‘‘(1) IN

GENERAL.—For

each individual en-

20

rolled with a participating organization under the

21

program, the Secretary shall make a monthly

22

capitated payment to the organization in the same

23

manner as such a payment would be made under

24

part C for an individual enrolled in an MA-plan
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1

(that was not an MA–PD plan) offered by a Medi-

2

care Advantage organization, except that—

3

‘‘(A) notwithstanding section 1853, the

4

amount of the payment shall be determined,

5

subject to subparagraph (B), in an amount

6

equivalent to 98 percent of the projected cost,

7

under the Medicare fee-for-service program

8

under parts A and B for the highest cost Medi-

9

care fee-for-service beneficiaries; and

10

‘‘(B) the amount of such payment shall be

11

adjusted, in a manner specified by the Sec-

12

retary, to take into account differences in costs

13

among different geographic areas and among

14

high cost Medicare fee-for-service beneficiaries

15

(including outlier costs for the most costly such

16

beneficiaries).

17

‘‘(2) PROJECTION

BASED

UPON

HISTORICAL

18

DATA.—In

19

shall use historical fee-for-service spending and en-

20

rollment data for the highest cost Medicare fee-for-

21

service beneficiaries, trended forward to the first

22

year of the program, and, for subsequent years of

23

the program, increased by projected growth in such

24

spending for such beneficiaries.

applying paragraph (1)(A), the Secretary
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15
1

TO PAYMENT FOR COV-

2

ERED PART D DRUGS.—In

3

who is enrolled with a participating organization

4

under the program—

the case of an individual

5

‘‘(A) if the individual is enrolled with a

6

prescription drug plan under part D, payment

7

for covered part D drugs for such individual is

8

made under such prescription drug plan under

9

such part and not under the program; and

10

‘‘(B) if the individual is covered under a

11

qualified retiree prescription drug plan under

12

section 1860D–22, payment for covered part D

13

drugs for such individual is made under such

14

plan and not under the program.

15

emcdonald on DSK67QTVN1PROD with BILLS

‘‘(3) RELATIONSHIP

‘‘(f) EVALUATION AND REPORT TO CONGRESS.—

16

‘‘(1) EVALUATION.—The Secretary shall con-

17

duct an independent evaluation of the program.

18

Such evaluation shall include an analysis of the im-

19

pact of the program on coordination of care, expend-

20

itures by participating organizations and plans, the

21

program’s impact on reducing expenditures under

22

this title, beneficiary access to services and pro-

23

viders, the quality of health care services furnished

24

to beneficiaries, and beneficiary experiences with
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16
1

auto-enrollment and disenrollment under the pro-

2

gram.

3

‘‘(2) REPORT.—Not later than 2 years after the

4

date that Medicare beneficiaries are first enrolled

5

under the program, the Secretary shall submit to

6

Congress a report on the performance of the pro-

7

gram. Such report shall include the results of the

8

evaluation conducted under paragraph (1) and the

9

program’s impact on reducing expenditures under

10

this title and on improving the quality of care for

11

the highest cost Medicare fee-for-service beneficiaries

12

enrolled under the program.

13

‘‘(g) DEFINITIONS.—In this section:

14

‘‘(1) HIGHEST

15

ICE BENEFICIARY.—The

16

fee-for-service beneficiary’ means a Medicare fee-for-

17

service beneficiary who has been identified under

18

subsection (c).

19

‘‘(2)

COST MEDICARE FEE-FOR-SERV-

term ‘highest cost Medicare

MEDICARE

FEE-FOR-SERVICE

20

FICIARY

21

service beneficiary’ means an individual who—

DEFINED.—The

term ‘Medicare fee-for-

22

‘‘(A) is entitled to benefits under part A,

23

and enrolled under part B, regardless of the

24

basis for entitlement or eligibility to benefits

25

under any such part; and
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1

‘‘(B) is not enrolled in a Medicare Advan-

2

tage plan under part C.

3

‘‘(3) PROGRAM.—Unless the context indicates

4

otherwise, the term ‘program’ means the program

5

under this section.

6

‘‘(4)

PARTICIPATING

ORGANIZATION.—The

7

term ‘participating organization’ means a selected

8

organization that has entered into a contract to par-

9

ticipate in the program.

10

‘‘(5) SELECTED

ORGANIZATION.—The

11

lected organization’ means a provider-based organi-

12

zation (such as an accountable care organization) or

13

MA organization (as defined for purposes of part C)

14

that the Secretary determines—

15

‘‘(A) meets the requirements to provide

16

services to the highest cost Medicare fee-for-

17

services beneficiaries under the program; and

18

‘‘(B) is accredited by the National Com-

19

mittee for Quality Assurance or otherwise is

20

certified as meeting quality standards.’’.
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Addendum 3
Using Lessons Learned from the Care Management for High Cost Beneficiaries Demonstration (CMHCB) to Design a High
Cost Beneficiary Model in Medicare Advantage
In 2005, six organizations were chosen to participate in CMS’s 3-year Management for High Cost Beneficiaries (CMHCB)
Demonstration, which tested provider-based intensive care management services as a way to improve quality of care and reduce
costs for FFS beneficiaries who have one or more chronic diseases and generally incur high Medicare costs. Each organization had
a primary focus on disease states of congestive heart failure (CHF), diabetes, and/or chronic kidney disease (CKD). For each
organization, CMS pre-selected beneficiaries for the demonstration projects according to eligibility criteria, but participation in the
demonstration was voluntary. Program services were intended to increase adherence to physician prescribed care, reduce
unnecessary hospital stays and emergency room visits, and help participants avoid costly complications. Below is a chart that
outlines the eligibility requirements, enrollment process, and key findings for each organization’s demonstration program.
As we looked at the results of these demonstration a few things were clearly successful:
 It is important to target enrollment to those who can benefit the most from intensive care management and coordination;
 Maximizing one-on-one encounters between beneficiaries, their families, and care managers is crucial---this comports with
what Aetna is learning as we shift our own nurse case manager resources from telephonic to in-home; and
 Choosing the right quality measures that are correlated with improved health outcomes will be important for CMS to evaluate
effectiveness.
These and other lessons learned from this demonstration could definitely be carried over into a model led by an MA plan; and by
waiving existing rules, plans would be able to address beneficiaries needs holistically by providing, meals, transportation, or other
non-health related services, if it were determined that providing these benefits would help improve beneficiary quality of life, while
continuing to save the Federal Government money.
Program
Health Buddy®
Consortium

Background
Health Buddy provides
participants with an
appliance for use in their
homes as a means to
monitor participants’
symptoms, physical

Eligibility
Medicare FFS
beneficiaries with a
primary residence in
designated counties of
Oregon and Washington,
with high costs in 2004

Enrollment
The trial followed an
“intent-to-treat” (ITT)
model, which means that
the CMOs are held
accountable for outcomes
across the full

Key Findings
No statistically significant
improvement in key
processes of care,
beneficiary self-reported
experience with care,
self-management, and

status, and conditionspecific knowledge.

(i.e., Medicare costs
greater than or equal to
$6,000 in 2004) or high
disease severity as
indicated by Hierarchical
Condition Categories
risk scores greater
than or equal to 1.7

functional status, or use
of the Medicare hospice
benefit

One or more claims
associated with diagnosis
codes for at least one of
the following conditions:
HF, diabetes, or COPD

intervention population,
not just those who agree
to participate. Enrollment
was conducted via a “prerandomized” scheme,
wherein CMS assigns
eligible beneficiaries to an
intervention or
comparison stratum
before gaining their
consent to participate.
Beneficiaries opting out of
the intervention are
assigned to the
intervention group, even
though they will receive
no CMO services. These
refusals are included in
the same stratum as those
receiving care
coordination services on
an ITT basis.

The population was
further restricted using
the following exclusion
criteria: receipt of hospice
care, enrollment in the
ESRD benefit or receipt of
dialysis, enrollment in a
MA plan, use of Medicare
as a secondary payer, or
lack of Medicare Part A
and Part B coverage as of

Data used for participation
and evaluation analyses:
 Participant status files
from Actuarial
Research Corporation
(ARC).
 High cost finder file
 Enrollment Data Base
(EDB) daily eligibility
files
 Medicare claims data

No statistically significant
savings achieved in the
overall intervention
groups.

A plurality of visits or
two or more visits to the
HBC medical practices as
evidenced by one or more
claims in 2004 associated
with a provider at either
BMC or WVMC

Successful in reducing
the rate of all-cause
hospitalizations within its
refresh intervention
group with a trend
toward lower rates of
growth within the
original and refresh
intervention populations
for two-thirds of the
acute care utilization
measures
An incremental increase
in survival benefit
intervention beneficiaries
who used the Health
Buddy® device

Significantly lower cost
increases among refresh
intervention beneficiaries
who used the Health
Buddy® device

January 2, 2006.



Care Level Management
(CLM)

Provided home-based
care and 24/7 access to a
personal visiting physician
(PVP) to patients with
multiple chronic
conditions, who were at
high risk for multiple
hospital admissions. PVPs
would provide acute
episodic care, such as a
home hospitalization
consisting of daily visits to
the patient’s home for 2
or more days to
administer treatments
such as IV antibiotics.
PVPs were also to provide
a “bridge to home,” by
helping patients who
were being cared for in
more intensive venues to
transition to lower levels
of care.

Medicare FFS
beneficiaries with a
primary residence in
designated counties of
California, Florida, or
Texas, with high costs in
2004 (i.e., top 5 percent
of costs)
Two or more
hospitalizations in 2004
At least one diagnosis
from a list provided by
CLM, such as heart failure
(HF)
The population was
further restricted using
the following exclusion
criteria: receipt of hospice
care, enrollment in the
ESRD benefit or receipt of
dialysis, enrollment in a
MA plan, use of Medicare
as a secondary payer, or
lack of Medicare Part A

produced by ARC
CMO beneficiary
intervention data files
FU Long Term
Indicator (LTI) file

The trial followed an
“intent-to-treat” (ITT)
model, which means that
the CMOs are held
accountable for outcomes
across the full
intervention population,
not just those who agree
to participate. Enrollment
was conducted via a “prerandomized” scheme,
wherein CMS assigns
eligible beneficiaries to an
intervention or
comparison stratum
before gaining their
consent to participate.
Beneficiaries opting out of
the intervention are
assigned to the
intervention group, even
though they will receive
no CMO services. These
refusals are included in
the same stratum as those
receiving care
coordination services on

No evidence of systematic
improvement in quality of
care in the CLM CMHCB
demonstration program.
Out of five measures,
there was only one
observed increase in rate
of receipt of evidencebased care (influenza
vaccination)
During the last year of the
program, there were
lower rates of adherence
to the selected measures
among its intervention
beneficiaries
Between roughly onethird to one-half of
intervention beneficiaries
in both the original and
refresh populations were
not compliant during the
last year of the CMHCB
These findings suggest

Massachusetts General
Hospital and
Massachusetts General
Physicians Organization
(MGH)

Provided highly integrated
care management
services through the use
of practice-based case
managers, individualized
plans of care, 24-hour
access to care managers,
and electronic medical
records.

and Part B coverage as of
January 2, 2006.

an ITT basis.

that improving or
sustaining adherence to
Data used for participation guideline concordant care
and evaluation analyses:
in a cohort of ill Medicare
 Participant status files FFS beneficiaries was
more challenging than
from Actuarial
Research Corporation originally envisioned
(ARC).
 High cost finder file
 Enrollment Data Base
(EDB) daily eligibility
files
 Medicare claims data
produced by ARC
 CMO beneficiary
intervention data files
 FU Long Term
Indicator (LTI) file

Medicare FFS
beneficiaries with a
primary residence in one
of five designated
counties and a high level
of disease severity as
indicated by Hierarchical
Condition Categories
scores and high health
care costs based on
Medicare claims filed
during calendar year
2005. Beneficiaries with
HCC risk scores >=2.0 and
annual costs of at least

The trial followed an
“intent-to-treat” (ITT)
model, which means that
the CMOs are held
accountable for outcomes
across the full
intervention population,
not just those who agree
to participate. Enrollment
was conducted via a “prerandomized” scheme,
wherein CMS assigns
eligible beneficiaries to an
intervention or
comparison stratum

MGH’s CMP had success
at improving primary care
providers’ satisfaction
with their quality of
work life and improving
some measures of
beneficiary experience
with care and functional
status
MGH’s CMP had
substantial success
reducing acute care
hospitalizations and ER
visits and mortality, and

$2,000 or HCC risk scores
>=3.0 and a minimum of
$1,000 annual medical
costs are eligible for the
MGH’s CMP
Beneficiaries who fulfilled
the loyalty criteria for
MGH Selected CPT codes
can be found in the ARC
memo dated August 7,
2006.
The population was
further restricted using
the following exclusion
criteria: receipt of hospice
care, enrollment in the
ESRD benefit or receipt of
dialysis, enrollment in a
MA plan, use of Medicare
as a secondary payer, or
lack of Medicare Part A
and Part B coverage as of
January 2, 2006.

VillageHealth (formerly
known as RMS) and its
Key to Better Health

Provided targeted disease
management directed by
clinical nephrologists to

Medicare fee-for-service
beneficiaries, who have a
primary residence in

before gaining their
achieving substantial cost
consent to participate.
savings
Beneficiaries opting out of
the intervention are
assigned to the
intervention group, even
though they will receive
no CMO services. These
refusals are included in
the same stratum as those
receiving care
coordination services on
an ITT basis.
Data used for participation
and evaluation analyses:
 Participant status files
from Actuarial
Research Corporation
(ARC).
 High cost finder file
 Enrollment Data Base
(EDB) daily eligibility
files
 Medicare claims data
produced by ARC
 CMO beneficiary
intervention data files
 FU Long Term
Indicator (LTI) file
The trial followed an
“intent-to-treat” (ITT)
model, which means that

No success improving key
processes of care or
beneficiary experience

program (KTBH)

identify potential
problems and avoid
complications, coordinate
early intervention plans,
and prevent acute
hospitalization for
beneficiaries identified
with Chronic Kidney
Disease (CKD) Key to
Better Health operates in
New York

Queens, Suffolk, or
Nassau county New York
High costs based on
Medicare claims from
2004 (i.e., $5,000 or
more)
High risk for future health
care utilization (i.e.,
Hierarchical Condition
Code > 1.7)
Diagnosis of chronic
kidney disease (CKD) as
evidenced by at least one
claim with a diagnosis
from a list of 27 ICD-9
diagnosis codes indicative
of CKD
The population was
further restricted using
the following exclusion
criteria: receipt of hospice
care, enrollment in the
ESRD benefit or receipt of
dialysis, enrollment in a
Medicare Advantage (MA)
plan, use of Medicare as a
secondary payer, or lack
of Medicare Part A and
Part B coverage as of
January 2, 2006.

the CMOs are held
accountable for outcomes
across the full
intervention population,
not just those who agree
to participate. Enrollment
was conducted via a “prerandomized” scheme,
wherein CMS assigns
eligible beneficiaries to an
intervention or
comparison stratum
before gaining their
consent to participate.
Beneficiaries opting out of
the intervention are
assigned to the
intervention group, even
though they will receive
no CMO services. These
refusals are included in
the same stratum as those
receiving care
coordination services on
an ITT basis.
Data used for participation
and evaluation analyses:
 Participant status files
from Actuarial
Research Corporation
(ARC).
 High cost finder file
 Enrollment Data Base

with care, selfmanagement, or
functional status,
reducing acute care
utilization or reducing
mortality, or increasing
use of the Medicare
hospice benefit.
PBPM costs rose slower in
the original and refresh
intervention groups
relative to the comparison
groups but statistically
significant savings were
not achieved.
The lack of program
savings to offset monthly
management fees and
lack of any impact on
other outcomes cannot
justify the KTBH model





Texas Tech University
Health Sciences Center
(TTUHSC) and its Texas
Senior Trails (TST)
program

Helped participants take
an active role in their
health and receive timely
access to appropriate
health and social services.
TST used a holistic
approach to deliver its
multidisciplinary care
management intervention
to help coordinate health
and social services for
participants with multiple
comorbid chronic
conditions. Participants
also had access to a
variety of other services
provided by nurse care
managers and staff from
TTUHSC’s schools of
medicine, nursing, and
pharmacy

Medicare fee-for-service
beneficiary with a primary
residence in one of the
designated counties of
Texas and
High costs during the 12month period between
September 1, 2004, and
August 31, 2005 (i.e.,
Medicare costs greater
than or equal to $6,000 in
2004) or had high disease
severity as indicated by
Hierarchical Condition
Categories (HCC) risk
scores greater than or
equal to 1.7
A majority of visits to
TTUHSC or UMC’s primary
care practice, Physician
Network Services (PNS) as
evidenced by claims for
health care services

(EDB) daily eligibility
files
Medicare claims data
produced by ARC
CMO beneficiary
intervention data files
FU Long Term
Indicator (LTI) file

The trial followed an
“intent-to-treat” (ITT)
model, which means that
the CMOs are held
accountable for outcomes
across the full
intervention population,
not just those who agree
to participate. Enrollment
was conducted via a “prerandomized” scheme,
wherein CMS assigns
eligible beneficiaries to an
intervention or
comparison stratum
before gaining their
consent to participate.
Beneficiaries opting out of
the intervention are
assigned to the
intervention group, even
though they will receive
no CMO services. These
refusals are included in
the same stratum as those

Limited success in
improving key processes
of care and no success in
improving beneficiary
satisfaction, selfmanagement, or
functional status and
reducing hospital
admissions, readmissions,
emergency room visits, or
mortality.
Only one statistical
success, in the rate of
influenza vaccination- the
cost per successful
improvement is $7.9
million or $2 million per
significant percentage
point improvement in a
population of 5,000 FFS
beneficiaries, or $400 per
intervention beneficiary.
Lack of program savings

Montefiore Medical
Center (MMC)

A complex case
management program
designed for the frail
elderly population and
disabled adults that was
supported with
technology. The CGP used
a holistic approach to
address the full
complement of medical,
psychological, and
socioeconomic problems
of the target population.
Program participants

obtained between
September 1, 2004, and
August 31, 2005.

receiving care
coordination services on
an ITT basis.

The population was
further restricted using
the following exclusion
criteria: receipt of hospice
care, enrollment in the
ESRD benefit or receipt of
dialysis, enrollment in a
Medicare Advantage (MA)
plan, use of Medicare as a
secondary payer, or lack
of Medicare Part A and
Part B coverage as of
January 2, 2006.

Data used for participation
and evaluation analyses:
 Participant status files
from Actuarial
Research Corporation
(ARC).
 High cost finder file
 Enrollment Data Base
(EDB) daily eligibility
files
 Medicare claims data
produced by ARC
 CMO beneficiary
intervention data files
 FU Long Term
Indicator (LTI) file
The trial followed an
“intent-to-treat” (ITT)
model, which means that
the CMOs are held
accountable for outcomes
across the full
intervention population,
not just those who agree
to participate. Enrollment
was conducted via a “prerandomized” scheme,
wherein CMS assigns
eligible beneficiaries to an
intervention or

Medicare FFS
beneficiaries with a
primary residence in one
of 16 designated ZIP
codes in Bronx, New York
surrounding MMC, with a
high level of disease
severity as indicated by
Hierarchical Condition
Categories (HCC) scores of
1.8 or greater
Two visits to MMC
physicians between

to offset monthly
management fees cannot
justify the TST model

No improvement in key
processes of care,
beneficiary self-reported
experience with care, selfmanagement, and
functional status, increase
in use of the Medicare
hospice benefit, or
decrease in mortality.
One statistically
significant positive
intervention effect; the
rate of all-cause ER visits

received interventions
tailored to his or her
specific needs.
The program aimed to
help physicians manage
high-risk patients, reduce
medication complications,
emergency room visits,
and avoidable
hospitalizations, improve
the quality of life for both
the participants and their
caregivers, and support
participants in the
community.

January 1, 2004 and
December 31, 2004, or
one visit to MMC
physicians in the 12month claims period with
no visits to other
physicians, or a plurality
of visits to MMC inpatient
facilities, or one visit to an
MMC inpatient facility
and no visits to other
inpatient facilities
Absence of selected
conditions as indicated by
ICD-9 diagnosis codes and
DRG codes obtained from
claims data, including
dementia, substance
abuse, and schizophrenia
The population was
further restricted using
the following exclusion
criteria: receipt of hospice
care, enrollment in the
ESRD benefit or receipt of
dialysis, enrollment in a
Medicare Advantage (MA)
plan, use of Medicare as a
secondary payer, or lack
of Medicare Part A and
Part B coverage as of
January 2, 2006.

comparison stratum
before gaining their
consent to participate.
Beneficiaries opting out of
the intervention are
assigned to the
intervention group, even
though they will receive
no CMO services. These
refusals are included in
the same stratum as those
receiving care
coordination services on
an ITT basis.

grew at a slower rate
during the last 12 months
of the demonstration
within the original
intervention group than
within the comparison
group. However, we also
detected one statistically
significant negative
intervention effect- during
months 7 to 18 of the CGP
demonstration period, the
percent of original
intervention beneficiaries
with an all-cause
Data used for participation hospitalization increased
and evaluation analyses:
from 38% to 41% while
 Participant status files the percent of
comparison beneficiaries
from Actuarial
Research Corporation with an all-cause
hospitalization declined
(ARC).
from 41% to 40%.
 High cost finder file
 Enrollment Data Base
(EDB) daily eligibility
files
 Medicare claims data
produced by ARC
 CMO beneficiary
intervention data files
 FU Long Term
Indicator (LTI) file

Amy Bassano
Acting Deputy Administrator for Innovation and Quality &
Acting Director, Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244

via electronic submission

Dear Acting Director Bassano:
Thank you for the opportunity to provide feedback and input into the new direction of the Center for
Medicare and Medicaid Innovation. Our comments will primarily address the important role of
community-based organizations, and their expertise in addressing social determinants of health, in the
health care system. We will focus on state, local and Medicaid models, behavioral health models and
Medicare Advantage.
The importance of social supports, such as housing, nutrition, transportation and personal care, in
maintaining the health and independence of older adults as well as people with chronic conditions and
disabilities has become increasingly clear. Research demonstrates that the social supports that
community-based organizations (CBOs) provide, including care coordination, care transitions programs,
and evidence-based programs, improve health outcomes and reduce health care spending by allowing
older adults and people with disabilities to remain in their communities and out of high-cost hospital
and nursing home settings. 1,2 Recent research has also found that functional limitations are associated
with higher Medicare spending, further emphasizing the necessity of addressing them.3
The Aging and Disability Business Institute (Business Institute) is led by the National Association of Area
Agencies on Aging (n4a) in partnership with the most experienced and respected organizations in the
aging and disability networks. The Business Institute works with aging and disability CBOs to help them
1

Thomas KS and Dosa, D. More than a Meal: Results From A Pilot Randomized Control Trial Of Home-Delivered
Meal Programs. Meals on Wheels America and Brown University School of Public Health, 2015.
https://www.mealsonwheelsamerica.org/theissue/research/more-than-a-meal/pilot-research-study
2
Bradley EH, Canavan M, Rogan E, et al. Variation in health outcomes: The role of spending on social services,
public health, and health care 2000-2009. Health Aff (Millwood). 2016; 35 (5): 760-768.
3
Windh J, Mulcahy J, Wolff J, Willink A, Kasper J, Atkins G. L. Medicare Spending on Older Adults Who Need LongTerm Services and Supports. Washington, DC: Long-Term Quality Alliance, 2017. http://www.ltqa.org/medicarespending-on-older-adults-who-need-ltss/

adapt to a new, value-driven health care environment by providing them with tools and resources to
better contract with health care partners. The overarching vision of this initiative is to improve the
health and well-being of America’s older adults and people with disabilities through improved and
increased access to quality services and evidence-based programs. Building the business capacity of
aging and disability CBOs so that they can effectively contract with health care payers will ultimately
lead to improved quality of life for older adults and people with disabilities through better integration
and coordination of a wide array of medical and social services and supports.
Given the growing evidence described above, we urge you to ensure that CBOs, and the social supports
and services that they provide, are central to the design of models that CMMI develops. CBOs, which
have decades of experience reaching vulnerable populations to provide needed services, are a vital part
of the health care system. They are central to the creation of patient-centered reforms that drive
quality, reduce costs and improve outcomes. CMMI must commit to strategic and flexible engagement
of CBOs as it seeks to develop new models.
CBOs across the country are already partnering with the health care sector to improve care for older
adults and people with chronic conditions and disabilities. Additional flexibilities and considerations
could enhance the ability of CBOs to effectively and efficiently work with health care partners.
Medicare Advantage Innovation
We agree that added flexibility for Medicare Advantage (MA) plans to provide additional benefits would
promote the health and well-being of older adults and people with disabilities. Medicare Advantage
plans could be encouraged to include nutrition, transportation or other services as supplementary
benefits, and should have the ability to target these services to the beneficiaries with complex chronic
conditions who would most benefit. This approach is consistent with the recommendations of the
Bipartisan Policy Center’s report, Improving Care for High-Need, High-Cost Medicare Patients4, as well as
proposals in the Senate Finance Committee’s Creating High-Quality Results and Outcomes Necessary to
Improve Chronic (CHRONIC) Care Act of 2017, which was recently passed by the Senate.5
In addition, future models could clarify that care transitions programs fall under the quality
improvement activities of the medical loss ratio. Currently, such services are classified as administrative,
which limits the ability of MA plans to provide them in partnership with CBOs.
State-Based/Local/Medicaid
CBOs are uniquely positioned to address social determinants of health in their communities by helping
individuals manage their chronic conditions, and providing services that prevent hospital admissions and
readmissions. We believe that CMMI should consider further development of models that encourage
collaboration and partnership between CBOs and the health care sector at the local level. CMMI has
4

Bipartisan Policy Center. Improving Care for High-Need, High-Cost Patients. 2017.
https://bipartisanpolicy.org/library/improving-care-for-high-need-high-cost-medicare-patients/
5
Creating High-Quality Results and Outcomes Necessary to Improve Chronic (CHRONIC) Care Act of 2017, S.870,
115th Cong. (2017).

2

developed and promulgated two such models in the past: the Community-Based Care Transitions
Program (CCTP) and the Accountable Health Communities initiative addressed the significant role of
social determinants in health and health spending.
While n4a and its partner organizations applauded CMMI’s attention to the important issue of unmet
social needs, we had concerns about the design of the AHC model, particularly regarding the lack of
additional funding for community-based organizations and services. Such community programs are
often underfunded, and many have lengthy waiting lists for access. These problems are likely to be
exacerbated by enhanced screening, which will result in greater numbers of referrals to organizations
that do not have the resources to address greater numbers of individuals in need. Any model designed
to address social needs should also ensure that these needs can be properly addressed by the
community, which will require additional funding for CBOs. As CMMI considers the development of new
models that link health and community-based services, it should allow the use of funds to ensure that
community-based services are adequate to address the needs of participants.
The impact of the CCTP program was limited by a short ramp-up time for implementation, and by a lack
of access to timely data. Many CBOs lack the sophisticated data and IT systems required for partnership
with the health care sector, and were not provided with sufficient time to develop and implement them.
Significant up-front costs associated with the program further inhibited CBOs from meeting enrollment
benchmarks. Nevertheless, many CCTP sites showed significant reductions in both hospital readmissions
and admissions, resulting in significant savings to Medicare. The CCTP was highly valuable in creating
partnerships between CBOs and hospital systems to address the social needs of high risk patients.
Future models that encourage health system collaboration with CBOs would benefit from ensuring that
participants have adequate ramp-up time to implementation, and that CBOs have appropriate data
access.
With these adjustments, we believe that future models could have a much stronger impact on health
care spending and outcomes.
The financial alignment demonstrations in Ohio and Texas demonstrate the positive outcomes that
result from partnership between health care entities and CBOs. In Ohio’s MyCare demonstration, health
plans are required to contract with Area Agencies on Aging (AAAs) to provide waiver service
coordination to beneficiaries over 60. In addition, two of the five managed care organizations have
chosen to contract with AAAs for fully delegated care management. These two MCOs have the highest
market share for the waiver population, demonstrating the value of the AAA role to consumers.
California and Texas utilized Alzheimer's Disease Supportive Services Program (ADSSP) grants to provide
dementia expertise to the duals plans in their financial alignment demonstrations. In these models,
CBOs work with the plans to provide evidence-based programs and supportive services to participants
with dementia and their families. The CBOs also provide technical assistance to the plans in the
identification of cognitive impairment and identification and support of family caregivers. Preliminary
evidence from California indicates that plans are significantly more likely than at the launch of the
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program to have involved the caregiver in development of a care plan, and to refer the person with
dementia or their caregiver to available home and community-based services.6
Behavioral Health Models
CMMI should consider testing models designed to improve care for people with Alzheimer’s and other
dementias. Dementia is a major driver of health care expenditures, and care for people with dementia
comes at a tremendous cost to family caregivers. A recent analysis of Health and Retirement Study data
found that average per-person health care spending for people with dementia in the last five years of
life was more than a quarter-million dollars, 57 percent greater than costs associated with death from
other diseases such as cancer and heart disease.7
Family caregivers are critical in allowing people with dementia to live safely and independently in the
community. Indeed, family caregiver burnout is one of the largest predictors of nursing home entry for
individuals with dementia.8 Community-based organizations, particularly the Aging Network, have deep
expertise in working with the individual and family, utilizing evidence-based models which improve
caregiver stress and well-being. As seen in the California and Texas Financial Alignment Demonstrations,
the expertise of CBOs in providing person-centered services and evidence-based programs to this
population can save tax payer dollars by preventing nursing home entry and hospitalization, and has the
potential to greatly improve the quality of life of people with dementia and their caregivers.
Additional Suggestions
Many CBOs are contracting to provide case management for health care partners. We appreciate the
importance of conflict of interest rules preventing case-managers from steering individuals towards
services that they or their organizations also provide. However, these rules often present significant
barriers to CBOs playing multiple roles, many of which are often the only providers of vital services in
their community. Preventing CBOs from serving clients to whom their organization also provides case
management or planning would significantly reduce consumer choice in areas with few service
providers. Many CBOs have successfully created firewalls and other systems to ensure that there is no
conflict of interest in providing services. In Ohio, firewalls ensure that case management is provided by a
distinct work unit within the AAA, separate from screening and assessment and provider network
management and reporting up a separate supervisory chain.
The Business Institute also strongly encourages the expansion of evidence-based programs. Such
programs prevent hospital readmission and improve health at lower cost than clinician-driven
6
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programs,9 while allowing nurses, social workers and others to perform at the top of their licenses.
These programs are available across the country through more than 1,000 community-based
organizations and health care delivery systems and reach over 150,000 people each year.
One prominent example is HomeMeds, which is based on a comprehensive in-home medication
inventory with additional questions regarding adherence and possible adverse effects. It also includes a
computerized risk assessment and alert process with pharmacist follow-up to resolve potential
medication-related problems. HomeMeds facilitates medication reconciliation after hospitalization, fits
well with care transition coaching, identifies adherence problems, and addresses medication-related
risks for falls and hospital readmissions while reducing the use of high-risk medications. Currently, 28
Area Agencies on Aging across the country utilize HomeMeds, and more than 14,000 medication
assessments were completed in 2016 and 2017 across all HomeMeds sites.
A recent review of data by a major academic medical center showed that when paired with a thorough
psychosocial and functional assessment (called HomeMedsPlus) for a high-risk group being discharged,
population-level readmission levels were brought down by 3 percentage points. The pre-post results for
the high-risk group showed readmissions were reduced from 30 percent to 10 percent.
Thank you for the opportunity to provide feedback into the new direction of the Innovation Center.
Please contact the Business Institute’s Deputy Director Mary Kaschak for more information, or if you
have any questions.
Sincerely,
Nora Super

Director, Aging and Disability Business Institute
Chief, Programs and Services, National Association of Area Agencies on Aging

9
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November 20, 2017
Seema Verma
Administrator, Centers for Medicare and Medicaid Services (CMS)
Department of Health and Human Services, P.O. Box 8010
Baltimore, MD 21244
RE: Request for Information, CMS Innovation Center New Direction
Dear Administrator Verma,
We appreciate the opportunity to comment on the CMS Request for Information (RFI) for the CMS
Innovation Center’s new direction.
We are very supportive of the direction in which the Administration is interested in taking the
Innovation Center. We too believe in patient empowerment, quality improvement, cost reduction,
and outcome improvement.
One model design that is not one of the eight potential models proposed in the RFI is support for
beneficiaries moving across the continuum of care; in short, a model specifically focused on care
transitions. Support for beneficiaries moving from acute care to post-acute and community care
settings is essential to lowering medical costs, improving outcomes, and empowering beneficiaries
as involved stakeholders in their own care.
One example of a program that would fit into this model design is the Community-based Care
Transitions Program (CCTP), a demonstration program created by the Affordable Care Act that has
ended. It tested ways to improve care transitions from the hospital to other settings and reduce
readmissions for high-risk Medicare beneficiaries.
This program fit the guiding principles of the new direction for the Innovation Center, which we
support:
• It fostered competition between participating sites based on outcomes (in this case, lack of
readmissions).
• It was voluntary; patients could choose whether to enroll.
• Beneficiaries were directly empowered in managing their own care through improved
communications with their doctors and the community-based organizations with which they
interacted.
• The program captured significant data over its lifespan to show prevention of readmissions
and achievement of cost savings.
• Participants were community-based organizations (CBOs) from across the country which
brought different approaches to the program based on their state and local needs.
• The program was tested at a small number of sites, and was a payment intervention, not a
device.

Some challenges this program faced included “hiring personnel with appropriate skills and
experience, identifying at-risk patients, and developing systems to manage information,” as stated
in an Econometrica survey of the program from its first year. The programs successfully adapted to
meet these challenges by revising their hiring criteria and gaining direct access to hospitals’
electronic health records.
Ultimately, according to an informal survey of 22 remaining participants in 2015, the CCTP saved
Medicare $86 million just in the surveyed programs through lowering readmissions rates alone.
In short, a model in the category of care transitions is critical to achieving the aims of the new
direction for the Innovation Center through lower medical costs, lower readmissions rates, better
outcomes generally, and empowered beneficiaries; and, a program like the CCTP should be
considered for such a model.
Thank you for the opportunity to comment on this RFI. If you would like to follow up on these
comments, please contact Connie Benton Wolfe.
Sincerely,
Aging and In-Home Services of Northeast Indiana
Area Agency on Aging of Deep East Texas
Atlanta Regional Commission
Bluegrass Care Navigators
Buckeye Hills Regional Council
Care Coordination Partnership of Eastern Carolina
Catholic Charities of the Archdiocese of Chicago
Catholic Health Services of Broward
Direction Home Akron Canton Area Agency on Aging and Disabilities
Eastern Virginia Care Transitions Partnership
Jewish Family Service of Los Angeles
Lifespan of Greater Rochester
Lower Rio Grande Valley Development Council
Missoula Aging Services
Northeast Georgia Regional Commission
Partners in Care Foundation
Project Amistad
Southern Alabama Regional Council on Aging, Area Agency on Aging
Sun Health
Top of Alabama Regional Council of Governments
The Senior Alliance, Area Agency on Aging 1C

November 20, 2017
Submitted electronically to CMMI_New Direction@cms.hhs.gov
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Baltimore, MD 21244-8016
Re: Innovation Center New Direction—Request for Information
The Alabama Disabilities Advocacy Program (ADAP) appreciates the opportunity to respond to the
above-referenced Request for Information (RFI).
ADAP is the federally-funded protection and advocacy system in Alabama that protects individuals with
disabilities through legal advocacy. We routinely work with various state agencies to address ongoing
reforms in person-centered and client-directed care models.
Our comments primarily address guiding principles, both those articulated in the RFI and additional
principles that we believe are important as CMMI moves forward with any new demonstration. We also
address the question of appropriate models for CMMI support. The comments are informed by our work
with persons with disabilities, many of whom are eligible Medicaid and/or Medicare.
1.

Guiding Principles

Beneficiary Choice - Clarity in Communications
The first and second guiding principles in the RFI address choice and tools needed to exercise choice. We
support beneficiary empowerment so they can make the best choices possible. To make that happen, all
beneficiary communication about a demonstration, both at the start and throughout, should be in
consumer-tested simple language, and accessible to individuals with disabilities.
Beneficiary Choice - Tools and Assistance
Among the guiding principles set out in the RFI is giving beneficiaries “the tools and information they
need to make decisions that work best for them.” To exercise informed choice, beneficiaries need easyto-use and accessible tools that allow them to compare options. They also need to have free
personalized assistance available to help them understand their options and their chosen coverage,
something that is especially important for persons with disabilities who have difficulties using online
resources.
Beneficiary Choice - Voluntary participation
The RFI stresses the importance of provider choice and incentives, favoring voluntary demonstrations.
We urge that, more importantly, beneficiary participation in any demonstration that impacts their
receipt of services should also always be voluntary. Demonstrations are, by their very nature, trials of
untested systems meant to address deficiencies. Testing those systems should be a choice available to
beneficiaries, not mandatory.
Beneficiaries with multiple chronic conditions have often spent months or years developing provider
networks that work well for them. They should always be given the option to keep their providers and
not be required to disrupt their care to participate in a demonstration.

Transparent Model Design and Evaluation
We strongly support transparent model design, including full transparency and broad stakeholder
participation in in all stages of planning and implementation. Rigorous evaluations also are necessary to
determine what is working well in a demonstration and what is not. In addition to looking at health
outcomes and financial results, evaluations should include a beneficiary experience element. To be most
useful, evaluation data should be made public as soon as possible and disaggregated so that impact on
particular subpopulations can be assessed.
Consumer Protections and Robust Oversight
In addition to the guiding principles discussed in the RFI, a principle that should always be of prime
importance is inclusion of consumer protections, along with oversight so those protections are effective.
All demonstrations should ensure that beneficiaries are not harmed by changes. Strong consumer
protections must be in place, including effective appeals and grievance processes, adequate provider
networks, and strong quality and safety standards. To be effective, these protections must be
accompanied by oversight and enforcement. CMS has an overarching obligation to beneficiaries to
provide robust oversight of providers and plans, an obligation that is even more important when new
models are being tried and unexpected issues arise that could harm beneficiaries.
Ombuds
Having an ombuds program that can assist beneficiaries in navigating a demonstration and that also can
identify and address systemic issues has proved effective in the past. We urge that an ombuds function,
adequately funded, be part of every demonstration.
Systems Testing and Readiness Reviews
The start of any demonstration is the time when beneficiary access to care can be most at risk, and
issues often arise from systems errors: failure of data transfers to work correctly among participating
entities, coding errors, unanticipated impact of demonstration changes on other systems or programs,
etc. We strongly urge rigorous and extensive systems testing before the start of any demonstration.
Robust readiness review procedures for participating providers and plans, states (if participating) and
CMS itself also need to be developed for each demonstration. Readiness review should address not just
computer systems but personnel commitments to the demonstrations, provider understanding of the
demonstration and all other elements.
Continuity of care
A related start-up concern is continuity of care. Even with notices, many beneficiaries are caught
unaware when elements of their care delivery change. Having care continuity protections in place is
essential so beneficiary health is not endangered. For protections to work, providers must be well
educated about their mechanics. Further, the protections must be easy for both providers and
beneficiaries to navigate.
2.

Potential Models

Consumer Directed Care & Market-Based Innovation Models
Demonstrations that impose additional cost burden on struggling Medicaid beneficiaries or shrink their
access to needed services do not advance the purposes of the Medicaid statute. We strongly urge CMMI
not to pursue such models. Advocates are enthusiastic about instead working with CMMI to increase

consumer-directed care and empower beneficiaries within models that provide positive incentives and
that do not threaten bedrock principles in Medicaid.
Support for the Dual Eligible Financial Alignment Demonstration
We ask that CMMI continue to support the Medicare-Medicaid financial alignment initiative (FAI), which
is mid-stream in implementation. There has been a huge investment by stakeholders, plans, states, and
MMCO in the design and implementation of the FAI, and much is being learned about what works and
what does not, best practices, alignment of incentives and many other elements involved in the care of
dual eligibles, who are disproportionately the highest need, highest cost beneficiaries for both the
Medicare and Medicaid programs.
Several hundred thousand beneficiaries are currently enrolled in FAI state demonstrations. Shutting the
demonstrations down just as the implementation phase is bearing fruit would cause significant
disruption in their care. Further, the demonstrations in the participating states differ in significant
aspects, providing a wealth of information and on-going learning as plans and states identify
implementation challenges and develop responses. Much value would be lost if, after all the
groundwork that has been laid, the demonstrations are not allowed to play out at this critical stage.
Continuing to support the FAI will provide time for a thorough evaluation of the impact of the different
state models on beneficiary outcomes and program costs.
Thank you for the opportunity to submit comments.
Sincerely,
James Tucker

James A. Tucker, Esq.
Director,ADAP

November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd
Baltimore, MD 21244
RFI: Innovation Center New Direction

Re:

Dear Administrator Verma:
Aledade (www.aledade.com) partners with 272 primary care physician practices, FQHCs and
RHCs in value-based health care. Organized into twenty accountable care organizations across
18 states these primary care physicians are accountable for over 240,000 Medicare beneficiaries.
More than half of our primary care providers are in practices with fewer than ten clinicians. We
are committed to outcome-based approaches to determine the value of health care. We are
committed to using technology, data, practice transformation expertise and most important the
relationship between a person and their primary care physician to improve the value of health
care.

Future of Medicare and Medicaid Innovation in Value-Based Health Care
We appreciate the opportunity to respond to the Center for Medicare and Medicaid Innovation’s
request for information (RFI) on Sept 20, 2017. We seek to share what physician practices have
learned in the transition to value and our views on how to continue moving forward.
Physician-only ACOs face unique challenges in model participation while also outperforming
other types of ACOs123. We view the RFI through the lens of models that are led by physicians.

Guiding Principles
•

Choice and Competition in the Market –Congress has taken initial steps to reduce
regulatory incentives encouraging the merger of hospitals and physician practices, but
more needs to be done. New models should further eliminate payments for physician
practices to merge with hospital systems such as facility fees creating higher payment for
the same services and the 340B program making drug pricing uncompetitive in private
practice.

Competition is also key to success in value-based health care. CMS should prohibit
anticompetitive behaviors such as data blocking and anti-tiering provisions that prevent
the creation of financial incentives for using high-value health care providers.
•

Provider Choice and Incentives – A model that provides a business case for improving
care will attract voluntary enrollment by physician practices. These models should, over
time, put physician practices at financial risk, but that risk must be proportional to the
finances of independent physician practice and not so large as to favor consolidation of
practices. Models should move over time to a financial and evaluation structure focused

1

http://www.nejm.org/doi/full/10.1056/NEJMsa1600142#t=article
http://www.nejm.org/doi/full/10.1056/NEJMp1709197?query=TOC
3
http://www.ajmc.com/contributor/travis-broome/2017/10/cms-releases-medicareshared-savings-program-2016-results
2

1

on analysis of their local market. Physician practices should be able to accelerate the
move to a difference-in-difference approach by taking on risk.
•

Patient-Centered Care – A strong primary care physician-patient relationship is the
strongest tool available to create more value in health care. This proposition is strongly
supported in the health services research literature and in the results of the MSSP.

•

Benefit Design and Price Transparency – Price transparency to model participants and to
the consumer of health care creates competition by informing the choices of both
beneficiaries and referring physicians. Benefit design should incentivize the building of the
primary care physician-patient relationship and other cost-saving choices.

•

Transparent Model Design and Evaluation – Transparent design serves as a key
component of voluntary provider choice. Uncertainty creates reluctance, but transparency
promotes understanding and increases commitment. For evaluation, we favor difference
in difference models of evaluation.

•

Small Scale Testing – All models should be designed with success and scalability in mind.
We believe that Accountable Care Organizations can serve as unique test beds for
innovation models due to ACO incentive to reduce total cost of care.

Focus Areas
•

Increased participation in AAPM – Three primary levers for physician practices:
1) Refine existing benchmarking methodology to better relate to local markets and
reflect the health of the underlying population with accurate risk scoring
2) Calibrate risk to the finances of physician practices while still offering within-model
reward for taking on risk for most models including all MSSP tracks
3) Create a new, more flexible, and sustainable version of Next Generation ACO for
full risk taking with traditional Medicare

•

Consumer-Directed Care & Market Based Innovation Models – Allow Medicare
beneficiaries to identify to CMS their primary care physician and create models that allow
for beneficiaries to share in savings if their PCP participates in a savings model

•

Medicare Advantage Innovation Model – Facilitate innovative MA plans by allowing new
physician-run plans to use existing Medicare infrastructure (e.g., MAC claims processing
systems) so physicians can focus on population health management.

•

Physician Specialty Models – Focus on models that work within the framework of a total
cost of care model as well as stand-alone models.

•

Prescription Drug Models – Test inclusion of Part D drugs in total cost of care models.

•

State-Based and Local Innovation – In addition to focusing on new models, CMMI can
serve as a resource for physicians to learn about state and local innovation.

•

Mental and Behavioral Health Models – Use total cost of care models to test greater
investment in mental and behavioral health.

•

Program Integrity – Allow physician practices, ACOs and other model participants to
collaborate with CMS on surveillance and increasing transparency.
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Increasing Participation in AAPM
Advanced Alternative Payment Models should be judged based on their ability to attract
participants. The primary outcome measure for an AAPM should be how much value it created.
The value is a combination of the percentage of savings or other outcome improvement measure
times the number of people the model effected. There is no better way to encourage participation
than a well-designed and well-understood model. This model relies on provider choice and
transparency in development and is designed to attract willing physicians and other participants.
For physicians the crux of an advanced versus regular APM revolves around the phrase “more
than nominal financial risk.” One of the first questions we get from our physicians is will the ACO
qualify as an AAPM? Whether that risk is something that a given physician should undertakes
revolves around how well the model benchmark separates risk due to the effective delivery of
health care services and population health services versus risk that is due to uncontrollable
circumstances or insurance risk. Aledade now partners with over 1000 primary care physicians
who believe in population health and their role in it. However, they do not feel responsibility for
events they can neither control nor influence. We have seen physicians and their staffs make
great efforts to get the most non-compliant person into the office and out of the emergency
department, on their medications and working towards their own health. However, no primary
care efforts will influence whether that person develops unavoidable cancer. Nor will any primary
care initiative account for regional differences in cost structures that have developed over
decades. If you are financially responsible for whether a patient develops an unavoidable cancer
you are an insurance company and that is a business that most physicians do not want to be in.
All models should use risk scoring methodologies that accurately set targets, particularly
advanced alternative payment models where the participant is taking risk. Models should
acknowledge that changes in health will vary between model participants. This means that for a
given model participant risk adjustment should be able to raise or lower the cost target. At the
same time, we recognize that CMS has a vested interest in not rewarding model participants for
changing their risk score more than the underlying health of the beneficiary population changes.
At the program level this could take the form of either a cap in year over year change or a
program wide adjustment factor. Regardless of the method CMS chooses to protect the program,
an individual model participant’s cost target should track changes in their risk score (i.e. if the
population is sicker the target higher, if the population is healthier the target lower) even if the
magnitudes of the change are not 1:1 in order to protect the program at large.
The other way to increase the accuracy of model benchmarks is to relate them to local health
care markets. Finally, since insurance risk cannot be completely eliminated the risk to which
physician practices are exposed to must be more than nominal, but never ruinous. The goal of
downside risk is to motivate the model participants and give the payer assurance that the ACO’s
interests are aligned with the payers or in the case of Medicare society’s interests. Rather than
setting downside risk in its current mostly symmetrical fashion just because it feels fair, CMS and
other payers should set downside risk to accomplish the goal of motivation. Models like Track 1+,
that relate risk to the finances of the participants instead of the model benchmarks will greatly
encourage AAPM participation, particularly if those models offer rewards in the model for taking
on risk, which is not currently the case with Track 1+.
Finally, we recommend that CMS dramatically reduce the timeline for when a physician is
rewarded with the 5% bonus created by MACRA. Under the current timeline, a physician who
makes a decision to join an AAPM in July of 2018 (most AAPMs have July deadlines) for 2019
participation will not see their 5% bonus until May 2021, nearly three years later. The physician
could receive payments or pay losses based on their performance in the AAPM in September
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2020 or nine months earlier than the bonus they get just for participation. This timeline is serving
as a drag on AAPM participation. For AAPMs that require full year participation CMS could
assume participation for 2019 as early as the finalization of the model participant list in
December 2018 and then retroactively look at 2018 claims to determine whether the physician is
a qualifying professional. This would allow CMS to move the MACRA AAPM bonus payment
forward two years to spring 2019 and serve as a much better incentive for physicians to join an
AAPM this summer. Principally, CMS should always be looking for ways to shorten the time frame
from when physicians take action to when the outcomes of those actions are rewarded.
In conclusion, to encourage greater AAPM participation for 2019 we recommend:
•

•
•
•

Design new models and refine all existing models to focus on value creation that is within
control of physicians and patients through local market benchmarking and accurate risk
scoring as no incentive payment will ever overcome significant transfer of insurance risk
from payer to provider
Require risk, but make the risk motivational and rewarding, not ruinous
Dramatically shorten the MACRA AAPM bonus timeline and continually seek to shorten
the timeline between action and outcome
Create a new, more flexible, and sustainable version of Next Generation ACO for full risk
taking with traditional Medicare

Consumer-Directed Care & Market Based Innovation Models
We believe one of the strongest tools to create value in health care is the relationship between
primary care physician and patient. We suggest centering consumer-directed care around that
relationship. CMS should create a mechanism for beneficiaries to select their primary care
physician and encourage, but not require, them to do so. If a beneficiary selects a PCP who is an
alternative payment model and that PCP succeeds in the model, the beneficiary should share in
that success.
We suggest that this be in the form of reduced deductible and/or Part B premiums in the next
year. We believe that by the patient should get the benefit automatically and that the ensuing
discussion between patient and PCP on the success of the model will align incentives and create
loss aversion on behalf of both parties that will benefit all involved. We are missing out on an
opportunity when we only align incentives between health care providers and health care insurers.
By creating an opportunity for Medicare beneficiaries to realize savings as well, we engage all
parties in the effort.
In addition and not necessarily in conjunction, we recommend that CMS streamline the waiver
process and expand it to allow model participants to offer reduced cost sharing to Medicare
beneficiaries and to allow model participants to invest not just in health care related services
such as home monitoring equipment, but also social services such as accessibility to the home
and nutritional needs.

Medicare Advantage Innovation Model
Medicare Advantage is an excellent opportunity to align incentives, but it suffers from a lack of
competition4. Since 1997, Medicare Advantage has tested the premise that the private sector can
compete with Medicare in providing health care to seniors. Through its many iterations and
refinements, two aspects of the program have never changed: First, to compete with Medicare,
4
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private companies must take over claims processing from the Medicare administrative
contractors (MACs). Second, those companies must also create their own provider contracts.
Twenty years since the program began, health care plan competition consists of much more than
efficient claims processing and provider contract negotiations. Yet these capabilities are still two
of the main barriers to entry into Medicare Advantage, blocking efficient and innovative providers
from participating in the program. We propose removing these barriers by opening up Medicare
Advantage to health care providers without a dependency on legacy plan capabilities such as
claims processing and network contracting. We believe that the two greatest drivers of health
care value are increasing and maintaining competition and aligning incentives of physicians and
other health care providers with Medicare and with Medicare beneficiaries. Our proposal will do
both by building a network on top of Medicare participation---not instead of it---and leaving claims
processing in the highly experienced, efficient hands of the MACs. Making this change will shift
the conversation about provider networks from price concessions and market power to creation
of truly patient-centric, quality-based networks led by primary care. This will result in better care
for patients, while allowing traditional Medicare to realize deeper savings through competition
and aligned incentives. By removing traditional plan operations as a barrier to entry for Medicare
Advantage, Medicare can create a path for successful provider groups to move into Medicare
Advantage. This increase in competition will benefit both Medicare beneficiaries and health care
providers. We discuss this proposal in greater details in Health Affairs5
CMS should also review current Medicare Advantage regulations to ensure they encourage
participation in value based contracting. For example, the Performance Based Incentive Payment
regulations have not been updated since the emergence of accountable care and other models.

Physician Specialty Models
CMS should explore models for specialists that integrate with total cost of care models and
models that stand alone. As CMS works on physician specialty models, we recommend that it
always consider the effects on other models. We further recommend that in cases where models
do overlap that the model with the most risk would receive precedence in assign the financial
outcomes of the model. In all cases, overlap should never result in a situation where costs are
assigned to one model due to another model that are higher than historical costs for the model
participant. For example, if a joint replacement model overlaps with a total cost of care model the
joint replacement could be assigned the price of $20,000. So the total cost of care model gets
assigned $20,000 no matter what the actual cost is. However, if the participants of the total cost
of care model historically have an average cost of just $18,000 for a joint replacement, then the
overlap is creating an artificial $2,000 loss. This situation must be avoided as it creates animosity
rather than collaboration.

Mental and Behavioral Health Models
Total cost of care models are unique opportunities to test further investment in mental and
behavioral health. When health care providers are responsible for total cost of care it removes
incentives to cost shift and creates an incentive to maximize the volume derived from additional
investment in mental and behavioral health.
Our experience with the Comprehensive Primary Care Plus (CPC+) program, specifically its Track
2, shows the difficulty in enabling behavioral health care in the primary care setting. Primary care
physicians view this work as distinct and specialized requiring dedicated staff and specific
expertise. To fund these activities, behavioral health is not served well by wrapping its funding
5
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into other funding streams. It is better for it to be clear to physicians what resources are
dedicated to behavioral health. We recommend that CMS clarify CPC+ Track 2 behavioral
requirements and consider a new model for behavioral health within total cost of care models.
For CPC+ Track 2, we recommend CMS issue a white paper or other education that ties a specific
amount of the increase between CPC+ Track 1 and Track 2 to the behavioral health integration
requirements. This would give practices much needed information to inform investment levels in
behavioral health. This need not be a requirement, but simply filling an existing knowledge gap
that we believe is holding back investment and participation in behavioral health integration with
primary care.
For a new model of behavioral health, we recommend that CMS launch a behavioral health model
that will provide new payment models within total cost of care organizations like ACOs and their
participants. Structured around a predictable payment schedule, this investment can test
behavioral health specific resources within the context of an organization that is responsible for
the total cost of care. CMS could also test the effects of varying payment levels of existing
behavioral health payments within a total cost of care organization. By allowing the organization
to decide on how best to deploy the resources, either at the practice level or the organizational
level, CMS creates flexibility for organizations of different make-ups to apply behavioral health
integration as it best relates to their local health care market.

Increasing Value in Health Care through Innovation
We believe there are three main drivers of increased value in health care: competition, aligned
incentives and professionalism. Competition increases value; however, it must be encouraged
and even protected. Unlike professionalism and aligned incentives, competition does put
downward pressure on health care provider’s margins creating an incentive for health care
providers to find ways to reduce competition. CMS must always be aware of the effects that new
models will have on competition. These effects are not always intuitive. It is possible for a model
to both encourage further consolidation among large health care providers and also provide an
avenue for independence for smaller health care providers. For example, the accountable care
model is an opportunity for independent practices to take advantage of today’s advances in
technology and data to help their patients navigate the whole health care system without needing
to vertically integrate. It can also be a catalyst for a large integrated delivery system to complete
their vertical integration efforts. To understand these sometimes competing effects, markets
must be critically evaluated for competition and the make-up of model participants should be
understood and categorized by type of provider physician practices, hospitals, other facilities, and
integrated delivery networks. This does not always present itself as classical consolidation. For
example, non-compete clauses in hospital employment contracts (eg that bar medical practice
within 50 miles for 5 years) could be an anticompetitive abuse of market power that would not
show itself in a traditional market analysis. Finally, models must also consider that health care
providers do not just compete amongst each other they also compete with insurance companies
for share of health care dollars. Models should consider the effects on competition with health
insurers as well as competition among health care providers.
Aligned incentives is the most recent addition to value driven health care. It is a challenging task.
In health care rarely is the need for a service known in advance by the consumer of that service.
To address this and other uncertainties, consumers transfer risk to health insurers thereby
created a three party transaction between the health care provider, the health insurer and the
consumer of health care services. Further complication exists in the third-party administrator
situation where the health insurer (the party that bears the uncertainty) and the party that
contracts with health care providers are different. Finally, the quality of the health care service
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provided is hard to measure and the definition quality itself is subjective. These complications
can create disparate incentives where a physician may be incentivized to perform more tests,
while a health insurer wants fewer tests, a third party administrator gets a percentage of the tests
and the patient has no idea how many tests they really need. Our challenge is to align incentives
in such a way to maximize the value of a dollar spent on health care. In order to do so we should
create models that reward health care providers for increasing the value of the health care dollar
and ensure that health care consumers also receive that value through lower premiums over time
or even through direct payments to consumers.
Medicine has always been blessed with a high level of professionalism. That professionalism
must be respected as we seek to increase value through competition and aligned incentives less
we lose the value it brings to health care. Physicians, and indeed most health care professionals,
feel their autonomy is under threat from nearly all quarters. Poorly designed quality measures
that either do not help a physician provide better quality or impose unjustified burdens for data
collection distract from the physician/patient relationship. Pressure on the margins for physician
services combined with ever-increasing administrative burden to document physician services
assault private practice from both the revenue and cost side decreasing competition as
physicians seek negotiating power to increase revenue and scale to spread out the administrative
burden. As we align incentives and increase competition, we should do everything we can to
ensure we do not lose value that is created by professionalism.

Conclusion
We appreciate the opportunity to comment on the future direction of CMMI. We believe there is
incredible opportunity for CMS to continue to lead the movement towards value based payment
in health care.
As CMS conceives of and evaluates new models we summarize our thoughts as:
•
•
•

Models should be attractive enough to independent physicians that they choose to
participate and to take risk
Competition creates value as well and CMMI should consider the competitive effects of all
models
Professionalism of health care providers creates value as well and should be preserved
and respected

We look forward to continuing to work with CMS to increase the value of the health care
dollar. Please contact me or Travis Broome if you have any questions about our submission
and/or we can be helpful to you and your staff as you explore new directions for CMMI.

Sincerely,
/s/
Farzad Mostashari, MD, ScM
CEO and Co-Founder
Aledade, Inc.
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December 14, 2017
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201
Dear Administrator Verma:
As CMS refocuses its innovation portfolio, we, the undersigned organizations, encourage you to expand
opportunities for physicians and physician-led groups to take financial responsibility for their patients.
Physicians – especially independent physician practices– are the lynch pin of our nation’s health care
system. They have repeatedly demonstrated their superior ability to generate positive results in value-based
care arrangements, both in improved health outcomes and reduced costs. They are the most powerful tool
we have to foster an affordable, accessible system that puts patients first.
With that in mind, we strongly encourage CMS to do the following:
 Prioritize physician-led advanced alternative payment models (AAPMs), including
physician-led accountable care organizations (ACOs) and other approaches to achieve
improved outcomes for patients, greater value, and the preservation of independent clinical
practice.
Consistent with the guiding principles articulated in the recent Request for Information (RFI), CMS should
prioritize a range of physician-led AAPMs including two-sided, more advanced, higher-gain models
calibrated to reflect the financial realities faced by small physician practices as is the case in Track 1+.
New models should, over time, put physician practices at financial risk while offering greater reward for
taking on risk. The risk must be proportional to the finances of independent physician practice and not so
large as to favor consolidation of practices. In addition, models should provide more predictable and
accurate benchmarks, as in Medicare Advantage, with regional benchmarks and risk adjustment. As part of
this effort, CMS could consider creating a new, more flexible and sustainable version of Next Generation
ACO for full risk taking within traditional Medicare as well as other new models focused on moving
physician financials to value.
➢ Establish a level playing field within local markets, promoting patient choice and competition.
In support of the goals articulated in the Executive Order Promoting Healthcare Choice and Competition
Across the United States, CMS can take action to reduce regulatory incentives that undermine physician
independence, create excessive consolidation, and thus drive up costs. The primary care physician-patient
relationship is most transformative when there is patient choice and provider competition within local
markets. We thus support the following to encourage competition in the provider market and ensure patients
have adequate provider options:
● Level the playing field for physician practices through policies that create payment parity across
practice settings (e.g., facility fees creating higher payment for the same services).
1

●

Prohibit anti-competitive abuses of market power (e.g., data blocking, anti-tiering provisions,
physician non-compete requirements).

➢ Re-inject competition into Medicare Advantage markets by lowering barriers to entry by
physician-led groups.
As provider groups gain experience through ACOs and other value-based models, the number of
organizations with the necessary skills to manage risk and health care within a population will increase.
CMS should facilitate patient choice and greater competition in the private Medicare Advantage market by
removing key barriers to new provider-run MA plans. CMS should consider conducting a CMMI
demonstration that allows health care providers who want to offer MA to be able to contract directly with
the agency to “insource” administrative plan functions like claims processing and fraud/abuse detection to
CMS. This would allow provider groups to focus on the latest innovations in population health.
By utilizing MA rates and policies CMS can create an administratively simple model with clear benefits –
more time for providers to focus on population health management, and potentially savings for Medicare
and beneficiaries through more competition in bidding.
➢ Support consumer-directed care through models that encourage beneficiaries to participate
in their own health care decision-making, and to be rewarded for doing so.
We support greater consumer involvement in their own health care, and believe that more can be done to
ensure patients play an active role. For example, CMS could adopt policies that allow Medicare
beneficiaries to identify to CMS their primary care physician and create models that allow for beneficiaries
to share in savings if their primary care physician participates in a savings model, receive added benefits
from their physicians and/or have their cost sharing reduced or eliminated. However, any regulatory
changes to beneficiary assignment must not impose substantial new administrative burden and paperwork
requirements on already over-burdened practices.
******
We look forward to working with you to implement and test models that continue to put physicians where
they should be – at the center of our health care system.
Sincerely,
Aledade
American Academy of Family Physicians
CAPG
ChenMed
Iora Health
Medical Group Management Association (MGMA)
Texas Medical Association
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November 20, 2017
By Electronic Delivery
Seema Verma
Administrator, Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building, Room 445-G
200 Independence Ave. SW
Washington, DC 20201
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma,
Alkermes, Inc. (Alkermes) appreciates this opportunity to comment on the Centers for Medicare &
Medicaid Services (CMS) Innovation Center New Direction Request for Information (RFI), published on
September 20, 2017. 1
Alkermes is a global biopharmaceutical company developing innovative medicines for the treatment of
central nervous system diseases such as schizophrenia, depression, addiction and multiple sclerosis.
Alkermes is a leader in innovative therapies that address the unmet needs and challenges of people
living with debilitating diseases.
We commend CMS for committing, through the RFI, to exploring new models of patient-centered and
market-driven reforms that advance quality, cost-effective, and improved care. We recognize that the
health care payment and delivery systems must keep pace with evolving approaches to patient care
and innovations in therapy. The Innovation Center plays an important role in ensuring that our
payment and delivery systems appropriately advance.
We would welcome the opportunity to work closely with CMS in developing and refining promising
models and demonstration programs that can promote cost-effective care and preserve incentives for
continued scientific innovation. We also believe there is a key need, and opportunity, to pursue
demonstration programs that address mental health and substance use needs – some of the most
significant health challenges confronting our nation. In the sections below, we provide comments

1

CMS: Innovation Center New Direction Request for Information (Sept. 20, 2017), available at
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf.

regarding the guiding principles for model design, as well as three of the model focus areas –
Prescription Drug Payment Models, State-Based and Local Innovation, and Mental and Behavioral
Health Models.

I.

Guiding Principles

Alkermes generally supports the “guiding principles” that CMS has proposed under the RFI to rely upon
in developing its approach to models. These guiding principles are to promote marketplace choice and
competition; provider choice and incentives; patient-centered care; benefit design and price
transparency; transparent model design and evaluation; and small scale testing. 2
We particularly support the development and testing of models that are patient-centered, marketoriented, voluntary, and rigorously tested on a small scale before being introduced on a broader basis.
Patients, together with their providers, should be empowered to decide the appropriate course of care
based of their overall treatment and recovery goals. We believe that models should view – and
safeguard – patients and providers as the key architects of a care management strategy.
We further believe that all models should be designed in manners that maintain the current incentives
to develop new life-saving and health-enhancing therapies, without adversely affecting the
marketplace for innovation. There is a critical need to promote innovation in many fields of research,
including in the behavioral health field.
Next, CMS should require that any potential payment reforms demonstrate, through rigorous empirical
measurement, that they improve health outcomes and afford patients high-quality care. In its model
evaluations, we urge CMS to rely upon externally validated quality measures. These quality measures
should be carefully selected, together with key stakeholders and experts in the relevant area, and
customized to reflect the needs and goals for particular diseases. In general, the measures should
focus on indicia that are meaningful to patients, such as improving life expectancy, quality of life, and
overall disease management. Finally, we agree with CMS that the Innovation Center should pursue
smaller-scale models first, before expanding them once they have satisfied the statutory requirements
for expansion under Section 1115A of the Social Security Act.
II.

2

Potential Models
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In the RFI, CMS states that it aims to test new models for prescription drug payment in Medicare Part B,
Medicare Part D, and state Medicaid programs in order to “incentivize improved health outcomes for
beneficiaries at lower costs and align payments with value.” 3 CMS later states that it is “actively
exploring potential models focused on behavioral health, including focus areas such as opioids,
substance use disorder, dementia, and improving mental healthcare provider participation in Medicare,
Medicaid, and CHIP.”4
Alkermes commends CMS for exploring models that focus on key areas of high-need such as opioid use
disorder, and other mental health diseases including dementia and schizophrenia. We too are deeply
committed to exploring reforms in these arenas, including through the use of value-based payment
reforms that can incentivize the utilization of appropriate care management tools and cost -effective
items and services. We see strong potential in structuring payment incentives in a manner that
encourages best care management practices for patients with mental health and/or substance use
needs. There is a particular need to test new, improved approaches for transitioning patients who have
been hospitalized due to mental health and/or substance use issues from inpatient to outpatient care.
Patients are oftentimes particularly vulnerable to relapse and losing contact with health professionals
when such transitions occur. The health and economic consequences of relapse are significant for
patients and the broader community and most especially families, child welfare, the workplace and the
criminal justice system. Alkermes would welcome the opportunity to work with CMS to carefully
consider the design of a pilot model that could investigate how to improve transitions in care protocols
for individuals with mental health and/or substance use needs, such as persons with opioid addiction or
schizophrenia.
Additionally, we urge CMS, under any prescription drug model that the agency explores, to ensure that
patients maintain meaningful access to therapies that are appropriate for their particular conditions
and needs. Within the behavioral health field, there are few one-size-fits-all solutions. Patients often
rely upon a highly individualized set of medications and other wrap-around supports in order to
appropriately manage their disease. Any prescription drug models that impact payment should protect
patients’ access to therapies and safeguard providers’ ability to prescribe therapies which they
determine are appropriate for a particular individual. Consequently, CMS should also closely evaluate,
and consult with stakeholders, regarding the financial incentives that could underlie any particular
model to ensure that these do not skew treatment decisions in a manner that could adversely impact
particular patients who require specific therapies.

3
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RFI, at 5.
RFI, at 7.
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Next, even where prescription drugs are covered under a federal health care program, those items or
services may still be subject to a prior authorization program that hampers patient access. For
instance, state Medicaid programs may impose prior authorization requirements on particular drugs
that are excluded from the states’ preferred drug lists. Such requirements may significantly limit
patient access to medically necessary therapies. Consequently, as CMS explores models that address
behavioral health concerns, we encourage the agency to consider the appropriateness of prior
authorization requirements for substance use and mental health therapies that the agency and states
should, as a policy matter, make readily accessible when medically necessary.
In the behavioral health arena, we also believe there is wide opportunity to test models that would
bolster providers’ ability to treat patients with opioid addiction. As the Department of Health and
Human Services (HHS) is well aware, the opioid crisis is at an unprecedented stage and truly is a
national public health emergency. The number of opioid overdoses in America has increased four-fold
since 1999, and an estimated 142 Americans currently die each day from a drug overdose. 5 Although
the federal government has launched a determined response, including through the President’s
Commission on Combating Drug Addiction and the Opioid Crisis (Commission), providers, to date, have
been unprepared to fully address the health needs of opioid-addicted persons. The Commission has
recommended retraining the health care workforce to better address patient needs, stating “HHS
should work with partners to ensure additional training opportunities, including continuing education
courses for professionals.” 6 We encourage CMS, through the Innovation Center, to consider piloting
new approaches to provider training and engagement that can better equip providers to respond to the
serious epidemic at hand with a broad range of tools. There is also room to explore models that would
enhance providers’ capacity to address serious mental illnesses, including schizophrenia. We would be
eager to work with CMS to design a model that would test innovations in these areas to improve
patient outcomes.
Finally, Alkermes, like CMS, believes there is ample room for state and local innovation in approaches
to care. Alkermes has spent years working with state partners on pilot projects that explore the use of
appropriate therapies, social services, and wrap-around supports to improve care and outcomes for
persons with serious behavioral health needs. Through this work at the state and local level, we have
witnessed non-federal government entities acting as innovation leaders. We believe that state and
local governments are well positioned to help test models that have the potential to provide costeffective, higher-quality care, particularly in the mental health and substance use arenas.

5
6

See White House Opioid Commission, Interim Report, at 1-2.
Id. at 3.
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As one example of state innovation in the drug addiction space, earlier this year, Arizona Governor
Doug Ducey announced that Arizona is pursuing a demonstration project focused on providing
treatment to Arizona Department of Corrections (ADC) inmates suffering from drug and/or alcohol
addiction. Under the program, up to 200 inmates each year will participate in a post-release program
that offers inmates appropriate therapies, such as Vivitrol®, together with counseling. Inmates are
then connected after their release with appropriate treatment and supports through the state
Medicaid program. 7
As a second example, in Illinois, the Illinois Department of Corrections (IDOC) has launched a program
through which opioid-dependent inmates are connected to case management services and Vivitrol®
treatment, as appropriate. The state has also submitted a waiver application to CMS, relying upon the
agency’s authority under Section 1115 of the Social Security Act, requesting Medicaid coverage for
Vivitrol® and counseling services prior to IDOC inmates’ release from correctional institutions. In this
manner, Illinois is leading the way in pursuing ways to connect inmates to appropriate services,
including healthcare, during their transition from correctional institutions to communities – a time
when inmates are particularly vulnerable to relapse and other health and safety concerns. 8 These are
just two examples of promising models that states have spearheaded. We believe there are promising
lessons to learn from these and other state approaches, and commend CMS for encouraging nonfederal government entities to pursue demonstration programs.
Similarly, we urge the agency to consider – through Innovation Center models and in connection with
CMS’s review of Section 1115 waiver applications submitted by states like Illinois – expanding access to
Medicaid-funded drugs and services for inmates who will soon be released into the community. As
CMS has acknowledged, “Medicaid coverage can be crucial to ensuring a successful transition following
incarceration. Many individuals in the justice-involved population have a high prevalence of longuntreated, chronic health care conditions as well as a high incidence of substance use and mental
health disorders.”9 Nonetheless, the Medicaid statute limits payment for individuals while they are
residing in correctional institutions. 10 We strongly urge CMS to closely consider its legal authority to

7

See Arizona Department of Corrections, Arizona Department of Corrections Launches New Program to
Fight Opioid Addiction (Aug. 2, 2017), available at https://corrections.az.gov/article/arizonadepartment-corrections-launches-new-program-fight-opioid-addiction.
8
See Illinois Department of Healthcare and Family Services, Illinois’ Behavioral Health Transformation:
Section 1115 Demonstration Waiver, available at
https://www.illinois.gov/hfs/info/1115Waiver/Pages/default.aspx.
9
See CMS, SHO #16-007, Re: To facilitate successful re-entry for individuals transitioning from
incarceration to their communities (April 28, 2016).
10
See id. (generally describing the limitations surrounding Medicaid payment for such services for
inmates).
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waive these payment restrictions in order to promote inmates’ successful transitions to the
community. We anticipate that such waivers would also provide states and the federal government
with considerable cost savings, including in the form of reduced hospital admissions and reduced
incarcerations. We would be happy to work with the agency to design such a demonstration program.
*****
We thank CMS for reviewing and considering our comments. CMS will, no doubt, continue to play a
critical role in leading innovations in payment and delivery system reforms, including through this
Innovation Center. We welcome the opportunity to further engage with the agency regarding the best
ways in which to do so.
If you would like to discuss any of these comments further, please feel free to contact me.

Sincerely,

/s/Abigail Pinkele
Director
Policy & Government Relations
Alkermes, Inc.
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Kent McKinney
Director, Federal Policy

Allergan, plc
500 N. Capitol Street, NW
Suite 330
Washington, DC 20001

November 17, 2017
VIA Electronic Submission to CMMI_NewDirection@cms.hhs.gov
The Honorable Seema Verma
Administrator, Centers for Medicare & Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244
Dear Administrator Verma,
On behalf of Allergan plc (Allergan), we are pleased to submit the following comments in
response to the Request for Information (RFI) on New Directions for the Centers for Medicare &
Medicaid Innovation Center (Innovation Center). Allergan is focused on developing,
manufacturing and commercializing branded pharmaceuticals, devices and biological products
for patients around the world. Allergan markets a portfolio of leading brands and best-in-class
products for the central nervous system, eye, dermatology, gastroenterology, women's health,
urology and anti-infective therapeutic categories. In addition, Allergan is a leading developer of
medical aesthetics further rounding out a diverse portfolio of innovative products. As a result of
Allergan’s international diversity, we have unique market access experiences that shape or
comments that follow.
Allergan appreciates the Innovation Center’s transparency and process to solicit new ideas on
how to improve the health of the beneficiaries we jointly serve. Allergan looks forward to
working with the Innovation Center on how we could participate in an ongoing quest to promote
patient-centered care while ensuring safe, high-quality care in the most cost-effective manner
available to us.
1. Do you have comments on the guiding principles or focus areas?
CMS is setting a new direction for the Innovation Center, and as part of this effort seeks to
evaluate how models developed would encourage new partnerships with providers, clinicians,
states, payers, patients and other stakeholders who typically may not have played a significant
role in model development. The Innovation Center was created through the Affordable Care Act
of 2010 and is charged with piloting and testing models that have the biggest potential to reduce
expenditures in the Medicare program while preserving or enhancing the quality of care. The
new goals expressed in the RFI are consistent with this charge. To meet these goals, the
Innovation Center is interested in pursuing model development and testing by adhering to the
following guiding principles:




Choice and competition in the market
Provider choice and incentives
Patient-centered care
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Benefit design and transparency
Transparent model design and evaluation
Small-scale testing

Allergan believes that CMS’s proposed guiding principles for the Innovation Center reflect the
areas where there is a need for more attention in the healthcare system. Importantly, it is also in
these areas that the Innovation Center could play a role in advancing our understanding of the
best approaches to improve care and find greater cost efficiencies.
Allergan applauds the Innovation Center for taking this initiative to seek stakeholder’s input in
shaping the portfolio of demonstration models, and seeking direction that guides the work of the
Innovation Center. One of the concerns about the process for developing models at the
Innovation Center that CMS has taken in the past is the lack of transparency into how models are
selected, developed, or reviewed by the various bodies and agencies involved in this process.
Several Innovation Center models raised concerns about a lack of broader stakeholder
engagement, including the now rescinded Part B Drug Payment Model. The lack of broad
stakeholder engagement resulted in some concerns about the models due to their sheer scope,
size, mandatory nature in some cases, and the concerning payment approaches they proposed to
take. This lack of meaningful engagement has meant that the Innovation Center has proposed to
launch models that have not factored in how all stakeholders, including innovative
manufacturers, could potentially play critical roles in implementation and cost reduction for
Medicare Innovation Center models. In addition, there is confusion about how the Innovation
Center models and results from those studies would result in changes in Medicare’s payment
policies, with a primary concern being the lack of a clear process to refine or inform payment
decisions that flow from the Innovation Center demonstrations. With little opportunity for input
at the design and implementation phase, and with potentially significant consequences on the
back end when payment policies are set, Allergan, like many other stakeholders, has been eager
to engage Innovation Center to inform and encourage a more inclusive and collaborative
approach to payment reform.
It is in this context that Allergan is excited about the opportunity to partner with the Innovation
Center when the opportunity arises. For now, we offer our specific comments on a subset of the
guiding principles and focus areas that reflect the areas in the health care field where we are most
active and experienced.
2. What model designs should the Innovation Center consider that are consistent with
the guiding principles?
The potential models referred to in the RFI include:





Expanded opportunities for participation in Advanced Alternative Payment Models
Consumer-directed care and market-based innovation models
Physician specialty models
Prescription drug models
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Medicare Advantage (MA) innovation models
State Based and local innovation including Medicaid-focused models
Mental and behavioral health models
Program Integrity

Allergan is supportive of a general direction to develop prescription drug models that advance
payment policy. Due to the core of our business and products, our comments focus on
Promoting Transparent Model Design, Choice and Competition in the Market with a focus
on the Evaluation of Prescription Drug Models. Allergan products are used in patients
suffering from a wide range of neurological conditions; such as upper and lower limb spasticity,
chronic migraine, and cervical dystonia in adults; ophthalmological conditions, such as diabetic
macular edema; complicated intra-abdominal infections (cIAI) and intra-uterine infections
(cIUI); and acute bacterial skin and skin structure infections (ABSSI). Often, Allergan products
are the only therapies available for particular conditions and therefore there are no existing
products against which value comparisons can be made. For instance, BOTOX®
(onabotulinumtoxinA) is the only drug or biological approved to treat chronic migraine in
adults1. For these types of products, the typical standard value-based models are generally not
appropriate.
We caution CMS against using novel payment models as a foundation for value-based
contracting, for those therapies which no value comparisons can be made. Such models are in
early stages with some commercial payers; their successes are questionable and will likely
require refinement to overcome technical and regulatory barriers. As noted by the Medicare
Payment Advisory Commission (MedPAC), these types of tools can be difficult to implement
and present challenges to payers and patients alike.2
Many value-based purchasing tools in place currently focus on enhancing the value of physician
services. They take a holistic view of all services related to a particular condition or procedure.
To date, few if any of these tools have been applied narrowly to payment for drugs and
biologicals that are physician-administered. In an advanced APM model with risk-bearing
contracts, it is unclear how or when these types of tools could be effectively applied to drugs
specifically, but we encourage CMS and the Innovation Center to carefully gauge the feasibility
of such demonstrations.
3. Do you have suggestions on the structure, approach, and design of potential models?
Cost pressures have led to exploring how payment models may shift from a largely fee-forservice or fee-per-dose/pill purchasing options to ones where there are global payments, or
bundled payments. Payment models should address existing gaps in reimbursement and
facilitate payment which will serve to improve patient care while lowering overall costs. One
such payment gap pertains to providing infused drugs in the beneficiary’s home. Currently, only
1

BOTOX® Package Insert; http://www.allergan.com/assets/pdf/botox_pi.pdf; (accessed April 19, 2016).
Neumann PJ, et al. Risk-sharing arrangements that link payment for medications to health outcomes are proving
hard to implement. Health Affairs. 2011;30(12):2329–2337.
2
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a select set of drugs are covered and paid for by the Medicare program when administered in the
home. Specifically, drugs administered via durable medical equipment, such as a mechanical or
electronic external infusion pump, are covered by Medicare Part B under the durable medical
benefit category. This obviously does not include infused drugs as those are only covered by
Medicare Part B “incident to” a physician’s office visit. This is a very small set of drugs.
In addition, Medicare’s home health benefit does not pay separately for drugs; rather, they are
included in the per diem rate and only for those patients that meet the definition of homebound
as well as other eligibility criteria. Again, this is a small set of patients with an even smaller set
of eligible drugs to be covered when administered in the home. Finally, Medicare Part D, which
covers drugs that are not administered incident to a physician’s office only covers the cost of the
drug. The Part D program does not cover the nursing services or the supplies required to safely
administer the drug in the beneficiary’s home. Specifically, Medicare Part D reimburses
providers for the drugs and a retail-based dispensing fee, which falls short of covering the costs
associated with the safe provision of home infusion drugs. Importantly, Medicare Part D does not
cover the specialized infusion-related services, equipment and supplies, and it is for this reason
that most Medicare beneficiaries do not have access to infusion drugs in the home, despite that
the drugs are in fact covered in that setting.3
Allergan supports a comprehensive approach by CMS to develop innovative payment models for
the coverage and payment of infused drugs in the beneficiary’s home and we look forward to
working with CMMI to develop new payment models which allow beneficiaries to access
infused therapies in the comforts of their home.
Allergan is supportive of the decision to avoid mandatory models moving forward in the
Innovation Center’s work stream. It is important to note that mandatory models may force
patients to lower cost providers, and lower cost providers may not be appropriate in all cases.
Some lower cost providers may be low cost because they provide lower quality of care. If a
mandatory model is imposed on the Program in such a way that restricts choice for beneficiaries,
this could end up yielding lower value, and ultimately more expensive care in the long run.
Broad stakeholder engagement would elucidate how this might play out once deployed in
various sectors.
We have also recently seen an increase in CMS’s interest in exploring alternate payment
approaches including outcomes-based pricing options, indication-based pricing, or risk-based
contracts with pharmaceutical companies. Regulatory and legislative changes are needed to
facilitate value-based agreements and contracts that could include revisiting federal antikickback statute and Medicaid best price requirement. We encourage the Innovation Center to
review these other policies in relation to VBAs to ensure that once such agreements are entered
into with manufacturers, there are policies in place to protect the manufacturers from other
federal and state policies that impede progress on VBAs with the Innovation Center. We would
encourage the Innovation Center to work with other agencies to address these barriers.
3
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However, the pursuit of alternative payment approaches is one area where the Innovation Center
could explore additional opportunities to engage in innovative models, with clear endpoints that
engage manufacturers, patients, and other payers. With clearly established principles to guide
what factors would be considered under such contracts, manufacturers and the Innovation Center
could engage an even broader set of stakeholders to develop these models, and pool results over
time to determine whether there are cost efficiencies associated with this approach to
transparency in the purchase of prescription drugs. In addition, because it is outcomes-based, this
approach to prescription drug purchasing and contracting has the added benefit of building in a
quality evaluation component. The required constant monitoring of patient outcomes in relation
to price of the drugs would add an enhanced quality feature to the model.
One recent example of this in the United States is the concurrent announcement of a first-ever
FDA approval and CMS outcomes-based purchasing announcement for the CAR-T cell therapy,
KymriahTM (CTL019), for children and young adults with B-cell acute lymphoblastic leukemia
(ALL) that is refractory or has relapsed at least twice. Details on how this novel outcomes-based
pricing would work have yet to be released but the announcement suggests an example of a
potential model design option that would enhance transparency and improve patient care, but
would require model participants to adhere to several guiding principles around models
involving pharmaceuticals.
4. Please also identify potential challenges or risks associated with any of these
suggested models.
CMS should consider the following challenges and guiding principles in developing and
implementing such models.
a. Not every drug or pharmaceutical product would be a good candidate for
alternative purchasing and risk-based payment models
The best drug candidates for outcomes-based or risk-based purchasing contracts are those that
present alternative treatments for a condition with well-defined outcomes, safety and risk
profiles. It is important that any model including outcomes- or risk-based purchasing clearly
identify all of the characteristics of each drug included under the model. In addition, the factors
used to identify the drugs subject to these payment models should be well-understood and based
on sound clinical and scientific evidence.
Products should not be considered clinically equivalent simply because they are in the same drug
class and involve similar biochemical processes. Often, a physician cannot substitute one
product for another from the same pharmacologic class or among those with the same
mechanism of action due to hypersensitivity to one product or its ingredients that necessitates the
use of a different product or because different products have different outcomes despite
pharmacological or mechanistic similarities.
In addition, the economic benefits and risks associated with the drug should be well-understood.
Reference-based pricing, for example, should be applied only in a way that maintains, not limits,
access to novel treatments that may, in fact, reduce spending elsewhere in the healthcare system.
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How a drug performs among patient populations and expectations for its effectiveness should be
clearly communicated based on this complete assessment. In essence, the likelihood of success
and the time frame against which success is to be judged should be very clear for manufacturers
and payers alike.
Similarly, indication-based payment models must also include well-founded, scientifically
defined criteria used to identify the drugs and indications for which the alternative payment
model applies. The clinical evidence used to determine the drugs and indications subject to the
alternative payment model must be independent and free of bias. Furthermore, models must
account for the complexities in the current drug purchasing model (e.g., inventory may not be
purchased "just-in-time" for specific indications) along with recognizing a provider's ability, or
lack thereof, to track drug purchases at the patient level.
Any alternative drug payment model must include a robust exceptions or appeals process,
allowing physicians and their patients to seek access to specific drugs which are determined to be
most appropriate for the individual patient.
b. The patient population for which the drug is most appropriate should be
clear
Outcomes-based models for drugs should require that the patient population for which the drug is
appropriate be clearly defined for the purposes of the contract. Where there are restrictions as to
which patients are appropriate candidates for a drug, these should be very clear, to avoid poor
performance associated with use among patients for whom the drug is not clinically appropriate.
Clarity about who is an appropriate patient for the treatment reduces problems associated with
the wrong patients getting the drug, as well as provides the opportunity to re-evaluate
performance results and adjust performance scores where the protocol was not clearly followed
(i.e., to back out cases where the drugs may have been used inappropriately out of the control of
the manufacturer party to an outcomes contract). The recent example of Novartis’ Kymriah
CAR-T cell therapy is instructive: the patient population for which the drug is indicated is very
specific to children and young adults 25 years of age or younger with B-cell precursor ALL that
is refractory or in second or later relapse. Qualifying for the drug can be readily assessed by
physicians who would enter into an outcomes-based contract with CMS. Not every drug would
have as straightforward a patient population as Kymriah, but to the extent to which appropriate
patients are clearly identified, this would help avoid poor outcomes and financial penalties
resulting from the use of drugs for inappropriate patients and would increase manufacturers’
willingness to participate in voluntary drug models.
c. Very robust data analytics to support an outcomes-based pricing strategy
A key prerequisite for any drug model that involves health outcomes is a robust set of data that
includes outcomes measures that can be easily and reliably assessed, as well as a broad set of
antecedent risk factors to properly risk adjust at the patient level in the statistical models to
assess efficacy. A proper risk adjustment model would be required to account for known
confounders that would moderate the effects of any drugs. This will not be easy because there
are often confounding factors that can attenuate measures effectiveness in broad populationbased use of drugs that may not be discovered until later. How to account for this in an
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outcomes-based, or value based purchasing model will need to be carefully determined. New
drugs coming on the market may face a tougher challenge for appropriate risk adjustment
because effectiveness is usually not demonstrated until broader, population-based use has taken
effect. In addition, clear utilization measures are needed to ensure that patient adherence is
maintained over the appropriate time period and to ensure that drugs are assessed based on
proper use. And finally, an independent assessment of outcomes using current statistical methods
would be important to reduce any conflicts that may arise over whether targeted outcomes are
met.
d. Judge success of outcomes-based pricing and contracting by the volume of
such engagements with CMS
The Innovation Center would need experience with several value-based payment models for
drugs to determine whether it is a successful, workable, and scalable approach moving forward.
The specificity required in the model design may unnecessarily limit the number of drugs and
patient populations that are likely good candidates for such outcomes-based contracting designs.
However, the models that make the cut should inform the limits of such designs, and future
methodological considerations to account for particularly for broader implementation.
There are a number of benefits of incorporating drug models in the next phase of the Innovation
Center’s operations. The most important benefit is the potential to improve care and find cost
efficiencies with in the Medicare program and across all aspects of the entire payment system.
Models that include pharmaceuticals could be a contributing factor in this overarching goal to
pay for value and not volume. In addition, we believe that payment reform that includes health
systems and providers are enhanced when manufacturers are also involved as part of the care
delivery system. This ensures that the payment designs that are developed are done with a full
understanding of all major components of the system and their contributions to costs, along with
their value in the goal of delivering high quality care.
5. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be
tested as a model and alternative to FFS and MA?
CMS could explore the potential to have explicit drug study arm(s) in future all-payer
demonstrations testing options that reduce cost-sharing for drugs to enhance patient adherence
and improve outcomes.
Medicaid demonstrations are also an area that could be explored to determine what other levers
could be tested to reduce the costs associated with drug prices.
6. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
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Engagement can take many forms and varies with the nature of a demonstration project. CMS
would not benefit from prescribing specific activities but instead allow patients to bring forth
their ideas about how to inform research projects with the patients’ perspective. CMS could
specifically work with patient communities to become better, more informed research partners.
The focus on the three phases of research--planning, conduct, and dissemination--each
presenting an opportunity for engagement could guide CMS’s partnership models with patients.
7. Are there payment waivers that CMS should consider as necessary to help
healthcare providers innovate care delivery as part of a model test?
CMS should consider waivers for payment models that would apply to drugs that are bundled, or
have formulary components that are not otherwise parts of the current payment system. The use
of waivers would need to be carefully considered on a case by case basis depending on the study,
and Allergan would welcome the opportunity to engage with the Innovation Center on these
questions.
8. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
Allergan is fully supportive of the new directions articulated for the Innovation Center, and the
principles that will guide decision-making around the next set of models. As summarized above,
future Innovation Center models should account for a series of challenging details that would
undergird any successful value-based or outcomes-based approach for pharmaceuticals. We
believe that with additional efforts—in the design elements, in information technology and data
analytics capacity—CMS may, in the near future, very well achieve the readiness to launch a
number of drug demonstrations. Allergan is poised to support CMS in these efforts and looks
forward to further opportunities for engagement.
Thank you for your consideration of these comments and recommendations. Please feel free to
contact me if you have any questions about these recommendations.
Sincerely,
/s/
Kent McKinney
Director, Federal Policy
Allergan, plc
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Submitted via email at CMMI_NewDirection@cms.hhs.gov
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Ave SW
Washington, DC 20210
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
Thank you for the opportunity to provide input on the new direction you are taking for the Center for
Medicare and Medicaid Innovation (CMMI). We share your vision of an affordable, accessible healthcare
system that puts patients first, and we believe that access to connected care technologies is a critical
component.
The Alliance for Connected Care is a 501(c)(6) organization supporting policy that enables the use of
evidence-based, safe, high-quality telehealth and remote patient monitoring services. Our members are
leading health care and technology companies from across the healthcare spectrum. The Alliance works
in partnership with an Advisory Board that includes more than 25 patient and provider organizations.
As you know, the regulatory frameworks for telehealth and remote patient monitoring are different.
When we refer to “telehealth,” we mean real-time communication between clinicians and patients while
“remote patient monitoring” is asynchronous monitoring of patients’ biometric data through technology.
Telehealth is subject to 1834(m) restrictions while remote patient monitoring is not. Telehealth and
remote monitoring technologies both empower the delivery of health care beyond the hospital or office
setting and meet the goals of patient-centered care and provider incentives.
A truly patient-centered healthcare system is one in which all Medicare beneficiaries are able to choose
to access care through any available means, whether that be in-person or through technology. As you
know, use of telehealth has myriad benefits. Telehealth and remote patient monitoring enable clinicians
to reach and monitor patients outside of institutional settings; engage beneficiaries; expand access to
care; improve population health management; and increase care coordination, all of which are key to
successfully transforming care and improving quality while reducing costs.
We have written to CMS and Congress many times about the overwhelming body of rigorous evidence
that shows telehealth and remote monitoring improve care and reduces costs. The HHS Agency for
Healthcare Research and Quality recently performed a literature review in which it found that telehealth
is associated with “improvements in outcomes such as mortality, quality of life, and reductions in hospital
admissions. As a result, AHRQ concluded that “there is sufficient evidence to support the effectiveness of
telehealth for specific uses with some types of patients, including – remote patient monitoring for patients
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with chronic conditions; communications and counseling for patients with chronic conditions and
psychotherapy as part of behavioral health.” 1
We believe that this evidence is more than sufficient to justify lifting regulatory restrictions that prohibit
the broad use of telehealth in Medicare without additional demonstrations. We strongly support and
appreciate your recent decision to unbundle code 99091 for remote patient monitoring services. Through
your action, CMS has enabled physicians to use technology to get a clearer picture of what is happening
with a patient outside of the office or hospital. This is essential for comprehensive, holistic care, and for
reducing in-patient admissions and readmissions.
We continue to hope that CMS should encourage Congress to give the HHS Secretary additional waiver
authority over 1834(m) as provided for in legislation currently being considered by Congress (H.R. 3482/S.
1016).
Absent congressional action, we recommend several actions CMS could take to increase the use of
telehealth through the Innovation Center:
1. Waive section 1834(m) restrictions for all CMMI demonstration programs.
The Alliance believes the most impactful telehealth expansion CMS can make within your current
authority in the Medicare fee-for-service program is to waive 1834(m) restrictions for all CMMI
demonstration models, including future iterations of the Next Generation ACO model, the Comprehensive
Primary Care Model, and any other models you might be considering implementing including direct
primary care and value-based insurance design models.
Such waivers are appropriate for several reasons. First, telehealth tools align with key quality metrics.
From patient and caregiver engagement to preventive health and readmission avoidance, telehealth
facilitates improvement. Telehealth enables communication between patient and providers outside of
the walls of the office, thereby increasing meaningful communication and contributing to the ability of
providers to follow up with patients. For example, all of the following CAHPS measures can be achieved
through telehealth: timely care, appointments and information; access to specialists; health promotion
and education; shared decision making; health and functional status assessments; stewardship of patient
resources.
Telehealth is also a tool for expanding access to primary care, which is the dominant use of telehealth in
the commercial and VA market today. A recent HHS Office of Inspector General (OIG) report on the
Medicare Shared Savings Program, for example, found that “high performing” ACOs provided the highest
number of primary care visits compared to other ACOs in the program. Telehealth is an additional tool
that can and should be leveraged by clinicians to increase use of primary care services while reducing
utilization of care in more costly settings like EDs and urgent care.
Finally, as the Innovation Center launches new Advanced Alternative Payment Models (AAPMs),
increasing numbers of clinicians will be “at risk” for the financial and clinical outcomes achieved by their
patients. As clinicians assume risk, they should be given corresponding increases in flexibility to achieve
HHS Agency for Healthcare Research and Quality. (2016). “Telehealth: Mapping the Evidence for Patient
Outcomes from Systematic Reviews.” Available here: http://bit.ly/2zIKiAI
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positive outcomes for their patients using any appropriate means. Further, utilization concerns are greatly
reduced as clinicians take on risk.
2. Develop and implement a specific telehealth demonstration projects.
As previously mentioned, we do not believe that additional evidence is needed to justify expansion of
telehealth in Medicare as there is a wide-range of evidence derived from use of telehealth in other
markets, for example, the commercial market and at the VA. We recognize, however, that some have
argued that the needs of the Medicare population are unique and that section 1834(m) restrictions should
not be lifted without additional Medicare data.
If CMS is interested in conducting a demonstration that tests the use of telehealth in Medicare, we
encourage you to consider models that fall in the following categories:
• Models that test the ability of telehealth as a substitute for office visits and/or emergency
department/urgent care.
• Models that incorporate value-based insurance design (e.g., lower co-pays for telehealth visits
compared to in-person visits).
• Models that waive section 1834(m) restrictions for specific conditions (e.g., behavioral health).
******
Thank you for the opportunity to provide input into CMMI’s future work. We look forward to continuing
to work with CMS to increase access to high quality connected care for Medicare beneficiaries.
Sincerely,

Krista Drobac
Executive Director
Alliance for Connected Care
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November 20, 2017
Via email at CMMI_NewDirection@cms.hhs.gov
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244-1850
RE:

Centers for Medicare & Medicaid Services: Innovation Center New Direction
Request for Information

Dear Administrator Verma:
I am writing on behalf of the Alliance for Home Health Quality and Innovation (the
“Alliance”) in response to the Centers for Medicare and Medicaid Services’ (CMS’) and
the Centers for Medicare & Medicaid Services: Innovation Center New Direction
Request for Information (“RFI”). 1 Thank you for the opportunity to provide
comments on the RFI.
About the Alliance for Home Health Quality and Innovation
The Alliance is a non-profit 501(c)(3) organization with the mission to lead and
support research and education on the value of home health care to patients and the
U.S. health care system. Working with researchers, key experts and thought leaders,
and providers across the spectrum of care, we strive to foster solutions that will
improve health care in America. The Alliance is a membership-based organization
comprised of not-for-profit and proprietary home health care providers and other
organizations dedicated to improving patient care and the nation’s healthcare system.
For more information about our organization, please visit: http://ahhqi.org/.
We appreciate the opportunity to provide comments on the RFI, and offer
recommendations and considerations to CMMI on the following topics outlined in the
RFI: (1) Advanced Alternative Payment Models (APMs); (2) State-Based and Local
1

Centers for Medicare & Medicaid Services: Innovation Center New Direction (herein after “RFI”),
https://innovation.cms.gov/initiatives/direction?utm_source=Global+%2B+Members&utm_campaign=a
c5f9a22ccAHHQI_Monthly_e_News_Template5_10_2012&utm_medium=email&utm_term=0_a57c50e6f8ac5f9a22cc-72151561
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Innovation, including Medicaid-focused Models; (3) Mental and Behavioral Health
Models; and (4) Program Integrity.
I.

Advanced Alternative Payment Models (APMs)

The Alliance is supportive of the greater inclusion of home health care in APMs, and
would welcome a chance to work with CMS and CMMI on appropriate inclusion of
home health care in new and existing APMs.
Home health care is already serving as a valuable partner in some APMs, including the
Comprehensive Care for Joint Replacement (CJR) model. MS-DRG 470 is the most
common diagnosis code in home health care. Based on data analysis conducted by
Dobson | DaVanzo, when home health care is the first setting post acute the average
Medicare episode payment is $5,000 less than the average across all settings, while the
average readmissions rate for home health care was also below the average across all
settings.2
In the same vein, home health has shown an ability to be an important partner in the
care of patients with cardiovascular disease. A number of pilots and studies have shown
that home health care interventions for patients with acute myocardial infarction
(AMI), coronary artery bypass grafting (CABG), and heart failure (HF) may lead to
lower 30-day readmission rates and improved outcomes.3
Additionally, home health has also shown to be an valuable partner in other existing
APMs, such as Bundled Payment for Care Improvement (BPCI) and accountable care
organizations (ACOs). While these models are still ongoing and have not been fully
evaluated yet, they offer a chance for home health to be a vested partner in the care
continuum. Within these existing and potential models, the Alliance asks for continued
stakeholder engagement with CMS in order to ensure that do not have unintended
consequences. The Alliance would also echo calls for models which allow for shared
incentives, not just shared risk, and allow providers to access feedback in a timely
manner so as to address any issues or raise any concerns.
As a lower cost alternative when clinically appropriate, home health care can and
should be a greater partner in models going forward. However, within the
aforementioned and potential and existing other APMs and models, the Alliance
stresses the importance of regulatory flexibility. Based on stakeholder interviews done
as part of the research paper, “The Future of Home Health Care: A Strategic
Framework for Optimizing Value” one of the biggest regulatory constraints facing
home health agencies is the requirement a patient be homebound in order to receive
2

“Distribution of Post-Acute Care under CJR Model of Lower Extremity Joint Replacements for MS-DRG
470” June 2016. http://ahhqi.org/research/joint-replacement-data
3
“Untapped Potential of Home Health Care Innovations to Improve Outcomes With Bundled Payment
Initiatives” Dec. 2016. http://journals.sagepub.com/doi/abs/10.1177/1084822316679935
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care in the home. Selectively waiving this requirement as a means of regulatory relief
in new and innovative models of care would allow patients the ability to receive
optimal care in the home and may lead to savings in the long term. The Alliance
provided more in-depth comments regarding selective waiver of the homebound
requirement in our comments to CMS on the proposed Medicare Shared Saving
Program proposed rule, which we would refer to for a fuller analysis of waiving
homebound in APMs.4
II.

State-Based and Local Innovation, including Medicaid-focused Models

Home health patients are generally poorer, sicker, and frailer than their peers. Per data
from the Home Health Chartbook5, nearly one in every three home health patients has
a an income at or below 100 percent of the Federal Poverty Level (FPL), and two in
three have incomes at or below 200 percent of the FPL. More than 50 percent of dual
eligible home health care patients require assistance with at least one activity of daily
living (ADL), and over half also suffer from five or more chronic conditions.
The Alliance is supportive of further state-based and Medicaid-focused models that can
help provide supports to home health care patients and may improve care in the home.
For example, Sarah Szanton and her colleagues at Johns Hopkins School of Nursing
designed a program called, “Community Aging in Place, Advancing Better Living for
Elders,” or CAPABLE. The program brings together a nurse, an occupational therapist,
and a handyman to address the environmental and physical limitations of patients in
order to improve outcomes, safety, and ultimately hopefully independence.
Opening up state models to better include Medicaid-focused and community-based
supports, such as the CAPABLE program, is critical to the continued care for older and
disabled Americans. Given the number of dual eligibles receiving home health care,
and the number of those users who require assistance with at least one ADL, programs
like CAPABLE are necessary for being able to keep patients at home, where we know
people would prefer to live as long as possible, and that when clinically appropriate is
the most cost-effective post-acute care setting6. As such, the Alliance would ask CMS to
consider expansion of Medicaid services and to look at programming that supports the
ability to patients to stay in the home and community.

4

Alliance Comments to CMS on Medicare Shared Saving Program. Feb. 2015.
http://ahhqi.org/images/uploads/Alliance_ACO_Comments_20615_FINAL_WEB.pdf
5
“Home Health Chartbook Preview, 2017”
http://ahhqi.org/images/uploads/AHHQI_2017_Chartbook_PREVIEW.pdf
6
“The Future of Home Health Care: A Strategic Framework for Optimizing Value” Oct. 2016.
http://journals.sagepub.com/doi/full/10.1177/1084822316666368
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III.

Mental and Behavioral Health Models

More than even the general Medicare home health population, home health users with
severe mental illness (SMI) are more likely to have three or more chronic conditions,
need help with two or more activities of daily living, and report fair or poor health.
More than 25 percent of Medicare home health users have SMI, a figure which trended
upward each year from 2011 – 2013.7
The Alliance is supportive of models that better integrate mental and behavioral health
with the rest of the health care system, including primary care and home health care,
and looks forward to working with CMS and CMMI on models that address the specific
needs of home health care patients with SMI.
IV.

Program Integrity

The Alliance recognizes the need for robust program integrity programming and would
like to continue to engage with CMS and CMMI on programs and levers that will target
offenders without imposing unnecessary burden on compliant agencies that are simply
trying to care for patients. CMS already lists certain areas of emphasis in targeting
actors committing fraud, including timely licensure and accreditation, transparency,
and auditing. This should be done in a purposeful manner directed at “hot spot” areas
identified through patterns in claims data.
In addressing program integrity and fraud, home health can play an even greater role in
the delivery of safe, patient-centered care, and the Alliance looks forward to engaging
CMS in ways to reduce fraud and abuse without creating undue burden on agencies.

V.

Additional Comments

Finally, the Alliance would like to reiterate a commitment to working with CMS on the
priority areas addressed in the RFI and beyond.
Several existing barriers for home health agencies remain unaddressed, including but
not limited to the face-to-face requirement and the previously mentioned homebound
requirement. These significant issues, addressed in previous comment letters and
communications with CMS, continue to present challenges to optimizing care for a
growing and vulnerable patient population.
*

7

*

*

“Home Health Chartbook Preview, 2017”
http://ahhqi.org/images/uploads/AHHQI_2017_Chartbook_PREVIEW.pdf
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The Alliance greatly appreciates the opportunity to comment. Should you have any
questions about the Alliance’s comments, please contact me.

Sincerely,

Jennifer Schiller
Director, Policy Communications & Research

Novembe 20, 2017
Seema Ve ma, Administ ato
Cente s fo Medica e and Medicaid Se vices
200 Independence Avenue SW
Washington, DC 20201
Dea Administ ato Ve ma,
On behalf of the Allianc for Innovativ Primary Car , I am esponding to CMS’s equest fo
info mation (RFI) fo the Cente s fo Medica e and Medicaid Se vices: Innovation Cente New
Di ection.
The Alliance fo Innovative P ima y Ca e (AIPC) is a coalition of p ovide s and stakeholde s
focused on b inging bette ca e to Medica e patients th ough innovative p ima y ca e delive y
models and social suppo ts, while saving money and imp oving healthca e outcomes. The AIPC
believes that aligning financial incentives and putting p ovide s and consume s in cha ge of
healthca e decisions esults in the best outcomes, as well as substantial savings th ough eduction of
avoidable ER visits and hospital admissions, and othe p eventable high-ticket items.
Ov rvi w: Th Rol of Our M mb rs
Ou membe s have successful t ack eco ds in Medica e Advantage (MA) p oviding team-based
p ima y ca e that esults in dec eased healthca e spending while inc easing valuable se vices to ou
patients in communities ac oss the count y. They p ovide intensive p ima y-based ca e in the home
and in community clinics that includes a ange of clinical inte ventions and se vices delive ed by
p ima y ca e physicians, nu se p actitione s and nu ses, health coaches, and othe p ovide s, as well
as community pa tne s. Ou p ovide s typically wo k with some of the most vulne able patients in
medically unde se ved communities, and have seen bette health outcomes, mo e f equent
engagement and deepe elationships with patients given smalle panel sizes, as well as ve y high
patient and p ovide satisfaction.
Ou p ovide s assume financial isk fo thei patients, esulting in an incentive to maximize time
spent with patients and help them maintain optimal health th ough clinical and social suppo ts. By
taking on financial isk fo patients and esou cing p ima y ca e at a level highe than a typical fee1

fo -se vice p actice, ou p ovide s have seen d amatic eductions in total cost of ca e, la gely
th ough eduction in unnecessa y hospitalizations, eme gency oom visits and utilization in highe
cost post-acute settings. Impo tantly, models like these a e g owing at a apid ate in the p ivate
secto because consume s a e choosing them.
Ou Founding Membe s include Landma k Health, Io a Health and Oak St eet Health (see
attachment A), and ou p inciples fo successful advanced payment models (APMs) outlined below
a e suppo ted by many othe o ganizations. We have consulted with many o ganizations in the
development of ou Advanced Physician G oup (APG) model outlined below, including Ame ican
Medical Association (AMA), Ame ican Academy of Family Physicians (AAFP), CAPG, the
National Coalition on Health Ca e (NCHC), the Di ect P ima y Ca e coalition (DPC), Bipa tisan
Policy Cente (BPC), Ame ican Ente p ise Institute (AEI), and mo e.
Background: Th N d for N w Mod ls
We applaud CMS fo p omoting new payment models, pa ticula ly its focus on patient-cente ed
ca e and testing ma ket-d iven efo ms that empowe beneficia ies.
Many t ends a e d iving the need fo new models. The ising incidence of ch onic illness is a majo
cost d ive fo Medica e. Beneficia ies with 6+ ch onic conditions ep esent 14% of the Medica e
fee-fo -se vice (FFS) population, but d ive nea ly half of the expenditu es. This calls fo mo e
coo dinated, inte disciplina y clinical models in Medica e FFS that a e designed to bette manage
use of health ca e.
Medica e models to-date a e still tied to volume and do not allow advanced physician g oups to
implement patient-cent ic, value-based ca e models. Consequently, t aditional Medica e
beneficia ies typically do not eceive integ ated, coo dinated se vices that would imp ove outcomes
and save costs. The cu ent FFS system has not been st uctu ed to benefit f om the innovation
occu ing in the p ivate secto o in Medica e Advantage (MA), and does not allow physicians to
utilize a ange of benefit designs, p efe ed netwo ks, behavio al and even t anspo tation and social
suppo ts that can keep patients healthy and at home.
The cost and quality of U.S. healthca e will not d amatically imp ove without changing financial
incentives to bette add ess p ovide and patient needs, to bette p omote p ima y ca e and patientp ovide engagement, and to add ess cu ently conflicting incentives th oughout the system. In
esponse to these needs, the AIPC c eated a p oposal fo a unique advanced alte native payment
model (APM) desc ibed below.
Alignm nt with CMS Goals and Obj ctiv s
The AIPC set out to c eate a unique APM p oposal, called the Advanc d Physician Group (APG)
model, that would have a measu able and eal impact on Medica e costs while imp oving health
ca e outcomes and enhancing and encou aging patient-p ovide engagement. The APG model would
b ing patient-focused, team-based intensive p ima y ca e models to FFS Medica e, allowing
physicians and patients to dete mine the most app op iate and necessa y ca e, while p oviding the
financial incentives fo p ima y ca e p ovide s to play a “qua te back” ole. We encou age CMS to
test the APG model given its st ong alignment with the goals outlined in the RFI.
2

The APG model aims to:






Be accessible to la ge and small physician p actices, as well as facilitate pa ticipation in
Medica e p og ams by new and eme ging physician/clinical o ganizations al eady
innovating in the ma ketplace with p oven t ack eco ds;
Be unique f om, but build on, existing CMS p og ams;
Encou age and enable bette ca e fo high- isk, ch onically ill patient populations, taking
into account social and community facto s and thei impact on health status;
Be consume -d iven and allow patients to choose the physician p actice they want to be a
pa t of and by encou aging engagement with clinicians;
Meaningfully imp ove Medica e p og am costs and quality by p oviding physicians
incentives to bette manage patients’ health needs to educe utilization of highe -cost ca e
settings when unnecessa y.

Ou p oposal is st ongly aligned with CMS’s goals and objectives outlined in the RFI in that it
would p ovide mo e choice and competition within FFS Medica e, is a volunta y model that would
p ovide mo e APM options to p ovide s within a f amewo k that is flexible and not ove enginee ed, is designed to p ovide patient-cente ed ca e with incentives to suppo t empowe ment of
patients, and has a t ack eco d of p oviding benefit designs that lead to meaningful imp ovements
in healthca e cost and quality.
Principl s for Succ ssful APMs
The AIPC membe s and stakeholde s st ongly believe that the e a e seve al co e common p inciples
that CMS should conside fo successful new APMs, all of which a e encompassed in the APG
model outlined below.


Financial alignment – Models should not be built on fee-fo -se vice chassis, but athe
leve age expe ience in othe p og ams whe e pe fo mance is assessed based on isk-adjusted
total cost of ca e ta gets. The e is a need fo g eate alignment of financial incentives fo
physicians to encou age a focus on quality and cost outcomes, and p ovide upf ont esou ces
to p actices and physicians that a e necessa y to help achieve those outcomes, with egula
settlement of sha ed gains/losses to allow pa ticipants to apidly einvest back into the
model.
o Models should leve age MA County benchma ks to adjust fo egional diffe ences in
total cost of ca e and setting pe fo mance ta gets fo pa ticipant population, athe
than histo ical spend.
o While it is impo tant to have a path fo taking on g aduated levels of isk as an
o ganization g ows fo p og am success and pa ticipation and to allow smalle and
newe o ganizations to pa ticipate at lowe levels of isk, it is equally, if not mo e
impo tant to allow eady o ganizations to pa ticipate in mo e agg essive models at
highe levels of isk than exist with today’s APMs. All levels of pa ticipation should
have safegua ds by having isk and accountability at all levels to weed out
oppo tunism.
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Volunta y/patient-d iven att ibution – Models should ely p edominantly on volunta y
patient att ibution athe than claims-based att ibution fo assigning patients to a
pa ticipating p actice. Models should allow flexible ways of eaching and communicating
with patients fo en ollment, enhancing the ability of pa ticipants to ta get inte ventions.



Accu ate isk adjustment - Accu ate isk adjustment is necessa y to bette enable p actices to
manage and take isk fo complex patient populations (th ough f ailty adjustment whe e
necessa y), and dete “che y picking.” Pe fo mance ta gets should also be adjusted fo
accu ate acuity of unde lying population to allow pa ticipants to invest in inte ventions
tailo ed to thei beneficia ies.



Data sha ing – Access to actionable data should be p ovided on a eal-time basis to the
g eatest extent possible to suppo t ca e management, evaluation, and continuous
imp ovement.



P efe ed p ovide netwo ks - While ecognizing the impo tance of f eedom of choice fo
Medica e beneficia ies emaining in “t aditional Medica e,” CMS should p ovide the tools
and claims-paying suppo t to encou age APMs in developing p efe ed p ovide netwo ks to
d ive bette health outcomes and quality.



Waive s and beneficia y incentives – We ecommend CMS offe a full set of waive s f om
FFS payment ules and beneficia y incentives that allow the flexibility and oppo tunity to
p ovide enhanced se vices to patients unde this model.

Summary of our Proposal – Advanc d Physician Groups
An impo tant featu e of the APG model is that it diffe s f om existing Medica e p og ams and is not
built upon the FFS payment system. Cu ent FFS benefit design, lack of netwo ks and the FFS
payment st uctu e p ovide a disincentive to p ovide the best possible ca e to olde , complex patients
with multiple ch onic illnesses whose healthca e needs may equi e a ange of clinical and nonclinical inte ventions.
The APG model seeks in la ge measu e to eplicate a full- isk physician g oup ca e and payment
model utilized in the p ivate secto unde which a paye sha es isk with a isk bea ing physician
o ganization eflective of the total cost and quality of ca e fo a patient population, with a focus on
p oviding patient-cente ed, high-touch ca e. This app oach offe s the benefits of simplicity and a
p edictable budget to align incentives and encou age efficiency and high-quality ca e. It has p oven
successful ove time in a numbe of ma kets and eflects a t ue population based ca e and payment
model.
In the APG model, eligible APGs would eceive a p ospective, isk-adjusted population-based
payment (PBP) eflective of p edicted Pa t B costs ep esenting p ofessional se vices fo which the
APG would be di ectly esponsible (the PBP amount would be no mo e than 12% of total health
ca e spending fo the patient). The enhanced payment would allow the APG p actice to make
meaningful investments in innovative inte ventions and se vices, and would give p ovide s
autonomy to dete mine what inte ventions and se vices will have the g eatest impact on patient
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outcomes, expe iences, and costs. Simultaneously, CMS and taxpaye s would be p otected, as APG
p actices would be able to sha e in total cost of ca e savings only afte CMS ecoups its investment
in the PBP and if quality standa ds a e met. This eliminates the isk of CMS ove paying p ovide s
who do not take on associated ca e liability fo patients.
The AIPC feels it is impo tant fo CMS to advance an APM that allows fo full financial alignment,
with p ovide s being at isk fo total cost of ca e. Many p ovide g oups would pa ticipate in a fullisk sha ing a angement if given the oppo tunity to sha e in total cost of ca e savings coupled with
an up-f ont payment fo p ima y ca e se vices. In fact, many p ovide g oups a e al eady engaged in
simila a angements in MA and comme cial ma kets. Fu the mo e, many entities now exist to
enable p actices to pa ticipate in such a angements, allowing mo e p ovide g oups to take the step
to full financial alignment and esponsibility fo thei patients. Thus, the AIPC p oposes two t acks
to allow fo both small and la ge p actices to pa ticipate in the model, and to allow fo p actices to
g adually inc ease the level of financial isk desi ed.
Track 1 – Full Sharing Arrang m nt – In a Full Sha ing A angement, we envision two possible
app oaches fo APGs to engage. Fi st, an APG would eceive a PBP, but would also assume isk fo
(e.g., 85 pe cent) of any losses and savings as measu ed by changes in isk-adjusted total cost of
ca e (including the PBP) fo the population cove ed by the APG, afte CMS has ecouped f om the
APG any losses incu ed o accumulated by CMS as a esult of the APG p actice’s pa ticipation.
Second, the APG could take a capitated payment that would ep esent a pe centage of the p ojected
total cost of ca e fo the population (e.g., 85 pe cent); CMS would be gua anteed the savings
diffe ence (e.g., 15 pe cent) and the APG would manage its own ca e and any downst eam ca e
unde this capitation.
Track 2 – Partial Sharing Arrang m nt - CMS could also allow fo Pa tial Sha ing
A angements, in which APGs would only assume isk fo up to 100 pe cent of the PBP amount
(va ying by a angement), and would be eligible to sha e in annual savings/losses as measu ed by
changes in isk-adjusted total cost of ca e, which includes the PBP. To p ovide an “on- amp” fo
smalle APG p actices and APG p actices who may be new to taking on “ isk,” CMS could allow
APG p actices pa ticipating in a pa tial sha ing a angement to not be esponsible fo any losses
ealized in the fi st yea of thei pa ticipation in the p og am. Howeve , beginning in the second
yea and onwa ds, sha ed savings would only be paid out to an APG p actice afte CMS has
ecouped any losses incu ed in the p evious yea .
The Sec eta y could c eate multiple levels of sha ed savings/loss to p ovide options fo p ovide
pa ticipation, and the APG could select and move between t acks as a way to ensu e obust
pa ticipation and to p ovide mo e APM oppo tunities fo p ovide s. Othe models being discussed
in the ma ketplace, such as an enhanced p ima y ca e payment without sha ed savings, could be
built into ou model as an ent y level option fo p ovide s befo e moving up the isk amp.
Howeve , the AIPC feels that new models that encou age investment in p ima y ca e should enable
and encou age p ovide s to build capacity to move towa d g eate financial isk as isk-bea ing
p ovide models a e the most p omising way fo CMMI to accomplish its goals and to ensu e
effective management of patients.
A co e goal of the APG app oach is to allow and facilitate pa ticipation by new and eme ging fo ms
of physician and clinician o ganizations. Such a model would foste mo e p ovide and patient
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engagement by utilizing and p efe ing volunta y att ibution ove p ospective and et ospective
att ibution models. The AIPC believes that enabling p ovide s to communicate with and educate
consume s about va ious unique ca e models will enable mo e consume choice and a highe deg ee
of engagement and connectivity between patients and p ovide s.
A well fo mulated APG p og am would be att active to a ange of APG o ganizations eage to
pa ticipate in advanced Alte native Payment Models unde the QPP and mo e gene ally, but who to
date have st uggled to figu e out how to do so in a meaningful way unde cu ently available
models. The AIPC feels that many physician p actices could pa ticipate in such a p og am and
would eventually be willing and able to pa ticipate in a full isk t ack, enabled by multiple p ivate
secto innovato s who a e helping advance these models.
APG Diff rs from Curr nt CMS Mod ls
The model and p inciples p omoted by AIPC a e distinguishable f om othe CMS and Innovation
Cente p og ams cu ently in existence, while building on thei successes and innovations.


Physician-Led – The APG model is the only physician-led p og am that would mo e
agg essively align incentives with physician g oups to bette manage ca e. Physicians a e in
the best position to manage and educe the total cost of ca e if given the ight incentives.
Cu ent CMS p og ams have focused mostly on histo ic playe s in the system that have less
incentive to fully t ansfo m.



Patient Empowe ment – The APG model allows patients to opt-in athe than be assigned to
a p og am based on histo ic claims. Physician g oups will educate and communicate with
patients, att acting them with bette benefits mo e tailo ed to thei needs. If CMS desi ed,
APGs could ensu e some savings a e invested back into the benefit design so that patients
di ectly benefit and sha e in total cost of ca e savings.



Health System Savings – The APG model is not built on the fee-fo -se vice chassis,
allowing physician g oups to delive the intensive p ima y ca e and social suppo ts
necessa y to educe utilization of ca e in highe cost settings, ER visits and hospitalizations.
AIPC membe s epo t savings in MA of 30-40%.



Att active to Innovato s – Both t aditional and new innovative o ganizations a e able to
pa ticipate in the APG model, allowing mo e agg essive change and savings to the system.
Cu ent p og ams have been ove -enginee ed, moved too slowly, and have focused on
t aditional health system pa ticipants athe than st engthening the patient-physician
elationship. The APG model also has seve al accommodations to enable smalle p actices to
pa ticipate.

Conclusion
The AIPC app eciates the oppo tunity to wo k with CMS on its new di ection. Ou membe s have
eal wo ld expe ience successfully se ving Medica e patients in models that a e favo ed by both
6

patients and p ovide s, while having eal and demonst able impact on health status and costs. We
welcome the oppo tunity to discuss ou esponse with CMS and se ve as a esou ce as mo e APMs
a e unde development.
Since ely,

Ma y Langowski
Alliance fo Innovative P ima y Ca e (AIPC)

Attachm nt A – Th Allianc for Innovativ Primary Car Founding M mb rs

Io a Health was fo med in 2010 to p ovide enhanced p ima y ca e se vices to olde adults.
Fo egoing the fee-fo -se vice model, Io a Health wo ks with sponso o ganizations to build valuebased p ima y ca e p actices f om the g ound up. Io a p actices take a patient-cent ic, team-based
app oach to ca e, with an emphasis on population health and ca e-enabling technology. Io a
pa ticipates almost exclusively in isk cont acts with Medica e Advantage o ganizations. The
company’s comp ehensive p ima y ca e model esults in app oximately 20% imp ovement in health
outcomes and 18-20% eduction in total medical costs. To date, Io a ope ates 23 p actices ac oss
seven states. Fo mo e info mation, visit www.io ahealth.com.

Oak St eet Health is a apidly g owing company of p ima y ca e cente s fo adults on Medica e in
medically-unde se ved communities whe e the e is little to no quality healthca e. Oak St eet’s ca e
is based on an enti ely new model that is based on value fo its patients, not on volume of se vices.
The company is accountable fo its patients’ health, spending mo e than twice as long with its
patients and taking on the isks and costs of thei ca e. Since 2013, Oak St eet Health has been
investing in communities ac oss the Midwest – p oviding much-needed p ima y ca e fo tens of
thousands of people in 24 cente s. The company ecently announced an expansion to Philadelphia in
2018. Fo mo e info mation, visit www.oakst eethealth.com.

Landma k is an indust y leade of home-based medical ca e fo patients with complex health needs.
Landma k's community-based, physician-led medical teams a e specialized in house calls and
delive medical, behavio al, social and palliative ca e to individuals with multiple ch onic
conditions, whe eve they eside. Thei teams of mobile clinicians collabo ate with patients'
families, ca egive s and othe medical p ovide s to b ing coo dinated wo ld-class healthca e to
people who need it the most. Landma k has esponsibility today fo ~55,000 complex ch onic
patients ac oss 14 states, and sees 30-40% eductions in avoidable utilization. Lea n mo e
at Landma kHealth.o g.
8

November 20, 2017

Center for Medicare & Medicaid Innovation
U.S. Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244

Submitted electronically at: CMMI_NewDirection@cms.hhs.gov

Dear CMS Innovation Center:
The Alliance for Nursing Informatics (ANI) advances nursing informatics leadership, practice, education,
policy and research through a unified voice of nursing informatics organizations. In collaboration with the
American Nurses Association (ANA), ANI has reviewed the Request for Information issued by CMS asking
for input on CMS Innovation Center New Directions. ANI and ANA offer our comments as nursing
stakeholders to the CMS request for information focused on CMS Innovation Center New Directions.
ANI fully endorses the objective to promote patient-centered care and test market-driven reforms that
empower beneficiaries as consumers, provide price transparency, increase choices and competition to
drive quality, reduce costs, and improve outcomes. We urge CMS to promote models which fully integrate
the registered nurse (RN) and Advanced Practice Registered Nurse (APRN) as care leaders and members
of the care team and to empower them to practice at the full scope of their education and training in
these care models.
Our specific responses and comments to the questions posed by the CMS Innovation Center are included
below.
Comments on the guiding principles or focus areas
We fully support the Guiding Principles, and recommend the following modifications:
1) Choice and competition in the market – Promote competition based on quality, outcomes, and
costs.
We recommend expanding how competition is defined to include care delivery models that
promote choice of care setting and type of provider.
Models that are salient to the marketplace in terms of choice and competition while promoting
principles of quality, outcomes and cost are both practical for providers and essential for patients.

The focus on value – both to providers and patients – and emphasizing the need for regulatory
flexibility for testing models is commendable. In this spirit, we advise the concept of value is clearly
defined and a priori identification of measures of value is an expectation for model evaluation.
A critically important variable in measuring and demonstrating value is measuring impacts on health
disparities, including unintended consequences. For example, the focus on increased transparency
and consumer choice is excellent, but requires oversight to ensure that applications designed to
communicate this information and facilitate consumer decision-making are accessible, highly
useable, understandable and useful to all consumers. This requires investment in design
development as well as testing with consumers to demonstrate the applications usability, usefulness
and understandability.
2) Provider Choice and Incentives – Focus on voluntary models, with defined and reasonable control
groups or comparison populations, to the extent possible, and reduce burdensome requirements and
unnecessary regulations to allow physicians and other providers to focus on providing high-quality
healthcare to their patients. Give beneficiaries and healthcare providers the tools and information
they need to make decisions that work best for them.
We recommend provider-neutral language to describe collaborative care across healthcare
providers that includes Advanced Practice Registered Nurses and other specialty nurses such as,
School Nurses and other disciplines (e.g. Pharmacists, Social Workers, and Physical Therapists) that
provide care in diverse settings, beyond the physician. In fact, there is ample evidence that
demonstrates that APRN-led health care for patients with chronic illness have high quality outcomes
including significantly fewer deaths and hospitalization in heart failure patients 1, improved cost
effectiveness in coronary care2, and decreased mortality, fewer myocardial infarctions, and
improved medication adherence in patients with a range of cardiovascular disease3 among others.
3) Patient-centered care – Empower beneficiaries, their families, and caregivers to take ownership of
their health and ensure that they have the flexibility and information to make choices as they seek
care across the care continuum.
We recommend modifying this principle to emphasize empowering beneficiaries, their families and
caregivers to take ownership of their health and ensure that they have the flexibility and
information to make choices as they seek care across the continuum, including care coordination,
care planning, and shared decision-making.
We also suggest that the principle of empowering patient-centered care through ownership of their
health includes a statement that the concept of ownership of one’s health assumes full access to
one’s health data.
4) Benefit design and price transparency – Use data-driven insights to ensure cost-effective care that
also leads to improvements in beneficiary outcomes.
1

Strömberg A, Mårtensson J, Fridlund B, Levin LÅ, Karlsson JE, Dahlström U. Nurse-led heart failure clinics improve
survival and self-care behaviour in patients with heart failure: results from a prospective, randomised trial.
European heart journal. 2003 Jun 1;24(11):1014-23.
2
Raftery JP, Yao GL, Murchie P, Campbell NC, Ritchie LD. Cost effectiveness of nurse led secondary prevention
clinics for coronary heart disease in primary care: follow up of a randomised controlled trial. Bmj. 2005 Mar
24;330(7493):707.
3
Al-Mallah MH, Farah I, Al-Madani W, Bdeir B, Al Habib S, Bigelow ML, Murad MH, Ferwana M. The impact of
nurse-led clinics on the mortality and morbidity of patients with cardiovascular diseases: a systematic review and
meta-analysis. Journal of Cardiovascular Nursing. 2016 Jan 1;31(1):89-95.

We recommend that quality of life and wellbeing be included in beneficiary outcomes.
5) Transparent model design and evaluation – Draw on partnerships and collaborations with public
stakeholders and harness ideas from a broad range of organizations and individuals across the
country.
We recommend including a broad range of organizations, communities and individuals.
6) Small Scale Testing – Test smaller scale models that may be scaled if they meet the requirements for
expansion under 1115 A(c) of the Affordable Care Act (the Act).
We recommend funding to test and spread smaller scale models and encourage CMS and CMMI to
continue to advance initiatives at all levels.
What model designs should the Innovation Center consider that are consistent with the guiding
principles?
We support the Innovation Center’s interest in testing models in the eight focus areas: (1) Increased
participation in Advanced Alternative Payment Models (APMs); (2) Consumer-Directed Care & MarketBased Innovation Models; (3) Physician Specialty Models; (4) Prescription Drug Models; (5) Medicare
Advantage (MA) Innovation Models; (6) State-Based and Local Innovation, including Medicaid-focused
Models; (7) Mental and Behavioral Health Models; and (8) Program Integrity.
The eight focus areas are well scoped; however, we note the need to include patient centered and nursedriven innovation care delivery models. We suggest inclusion of models that support home-based care,
particularly for elderly individuals choosing to age in place, school-based care and APRN-led primary care
and chronic disease management clinics.
We call attention for CMS and CMMI, to The Raise the Voice: Edge Runner Initiative at the American
Academy of Nurses, http://www.aannet.org/initiatives/edge-runners, highlighting several such models.
Coalescing on common appreciation that health care in America today is inaccessible to many,
expensive for most and fragmented for all, these nurse-driven innovation models offer alternatives.
Examples include: care coordination models such as the 11th Street Family Health Services, based on
trans-disciplinary care teams and community partnerships; the Aging in Place model which applies
registered nurse care coordination and health promotion to support high quality services in the home;
and telehealth initiatives, such as the Complex Care Center model which links providers through
evidence-based and innovative solutions. Each of the Edge Runner programs have demonstrated an
improvement in patient outcomes and progress toward fundamental transformation in enabling our
healthcare system to deliver the best possible care at an acceptable cost – moving American health care
away from its current hospital-based, acuity-oriented, physician-dependent paradigm toward a patientcentered, convenient, helpful and affordable system.
Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models.
We appreciate the inclusion of care coordination for physician specialty models and recommend that care
coordination be framed to address needs across the continuum of care and across communities and
emphasized as a core guiding principle of these models. The focus on program integrity is of high value as
a cross-cutting initiative and we recommend the inclusion of social determinants of health as context for
care and outcomes.
We also recommend a tighter coupling between care delivery model innovation and advanced payment
model innovation. Pilot programs should focus on engaging consumers in shared-decision making and

evidence-based4 as well as innovative approaches for activating patients to be more effective managers
of their health and healthcare. In fact, research supports that higher patient activation levels are
associated with healthy behaviors and lower cost. 5 Both engagement and activation are key area for
nursing impact and expertise 6 , however, we believe additional education that focuses on patient
engagement and activation is needed to improve this skill across all clinician types.
There is an opportunity for CMMI to advance the Administration’s position on opioids by developing and
implementing models that focus on alternatives to pain management strategies, decreasing opioid use,
and prescribing practices – including APRN prescription authority. These initiatives should be data driven
and include metrics to facilitate evaluation of outcomes. Telehealth services for mental health and
substance use disorders could be leveraged as a strategy to address the comprehensive approach required
to address this national crisis. Demonstration waivers focused on opioid use, such as those approved by
the Administration for the New Jersey and Utah Medicaid programs,7 offer a promising start and could be
built upon and brought to scale to combat opioid use disorder nationwide in line with the President’s
declaration of a nationwide public health emergency regarding the opioid crisis.
What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
We recommend developing volunteer pilot incentive programs that share rewards with consumers and
eligible providers (including APRNs) who mutually review cost and quality transparency information to
support consumer directed decision making about affordability, choice of provider, care setting, care
coordination support and frequency of visits. These pilots would aim to shift the balance of care delivery
to include virtual and remote care settings, and support consumers and their authorized caregivers to
understand the full scope of practice of APRNs and other eligible providers, while tracking affordability
and savings over an episode of care. This supports our overall emphasis on moving American health care
away from its current hospital-based, acuity-oriented, physician-dependent paradigm toward a patientcentered, convenient, helpful and affordable system.
How can CMS further engage beneficiaries in development of these models and/or participate in new
models?
Greater understanding of the investment required in adopting community participation methodology to
allow consumers to participate in model evaluation is needed. CMS should apply the National Quality
Forum (NQF) framework on telehealth measurement to these models, given its inclusiveness of access to
care and multiple stakeholders.
Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
4

Shively MJ, Gardetto NJ, Kodiath MF, Kelly A, Smith TL, Stepnowsky C, Maynard C, Larson CB. Effect of patient
activation on self-management in patients with heart failure. Journal of Cardiovascular Nursing. 2013 Jan
1;28(1):20-34.
5
Greene J, Hibbard JH, Sacks R, Overton V, Parrotta CD. When patient activation levels change, health outcomes
and costs change, too. Health Affairs. 2015 Mar 1;34(3):431-7.
6
Pelletier LR, Stichler JF. Action brief: patient engagement and activation: a health reform imperative and
improvement opportunity for nursing. Nursing Outlook. 2013 Jan 1;61(1):51-4.
7
Centers for Medicare & Medicaid Services. CMS announces new Medicaid policy to combat the opioid crisis by
increasing access to treatment options. November 1, 2017. Web:
https://www.cms.gov/Newsroom/MediaReleaseDatabase/Press-releases/2017-Press-releases-items/2017-1101.html

We are aware that CMMI is currently developing and implementing several innovative payment models
in the following areas: Accountable Care; Episode-Based Payment Initiatives; Primary Care
Transformation; Medicaid and CHIP Initiatives; Medicare and Medicaid Dual-Eligible Enrollee Initiatives;
and Initiatives to Accelerate the Development and Testing of New Payment and Service Delivery Models.8
We believe that RNs and APRNs have a crucial role to play in the development and implementation of
these types of care delivery models under state payment waivers. We support payment waivers under
this umbrella which also ensure access to quality and comprehensive healthcare services for beneficiaries,
particularly those in vulnerable populations across the care continuum. We believe that this is a golden
opportunity to provide incentives for APRNs under these models, particularly in payment waivers dealing
with the Medicaid and CHIP populations and Medicare-Medicaid dual eligible populations.
We would also like to reiterate the role that APRNs can and should play in APMs. While nurse
practitioners, certified registered nurse anesthetists, and clinical nurse specialists were included in the
description of APMs under MACRA, there is no requirement that APMs include APRNs in their networks
as independent providers eligible for direct billing and participating in potential incentives. Further,
opportunities for an enrolled APRN Medicare Part B provider to meaningfully join an APM may be severely
limited based on both rural location and on the lack of welcoming behavior with respect to APM networks.
We believe that APRNs have an important and positive role to play in the implementation of APMs and
we urge CMS to implement policies and payment waivers which not only support the inclusion of APRNs
under the definition of physician-focused payments models (PFPMs) but also expand their ability to
practice to the full scope of their education and training.9 This role includes engaging patients and their
families and caregivers – through innovative technologies such as telehealth – in order to ensure that this
care is both consumer driven and consumer focused. As CMMI itself notes on its own website,10 “The
Innovation Center is working in consultation with clinicians to increase the number and variety of models
available to ensure that a wide range of clinicians, including those in small practices and rural areas, have
the option to participate.” We urge CMMI to ensure that this is actually the case.
When considering overarching guiding principles for innovative models, we encourage CMS to look to the
recent NQF report, Creating a Framework to Support Measure Development for Telehealth.11 The NQF
report identifies that although the use of telehealth continues to expand, there are considerable
differences in its comprehensive use due to constraints in reimbursement. The NQF Report points out that
there is more flexibility in the Medicaid program versus the Medicare program in regards to
reimbursement.12 We encourage CMS to consider evaluating the need for equivalent reimbursement to
incentivize the implementation of technology to support innovative telehealth models in both the
Medicare and Medicaid programs and for those individuals who are dually eligible for both programs.
We also urge CMS to consider the NQF report and the identified “domains and subdomains of the
telehealth measurement framework” 13 when considering strategies for CMS to further engage
8

Centers for Medicare & Medicaid Services. Innovation Models. Web:
https://innovation.cms.gov/initiatives/index.html#views=models
9
American Nurses Association. Comment Letter from ANA to CMS on the Merit-Based Incentive Payment System
and Alternative Payment Model Incentive under the Physician Fee Schedule, and Criteria for Physician-Focused
Payment Models. June 27, 2016. Web: http://nursingworld.org/MIPS-APM-ANACommentLetter-062716
10
Centers for Medicare & Medicaid Services. Innovation Models.
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National Quality Forum. Creating a Framework to Support Measure Development for Telehealth. August 2017.
Web:
http://www.qualityforum.org/Publications/2017/08/Creating_a_Framework_to_Support_Measure_Development_
for_Telehealth.aspx
12
Ibid. Pg. 4.
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Ibid. Pg. 7.

beneficiaries in the development of these models. Specifically, the third domain which “focuses on the
experience of telehealth, which represents the usability and effect of telehealth on patients, care team
members, and the community at large, and whether the use of telehealth resulted in a level of care that
individuals and providers expected. The Committee divided this domain into three separate subdomains:
patient, family, and/or caregiver experience; care team member experience; and community
experience”.14
Are there any other comments or suggestions related to the future direction of the Innovation Center?
There is a need for nurse driven innovation models and we strongly reiterate the need to use providerneutral language to communicate that models should include advanced practice nurses, supporting
practicing to the full extent of their professional licensure and education.
ANI, in collaboration with ANA, commends CMS’ careful consideration the future of the Innovation Center
and appreciates the opportunity to contribute to the conversation on this important topic for improved
science and innovation that fosters an affordable, accessible healthcare system that puts patients first.
Sincerely,

Charlotte Weaver, PhD, RN, MSPH, FHIMSS, FAAN
ANI Co-chair

Mary Beth Mitchell, MSN, RN, BC, CPHIMS
ANI Co-chair

The Alliance for Nursing Informatics (ANI), cosponsored by AMIA & HIMSS, advances nursing informatics
leadership, practice, education, policy and research through a unified voice of nursing informatics
organizations. We transform health and healthcare through nursing informatics and innovation. ANI is a
collaboration of organizations that represents more than 5,000 nurse informaticists and brings together
25 distinct nursing informatics groups globally. ANI crosses academia, practice, industry, and nursing
specialty boundaries and works in collaboration with the more than 3 million nurses in practice today.
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November 20, 2017
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality and Director
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Center of Medicare & Medicaid Innovation Request for Information – New
Directions
Dear Acting Deputy Administrator Bassano:
Thank you for the opportunity to respond to the Center for Medicare & Medicaid
Innovation’s Request for Information on New Directions for the Innovation Center.
The Alliance for Patient Access (AfPA) is a national network of more than 800
physicians with the shared mission of ensuring patient access to approved therapies,
including prescription pharmaceuticals and biologics, and medical devices. AfPA
members support CMMI’s mission to promote patient-centered care and to test marketdriven reforms that empower beneficiaries as consumers. Increased choice and
competition drive quality, reduce costs, and improve outcomes.
CMMI’s mission is two-fold: to test innovative payment and service delivery models to
reduce program expenditures and to simultaneously preserve or enhance the quality of
care for Medicare, Medicaid, or Children’s Health Insurance Program beneficiaries. This
mission is critically important to ensuring the evolution of our health care delivery
system and our ability to ensure quality affordable care.
As CMMI plans for the future, AfPA encourages you to use successful past
demonstrations to guide upcoming projects. In particular, each new demonstration
should embrace the following principles:
•

Limited scope and duration. Projects should be robust enough to provide data
for a clear assessment of value and outcomes but limited to the extent possible.
Smaller projects will have the benefit of less disruption to the system and will
allow CMMI to undertake more diverse initiatives.

Alliance for Patient Access
1275 Pennsylvania Ave., NW | Suite 1100A
Washington, D.C. 20004

•

•

•
•

•

Full transparency in participation. Patients should be informed that they are
participating in a demonstration project and should be educated about the impact
that it may have on their access to care.
Ability to opt out. Patient participants should be allowed to choose to not enroll
in the demonstration project and to continue their care under the standing
reimbursement scheme.
Patient input. Each demonstration project should engage patient participants
during the design of the demonstration and at each decision point thereafter.
Prior solicitation of provider input. The most successful CMMI demonstrations
have included provider input in the design, development and implementation of
the project. This engagement should be built into all future demonstrations.
Transparency in demonstration evaluation. CCMI should ensure a transparent
process that includes patient and provider stakeholders in evaluating the outcomes
of each demonstration project.

Thank you for this opportunity to provide input. We look forward to engaging with you
in the development, implementation and evaluation of alternative payment models and to
encouraging the full participation of patients and providers in the process.
Sincerely,

Brian Kennedy
Executive Director

Alliance for Patient Access
1275 Pennsylvania Ave., NW | Suite 1100A
Washington, D.C. 20004

November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, SW Washington, D.C. 20201
Submitted electronically — CMMI_NewDirection@cms.hhs.gov
Re: Request for Information: Center for Medicare and Medicaid Services : Innovation Center New
Direction
Dear Ms. Verma:

The Alliance for Regenerative Medicine (ARM) appreciates the opportunity to comment on the Center
for Medicare and Medicaid Services (CMS) Request for Information (RFI) seeking feedback on the future
direction for the Innovation Center’s efforts.
ARM is a multi-stakeholder organization comprised of 260 life sciences companies, non-profit research
organizations, patient advocacy groups, clinical centers, and investors that have come together to
advocate for policies to support research and market availability of regenerative medicine products.
ARM applauds the Innovation Center for its efforts to assess their current approaches and models to pay
for and deliver healthcare. We appreciate that the Administration has demonstrated a clear preference
for voluntary, market based over mandatory payment models. Under the current Administration, the
Innovation Center has taken several important actions to address stakeholder concerns, including
withdrawing the Part B Drug Payment Model, proposing to cancel the mandatory episode payment
model and proposing to limit the Comprehensive Care for Joint Replacement (CJR) model to issuing this
RFI to seek input on future model concepts.
With “new direction” in mind, ARM believes that CMS should pursue an agenda to vigorously innovate
in market based solutions and methodologies designed to be relevant to the unique delivery and
reimbursement issues related to regenerative therapies. As CMS and the Innovation Center continue to
implement an array of alternative payment models and as physicians are at greater financial risk for the
care they provide, it is critical for the Agency to make sure these payment and delivery reforms do not
impede the development and use of regenerative medicine products. In short, if new and existing
models begin to hamper access to the highest quality innovative treatments it could impede the pace of
innovation in regenerative medicine products and subsequently diminish the promise for treating unmet
medical needs. To that end, we provide the following comments to the questions posed in the RFI.

Do you have comments on the guiding principles or focus areas?
In the RFI, CMS indicates that they will approach new model design through the following guiding
principles: Choice and competition in the market; Provider Choice and Incentives; Patient-centered care;
Benefit design and price transparency; Transparent model design and evaluation and Small Scale
Testing. ARM supports the principles set forth in the RFI and believes that the Innovation Center should
expand upon these by including principles for facilitating access to medical innovation.
The Innovation Center is testing a growing array of value-based or alternative payment models (APMs),
which can apply to a specific clinical condition, a care episode, or a population. Many of these models
include medicines and other novel technologies in spending benchmarks. In order to support patient
access to treatment advances and continued medical progress, APMs must include mechanisms that
allow for the standard of care to evolve alongside medical science. As such, the Innovation Center
should account for advancements in science by employing actuarially sound spending benchmarks that
account for new treatments and create incentives for novel therapies. For example, CMS has supported
the use of novel therapies and services in bundled payment models by excluding their cost in both the
Bundled Payment Care Initiative (BPCI) and CJR initiatives through the New Technology Add-on
Payments (NTAP) program. Similarly, the Oncology Care Model uses a novel therapies adjustment to
adjust performance calculations for participating practices. CMMI should continue to employ and
enhance methods such as these to ensure that these mechanisms are sufficient and enable innovation.
What model designs should the Innovation Center consider that are consistent with the guiding
principles?
ARM encourages the Innovation Center to explore a broad range of voluntary demonstrations that are
aligned with the guiding principles and encourage high-value treatment options. ARM believes the
Innovation Center should explore models tied to outcomes. These models would link payment to a
treatment’s value, expected or realized, with the goal of promoting better outcomes and lowering costs.
The models could include upfront payments with outcome rebates or outcome based payments over
time (periodic payments).
Additionally, ARM believes the Innovation Center should pursue out-of-the-box, market-based annuity
models. Under an annuity, or installment payment model, payments would be spread over a predetermined time period. This model recognizes the long-term therapeutic durability of singleadministration cell and gene therapies, matches the payment to the multiyear benefit and helps to
mitigate costs in any given fiscal year for payers. The Innovation’s Center exploration of such models
should be as broad as possible under existing statutory authority given that regenerative medicines aim
to treat a diversity of patient populations-- a one-size-fits-all model is not an appropriate approach.
Specifically, exploration of innovative payment models is needed to gain experience in both the
Medicare and Medicaid programs, the fee-for-service (FFS) and managed care context, and the
outpatient and inpatient care setting.
ARM welcomes an opportunity to support the Innovation Center in their pursuit of models in these
arenas.
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Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models.
The structure and design of new and existing models holds important implications for medical
innovation. If these models are structured inappropriately and without the safeguards necessary to
ensure high-quality care, they will have unintended consequences that either limit patient access to
innovative treatments and vital services, or pass on the costs to nonprofit community providers. These
consequences could derail the advancements in medicine that have the potential to help patients with
complex diseases that could never before be effectively treated.
Narrow quality measures and measurement over relatively short time frames are not sufficient for these
therapies. For example, the CJR bundled payment model only includes two quality measures (related to
complications and patient experience) likely skewing measures of success toward financial targets.
Many of the current models, like CJR, set targets based on the current standard of care and little
flexibility for innovation. Thus, the Innovation Center should work closely with the National PatientCentered Clinical Research Network and patient groups to pursue approaches that are more comprehensive
and would not only involve linking a larger share of payments to performance in real-world settings, but
also linking total payments to a more complete set of measures of clinical outcomes as well as total cost
of care. Cost measurement in existing and new models should account for both direct and indirect costs
to Medicare and Medicaid as many one-time curative therapies have economic benefits that accrue
over time.
It is also vital that the new and existing models are setting targets that value gains from interventions
that improve a patient’s quality of life and/or functional status, which could include quality metrics that
capture a demonstrated clinical trial endpoint that has not routinely been tracked under existing federal
healthcare programs or a metric that distinguishes the value of a one-time, curative treatment versus
one that realizes similar total health gains but over a number of years.
Additionally, many of the existing episode-based models run only 90-days post-hospital discharge;
timeframes that may be too short to measure the full impact that various regenerative medicine
interventions have on outcomes and patients’ health. For example, in the context of innovative
regenerative medicines, it may take longer than 90 days in some cases for an inserted gene to instruct
the body to produce a missing protein in sufficient quantity that it clinically impacts the symptoms
and/or underlying progression of the condition. In such instances, not only should the Innovation Center
reconsider the length of the episode of care in question but also how to identify and utilize quality
metrics that can more meaningfully capture the value of these therapies under appropriate time
parameters. Quality measurement plays a vital part in determining what behavior change(s) are likely to
occur within various models. Therefore, to be ultimately successful, quality measurement must be
comprehensive and accurate enough to ensure that every patient receives the highest quality of care
while also being appropriately valued as part of a payment mechanism to incentivize providers in a truly
patient- centered model.
If the agency finds that certain types of APMs result in hampering patient access to the highest quality
innovative treatments, CMS should consider suspending the model(s) in question until concerns about
their impact on patient care can be thoroughly resolved.
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What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
As CMS and the Innovation Center consider ways to provide more flexibility to MA plans, it will be
important to ensure that access and appeal mechanisms work to recognize the value of new medicines
and support patient access to items and services that meet their individual needs. Moreover, any new
flexibility should not impose new coverage or access restrictions that are not currently permitted in
Medicare Advantage.
How can CMS further engage beneficiaries in development of these models and/or participate in new
models?
The goal of model reforms should be to ensure the right patient receives the right treatment. This
includes ensuring that patients are well-informed about their health care options, have access to the full
range of treatment options, and are engaged in their treatment choices. We strongly believe in the
development of shared decision-making tools for use between patients and their providers.
Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
For clinicians to have the information they need to be successful and make optimal choices for patients,
they need greater access to economic and value data about products. Current legal barriers can
potentially limit access to such information. For example, the US Food and Drug Administration (FDA)
has regulations regarding off-label marketing, including limiting companies’ ability to proactively
communicate some economic evidence. Additionally, value-based agreements that include services
offered by manufacturers to facilitate their implementation – e.g., data collection and analysis required
to track outcomes or incentives for providers to utilize specific programs – may be considered
inducements.
Uncertainty created by legal and regulatory issues – including price reporting requirements, Medicaid
rebate/”best price” requirements, the federal Anti-Kickback Statute, the physician self-referral statute
and regulations for off-label communication are barriers to the advancement of value based care. These
legal and regulatory barriers need to be addressed systematically to encourage broader exploration by
life science companies and clinicians to partner effectively and advance value-based payment design.
We understand that the Innovation Center does not have the broad authority to address all of these
issues but we recommend that the Center work across HHS to develop innovative models and work with
CMS to develop waivers that allow for testing of such models.
Are there any other comments or suggestions related to the future direction of the Innovation
Center?
There is continued uncertainty among stakeholders regarding how innovation will be valued amongst
new and existing Innovation Center models. Accordingly, ARM urges CMS and the Innovation Center to
provide guidance on how payments for regenerative medicine therapies – especially one-time
transformative therapies – could be made under these programs. Additionally, guidance is needed
around the types of contractual arrangements companies can enter into with clinicians to support
adoption based on the treatment’s clinical value – e.g., gainsharing, etc. These and other issues will
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impact the uptake of these innovative new therapies by providers and patients alike, influencing the
ability of regenerative medicine to benefit patients.
Conclusion
ARM appreciates the opportunity to comment on this RFI, and urges CMS and the Innovation Center to
consider the recommendations included in this letter to ensure continued medical innovation and
improved beneficiary care. We appreciate your consideration of our viewpoints on this important issue
and look forward to opportunities to work with the Agency moving forward. If you have any questions,
please contact Miranda Franco.
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November 20, 2017
VIA ELECTRONIC SUBMISSION THROUGH https://survey.max.gov/429625
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
RE: Request for Information - Centers for Medicare and Medicaid Services: Innovation Center New
Direction
Dear Administrator Verma:
As members of the Alliance for Site Neutral Payment Reform, we appreciate the opportunity to comment
on the Centers for Medicare and Medicaid Services Request for Information: Innovation Center New
Direction as announced on September 20, 2017.
As a coalition of patient advocates, providers, employers and payers, The Alliance commends CMS for
seeking feedback from healthcare stakeholders to promote patient-centered care and test market-driven
reforms that empower beneficiaries as consumers, provide price transparency and increase choice and
competition. These goals are directly aligned with the mission of the Alliance which seeks to advance
payment parity across sites of service to decrease Medicare and commercial spending, ensure patients
receive the right care in the right setting, lower taxpayer and beneficiary costs and increase patient access
and choice.
Since our inception, the Alliance has worked collectively to urge Congress and regulators to advance site
neutral payment policies to equalize payments across sites of care for all outpatient services. While recent
progress has been made toward leveling the playing field to ensure the exact same service is reimbursed
at the same payment level despite the delivery setting, there is much more to be done. The Center for
Medicare & Medicaid Innovation (CMMI) plays a critical role in our healthcare system’s transition toward
value-based care and should actively develop models that advance payment parity, increase transparency
and encourage competition in the healthcare marketplace.
Site Neutrality for Episodic Payment Models
Patients, employers and taxpayers pay more when the same services are delivered in the hospital
outpatient department (HOPD) instead of independent physician practices for a wide variety of services –

www.siteneutral.org

for example, chemotherapy: $281 vs. $1371; cardiac imaging: $2,078 vs. $655; colonoscopy2: $1,383 vs.
$625; even a basic E/M visit costs $51 more when performed in a HOPD3. These disparities between
HOPDs and freestanding physician offices are completely unjustified as the actual treatment and care
received by patients is the same regardless of the setting. This is an easy and commonsense area for
change with CMMI episode based payment models.
Currently, CMMI is testing episode-based payment models for inpatient stays at acute care hospitals, joint
replacements and chemotherapy treatment. In setting the payment amount for each of these models,
CMS has used historical Medicare payments to establish a baseline. In future development of episodic
payment models where care is primarily delivered in the outpatient setting, CMS should look at how
those services are furnished, billed and paid in the freestanding physician-office as well as the hospital
outpatient department setting. When payment differentials exist based on site of service, CMS should
implement site neutrality for the baseline. This approach will remove inefficiencies entrenched in the
Medicare payment system, put physician practices and HOPDs on a level playing field and result in savings
to the program.
Engage and Educate Patients on Site of Service Differentials
The Alliance appreciates The Administration and CMS’ shared goal to empower patients to become more
active participants in their healthcare choices through increased transparency. Currently, most patients
have no idea that something as simple as a common blood test can cost three times as much in a hospital
outpatient department versus the community setting. But even if a patient did want to shop around, the
existing Medicare system is overly complex, forcing Medicare patients to navigate multiple payment
systems with varying cost sharing amounts for the same services depending on where that service is
provided.
CMMI has a great opportunity to empower and incentivize patients to make financially smart decisions so
they can have more control over their healthcare costs. Medicare’s website, www.Medicare.gov, already
addresses many of these topics in an effort to help beneficiaries understand the choices available to them
and their potential costs. Beneficiaries can scroll through a list of covered services and quickly see how
often a service is covered, and what cost sharing might be involved. However, CMS does not include
information related to medical costs associated with different care settings. This is a missed opportunity
to educate patients on how they can achieve lower out-of-pocket costs if they have a choice to receive
care in an outpatient physician office setting or an outpatient hospital setting.
CMMI can harness the use of this information through the development of patient-focused models where
beneficiaries could participate in shared savings when they choose lower-cost options. By educating
patients on the cost differentials between various sites of care for identical services and allowing them to
experience savings, beneficiaries can reduce spending for themselves and the Medicare program. In
addition to a searchable website that allows patients to compare the cost of outpatient services, CMMI
should test various communications and engagement methods to see what resonates best with
beneficiaries.
On behalf of the Alliance for Site Neutral Payment Reform, thank you for the consideration of our
comments on the Centers for Medicare and Medicaid Services Request for Information: Innovation Center
1

Medicare Program; Revisions to Payment Policies Under the Physician Fee Schedule and Other Revisions to Part B for CY 2017; Medicare Shared
Savings Program Requirements; and Medicare Diabetes Prevention Program
2 Location, Location, Location: Hospital Outpatient Prices Much Higher than Community Settings for Identical Services, The National Institute for
Health Care Reform (NIHCR): Published online June 2014.
3 GAO, Medicare: Increasing Hospital-Physician Consolidation Highlights Need for Payment Reform, December 2015.

www.siteneutral.org

New Direction. We are happy to serve as a resource to you and welcome any questions about the issues,
concerns, and suggestions discussed above.
Sincerely,
The Alliance for Site Neutral Payment Reform
www.siteneutral.org
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Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Submitted electronically via CMMI_NewDirection@cms.hhs.gov
November 19, 2017
RE: Innovation Center New Direction – Request for Information
Administrator Verma:
The Alliance for Transparent and Affordable Prescriptions (ATAP) consists of seventeen patient
and provider groups who are concerned about the role that pharmacy benefit managers (PBMs)
play in the rising cost of drugs for patients. ATAP is funded entirely by membership dues and
does not take funding from outside sources.
We thank the agency for taking the first step in setting the Center for Medicare and Medicaid
Innovation (CMMI) on a new path and, particularly, for expressing an interest in more
prescription drug pricing models. In its Request for Information (RFI), CMS states that it wants
“to test new models for prescription drug payment, in both Medicare Part B and Part D and State
Medicaid programs that incentivize better health outcomes for beneficiaries at lower costs and
align payments with value. Models that better align incentives and engage beneficiaries as
consumers of their care can continue to improve patient outcomes while controlling drug costs.
Models that contemplate novel arrangements between plans, manufacturers, and stakeholders
across the supply chain, including, but not limited to innovative value based purchasing
arrangements, and models that would increase drug pricing competition while protecting
beneficiaries’ access to drugs are of particular interest.” (Emphasis added.)
ATAP was formed on a shared concern that our drug supply chain is serving patients poorly. In
particular, we believe that PBMs play an increasingly harmful role in our delivery system. PBMs
are third-party entities that manage and administer prescription drug plans for payers, including
1

Medicare Parts C and D plans, TRICARE, the Federal Employees Health Benefits Program,
employers, and health insurers. Among other functions, PBMs negotiate discounts of drug prices
with pharmaceutical manufacturers in the form of rebates and manage drug utilization by
beneficiaries. Unfortunately, there is very little transparency surrounding PBMs and their role
within the delivery system, nor are there any requirements to pass negotiated savings onto payers
or patients.
Additionally, the industry is overly consolidated, with the two largest PBMs combined covering
more than 170 million lives1 -- more than three times the size of the entire Medicare program.2
This consolidation is not good for patients. As the National Community Pharmacists Association
pointed out, “since 1987, when Advance PCS/Caremark (now CVSHealth) became the last of the
original ‘big 3’ PBMs to incorporate, the others being Medco and Express Scripts which merged
in 2012, total prescription drug expenditures have skyrocketed 1010% and per capita
expenditures have increased 756%.”3
PBMs allege that they are saving costs, but it is unclear for whom. As prescribers and patients,
we have seen firsthand patients’ out-of-pocket costs rise year after year, even as their ability to
access the medicines they need is compromised through restrictive formularies, tiering, and other
aggressive utilization management techniques. PBMs negotiate rebates and discounts, but
patients have seen little to no benefit from those “savings.” In fact, the current system seems to
encourage manufacturers to increase their list prices—which are just the starting point for
negotiations—and yet, patient cost-sharing is often based on those inflated list prices.
The current system is so complex and convoluted that it is unclear how targeted solutions might
affect the greater whole. With its authority to test models on small scales, CMMI can play a
unique role in returning us to a rational system that puts patients at the center while controlling
1

Express Scripts covers 83 million. (Express Scripts Corporate Overview, downloadable at http://lab.expressscripts.com/about.) CVS Caremark covers approximately 90 million. (CVS Health At A Glance,
https://www.cvshealth.com/about/facts-and-company-information.)
2
“An Overview of Medicare” by the Kaiser Family Foundation (April 1, 2016), available:
http://kff.org/medicare/issue-brief/an-overview-of-medicare/.
3
National Community Pharmacists Association, http://www.ncpanet.org/advocacy/pbm-resources.
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drug prices. CMMI has the ability to be nimble in testing ideas, so that we can be sure solutions
work for patients before any program changes are implemented on a wider scale. While we
acknowledge that CMMI’s authority to test changes in Part D might be limited, we urge the
agency to consider demonstrations that incorporate one or more of the following elements:






Return the PBM to its original, purely administrative function;
Require the PBM to adhere to Food and Drug Administration (FDA) regulations of what
constitutes a “generic” versus a “brand” product to avoid purposeful misclassification
leading to generics being charged as brands;4
Prohibit the use of gag orders on pharmacists so that a consumer can be told when (s)he
would be best served by paying cash for the prescription;
Require pass-through of rebates and any other prices concessions at the point-of-sale.

As we hope this letter has made clear, the current system is not working and, in fact, may be
doing harm to patients. We would welcome the opportunity to further discuss these proposals
with the appropriate CMMI staff. Please do not hesitate to reach out, should you have questions
or require additional information. For general information, please visit: https://
atapadvocates.com.

Sincerely,
American Association of Clinical Urologists
American Bone Health
American College of Rheumatology
Association of Women in Rheumatology
California Rheumatology Alliance
Coalition of State Rheumatology Organizations
Florida Society of Rheumatology
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https://www.managedcaremag.com/archives/2010/9/when-brand-generic-contract-pbm.
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Global Healthy Living Foundation
Lupus and Allied Diseases Association, Inc.
New York State Rheumatology Society
North Carolina Rheumatology Association
Rheumatology Alliance of Louisiana
Rheumatology Nurses Society
U.S. Pain Foundation
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November 20, 2017

Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244

Submitted via email to CMMI_NewDirection@cms.hhs.gov

Re: Request for Information – New Directions for the Innovation Center
Dear Administrator Verma:

The Alliance of Community Health Plans (ACHP) is pleased to submit recommendations in response to
the Centers for Medicare & Medicaid Services (CMS) Request for Information on New Directions for the
Innovation Center.

ACHP is a national organization bringing together innovative health plans and provider groups to
improve the health of communities. Members are non-profit organizations or subsidiaries of non-profit
health systems. They provide coverage and care for more than 19 million Americans, including 2.5
million Medicare beneficiaries. ACHP members offer eight of the sixteen 5-star rated Medicare
Advantage (MA) plans. Overall, 34 MA contracts offered by ACHP members received 5, 4.5 and 4-stars in
the 2017 star ratings.

We appreciate CMS’ willingness to consider new approaches and models of care by providing regulatory
flexibility to health plans and states and engaging in new demonstration projects. The Innovation Center
provides an opportunity to test approaches that have been successful in other lines of business but that
may not be allowed under Medicare and Medicaid program requirements. We offer several
recommendations for ways in which Innovation Center authority may be used to advance the goal of
value-based care for Medicare beneficiaries.

Restoring Quality Payments in Medicare Advantage
•

Use Waiver Authority to Address the Benchmark Cap Glitch

Under the previous Administration, CMS interpreted the law governing the MA benchmarks and quality
incentive payments in a way that was contrary to Congressional intent, denying Medicare benefits to
seniors who had enrolled in high quality plans specifically so they could take advantage of enhanced
1825 Eye Street, NW, Suite 401 | Washington, DC 20006 | p: 202.785.2247 | f: 202.785.4060 |
www.achp.org
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benefits. As a result, CMS reduced or eliminated quality payments to plans in about half the nation’s
counties, affecting 2.5 million beneficiaries. In some areas, 4- and 5-star MA plans are receiving the same
payment as a 3-star plan, contrary to CMS’ goal of paying for value. ACHP continues to believe, and has
submitted supporting legal analysis to CMS, that the statute allows the Secretary discretion to exclude
the quality payments from the benchmark cap calculation.

While ACHP believes the administration has the authority to remedy this issue, an alternative would be
for CMMI to test a model under section 1115A of the Act to waive the application of section 1853(n)
(and other relevant provisions of Medicare law) for MA plans with consistently high star ratings. Under
the waiver, these MA organizations would base their bids in “bonus-capped” counties against their
benchmark without the application of the cap. Those plans would be required to offer enrollees any or
all of the following: (i) additional supplemental services; (ii) additional supplemental services with
reduced (or no) cost-sharing; or (iii) further reduced cost-sharing for other services under those plans.
The waiver would realize the intent of the law, allowing seniors to take advantage of the additional
benefits and lower cost-sharing they expected when they chose plans at 4 stars and above.
Enhancing Consumer Decision-Making
•

Expand the Value-Based Insurance Design (VBID) Demonstration Project

The existing Medicare Advantage “uniformity” requirement generally requires that an MA plan’s
benefits and cost sharing be the same for all plan enrollees. Because of this, clinically-nuanced VBID
approaches have generally not been incorporated into MA or MA-PD plans. CMS and the Innovation
Center are currently conducting a demonstration in a limited number of states of VBID in the MA
program.

In order to encourage consumer choice of high value treatments and providers committed to valuebased care, we recommend that CMS expand the VBID demo to allow MA plans in all states to participate
and broaden the scope of models that can be tested. ACHP encourages CMS to allow plans to offer
supplemental benefits that would require care management or disease management participation.
Currently, the CMMI considers supplemental benefits and disease management as separate
interventions for purposes of the test. We believe there would be value in allowing plans to combine the
interventions. Beneficiary participation in a disease or care management program can be one of the
most effective tools to improve outcomes and manage costs, and VBID can help drive participation and
ensure beneficiaries are following care plans. Being able to fold supplemental benefits into a care
management offering has the potential to make VBID even more effective in achieving the goals of
improving quality and managing costs. In addition, there may be certain supplemental benefits that are
best utilized by beneficiaries under the guidance of a care manager to ensure they are used
appropriately.
We also encourage CMS to incorporate into future VBID demonstrations the ability for plans to reduce a
member cost share if they engage in an activity or perform in a way that will increase quality, improve
satisfaction and reduce costs. Examples would be reducing emergency room cost sharing if the member
contacts their primary care physician within 24 hours of a discharge or reducing a member’s cost
sharing if they participate in a rehabilitation plan post-surgical procedure such as knee/hip
replacement. Such cost sharing reductions would have to be available to all members and
communicated when they enroll and annually as part of their plan information. We believe that these
initiatives would dramatically reduce the risk for utilization of additional services and improve the
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member’s quality of life. Moreover, these initiatives would encourage the member to take an active role
in their own health.

CMS could also use waiver authority to allow discounts or other financial incentives for engaging in
shared decision-making and for healthy behaviors. Another suggestion is to align patient incentives
with bundled payments to providers: CMS could allow a flat out-of-pocket expense for the beneficiary
rather than co-pays and/or coinsurance for individual visits and procedures.
•

Partner with MA plans to field and evaluate alternative versions of plan design, price, and
quality transparency reporting

The star ratings and other indicators of health plan value are essential components of consumer
decision-making. We suggest that CMMI be tasked with an initiative that would strengthen the use of
consumer information tools. CMS could identify 3-5 versions of communications approaches about
benefits, price, and quality and field test those through health plans. CMS would evaluate consumer selfreported perceptions, changes in consumer behavior, and practicality of MA plans using each version.
One model could include the use of neutral, third party navigators who have access to clinical and cost
data and would facilitate decision-making for beneficiaries choosing MA plans.
•

Allow flexibility in coverage rules

ACHP members offering Medicare Advantage coverage have led the transition to value-based payment
models and have invested significantly in primary care practice transformation and new approaches to
clinical care. However, MA plans are not permitted to pilot care delivery innovations or deviate from
Medicare fee-for-service rules regarding coverage of benefits, even if such efforts would improve quality
and/or reduce costs. This makes it more difficult for health plans to incorporate clinical developments
and new technologies.
To encourage innovation in care delivery, we recommend that CMS:
•

•
•
•

Allow plans to enhance care as part of core delivery of original Medicare without having to
categorize such services as mandatory supplemental. For example, plans should be allowed to
provide free transportation to facilities for those who meet defined conditions such as financial
hardship or they cannot meet the requirements for drop off and pick up for surgeries;
Allow small scale pilots that do not require uniformity of benefits for the whole PBP/contract,
plan at risk for the costs;
Allow MA plans to waive specific FFS coverage rules that limit plans’ ability to provide services
to targeted subsets of beneficiaries with demonstrable need (in the direction of being more, not
less, generous, e.g., waiving home health eligibility requirements); and
Allow a provider entity to bear risk for care delivery options that deviate from FFS.

Greater Flexibility in Network Adequacy Standards
•

Incorporate telehealth in network standards

ACHP shares the goals of CMS in ensuring that health plan members and patients have appropriate
access to care and are able to receive accurate information about their network providers. We support
network adequacy standards but we believe that testing new approaches is a timely and important
opportunity.
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Current access standards are grounded in the physical availability of providers. However, dramatic
changes in the use of visits via email, clinical advice lines, remote consultation by specialists, electronic
medical records, monitoring devices, and other aspects of telehealth that enhance access to care suggest
that evaluating the adequacy of networks using time and distance alone is becoming an outmoded
approach to determining network adequacy. We encourage CMS to use the opportunity of CMMI
demonstrations and authority to engage with stakeholders to develop new standards that reflect
modern capabilities and consumer desires.

Time and distance metrics, while easily quantifiable and auditable, do not necessarily reflect an
enrollees’ access to care. While they may ensure that a contracted in-network provider exists within a
certain geographic distance of enrollees, the standards do not ensure, for example, that a given
practitioner is accepting new patients or that he or she has an available appointment to meet the clinical
needs of the enrollee. Nor do time and distance standards reflect the evolution away from the traditional
1-on-1 physician office visit and toward more team-based care and technology-enabled care including
telehealth.

As an organization representing leading integrated health plans, ACHP has an additional concern. Time
and distance standards do not adequately reflect the integrated delivery model, in which health plans
co-locate providers and services to enable a convenient “one-stop-shop” experience for enrollees,
establish centers of excellence, and stress team-based care to maximize communication and care
coordination. In these cases, the stringency of CMS’ time and distance requirements force plans to
contract with providers outside their systems; those providers do not use the plan’s EMR, may use
different clinical protocols, and lack linkages for coordination of care.

We urge CMS to use the opportunity of this RFI to work with plans to develop alternative measures of
accessibility that are more meaningful for patients, such as timeliness of care (appointment wait times),
provider panel availability (percentage of network providers with open panels), quality (e.g. HEDIS
performance) and patient experience (e.g. complaint/grievance rates and CAHPS performance).
Similarly, we recommend that CMS allow sufficient regulatory flexibility in meeting network standards
to account for the availability of providers using remote access technologies, which require no travel
time but can lead to equivalent care outcomes.
Finally, as an immediate step, we ask that CMS make the network adequacy exception process more
flexible and less burdensome. Additional bases for requesting an exception beyond unavailability of a
provider of a given type are needed, including that the MAO’s network is structured in a way that
provides equal or better access as compared to the local pattern of care. The service area expansion
process should also be simplified and made less burdensome by removing the requirement to submit
health service delivery tables for the entire contract.
•

Modify Network Requirements for Plans Operating in Rural or Certain Other Areas and for
Integrated Health Plans

We encourage CMS to consider waivers that allow greater flexibility for rural health plan network
adequacy standards. Plans operating in counties that do not have certain specialists have significant
challenges meeting some network requirements. By incorporating flexibility for those plans, CMS would
ensure some availability for beneficiaries in rural areas rather than denying those beneficiaries access to
MA plans altogether. Remote access technologies present an opportunity to increase access for plans
operating in rural areas. We ask CMS to consider including the following factors: allowing “home”,
“other” or “skilled nursing facility” to be allowable places of origin for telehealth and/or virtual visits;
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allowing these technologies to count towards certain network adequacy standards (e.g. dermatology,
allergists, etc.); and allowing remote access technology initiatives to begin mid-plan year as long as they
are of benefit to the members.

We also encourage CMS to relax the time and distance standards in large metropolitan areas, either for
all MAOs or for integrated delivery systems meeting a specific definition. Alternate measures of
accessibility to providers could include appointment wait times and the percent of providers with open
panels. Finally, we urge CMS to make the exceptions process more flexible and less burdensome for
MAOs.
Drug Utilization and Cost
•

Strengthen Part D Tools to Address Drug Utilization and Cost

ACHP has previously recommended to CMS that the agency strengthen tools available to Medicare Part
D plans to control utilization and spending. While we believe that CMS should provide flexibility to
manage formularies through regulatory changes, one or more of these suggestions could also be tested
under CMMI demonstration authority.
Current formulary and related restrictions prohibit plan sponsors from taking steps that have been
effective in other lines of business. ACHP recommendations to strengthen the ability of Part D plans to
manage utilization include:
-

•

Allow mid-year (so-called “negative”) formulary changes
Facilitate timely updates to formularies to account for FDA approvals or other relevant
developments by reducing the gap in formulary submission windows between July and March 1st of
the following year
Strengthen clinical standards for physician exceptions to formulary requirements
Allow health plans to designate preferred providers for specialty drug services
Reduce the number of drugs that are considered “protected classes” – for example, removing
antidepressants as a defined protected class drug – and clarify in CMS reference files which drugs
are considered protected
Allow Part D plans to use split-fill programs for medications that have a higher risk of not being
taken for the entire first month
Encourage Greater Use of Biosimilars

Biosimilars hold great promise as a viable alternative to costly specialty biologics in Medicare. The
experience with generics suggests that, with patient and provider education and a clear regulatory
pathway, these products offer a bright spot in the struggle to control runaway drug costs. We
recommend that CMS consider use of the appropriate HCPCS reimbursement codes to help drive greater
adoption and uptake of biosimilar products by insurers and health care providers.
•

Test and Disseminate New Models to Reduce Opioid Overuse

Community health plans are at the forefront of providing coverage and care in the midst of the national
opioids crisis. We recommend that CMS use demonstration authority and regulatory flexibility to
explore new approaches focused on prevention, treatment, appropriate prescribing and community
engagement. Given the finding of the recent HHS OIG Data Brief that one out of every three beneficiaries

Page 5 of 10

ACHP Response: RFI on Innovation Center
November 20, 2017

received at least one prescription opioid through Medicare Part D in 2016, a central part of the strategy
should focus on stronger utilization management tools such as allowing plans to impose short-fill supply
requirements.

ACHP would be pleased to partner with CMMI to test and spread successful models implemented by
member plans. For example, Geisinger Health Plan is expanding its #HadEnough campaign to schools
and community partners. UPMC Health Plan was awarded a grant to share messages about prescription
pain pills with middle and high school students in west central Pennsylvania. Kaiser Permanente has
invested significant time and money in a provider education program, often tailored to individual
specialties. Close to 99 percent of physicians participated in the training, generating measurable results:
over two years, a 43 percent reduction in patients on opioids and a 75 percent reduction in those on
OxyContin.
Multiple Plan Audits and Other Regulatory Requirements
•

Provide Relief from Multiple Audits

Multiple, overlapping, and complex plan audits for MA and Part D present significant burdens and
expense to plans. While ACHP has previously submitted recommendations in this area, an approach
that could allay concerns within CMS would be to test the impact of changes via a demonstration project
before adopting regulatory changes. Recommended changes include:
-

-

Reduce audits to no more than a small number per parent organization per year. In addition, audit
activity should be coordinated across CMS divisions (including the Office of Financial Management
(OFM)) so that any given parent organization is not undergoing more than one audit, monitoring or
data validation activity at the same time.
Minimize associated data requests. The same data requested for one purpose should suffice for
other purposes – e.g., appeals monitoring data provides the same basic information as data for
coverage determinations, appeals and grievances (ODAG/CDAG) but the specifications are different.
For any given audit/monitoring activity, CMS agencies should request the minimum data or
documentation required for the review, in a format as simple and straightforward as possible.
Rely on statistically valid samples. Data “universes” are highly prescriptive, complex and not always
clear, even to auditors/contractors, and extraordinarily taxing to create and validate. Plan sponsors
find that not all of the data are used and that the full universes do not produce any better or more
accurate results than the statistically valid samples that were used a number of years ago. The “3
strikes” rule (sampling 5 cases within universe to validate the universe) is unduly punitive and
burdensome.

Beyond the program and operational audits, MAOs are subject to financial audits including OFM onethird financial audits, bid audits, and hospital and HMO cost report audits. ACHP urges CMS to evaluate
modifications that will increase the efficiency and effectiveness of audit and data reporting processes for
both CMS and plans sponsors. Suggestions include:
-

-

Plans should not have repeat financial audits if there are no problematic findings.
CMS should accept the financials findings of the independent audit firms that MA plans are
required to produce annually.
CMS should use results of a state’s tri-annual financial audit, if current, adding areas as
necessary such as prescription drug events.
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•

Reduce Unnecessary Communications

There is a significant opportunity for innovation in beneficiary communications, with the potential for
enhancing the effectiveness of communications and reducing burden and costs for MA plans and CMS.
ACHP suggests that CMS use the demonstration authority to evaluate potential advantages and
disadvantages for beneficiaries, and potential savings from reducing burden and costs, associated with
the following recommendations on required beneficiary communications:

Electronic Availability: In an effort to reduce paper and mailing costs, ACHP recommends that
beneficiaries routinely receive MA and Part D plan communications electronically as the primary source
of receipt. Those beneficiaries who wish to receive paper copies should be allowed to opt out of the
electronic version. At a cost of over $15 apiece to produce and mail, this would be a significant program
savings and, importantly, reduce misdirected and undeliverable mail.
Prior Authorization Approval Letters: MA plans are required to send notices of prior authorization to
beneficiaries even though, in many cases, they are notified by their provider that the service has been
approved; in fact, the patient often obtains the service shortly after that information is received from
their provider. This situation arises for medical services, drugs, skilled nursing facility admissions and
other services. As a consequence, the member often receives the notice from the MA plan after the visit
or service, causing confusion and increasing costs for creating and sending the notifications. ACHP
recommends that, when the prior authorization is the responsibility of the provider and they are
communicating that approval to members, MA plans not be required to send a separate approval letter.

Implementation of Section 1557 Non-Discrimination Provisions: ACHP member plans support the goals of
the Affordable Care Act Section 1557, addressing language assistance for those with limited English
proficiency and discrimination based on sex/gender, age, or disability. We hope that CMS will
reconsider certain provisions of implementation that are burdensome to health plans and appear to be
of little value to enrollees.

Health plans are required to provide notice to members in all publications. This notice includes both the
Notice of Non-Discrimination, in English and the next major language spoken in the state, and the
“taglines” indicating how to obtain interpreter service free of change. The taglines must be provided in
the top 15 languages spoken in the particular state, so these three pages must appear in all letters and
publications and communications with members. (A short version of the nondiscrimination notice is
allowed on pamphlets and brochures.) This raises the cost for all communications and causes
significant dissatisfaction with members as they see this as “more wasteful paper” sent by plans.
Importantly, the tagline pages may distract members from focusing on the main purpose of the mailing.

In order to inform members about their rights and how to communicate with plans, without generating
member dissatisfaction and imposing undue costs, we recommend that notice communications be
modeled on how the HIPAA Privacy Notices are provided to members. That is, the Nondiscrimination
Notice should be sent out annually along with information on how to obtain a copy of the notice at other
times. Each new member would obtain a notice in their new enrollee mailing or on their first
encounter. The notice would be included in all major documents such as Evidence of Coverage and
Annual Notice of Change packages. The notices would also continue to be provided on plan websites.
We also recommend that the tagline be placed in the Appeal and Grievance packages that are sent to
members. We believe these are appropriate alternatives to including the notice and taglines in every
communication sent to members and would accomplish CMS’ goal of disseminating non-discrimination
information.
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Behavioral Health
•

Support payment and care models across the continuum of services

Patients with mental illness or substance use conditions or both experience care across all settings
including preventive, outpatient, home care, step down care (such as IRTS), crisis care, and inpatient
hospital. Patients move up and down this continuum, particularly as care often needs to be provided on
a long term basis even after acute episode have been addressed. Interruptions in the course of
treatment due to gaps in access to care, payment or coverage adversely affect outcomes.

The Innovation Center should design and test payment reforms and models of care that reward
providers and organizations for integrating care to promote a seamless experience for beneficiaries.
Coordination of care is critical in the behavioral health area and requires explicit financial support for
coordination activities. Given access and workforce limitations, models supported by CMMI should
include expanded use and coverage of tele-psychiatry and tele-therapy. Use of telehealth for behavioral
health treatment should be permitted by a variety of licensed practitioners, not just physicians, as well
as across variety of settings beyond rural areas. We also suggest that CMS reconsider rules governing
Institutions of Mental Disease (IMDs) which create gaps in the continuum for patients with mental
illness or substance use disorder. Fully integrating the Mental Health Parity and Addiction Equity Act
into Medicare coverage would also aid in continuity of care.

Additionally, the expansion of community-based benefits, such as supportive housing, supported
employment, and peer recovery coaching, can positively affect health outcomes and access to care and
reduce costs. ACHP member plans are eager to partner with CMS to identify best practices in supporting
people with behavioral health needs in the community and demonstrate the value of new models of
behavioral health care.
Medicaid
•

Support Coordinated Care and Alignment with Other Coverage

In partnership with clinicians, ACHP plans have devised promising approaches for delivering effective
and high-quality health care to people enrolled in Medicaid as well as those dually eligible for Medicare
and Medicaid. Member plans have developed strategies to improve health outcomes and reduce
inefficiencies including: coordinating care delivery across providers and services; engaging providers
across the continuum of care; prioritizing the coordination of behavioral and physical health services;
and identifying alternative payment models that incorporate value-based payment design and include
incentives for health plans and providers to focus on health outcomes and quality.

We recommend that CMS use demonstration authority to improve alignment between Medicaid
managed care requirements and commercial products and Medicare Advantage. This step will benefit
consumers across all coverage types. Additionally, because we share the agency’s belief that consumers
need reliable and easily understandable information about product options in order to make informed
coverage decisions, we suggest additional flexibility to allow MCOs to share information about alternate
coverage options (i.e., commercial and/or Medicare Advantage) with their Medicaid managed care
enrollees. We believe that CMS can go further in allowing states to continue to make decisions about
both care delivery and payment structures and the network adequacy standards most likely to benefit
their constituents. This flexibility will allow existing, effective and cost-efficient systems to be
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maintained in a way that promotes the better coordination and financing of medical/surgical and
behavioral health care services.

States are also considering the importance of addressing social determinants of health and integrating
nonclinical services with health care. It remains challenging, however, to coordinate services across
agencies and programs. We urge CMS to consider a “Mega-Waiver” approach that would allow
community health plans to develop comprehensive approaches to improving health care outcomes and
delivering more value with managed care dollars.

As health plans that have long been committed to offering consumers products of the highest quality, we
believe consumers are best served when quality information is available that allows for meaningful
comparisons across plans. Additionally, we are a strong proponent of providing states the flexibility
they need to best address the needs of their constituents. We are eager to partner with CMS and the
states on developing a coherent approach to quality in the Medicaid program that fosters accountability
and high performance.
•

Evaluate a blended rate model for maternity and newborn care

An ACHP member plan suggests that CMS should evaluate an alternative payment model in which
Medicaid managed care organizations (MCO) pay physicians and hospitals together a flat sum for
maternity and newborn care. This rate would be developed consistent with the global reimbursement
that providers are paid for such services as transplant – all providers paid one global reimbursement for
related expenses. The development of a maternity/newborn care rate would initially use Diagnostic
Related Grouping rates plus applicable physician and other provider rates for services for the motherbaby pair for all deliveries in year one. Outliers would be removed under the methodology used by CMS
for defining outliers for other payments – removing any mother-baby pair that is 2 standard deviations
or more from the mean (typically the top 2.5 percent) on allowed fee-for-service rates. The non-outlier
pairs would be totaled and a mean rate calculated to reach an overall maternity/newborn care rate for
subsequent years. The model would be structured as a five-year contract.
We recommend newborn care be considered as the first year of life, but it could be limited to a shorter
period. Readmissions within the first 30 days would be included. Maternity care should be included
through postpartum day 56 or until discharged, whichever is longer.

Savings to the MCO would be split with the providers; physicians and hospitals would be able to receive
a bonus/increase in the split for achieving quality targets. The savings would be based on overall
savings to the MCO for maternity/newborn care. In year one, payment would establish a baseline with
reimbursement at a standard contracted rate and methodology. Year 1 payments would set the overall
rate for reimbursement for year 2. MCO savings would be calculated based on deliveries in the first
year, including the run out on mother and baby. The MCO savings baseline would be established by the
end of year 2, or possibly by 18 months due to claims run-out. Sharing of savings would occur in year 3.

A baseline would also be established for selected quality measures, to be jointly determined by the MCO
and providers, incorporating HEDIS measures such as prenatal and postpartum care and readmission
rates. If the blended rate covers care through the baby’s first year, measures such as appropriate use of
Synagis and first year immunizations could be included.
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Social Determinants of Health
•

Evaluate the impact of payment to community-based organizations for services to address
social determinants of health

There is widespread acknowledgement that social determinants of health (SDOH) and related
environmental factors account for a great amount of variability in health outcomes. Payment to
community-based organizations designed to serve needs arising from SDOH are restricted. Allowing
these payments may prevent high-cost utilization of health services. CMS could partner with other
federal agencies and stakeholders to identify 3 SDOH with the highest impact on cost and quality
outcomes for Medicare, Medicaid, or both. Data from the Accountable Health Communities Model is
expected to be available in the near future and could be used for this purpose. CMS could design and test
two payment models for such services addressing that short list of specific SDOH: (1) allow MA plans
and Medicaid managed care organizations to reimburse through any arrangement they choose (with
appropriate documentation) and (2) pilot test a system of direct reimbursement of community-based
organizations.
Thank you for your consideration of ACHP’s recommendations. If we can answer any questions or
provide additional information, please contact Howard Shapiro, Director of Public Policy.

Sincerely,
Seemin Pasha
Vice President, External Affairs
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November 17, 2017
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building, Rm 445-G
200 Independence Avenue, SW
Washington, DC 20201
Dear Administrator Verma:
On behalf of The Alliance of Dedicated Cancer Centers (ADCC), I am pleased to
respond to the request for information (RFI) on the new direction for the Center for
Medicare & Medicaid Services (CMS) Innovation Center. The ADCC comprises the
eleven “Dedicated Cancer Centers” that have a singular focus on cancer. Our member
institutions are committed to advancing the understanding of the causes, prevention,
diagnosis, and treatment of cancer and disseminating this knowledge to the community
at large. We continuously strive to improve quality of care and outcomes for cancer
patients, and our institutions and clinicians are national leaders on these issues.
Broadly, the ADCC commends the tone set by the guiding principles proposed in the
RFI, including the focus on provider choice and incentives (i.e., voluntary models),
patient-centered care, transparency, and small-scale testing. We believe these principles
will encourage active stakeholder engagement with the Innovation Center and promote
the development of novel Alternative Payment Models (APMs) and physician specialty
payment models. Our detailed response to the RFI follows.
Potential Models:
The ADCC is very interested in the proposal to expand opportunities for
participation in advanced alternative payment models (APMs) and to develop new
physician specialty models. The passage of the Medicare and CHIP Reauthorization
Act (MACRA) effectively linked participation in an advanced APM to the ability to
qualify for temporary incentive payments and to benefit from an enhanced payment
update to the Physician Fee Schedule (PFS). At present, the list of qualified advanced
APMs in the MACRA program provides very limited opportunities for participation by
PPS-exempt institutions (including the Dedicated Cancer Centers) or their employed
clinicians. To address this gap, the ADCC supports the Innovation Center’s continued
efforts to develop and test new models that allow for voluntary participation by a full
range of provider types.
As outlined in the RFI, there are a number proposals for the development of new
advanced APMs that hold promise for incentivizing high-quality, efficient care. The
ADCC has undertaken a pilot project to design an alternative payment model that would
reimburse the Dedicated Cancer Centers for defined episodes of care for lung cancer,
offering providers an opportunity to share in savings achieved and incorporating
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innovated quality metrics that focus on promoting exceptional quality and superior patient outcomes.
If piloted successfully by the Innovation Center, this model could be scaled to include additional types
of oncology providers.
Capturing Appropriate Data to Design New Payment Models:
Although the ADCC is supportive of the development of new APMs that truly delivery on
incentivizing value-based payment, the success or failure of any APM in effectively driving high
quality, efficient care and improved patient outcomes is critically dependent upon the ability of the
APM to accurately assess costs and quality, while adequately adjusting for risk factors outside a
clinician or clinician group’s control. To promote the successful design and launch of new APMs that
meet those criteria, the ADCC believes that CMS should:
•
•

Release more complete Medicare claims data, and
Prioritize the development of more accurate risk adjustment methodology.

First, our ability to develop and provide CMS with new payment models is critically dependent
on CMS releasing 100 percent of the claims for the Carrier Standard Analytic File and the
Durable Medical Equipment Standard Analytic File, along with all Part D claims. The limited
data set that is currently available for purchase by analysts contains only five percent of physician
claims making it impossible to accurately model utilization and the total cost of care for patients in
episode of care models, for example. Making the full set of Carrier data and all Part D claims
available would promote the development of new advanced APMs by providing stakeholders with the
information necessary for accurate modeling and analysis–not only for the testing of entirely new
models, but also for testing new methods of enhancing current models, e.g., by improving risk
adjustment methodology employed within an APM.
Second, CMS should take steps to implement fairer, more accurate risk adjustment mechanisms
into its APM and value-based payment designs. Unfortunately, the risk adjustment methodology
that has generally been employed by CMS in its APMs and value-based payment initiatives–the CMS
Hierarchical Conditions Categories (CMS-HCCs)–is unable to accurately predict for variations in
patient utilization and costs, particularly when applied to providers treating a high concentration of
chronically ill or medically complex patients.
Several factors make the application of CMS-HCCs to providers treating a high concentration of
cancer patients especially problematic. First, in order to avoid an incentive for up-coding, CMS has
generally relied on prospective rather than concurrent risk adjustment. However, the use of
prospective risk adjustment means that the methodology fails to capture the increased risk associated
with patients newly diagnosed with cancer (and/or other acute illnesses) during the measurement
period. At a Dedicated Cancer Center, patients newly diagnosed with cancer account for a significant
proportion of our total patient population (roughly 25 percent of all attributed patients). Second, the
CMS-HCC methodology fails to account for cancer stage, which has significant implications for
expected costs. Advanced stage cancers have been demonstrated to be associated with significant
incremental costs compared with treatment of early stage cancers.1 Finally, the HCC model was
designed to assess population- and plan-level risks, making the application of the HCC model at the
provider level inappropriate.
1

See, e.g.,: Blumen H, Fitch K, and Polkus V. Comparison of treatment costs for breast cancer, by tumor stage and type of
service. American Health & Drug Benefits. 2016;9(1), 23–32;Mittman N, Porter JM, Rangrej J, Seung SJ, Liu N, Saskin R,
Earle CC. Health system costs for stage-specific breast cancer: a population-based approach. Current Oncology. 2014;21(6),
281–293.

2

An internal analysis of 2015 data for all Medicare beneficiaries attributed to one ADCC institution
under the Value-based Payment Modifier (VBM) Program, which employs prospective application of
CMS-HCCs to risk adjust, found that there was agreement between the quartiles for payment and HCC
risk score only 37 percent of the time. More alarmingly, the more complex the patient, the worse the
CMS-HCC methodology performed. Among attributed beneficiaries with a stage IV cancer diagnosis
recorded in the tumor registry, the CMS-HCC risk score predicted just one percent of the variation in
payments, compared to 26 percent for patients with in situ cancer.
The ADCC understands that CMS is actively exploring ways to improve its risk-adjustment
methodology, including by convening a Technical Expert Panel (TEP) focused on risk adjustment in
August, 2017. The Dedicated Cancer Centers are exploring methods to account for and incorporate
cancer staging into risk adjustment mechanisms, and we are evaluating other risk-adjustment
methodologies that may be more effective than HCCs at analyzing risk, particularly at the provider
level, such as 3M Health Information System’s Clinical Risk Groups (CRGs). We look forward to
reviewing the recommendations of the August TEP meeting, as well as engaging more directly in
future opportunities to contribute to the development of alternative or improved risk adjustment
methodologies.
Other Payment Waivers:
Telemedicine has been demonstrated to be an effective tool to improve the management of patients
with chronic conditions. Evaluations of telemedicine interventions in patients with chronic conditions
have reported positive outcomes, including reductions in utilization, with fewer hospital admissions,
shorter length of stay, and fewer emergency department visits and readmissions.2 Unfortunately,
under existing statutory policy, Medicare beneficiaries are able to benefit from these interventions in
only limited circumstances.
The ADCC appreciates the steps that CMS has already taken to waive telemedicine restrictions using
its existing authority under Section 1115A of the Social Security Act, including the issuing of waivers
allowing for telemedicine billing as part of certain advanced APMs. These telemedicine waivers
represent an important initial step to demonstrate that telemedicine can play an important role in the
provision of efficient, high quality care that drives improved patient outcomes. However, we believe
that a model that focuses specifically on the waiver of telemedicine restrictions for a population with
chronic disorders could play an important role in providing more direct and definitive evidence of the
ability of the Medicare program to benefit from expanded coverage of these services.
Again, the ADCC appreciates the opportunity to provide input on the future direction of the CMS
Innovation Center. We look forward to working with you to ensure that the Innovation Center
successfully drives the development of new APMs that incentivize high-quality, efficient care and
improved outcomes for patients with cancer.
Sincerely,
ADCC Executive Director

2

See, e.g., Bashur R, Shannon GW, Smith, BR, et al. The empirical foundations of telemedicine
interventions for chronic disease management. Telemed J E Health. 2014;20(9):769-800.
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Submitted electronically via CMMI_NewDirection@cms.hhs.gov
RE: Innovation Center New Direction – Request for Information
Dear Ms. Verma,
The Alliance of Specialty Medicine (the “Alliance”) represents more than 100,000 specialty
physicians from thirteen specialty and subspecialty societies. The Alliance is deeply committed
to improving access to specialty medical care through the advancement of sound health policy.
On behalf of the undersigned members, we are pleased to respond to your request for
information on the agency’s planned new direction for the Innovation Center.

Guiding Principles
The Alliance is encouraged about the prospect of a new direction for the Innovation Center.
While we agree that CMS’ existing partnerships with healthcare providers, clinicians, states,
payers, and stakeholders have generated important value and knowledge, specialty physicians
have faced ongoing difficulty in fostering alternative payment and delivery models in
conjunction with agency partners. Without such models, specialists have no other option but to
engage in CMS’ Quality Payment Program (QPP) via the Merit-Based Incentive Payment System
(MIPS) track, as alternative payment models (APMs) – let alone Advanced APMs – are largely
unavailable or do not fairly measure the quality and costs of specialists compared to their
primary care colleagues.
Where innovative models did address specialty care, they considered only a few select
conditions or services, leaving many specialists and subspecialty providers behind. Other
models touted as specialty-focused, including the now-withdrawn Part B Drug Payment Model,
did not consider the input of specialists during initial development, lacked metrics for quality
and outcomes, and mandated participation by the vast majority of prescribers, resulting in a
model that constituted a payment policy change instead of a demonstration. More importantly,
the model was poised to harm beneficiaries, severely limiting their access to important
pharmacotherapy for cancer, rheumatoid arthritis, and other life-altering and debilitating
diseases. For these reasons, we are pleased that CMS is considering guiding principles for the
Innovation Center and hope the agency will consider the following feedback.

As the agency revamps the Innovation Center, the Alliance urges CMS to adhere to the
following guiding principles:
•

•

•

Protect beneficiary access to specialty medicine. Innovative payment and delivery
models should aim to increase beneficiary access to high-value specialty medical care
and treatment, resulting in improved overall outcomes and quality of life. Under the
Part B Drug Payment Model, beneficiary access to life-saving and life-changing
medications would have been reduced. In fact, the model failed to consider the impact
on beneficiary access to specialty physicians administering Part B drugs and quality of
care, as metrics to account for these issues were altogether absent. As the agency
moves forward with new models, it must collaborate with affected stakeholders to
incorporate appropriate metrics that consider beneficiary access to specialists and the
care and services they deliver. Models that seek only to reduce Medicare spending to
the detriment of beneficiary health and well-being should never advance.
Preserve fee-for-service as a viable payment model. There is significant promise in
value-driven health care, and several disease states and procedures are prime for
quality and resource use improvements. While many specialists are making significant
strides to engage in activities that deliver on that promise, some have already refined
key conditions and procedures through medical advancement and technological
innovation. For example, some specialists have moved services and procedures from
expensive inpatient settings to lower-cost outpatient settings, and reduced clinical gaps
in care through long-term performance improvement. In some cases, these specialists
have eliminated variation in cost and clinical quality across geographic regions, which is
documented in the literature. For these specialists, fee-for-service remains the most
appropriate reimbursement structure. Their performance can and should be measured
to maintain excellence in care and treatment delivery, and most will continue to engage
in federally-sponsored quality improvement programs, including the Merit-Based
Incentive Payment System (MIPS) under the Quality Payment Program (QPP), to
demonstrate their commitment to delivering high-value care to beneficiaries.
Meaningfully engage stakeholders at all phases of model development. The Alliance
strongly encourages the Innovation Center to engage stakeholders, particularly specialty
physicians, during all phases of model development, using transparent, subregulatory
processes, such as requests for comment and information. For example, in the
development of the Comprehensive Care for Joint Replacement (CJR) and now-cancelled
Advancing Care Coordination through Episode Payment Models (EPMs) and the Cardiac
Rehabilitation (CR) Incentive Payment Model, specialists were not meaningfully engaged
at the outset and in advance of rulemaking. While the models may have stemmed from
the Innovation Center’s experience through working with providers participating in the
Bundled Payments for Care Improvement (BPCI) initiative, the enhancement and broad
expansion necessitated robust engagement from the various specialty physicians
providing clinical care and treatment inherent to the model, prior to rulemaking.
Similarly, specialty physicians were not included in any dialogue during the initial stages
of development for the Part B Drug Payment Model. The agency first released the model
2

•

•

•

for public consumption through notice-and-comment rulemaking, leaving little
opportunity for substantive modifications which would have failed the “logical
outgrowth” test. While the model as a whole was unworkable, several problem areas
could have been addressed at the outset with meaningful stakeholder engagement and
in advance of the rulemaking process.
Appropriately test models in advance of expansion. As new payment and delivery
models are developed, they must be adequately pilot-tested prior to wide-spread
expansion. There is no question that health care is local; what may work well in one
geographic area, may not be appropriate in other areas. Models should be tested in a
variety of environments, properly adjusted for risk based on clinical and
sociodemographic factors, and scaled where most applicable. Feedback from
stakeholders, particularly specialty physicians, should be sought throughout the process.
Emphasize the use of specialty-developed quality measures and clinical data registries.
MACRA specifically emphasized the development and prioritization of specialty-focused
quality measures. As such, CMS has implemented a Measures Development Plan (MDP)
that operationalizes this work, which will significantly enhance the agency’s measure
portfolio.1 Members of the Alliance are heavily invested in this work, producing quality
measures that improve clinical care, patient experience, and ultimately, beneficiary
understanding of the care they can expect to receive by qualified providers. As
alternative models of care and delivery are considered, these measures should be
inherent to the assessment of the impact on quality of care. In addition, MACRA
emphasized the use of qualified clinical data registries (QCDRs). QCDRs are especially
important for specialty physicians looking to deepen their understanding of quality and
performance for relevant episodes of care, particularly when they identify a gap in care
and seek ways to address it. As with quality measure development, specialty societies
have invested significant resources to establish QCDRs with the goal of raising the bar in
specialty medical care, as well as assist specialists with quality reporting activities. The
data collected, and resultant information, has fueled important improvements in quality
and resource use across many specialties, not to mention assisted some specialty
societies with improving the content of their scientific conferences through the use of
aggregate back-end data, benefiting their respective professions at the broadest level.
The Innovation Center should harness the power of these registries, incorporating QCDR
in specialty-focused models, when relevant.
Incentivize–not mandate–participation. Alternative models of payment and delivery
should not be forced on physicians, particularly those that lack the requisite
infrastructure, data and analytical capabilities, staffing, and capital to assume downsiderisk. Instead, the agency should provide appropriate incentives that would allow
practices to ready themselves for new value-based models. As new models are
implemented, the agency should provide participants, particularly small practices, with
ongoing technical assistance and data and analytics support. Similarly, beneficiaries
should be given the opportunity to proactively choose participation in a demonstration.

1

https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-Instruments/ValueBased-Programs/MACRA-MIPS-and-APMs/Final-MDP.pdf
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Where an active opt-in is not possible, beneficiaries should at a minimum be given the
opportunity to opt out of a demonstration project that they do not feel comfortable
participating in.

Proposed Models
Expanded Opportunities for Participation in Advanced APMs
According to a new report issued by Leavitt Partners, not every provider has a path forward
under the APM track of the QPP.2 In fact, some specialists have no opportunities to participate
in Advanced APMs at all. According to CMS, between 70,000 to 120,000 eligible clinicians are
estimated to be qualifying participants (QPs) for payment year 2019 based on Advanced APM
participation in performance year 2017. CMS estimates that approximately 180,000 to 245,000
eligible clinicians may become QPs for payment year 2020 based on Advanced APM
participation in performance year 2018, as new Advanced APMs have been infused into the
program. Finally, a review of CMS’ MIPS exclusion tables in its 2017 QPP final rule show that
family medicine, internal medicine, obstetrics/gynecology, and nurse practitioners are the
primary specialties that will make up the vast majority of QPs based on 2017 data.
As noted above, specialty physicians have faced ongoing difficulty in fostering alternative
payment and delivery models through existing agency channels. Despite a multitude of
meetings with Innovation Center leadership and staff, both as the Alliance and as individual
societies, many of our proposed models were dismissed – even those that addressed services
representing a high proportion of Medicare expenditures and had been successfully tested in
the private insurance market. Candidly, Innovation Center officials told many of our
organizations that models centered on primary care were the agency’s priority. Specialists are
eager to contribute to responsible stewardship of federal health programs. It is frustrating to be
viewed as a costly part of the Medicare program, while simultaneously being turned away when
we present proactive, innovative solutions and proposals.
As we have explained in multiple letters to the agency, other federally-sponsored APMs, such
as the Medicare Shared Savings Program (MSSP) Accountable Care Organizations (ACOs),
present participation challenges for specialists. While CMS addressed previous exclusivity
requirements that limited specialty physicians’ ability to participate in more than one Medicare
ACO, other challenges remain. Similar to health insurers, Medicare ACOs have seemingly
adopted “narrow networks” as a strategy to control costs, limiting the participation of
specialists. Other models that have been identified as Advanced APMs, such as Patient
Centered Medical Homes, are also difficult for specialty care physicians to engage, as these
models are designed for primary care physicians.
For many specialists, particularly subspecialists, the MIPS track will remain the most
appropriate pathway for engagement under the QPP. However, for those specialists where
improved quality and resource use can be demonstrated in alternative ways, the option must
be made available through the APM Incentive track. The Alliance would be interested in
2

https://leavittpartners.com/wp-content/uploads/2017/09/CMS-Initiatives-White-Paper-9.7.2017-1.pdf
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meeting with the Innovation Center’s new leadership to discuss ideas for how to improve
access to Advanced APMs for specialty medicine physicians.

Consumer-Directed Care & Market-Based Innovation Models
The Alliance appreciates that CMS is considering models that would allow beneficiaries to
contract directly with healthcare providers. Under current law, Medicare beneficiaries that
choose to see physicians who do not accept Medicare are required to pay the physician's
charge entirely out of personal funds; Medicare does not pay any part of the charge. In
addition, physicians who choose to provide covered services to Medicare beneficiaries under
private contracts must "opt out" of the Medicare program for two years, during which time
Medicare does not pay the physician for any covered services provided to Medicare
beneficiaries. The Alliance has consistently maintained that these discriminating policies are
inappropriate and an impediment to Medicare beneficiaries’ freedom of choice. We urge the
agency to allow physicians and Medicare beneficiaries to enter into private contracts on a
case-by-case basis. Medicare beneficiaries should not be prevented from using their Medicare
benefits if they choose to see a physician that does not accept Medicare, and physicians should
not face penalties or be forced to “opt-out” of the Medicare program in order to privately
contract with Medicare beneficiaries.
Nevertheless, we recognize that not every Medicare beneficiary will choose to exercise their
right to privately contract, and in some cases, private contracting may be inappropriate. For
private contracting models to be successful, we encourage the inclusion of appropriate
protections for low-income and dual-eligible beneficiaries, as well as beneficiaries with
emergency or urgent conditions, or those who do not have a choice of physicians.

Physician-Specialty Models
As discussed above, some specialists, particularly subspecialists, will remain in the MIPS track,
given APMs and related population-based measurement strategies are not conducive to care
and treatment they deliver. For others, innovative payment and delivery models made available
through the APM Incentive track will ensure specialists have more than one way to participate
in the Quality Payment Program.
Specialty physicians are poised to address a great number of challenges that plague our health
care system. As an example, rheumatologists have the requisite expertise to accurately and
appropriately diagnosis, treat, and provide long-term management of serious, complex health
conditions, including rheumatoid arthritis, systemic lupus erythematosus, and other debilitating
inflammatory diseases. When primary care physicians misdiagnose these conditions, or refer
these patients for specialty medical intervention too late, disease progression is heightened and
more difficult to control; costs to the Medicare program and beneficiaries are increased; and,
beneficiary outcomes and quality of life are diminished until control is regained, if at all.
Individual members of the Alliance, through partnerships and as specialty organizations, are
developing specialty-focused models to assist their members with robust participation in the

5

QPP. The Alliance and its individual members developing models are eager to meet with the
Innovation Center’s new leadership to discuss ideas for how to improve access to Advanced
APMs for specialty medicine physicians.

Prescription Drug Models
We appreciate that CMS wants to test new models for prescription drug payment, in both
Medicare Part B and Part D. In recent months, individual organizations within the Alliance met
with Innovation Center leadership and staff to discuss models that would address key
conditions that rely on pharmaceuticals and biologics reimbursed though both Medicare’s
medical and pharmacy benefit, but were told that limitations on the Secretary’s authority
would prevent most of the novel arrangements under discussion. If a new interpretation of
relevant statute has resulted in an expansion of the Innovation Center’s ability to test models
that would address drug spending across the medical and pharmacy benefit, organizations
within the Alliance that prescribe medications under Medicare Part B and D are eager to
meet with the agency to discuss their value-driven concepts to address escalating drug prices
and access to medicines.

Program Integrity
Last year, CMS announced an 18-month pilot program to reduce medical record review for
certain physicians while continuing to protect program integrity. Under the program, providers
practicing within certain Advanced APMs would be relieved of additional scrutiny under certain
Medicare medical review programs. We encourage CMS to expand this to program to all
Advanced APMs.
*****
We appreciate the opportunity to provide comments on the aforementioned issues of
importance to the Alliance. Should you have any questions, please contact us at
info@specialtydocs.org.
Sincerely,
American Academy of Facial Plastic and Reconstructive Surgery
American Association of Neurological Surgeons
American College of Mohs Surgery
American Gastroenterological Association
American Society of Cataract and Refractive Surgery
American Society for Dermatologic Surgery Association
American Society of Echocardiography
American Society of Plastic Surgeons
American Urological Association
Coalition of State Rheumatology Organizations
Congress of Neurological Surgeons
North American Spine Society
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November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1676-P
P.O. Box 8013
Baltimore, MD 21244-8013
Re: Request for Information (RFI)
Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
On behalf of the Alliance of Wound Care Stakeholders (“Alliance”), we are pleased to
submit the following comments in response to the CMS request for information (RFI) on
the new direction of the Center for Medicare and Medicaid Innovation (CMMI). We
request a meeting with CMS and CMMI staff to discuss many of these issues.
The Alliance is a nonprofit multidisciplinary trade association of physician medical
specialty societies and clinical associations whose mission is to promote quality care and
access to products and services for people with chronic wounds (diabetic foot ulcers,
venous stasis ulcers, pressure ulcers and arterial ulcers) through effective advocacy and
educational outreach in the regulatory, legislative, and public arenas. These comments
were written with the advice of Alliance clinical specialty societies and organizations that
not only possess expert knowledge in complex chronic wounds, but also in wound care
research. A list of our members can be found at www.woundcarestakeholders.org.
The Alliance is a committed partner of the Health Care Payment Learning and Action
Network and thus is supportive of educating our members on MACRA implementation
and APM adoption.
The RFI identifies guiding principles as well as eight areas of focused model testing. The
Alliance is commenting on the following:
 specialty physician models
 program integrity.
 benefit design and price transparency
We also offer additional ideas/concepts as well as recommendations for your
consideration.

Physician Specialty Models
In the RFI, CMS states that the Innovation Center is interested in “increasing the
availability of specialty physician models to improve quality and lower costs and engage
specialty physicians in alternative payment models, especially for independent physician
practices.” CMS identified one potential option may be to include “specialty physician
management of a defined population of beneficiaries with complex or chronic medical
conditions, including multiple chronic conditions.” Under this scenario, the Alliance
believes that wound care patients could qualify as a defined population and serve as an
example for CMMI to consider in its “physician specialty models” for the following
reasons:
1. Wound care is multidisciplinary. The practice of wound care is not limited to one
particular medical specialty recognized by the American Board of Medical
Specialties. Instead, there are many different specialists who treat patients with
chronic wounds. These practitioners include but are not limited to the following:
surgeons (e.g. general surgeons, vascular surgeons, plastic surgeons, and foot and
ankle surgeons), vascular medicine physicians, podiatrists, dermatologists, nurse
practitioners, infectious disease experts, physical therapists, nurses, registered
dietician nutritionists, and primary care physicians who are in the full time practice of
managing patients with wounds.
In addition, we encourage CMMI to think beyond a physician-focused payment
model for chronic wound care and instead focus on examining the current regulatory
hurdles that exist which hinder care for wound patients. One glaring example of these
regulatory hurdles in wound care can be seen in the current supervision requirements
that dictate which practitioners can care for wound patients. We encourage CMMI to
work with Alliance stakeholders to update the supervision requirements that govern
wound care so they more closely align with current certification and scope of practice
requirements in the field of wound care. We believe current supervision requirements
restrict patient access to quality wound care because they do not reflect the
interdisciplinary approach that the field of wound medicine takes when treating
patients with wounds.
2. Most wound care patients have serious complex and/or chronic co-morbid medical
conditions. Non-healing wounds occur among patients with diabetes, peripheral
vascular disease (nearly as common as coronary artery disease and stroke), or as a
result of unique medical problems (e.g., sickle cell anemia, vasculitis), or in
association with immunosuppression (e.g., AIDS, steroid use or transplantation
medications). Many times the wound care costs are not taken into account since these
patients may enter the hospital with a primary diagnosis of infection, cardiac disease,
diabetes, kidney failure or cognitive deficits and the diabetic foot ulcer or venous
stasis ulcer may not be accounted for; therefore, contributing to an underreporting of
wound care expenditures. Specifically, for patients with pressure ulcers, the most
common primary diagnoses for hospitalizations include septicemia, pneumonia,
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urinary tract infections, congestive heart failure, respiratory failure, and complicated
diabetes mellitus.i

3. Chronic wounds are clinically devastating and have an extraordinary impact on
Medicare beneficiaries. In a comprehensive Medicare claims analysis with the most
current assessment of chronic wound care expenditures for Medicare patients (based
on 2014 Medicare data), data shows that chronic wounds impact nearly 15% of
Medicare beneficiaries. A conservative estimate of the annual cost is $28 billion
when the wound is the primary diagnosis on the claim. When the analysis included
wounds as a secondary diagnosis, the cost for wounds is conservatively estimated at
$31.7 billion. Surgical infections were the largest prevalence category (4.0%),
followed by diabetic wound infections (3.4%). Most importantly, the study showed a
shift in costs from the hospital inpatient to outpatient setting.ii
While wound care could possibly be the umbrella for a wound care model, each of the
different wound types such as diabetic foot ulcers, venous stasis ulcers, pressure ulcers,
and arterial insufficiency have their own set of protocols and care paths, and may need to
be individually addressed. For example, for diabetic foot ulcers, the Society for Vascular
Surgery collaborated with the American Podiatric Medical Association and the Society
for Vascular Medicine to create clinical practice guidelines in 2016.iii Many of our
clinical association members have also created additional clinical practice guidelines
which we would be pleased to share with you when we meet.
We also suggest that CMMI consider that wound healing is a complicated process
directly influenced by the status of medical comorbidities, he local wound environment
and also by the overall physical condition of the individual. The process of wound
healing involves metabolic, structural, biochemical, and patient factors in a unique way.
Wound healing is not a single event; it is a result of complex overlapping processes.
There are guideline-suggested interventions but there are many combinations of
individual wound characteristics which contribute to the complexity of healing a wound.
The order and combinations of treatments used are varied and may be directed anywhere
along the wound healing cascade.
Historically, CMS has focused on care provided by specialty physicians and created the
Quality Physician Payment regulations. However, if CMMI is interested in innovation,
then the Alliance believes that it should be taking a more multidisciplinary approach to
care and promote care coordination and create more incentives to encourage the creation
of these multidisciplinary models in order to reduce costs to the Medicare program.
Wound care physicians and clinicians are a unique group of individuals—they are
committed to continuously monitoring patients with chronic wounds, providing
ambulatory services which decrease amputation and keep them out of the hospital. We
request that the Agency advance patient care by collaborating with us on this joint
journey to establish a care pathway for wound care clinicians and the patients they serve.
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Benefit Design and Price Transparency
The RFI states to “use data-driven insights to ensure cost-effective care that also leads to
improvements in beneficiary outcomes.” The Alliance agrees evidence-based medicine as
well as data driven quality improvement is key. Our focus in wound care includes the
following:




Emphasis on real world evidence in wound care rather than randomized clinical
trials (RCTs)
Importance of registry data
Need for inclusion of wound care quality measures
Emphasis on real world evidence in wound care rather than RCTs

Currently, Medicare contractors request RCTs for coverage of products in their wound
care Local Coverage Determinations (LCDs). However, RCTs are not practical in wound
care delivery. Patients with chronic wounds have serious co-morbid conditions that
distinguish them from the subjects of wound care RCTs. Several factors can be defined
that increase the duration and cost of wound care including wound etiology, as well as
specific patient factors. These patient factors likely impact the effectiveness of advanced
therapeutics in ways that cannot be ascertained by RCTs.
RCTs are not able to evaluate the effectiveness of a wound care product or intervention,
since more than half of patients are excluded from participation which greatly diminish
the applicability of RCT results to the greater population as well as evidence-based
medicine. We believe that the practice of wound care should be based on real-world
evidence, which is the direction in which the FDA is currently moving, and we hope that
CMS and CMMI follow.
Importance of registry data
In terms of improving health outcomes, the best way to ensure that outcomes are
achieved is to collect data to determine gaps in practice and then implement performance
based payment.
We believe that registry data can be utilized to ascertain this information. However, while
CMS has implemented the Merit-Based Incentive Payment System (MIPS) and
alternative payment models (APMs), there are no performance-based measures specific
to wound care. We have provided more information below on this issue; however, we
have concerns that when clinicians can “cherry pick” the measures they report (and are
not mandated to report on the specific services being performed) – and other care
providers are involved who cannot report or may only voluntarily report – there is a
disconnect between what is being done and what should be done when performancebased payment is not specifically tied to the services being performed.
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Need for reporting of wound care quality measures
We strongly support the continued development of quality measures that assess wound
care outcomes, as wound care clinicians should be required to report on measures that
relate to the care being delivered. While the Alliance recognizes there are some quality
measures specific to wound care, because wound care is not a “specialty,” clinicians
currently can “cherry pick” the quality measures they report. The ramifications of such
selection are:
1. Those that report are providing the care to wound care patients and therefore reporting
on the wound care quality measures as they use them to score positively.
2. Since reporting on wound care quality measures is not mandatory under MIPS,
clinicians who will not score well on the wound care quality measures will choose to
report other measures that are more favorable to their performance.
3. When all clinicians do not report measures and only those that will score well do, CMS
comes to the conclusion, albeit erroneous, that there are no gaps in practice when they
look at the data for those clinicians who reported.
4. CMS will eliminate measures when the agency finds these measures are “topped out.”
However, the only manner by which the agency can ensure that high-quality wound care
is being delivered is to require that wound care measures are reported.
As such, any provider that delivers wound care services should be required to report on
wound care quality measures. If this requirement is mandatory, then additional
measures will need to be created to ensure that any care in treating a patient with a
wound is being represented in the quality measure set being reported.
The documentation of the specific, significant burden of chronic wounds in the Medicare
population illustrates the need for CMS and health policy makers to include woundrelevant quality measures in all care settings as well as develop episode of care
measures, chronic care models, and reimbursement models to drive better health
outcomes and smarter spending in the wound care space. We are happy to discuss
these issues when we meet with you.

Program Integrity
The Alliance has consistently supported efforts to reduce fraud, waste, and abuse in the
Medicare system. However, we question whether this needs to be tested in a stand-alone
model. Rather, efforts to reduce fraud, waste, and abuse should be automatically included
in any model design. Any initiatives by which the Medicare program can curtail fraud,
waste, and abuse are generally identified by the Office of the Inspector General and the
Alliance submits that the Agency should look first to those initiatives, rather than putting
forth new program integrity proposals.
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The Alliance maintains that errors in documentation should not be utilized to show fraud,
waste, or abuse in the Medicare program. We acknowledge that errors in documentation
do occur. However, when such errors are tied to reports of fraud and abuse, the true
results of any fraud and/or abuse are jaded and therefore inaccurate. The Alliance
recommends that no program integrity initiatives should adversely impact patient care
and the ability of providers to make medically appropriate decisions regarding
interventions to achieve optimal outcomes for their patients.

Other Model Concepts for Consideration
1. Patient Accountability
Patients need to have more accountability in their care. Clinicians cannot monitor
whether patients are following their care plan when they are not present, yet the clinicians
are held accountable. For example, if a physical therapist provides strengthening
exercises for a patient to do at home but if the patient continues to come to physical
therapy week after week without doing the strengthening exercises at home, it will take
significantly longer for the patient’s condition to improve at additional cost to the
program. CMMI may want to consider a demonstration project in which patient
accountability is taken into consideration. It would be helpful for the Agency to examine
the mechanisms by which patients can be incentivized to follow their care plans.
2. De-Regulation Demonstration Model
There are an overwhelming number of restrictive regulations that govern the practice of
health care and are not based on clinical evidence. This impacts the way the clinicians
deliver care to their patients and the benefits/access to care that beneficiaries receive. The
Alliance agrees with your opening remarks at the October 30, 2017 LAN Summit where
you stated:
Regulations have their place with quality, integrity, and safety in our healthcare
system. The rules that were outdated, misguided, or too complex –they can have a
suffocating effect on the health care delivery system by shifting the focus of the
providers away from the patient and towards unnecessary paperwork and
ultimately increase the cost of care.
We are in agreement that less regulations are needed. Therefore, we recommend that
CMMI develop a model in which health care is deregulated. Care would be provided
based upon best practices and what is in the best interest of the patient rather than
attempting to meet arbitrary utilization parameters, choice of product, and care
development in order to meet coverage policy requirements. When deregulation occurred
in the airline and telecommunications industries, increased competition and consumer
choice occurred. This should also be occurring in health care. For instance, there are
currently examples of community care plans and other programs that are moving in this
direction (e.g., North Carolina and Rhode Island) which we suggest that CMMI consider.
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3. Voluntary Quality Improvement Reporting Model for Hyperbaric Oxygen
Therapy (HBOT)
The Alliance partnered with the US Wound Registry (USWR) to develop 14 wound care
relevant measures, many of which target proven gaps in practice. Some of them are high
value measures, including risk-stratified outcome. The USWR has submitted comments
to CMS on the new direction for CMMI related to Improving Integrity through Quality
Improvement. The USWR suggested testing a Quality Improvement Model which would
evaluate the submission of Appropriate Use Quality Measure Data as a mechanism to
ensure compliance with Medicare coverage policy in the use of HBOT. The Alliance
supports this model. Participation in this program would be optional. Clinicians achieving
a defined threshold performance rate over a specific time frame would be eligible to
participate. Clinicians who chose to participate in the Quality Improvement Model with
CMMI would not be subject to prior authorization of HBOT, a laborious program that
has thus far resulted in limited savings. Additionally, participating clinicians would not
be subject to pre-payment review of HBOT, which has only added to the backlog of cases
within the administrative appeals process.
This concept leverages the currently existing quality reporting program, aligning with
MIPS and the Quality Payment Program. It standardizes chart reviews, avoiding the
variability that exists now between the various Medicare Administrative Contractors
(MACs) and individual reviewers. It also streamlines the review process and reframes
and refocuses payment oversight as a quality of care initiative. Additionally, it creates
immense cost savings by reducing the need for individual chart reviewers while also
diminishing improper use of services. We strongly encourage the Agency to examine the
benefits of such model, as this is one of many models that can be utilized in wound care,
to the benefit of patients, providers, and the greater community.
4. Population Management Models
The Academy of Nutrition and Dietetics are a clinical association member of the Alliance
of Wound Care Stakeholders. Since nutrition is a key component of essential wound care
practice, we are in support of their comments as stated below:
The Academy recommends that the model concepts include a category called
population management models. The Academy has reviewed the potential model
concepts and is pleased to have identified some model concepts where nutrition
and RDNs could fit. With the Innovation Center’s emphasis on engaging
beneficiaries as consumers, consumer choice, and the need to give beneficiaries
the tools and information they need to make decisions that work best for them, the
Academy would like to recommend a population management model category that
embraces several of the aims of the proposed guiding principles. This model
concept should also allow non-physician Medicare providers and interprofessional care teams to pitch models to CMS, or work with CMS to develop
models, for either specific populations or conditions across multiple settings.
Some examples of areas of care that might fall into this category could be wound
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care, which is not necessarily handled by a particular specialty, but includes care
for multiple types of wounds, the involvement of several members of interprofessional care teams, and across multiple care settings. Population
management models for nutrition could be designed for specific populations
and/or conditions, involve multiple specialties and care settings, the use of
validated tools, and standardized Nutrition Care Process (pathways) throughout
a continuum of care.

Additional Recommendations
The Alliance requests that CMMI consider our additional recommendations:






Before CMMI moves forward with any new payment models in order to protect
patient access to vital therapies and ensure that care is not compromised as new
models are tested, we ask that it considers the following:
o Finalize clear safeguards within CMMI through notice and comment
rulemaking.
o Finalize safeguards that ensure that all models are small-scale, voluntary
tests. Models should be tested in a limited population to minimize
unintended consequences before proper testing is completed.
o Avoid making wholesale changes to existing law, and must have a process
for engaging Congress in any broader programmatic changes. Small scale,
voluntary testing, with a process for engaging lawmakers prior to making
permanent programmatic changes will ensure CMMI serves its core purpose
as a testing ground for new payment and delivery reforms.
o Carefully evaluate how proposed changes will impact access to care and
should not incorporate elements of an existing pilot or demonstration into
new payment models before proper testing is completed. Proposed models
should include a strategy to monitor, assess, and quickly address changes in
patient outcomes and access to care.
Review provider reporting and other administrative requirements related to
participation in Medicare. While we are supportive of the movement to value-based
care, the burden being placed on providers with regard to Medicare participation,
including quality and other metric measurement and reporting, should not be
overlooked or minimized. We urge CMMI and CMS to assess the impact of
measurement and reporting requirements on providers, including whether it takes
away from patient care, and how to make them more efficient and effective. CMMI
could also create Requests for Proposals (RFPs) on research from quality metric
organizations, such as the US Wound Registry, to determine which metrics are most
consequential to improving outcomes in order to create a set of core evidence-based
wound care measure set that significantly impact value. In addition, CMMI and CMS
should address technology requirements that limit providers’ ability to provide
comprehensive patient care, such as barriers for all to electronic health records
(EHRs).
Ensure that APMs are multidisciplinary. The Alliance recommends that CMS
mandate the inclusion of functional measures within APMs that show the value of
providers who have traditionally been excluded from APM participation. Any new
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model should include appropriate measures that address function and capture the
value of each provider involved in patient care in the APM population.
CMS needs to more efficiently encourage coordination and communication between
health care professionals in order to improve patient outcomes and quality of care. In
doing so however, it should not create an increased financial or administrative burden
on health care providers.
HCPCS coding reform As CMMI looks to alternative payment models, it should be
aware that payment and coding are related. Therefore, CMMI should request that
CMS reform the current Healthcare Common Procedure Coding System (HCPCS)
coding process for Level II alpha-numeric codes.
It is used by Medicare, Medicaid, and private health plans and the process is not
transparent, understandable or predictable. Over the years, this has created strong
barriers to appropriate coverage and reimbursement for new technologies and
products. The current process has a chilling effect on innovation that drives
researchers and R&D investments away from durable medical equipment, orthotics,
prosthetics and supplies (DMEPOS) ultimately compromising access to quality care
for millions of Medicare beneficiaries and other individuals. Although this process is
administered by the Centers for Medicare and Medicaid Services, this badly flawed
process impacts Medicare and all payers using the uniform code set. Reform is
needed to ensure the goals of a meaningful code set are met, namely, uniformity in
billing, appropriate coverage and reimbursement policies, and patient access to
quality care.
The Alliance recommends that since CMMI is addressing payment models which
currently correlate with coding, that the following be done:
o Increase transparency of coding decisions and adopt procedural protections to
enable stakeholders to participate in the coding decision process, including a
mechanism for stakeholders to respond to coding decisions. We further
recommend the creation of a HCPCS Level II Coding Advisory Committee to
assist the HCPCS Coding Workgroup;
o Clearly separate the criteria used to establish a new HCPCS code (or verify
use of an existing code) from criteria used to establish a coverage policy for
the product(s) described by that code. Coverage criteria should never be
considered when making coding decisions;
o Establish a transparent appeals process to provide an independent review or
reconsideration of coding decisions; and
o Improve the coding verification process used by the Medicare Pricing, Data
Analysis and Coding contractor (the “PDAC”), as well as the CMS-initiated
code revision process (e.g., for internal or modifying code descriptor).



Claims data is often used to set cost targets and model design. However, claims data
is vastly insufficient to glean a complete understanding of the contribution and/or
cost-effectiveness of numerous health care services and providers. Model design and
evaluation should strive to incorporate care provided by cost effective providers
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emphasized in evidence-based guidelines.

Conclusion
The Alliance appreciates the opportunity to provide our feedback to CMS on the new
direction of CMMI. We look forward working with you. The Alliance would be happy
to meet with CMS and CMMI to further discuss these options as well as serve as a
resource for you. If you have any questions or would like further information please do
not hesitate to contact us.
Sincerely,

Marcia Nusgart, R.Ph
Executive Director
Sen Chandan K. et al “Human skin wounds: A major and snowballing threat to public health and the
economy.” Wound Rep Reg. 2009 17 p. 764.
ii
An Economic Evaluation of the Impact, Cost, and Medicare Policy Implications of Chronic
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iii
Hingorani, Anil et al, The management of the diabetic foot: A clinical practice guideline by the Society
for Vascular Surgery in collaboration with the American Podiatric Medical Association and the Society for
Vascular Medicine, Journal of Vascular Surgery, February Supplement 2016, 3S-21S
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Novembe 20, 2017
Seema Ve ma
Administ ato
Cente s fo Medica e & Medicaid Se vices
Depa tment of Health and Human Se vices
7500 Secu ity Bouleva d
Baltimo e, MD 21244
Submitted via email to CMMI_NewDi ection@cms.hhs.gov
Re: Cente s fo Medica e & Medicaid Se vices: Innovation Cente New Di ection
Dea Administ ato Ve ma:
On behalf of Allina Health, we app eciate the oppo tunity to comment on the futu e of the Cente
fo Medica e & Medicaid Innovation (the Innovation Cente ). We view the Innovation Cente as
a c itical tool to advancing the Nation’s health ca e delive y system. We a e pleased to see that
the Administ ation is taking a close look at the Innovation Cente ’s futu e, as the e is significant
potential to build on the wo k that has al eady been done and to d ive the Nation’s health ca e
p ovide s towa d value-based ca e models.
Allina Health is a Minnesota not-fo -p ofit health ca e system which, togethe with its
subsidia ies, delive s health ca e se vices to patients in Minnesota and weste n Wisconsin. We
a e an integ ated ca e delive y system that helps patients and ou community th ough the full
continuum of expe iences f om bi th to end-of-life. As a mission-d iven o ganization, Allina
Health is committed to imp oving the health of the communities it se ves.
We have been actively pa ticipating in va ious isk-based payment models with comme cial
paye s, ou state’s Medicaid p og am, with CMS as a Next Gene ation Accountable Ca e
O ganization (ACO) and CMMI Innovation Awa d g antee, and we pa ticipated in all yea s of
the Pionee ACO. These initiatives have equi ed significant investments in esou ces,
inf ast uctu e, and ene gy, and ultimately p ovided us with impo tant lessons fo how to imp ove
these models. We thank CMS fo the oppo tunity to sha e ou expe iences and thoughts on this
Request fo Info mation.
Fi st and fo emost, Allina Health st ongly suppo ts the development of the value-based payment
initiatives and the public policy di ection to align incentives that p omote payment and delive y
system efo m. In ou expe ience, when p ovide s, patients, esou ce allocation, and
eimbu sement a e all engaged in the same objective, we can actually achieve the t iple aim of
high quality, population health and lowe cost. As the Innovation Cente looks to move in a new
di ection, we hope that the new di ection is not a eve sal of cou se that d ives fee-fo -se vice,
Mailing Address: PO Box 43, Mail Route 10811, Minneapolis, MN 55440-0043
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dis uptions in cove age, o most impo tantly, slows the pace of change equi ed to t ansfo m
health ca e delive y.
Ou esponse to this RFI has been o ganized into two sections: 1) ecommendations fo the
Innovation Cente to conside fo p og ams and testing models ove all; and 2) ecommendations
specific to Alte native Payment Models (APM) oppo tunities unde the Quality Payment
P og am.
General Recommendations for the Innovation Center and CMS
Market Dynamics
We app eciate that CMS is cha ged with setting a policy f amewo k that both meets the
flexibility needed in diffe ent ma kets in the United States, yet also p ovides a level of stability
and consistency fo the agency. Unde standably, this is a challenging balance to st ike, as the e
a e some ma kets that may be bette positioned to pa ticipate in testing models than othe s, just
as some clinicians had mo e eadiness than othe s to implement the Quality Payment P og am.
As a state that has a high pa ticipation ate in CMMI testing models, including pa ticipation in
alte native payment models, we would u ge CMS to not penalize Minnesota p ovide s fo being
ea ly adopte s at the expense of othe clinicians o ma kets who may need mo e time to p epa e.
Administrative Burden
We applaud the CMS “Patients ove Pape wo k” initiative aimed at educing administ ative
bu den. That being said, we encou age CMS to take into conside ation the totality of bu den
ac oss CMS p og ams, not just those within the context of the Quality Payment P og am.
While the intent of MACRA was to educe bu den on p ovide s, CMS has eleased new and
evised egulations fo p ovide s at a much faste pace than in yea s past, often with
un easonable esponse times. We a e constantly challenged to unde stand and implement new o
evised egulations, while also building the inf ast uctu e needed fo alte native payment model
a angements. The complexity of these inte actions is also laye ed with ou esponsibility to
maintain ou co e mission of p oviding high-quality patient ca e.
We a e app eciative of CMS’ commitment to st eamline quality measu es by c eating a new
focus on “Meaningful Measu es” that will involve only assessing co e issues most vital to
p oviding high-quality ca e and imp oving patient outcomes. Finally, we join othe stakeholde s,
including the Ame ican Hospital Association (AHA), the Health Quality Coalition (HQC), and
CAPG, among othe s, in amplifying issues of common inte est on this topic.
Recommendations for development of Advanced Alternate Payment Arrangements
We applaud CMS’ inte est in feedback f om the field on how to advance and fu the develop
alte native payment models. Based on ou expe iences in Next Gene ation, Minnesota’s
Integ ated Health Pa tne ships, and ou comme cial isk-bea ing a angements, we offe the
following comments on APMs:

Structure, Design & Approach
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As noted above, we st ongly encou age CMS to conside the laye ed impact of its va ious
p og ams and ules on APM demonst ations. In ou view, these ules and p og ams can
be at odds with each othe . Fo example, the Outpatient Payment P ospective System
(OPPS) ule ecently established the c eation of Ch onic Ca e Management codes, which
we e long suppo ted by community p ovide s; howeve , the Next Gene ation cont act
inco po ates those codes into ACO’s total cost of ca e expenditu es, and the efo e c eates
a potential disincentive to bill fo those new se vices.
 We app eciate CMS’ effo ts to suppo t implementation of QPP and models fo smalle ,
independent p actices. Howeve , we ask that CMS not dismiss o minimize the conce ns
of integ ated netwo ks. In pa ticula , we a e conce ned that the c eation of APMs fo
unique specialties will be difficult and ext emely bu densome, if not unfeasible to
implement in integ ated ca e delive y netwo ks. Fo example, as mo e models a e
c eated, it will become ha de to att ibute patients and the efo e evaluate o measu e
clinician pe fo mance. Ultimately this will inc ease the isk of ca e delive y
f agmentation when the goal is to do the opposite.
 We ecommend the Innovation Cente have models that a e scalable and sustainable. The
Innovation Cente should not have models whe e positive pe fo mance esults in futu e
pe fo mance being mo e difficult to achieve. Allina Health is not in favo of models
whe e ACOs that a e high cost, poo pe fo me s a e mo e likely to achieve savings than
efficient, low cost ACOs. One eason we decided to pa ticipate in the Next Gene ation
ACO Model is because it ewa ds ACOs that a e cu ently pe fo ming well by having a
bette benchma k p ocess.
We encou age CMS to build on and foste g eate sustainability of the ACO models that
a e comp ehensive and have demonst ated success, as well as limit disease-based model
ca ve-outs which fu the f agment ca e. ACO Models need to align and be
complementa y in o de to be successful.
 We ecommend that CMS emove edundancy when selecting measu es ac oss p og ams
and evolve all quality epo ting to focus on outcome athe than p ocess measu es.
o We encou age limiting the ove lap of models, (e.g. episode-based and populationbased payment models), whe e multiple p ovide s may be esponsible fo the
same patient unde diffe ent models.
Payment Waivers
 We a e suppo tive of expanding eligibility fo successful skilled nu sing facility (SNF) 3day waive s to all models.
o While we acknowledge this would equi e Cong essional action, we believe that
this equi ement should be emoved completely. The 3-day equi ement is
outdated and not in the best inte est of the patient in a blended post-acute ca e
envi onment. Mo eove , the equi ement has not been shown to save money to
beneficia ies, p ovide s, o the Fede al gove nment. We encou age CMS to eexamine the SNF stay itself fo potential p ocess imp ovement and cost saving
activities.
 We would advocate fo CMS to make additional waive s available to Medica e ACOs
including site of ca e, telehealth, hospital discha ge planning equi ements, homebound
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equi ements fo home health, and Medica e p ima y ca e co-payments. The Next
Gene ation ACO model is the pe fect testing model to pilot additional waive s.
We ecommend waiving site of ca e and/o Medica e Pa ts A, B and D est ictions to
suppo t inc eased access to high-value ca e fo consume s, such as th ough “hospital at
home” p og ams. Development of SNF o home health p efe ed p ovide netwo ks that
a e aligned with an ACO would emphasize the use of high-quality p ovide s within a
comp ehensive ca e model.

Beneficiary Engagement
 We encou age the Innovation Cente to focus on p ovide choice incentives that equi e the
active pa ticipation of patients by selecting and staying in a pa ticula netwo k. Cu ent
models ely on att ibution, which does not fully leve age patient choice and engagement with
thei ca e delive y system. The cu ent Coo dinated Ca e Rewa d that exists within the Next
Gen ACO advanced APM is a solid step in this di ection.
 We encou age CMS to continue to be c eative with the use of waive s allowing ACOs to
p ovide supplemental se vices—including social se vices, t anspo tation fo specific clinical
pu poses, o a emote patient monito ing system—fo which payment is not made unde FFS
Medica e. These a e all st ategies that when effectively used, inc ease patient engagement
and ultimately, consume choice.
 We fu the encou age the Innovation Cente ’s futu e models to limit the use of patient costsha ing fo se vices that CMS is t ying to incentivize. In ou expe ience, a majo ity of
patients, pa ticula ly those on Medica e, a e p ice-sensitive, and will opt-out of high-value
se vices if the e is an additional cost to pa ticipate. Advanced Ca e Planning, fo example, is
a volunta y se vice that has demonst ated success in lowe ing utilization while inc easing
patient satisfaction, yet the co-pay has p oven to be a disincentive to patient pa ticipation.
We equest the int oduction of mo e models that use p ospective beneficia y att ibution.
Other Comments
 We app eciate that the Innovation Cente is t ying to p ovide options fo as many diffe ent
p ovide s to pa ticipate as possible, howeve , the numbe of p og ams and the f equency in
which they a e being eleased is ove whelming.
 We app eciate the timeliness and completeness of the claims data we eceive f om the
Innovation Cente , howeve , the e is significant oom fo imp ovement with espect to the
eliability of epo ts used to measu e pe fo mance within the Next Gene ation ACO.
Although ou qua te ly pe fo mance esults a e timely, they have not been an accu ate
indicato of yea -end pe fo mance. This makes planning and budgeting ve y difficult and
pa ticula ly p oblematic fo identifying and d iving clinical imp ovement du ing the
measu ement yea . The Innovation Cente should actively explo e and dedicate esou ces to
dete mining methods that would p ovide pa ticipants with mo e accu ate info mation about
yea -end pe fo mance.
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Conclu ion
With the oppo tunity to fu the t ansfo m the Innovation Cente towa ds value-based ca e, we
app eciate the oppo tunity to comment on this impo tant RFI. We u ge CMS to wo k togethe
with hospitals and physician g oups to ensu e value-based payment p og ams a e wo king in
tandem to achieve the goals of bette quality and lowe cost.
If you have any questions ega ding these ema ks, please feel f ee to contact me at 612-2624913.
Since ely,

T acey Stanich Withe ow, RHIA
Di ecto O ganizational Integ ity and Regulato y Affai s
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Amy Bassano
Acting Deputy Administrator for Innovation and Quality & Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, Maryland 21244

November 17, 2017

Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Ms. Bassano,
The Alzheimer’s Association appreciates the opportunity to comment on the proposed new direction for
the Center for Medicare and Medicaid Innovation (CMMI).
The Alzheimer’s Association is the leading voluntary health organization in Alzheimer’s care, support,
and research. The Alzheimer's Impact Movement (AIM), the sister organization of the Alzheimer’s
Association, is a nonpartisan, nonprofit advocacy organization and works in strategic partnership with the
Alzheimer’s Association to make Alzheimer’s a national priority. Today, there are more than 5 million
Americans living with Alzheimer’s, and it is the only cause of death among the top 10 without a way to
prevent, cure, or even slow its progression. As the size and proportion of the United States population age
65 and older continue to increase, the number of Americans with Alzheimer’s and other dementias will
grow: without a disease-modifying therapy, as many as 16 million people may have the disease by 2050.1
Caring for individuals with Alzheimer’s will cost an estimated $259 billion in 2017 with Medicare and
Medicaid bearing $175 billion--67 percent--of that figure. We appreciate CMMI’s focus on models of
dementia care to date and encourage you to consider the following for this growing population of
beneficiaries.
Alternative Payment Models
The Alzheimer’s Association and AIM encourage CMMI to test models that integrate and deliver
comprehensive medical and non-medical needs, beginning with early detection and diagnosis of
Alzheimer’s and related dementias. Individuals newly diagnosed with Alzheimer’s have higher health
care use and costs in the year prior to diagnosis and in the two years after diagnosis than those who do not
receive this diagnosis.2 While more work is needed to understand the underlying causes of increased use
of health care services immediately prior to and after receiving a diagnosis of Alzheimer’s, it may be
attributed to care for disability and injuries, such as falls, that might result from the early stage of the
disease; treatments related to cognitive impairment or coexisting medical conditions; and costs of

1

Alzheimer’s Association. (2015). Changing the Trajectory of Alzheimer’s Disease: How a Treatment by 2025
Saves Lives and Dollars.
2
Alzheimer’s Association. (2015). 2015 Alzheimer’s Disease Facts and Figures.

diagnostic procedures. Promoting early detection and accurate diagnosis can help to ensure that
beneficiaries with dementia receive the most appropriate, highest quality of care.
Persons with dementia and other complex beneficiaries need help managing their comorbid conditions,
their behavioral health and safety challenges, long-term care options, and end-of-life preferences, among
other concerns. We are grateful to the Centers for Medicare & Medicaid Services (CMS) for
implementing billing code G0505 (99483 for 2018 and beyond) to reimburse clinicians who provide care
planning for persons with cognitive impairment. The elements of the code are extensive, requiring various
assessments that result in the development of a care plan. An analysis3 commissioned by the Alzheimer’s
Association and conducted by Healthsperien estimated that a similar care planning benefit would have
decreased net federal health spending by $692 million over a 10-year period. Although such data on
G0505/99483 is not yet available, we note for CMMI’s consideration the savings potential that could
come with models that offer comprehensive, integrated services.
We also encourage CMMI to implement and test the At-Risk Medically Complex PACE Pilot.4 Submitted
to CMMI by the National PACE Association in October 2016, the framework outlines a model to serve
individuals who have complex medical needs and who do not yet need but are at risk of needing a nursing
home level of care. It includes eligibility criteria, service delivery design, payment, and quality indicators.
The pilot could serve the many individuals in the early stages of Alzheimer’s and their families well,
coordinating care, helping them to remain in their homes and communities, and promoting well-being.
Mental and Behavioral Health Models
We are deeply grateful for CMMI’s acknowledgement of the behavioral challenges that persons with
dementia and their caregivers face. An overwhelming majority of persons with dementia experiences
psychotic symptoms or agitation, which we refer to as behavioral and psychological symptoms of
dementia (BPSD). Many such symptoms are the impetus to falls, weight loss, infection, incontinence, and
nursing home placement, and cause considerable caregiver stress.
Effective psychosocial interventions can dramatically improve affected individuals’ quality of life and
potentially save dollars spent on the complications noted above. Any intervention tested by CMMI should
incorporate training and education for health professionals and family caregivers as many of these
behaviors occur in the home and will be managed by caregivers. Additionally, multiple interventions and
regular reevaluation should be included in any model since an affected person’s needs--frequently
expressed through behaviors--can change from day to day and across the disease spectrum. Finally, any
model should be built around the quality of a beneficiary’s life and be grounded in person-centered care.
Thank you for the opportunity to comment. The Alzheimer’s Association and AIM look forward to
working with CMMI to improve care and support for persons living with dementia, their caregivers, and
3

Healthsperien. (2015). Analysis and estimate of the federal budget impact of the Health Outcomes, Planning and
Education (HOPE) for Alzheimer’s Act of 2015.
http://act.alz.org/site/DocServer/HOPE_Act_model_report_for_ADVOCATES.pdf?docID=50924.
4
National PACE Association. (2016). Framework: At-Risk Medically Complex PACE Pilot.
http://www.npaonline.org/sites/default/files/PDFs/Framework_At%20Risk%20Medically%20Complex%20Pilot.pdf
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their families. Please contact Laura Thornhill, Manager of Regulatory Affairs, if you have
questions or if we can be of additional assistance.
Sincerely,

Robert Egge
Chief Public Policy Officer
Executive Vice President, Government Affairs
Alzheimer’s Association

Novembe 20, 2017

Ms. Seema Ve ma
Administ ato
Cente s fo Medica e & Medicaid Se vices
Baltimo e, MD 21244-8013

VIA ELE TRONI

SUBMISSION

Dea Administ ato Ve ma:
The Alzheime ’s Foundation of Ame ica (AFA), a national nonp oft that unites
mo e than 2,600 membe o ganizations in the goal of p oviding optimal ca e
and se vices to individuals living with dementia, and to thei families and
ca egive s, is g ateful fo the oppo tunity to p ovide input on ways to
imp ove the Cente fo Medica e and Medicaid Innovation (CMMI) and to
inc ease oppo tunities fo pe son-cente ed ca e coo dination, which has
potential to both p ovide bette outcomes and lowe ca e costs fo
individuals living with dementia.
Alzheime ’s disease in the U.S. is at c isis p opo tions. As ou population
ages, the numbe of pe sons afected by this b ain diso de —which cu ently
afects mo e than 5 million Ame icans—will t iple by 2050. 1 Costs associated
with Alzheime ’s disease a e also g owing at an unsustainable ate. A RAND
study of adults aged 70 and olde found that the total economic cost of
dementia in 2010 was estimated to be $109 billion fo di ect ca e—mo e
costly than hea t disease and cance —and $159 billion to $215 billion when
cost of info mal ca e is included.2
Cu ently, the e a e no consistently efective pha maceutical inte ventions to
stop o slow p og ession of Alzheime ’s disease. Until we fnd a cu e, we
must ensu e that the e is access to quality ca e se vices and suppo ts.
1 Alzheime ’s disease in the United States (2010–2050) estimated using the 2010
census, Neu ology (Ma ch, 2013).
2 Moneta y Costs of Dementia in the United States, N. Engl. J. Med. 2013; 368:1326-1334
(Ap il 4, 2013) (www.nejm.o g/doi/full/10.1056/NEJMsa1204629).

AFA suppo ts efo ts to p omote team-based pe son- and family-cente ed
ca e fo people with Alzheime ’s disease and elated illnesses. While most
cu ent models of ca e coo dination focus on p ima y and acute ca e, a mo e
fully-integ ated ca e coo dination model that includes long-te m ca e
se vices and suppo ts would imp ove on p ima y/acute ca e models by
p oviding specialized dementia ca e t aining to di ect and family ca egive s
who delive essential long-te m ca e se vices and coo dinate individual ca e
on a f equent and face-to-face basis.3
In addition, adoption of such models will lowe ove all ca e costs by lowe ing
incidences of hospitalizations and delaying nu sing home placement fo
those living with Alzheime ’s disease.
Seve al of these pe son-cente ed, team-based ca e models fo people with
dementia cu ently a e being evaluated with p omising esults. Minnesota’s
ACT on Alzheime ’s p og am, which coo dinates dementia ca e t aining,
suppo ts and esou ces, has shown potential cost savings to help guide the
investment of esou ces in the futu e. 4 Additionally, CMS ecently eleased
data f om the Independence at Home (IAH) demonst ation, which p ovides
individuals with ch onic illness (including Alzheime ’s disease) a complete
ange of p ima y ca e se vices in the home setting. The esults indicated the
demonst ation has p oduced an ave age savings of $1,010 pe benefcia y
en olled in the 15 pa ticipating p actices.5
Resou ces fo Enhancing Alzheime 's Ca egive Health II (REACH II) is a
multicomponent psychosocial and behavio al t aining inte vention fo
ca egive s of individuals with Alzheime 's disease o a elated dementia that
is al eady implemented as pa t of the Vete ans’ Afai s health p og am.
Findings f om REACH II studies show imp ovements ac oss many a eas.
Ca egive s epo ted less “bu den” and dep ession, and imp oved emotional
well-being ove all. They also epo ted gains in the a eas of self-ca e and
healthy behavio s, social suppo t, and management of a loved one’s p oblem
behavio s that esult f om Alzheime ’s disease. Plus, they gained up to two
hou s a day of time that was not consumed with ca egiving duties.6
3 Innovations in Ca e Coo dination Rethinking the Role of Home Ca e Wo ke s,
www.phinational.o g/sites/phinational.o g/fles/clea inghouse/PHISEIUca ecoo dination-201203.pdf.
4 See, Estimating The Potential Cost Savings F om The New Yo k Unive sity
Ca egive Inte vention In Minnesota, Health Afai s, Ap il
2014 (http://content.healthafai s.o g/content/33/4/596.abst act?
ijkey=81Sa5vdZN Evc&keytype= ef&siteid=healthaf).
5 See CMS P ess Release, Independence at Home Demonst ation Pe fo mance Yea
2 Results (August 9, 2016)(www.cms.gov/News oom/MediaReleaseDatabase/Factsheets/2016-Fact-sheets-items/2016-08-09.html).

Also, seve al dementia ca e models cu ently being examined by CMMI,
including:








The UCSF and UNMC Dementia Ca e Ecosystem: Using Innovative
Technologies to Pe sonalize and Delive Coo dinated Dementia Ca e" T
whe e the impact of the Ca e Ecosystem will be studied, as it aims to
suppo t patients and thei
ca egive s with decision-making,
medications, ca egive suppo t, online education, and, fo a subset of
patients, emote monito ing with sma tphones, watches, and home
senso s.
"Comp ehensive home-based dementia ca e coo dination fo
Medica e-Medicaid Dual Eligibles in Ma yland" which will test the
implementation of Maximizing Independence at Home (MIND), an
Alzheime ’s disease / Dementia -ta geted ca e coo dination model that
systematically assesses and add esses the c itical ba ie s to adults
with AD emaining in thei home.
“UCLA Alzheime ’s and dementia ca e: comp ehensive, coo dinated,
patient-cente ed” a co-management model (nu se p actitione
Dementia Ca e Manage ) and consists of six key components: Patient
ec uitment and a dementia egist y; St uctu ed needs assessments of
patients in the
egist y and thei
ca egive s; C eation and
implementation of individualized dementia ca e plans based on needs
assessments; Monito ing and evising ca e plans, as needed;
Facilitating t ansitions of ca e; Access 24/7, 365 days a yea fo
assistance and advice.
"Dissemination of the aging b ain ca e (ABC) p og am” inco po ates
the common featu es of seve al evidence-based collabo ative ca e
models into one p og am designed to delive high quality, efcient
medical ca e to olde adults sufe ing f om one o both of these
conditions.

A majo component of these dementia ca e models is access to ca egive
suppo t se vices. A ecent AARP study7 concluded that despite evidence that
dementia ca egive suppo tive se vices a e efective, few p oven p og ams
have been implemented. To
ectify this, AARP
ecommends that,
“[Advancing] p oven p og ams to each families who need help should be a
p io ity at the fede al, state, and local levels. Ca egive suppo tive se vices
al eady known to be successful at imp oving quality of life fo people living
6 T anslation of a Dementia Ca egive Suppo t P og am in a Health Ca e System—
REACH VA, JAMA Inte nal Medicine, Feb ua y 28, 2011 Vol. 171, No. 4
(http://a chinte.jamanetwo k.com/a ticle.aspx?a ticleid=226705).
7 AARP Public Policy Institute, F om Resea ch to Standa d P actice: Advancing
P oven P og ams to Suppo t Family Ca egive s of Pe sons Living with Dementia
(Sept., 2017)(www.aa p.o g/ppi/info-2017/f om- esea ch-to-standa d-p actice.html).

with dementia and thei family ca egive s should be scaled up and made
available, accessible, and afo dable to the families who need them.”8
AFA suppo ts and encou ages CMMI’s urther examination o innovation
person centered care models that empower direct and amily
caregivers with specialized dementia care training and supports.
These ca e models will help shift the Medica e cost cu ve and ensu e that
pe sons living with dementia eceive quality se vices and achieve bette
health outcomes while spending fewe ca e esou ces.
Othe Recommendations:
Scaling including examination of diferent populations – AFA was glad
to see CMMI’s emphasis on small scale testing mentioned in the RFI. Ability
to scale ca e models a e vital to thei successful implementation and ability
to p oduce positive outcomes. In addition to looking at ways, oppo tunities
and ba ie s to scale, the e should also be an examination of dife ing
populations and how ca e models impact va ious acial, ethnic o socioeconomic g oups.
AFA u ges that ability to scale, in addition to identifying obstacles to scaling,
be pa t of the met ics when ca e models a e being tested and evaluated.
Examination of prevention models and use of memory screens/brain
health - AFA encou ages use of memo y sc eenings as a tool to detect
defciencies in b ain health. Ea ly ecognition of mild cognitive impai ment
(MCI)—mild intellectual loss that may develop into dementia—p ovides an
oppo tunity fo healthca e p ofessionals to t eat this condition, and possibly
slow the decline in symptoms. Likewise, ea ly ecognition of othe conditions,
such as thy oid, dep ession o vitamin defciency, that cause memo y loss
symptoms that mimic Alzheime ’s disease, p ovides an oppo tunity to
eve se o efectively t eat these symptoms.
In addition, ea ly diagnosis of Alzheime 's disease can imp ove quality of life.
Individuals and thei families can get educated about the disease and its
p og essions;
take advantage of available medical t eatments and
behavio al inte ventions; conside clinical t ials; get counseling and othe
social se vices suppo t; pa ticipate in legal and fnancial planning; and have
input in developing thei ca e plan and exp essing end-of-life wishes.
A ecent RAND Co po ation study calls fo inc easing oppo tunities fo
sc eening and diagnostic tests fo Alzheime 's disease to ensu e that
patients in ea ly stages of the disease a e identifed in a timely manne . 9
8 Id., p. 10.
9 See, Liu, Jodi L.,et. al.. Assessing the P epa edness of the U.S. Health Ca e System
Inf ast uctu e fo an Alzheime 's T eatment. Santa Monica, CA: RAND Co po ation,
2017(www. and.o g/pubs/ esea ch_ epo ts/RR2272.html).

Acco ding to the study, ea ly diagnosis will help ease the bu den of dementia
ca e on the US health ca e system which is cu ently unp epa ed to meet the
g owing numbe s of pe sons living with dementia.10
AFA u ges CMMI to examine models, tools and out each designed to inc ease
awa eness of cognitive sc eenings as well as p omote the benefts of b ain
health and ove all healthy aging st ategies.
Greater utilization and integration of technologies in care models Technology-based solutions have the potential to lighten the bu den that falls
on family ca egive s, pa ticula ly by helping them to coo dinate the
demanding tasks and the complex netwo ks of elationships involved with
ca ing fo othe s. Technology could also help imp ove the health of both
ca egive s and ca e ecipients.
AFA u ges CMMI to adopt mo e models that integ ate technologies into thei
ca e plans and evaluate how and why ce tain technologies may wo k while
othe s may not.
Adopt recommendations and fndings from NIH’s Dementia
aregiver Research Summit – Last month, the National Institutes of
Health (NIH) held the f st eve Dementia Ca egive Resea ch Summit. 11 The
goal of the summit was to identify what is known and what needs to be
known in o de to accele ate the development, evaluation, t anslation,
implementation, and scaling up of comp ehensive ca e, se vices, and
suppo ts fo pe sons living with dementia, families, and othe ca egive s. In
addition, the summit focused on esea ch that is needed to imp ove quality
of ca e and outcomes ac oss ca e settings, including quality of life and the
lived expe ience of pe sons with dementia and thei ca egive s.
AFA suggests that CMMI look to summit ecommendations fo
models and futu e ideas in the dementia ca egiving space.

additional

Greater examination of end-of-life care models, including access to
palliative care, for those living with dementia - Access to palliative ca e
se vices, while often benefcial, a e neve the less unde utilized. Palliative
ca e elieves sufe ing while af ming life fo individuals with ch onic
diseases such as Alzheime ’s. Expansion of palliative ca e se vices would fll
a much-needed gap, p oviding ca e to individuals p io to thei qualifcation
fo hospice and alleviating the p ocess of multiple e-ce tifcations necessa y
fo continuing hospice ca e.

10 Id., p. 11.
11 See, https://aspe.hhs.gov/national- esea ch-summit-ca e-se vices-and-suppo tspe sons-dementia-and-thei -ca egive s.

CMS ecently established a new Medica e beneft that eimbu ses health
p ovide s who p ovide advance ca e planning (i.e., end-of-life counseling) to
benefcia ies with ch onic conditions, including Alzheime ’s disease. 12 To fully
ecognize the potential of such a beneft, a obust hospice and palliative ca e
p og am should be available to those with these ch onic, and ultimately fatal,
conditions.
AFA ecommends that CMMI fu the examines end of life choices, including
specialized palliative ca e models unde Medica e and Medicaid fo pe sons
with Alzheime ’s disease and elated dementias.
AFA app eciates the oppo tunity to comment on CMMI’s RFI. If you have
questions o would like fu the info mation, please contact E ic Sokol, AFA’s
senio
vice p esident of public policy.
Since ely,

Cha les J. Fuschillo, J .
P esident and CEO

12 The e a e two cu ent p ocedu al te minology (CPT) Medica e billing codes fo advanced
ca e planning (ACP). CPT code 99497 cove s a discussion of advance di ectives with the
patient, a family membe , o su ogate fo up to 30 minutes. An additional 30 minutes of
discussion takes the add-on code of 99498. Medica e will pay oughly $86 fo 99497 and $75
fo 99498 when the counseling occu s in a physician's ofce. Medscape, Medica e App oves
Payment fo End-of-Life Counseling, (Octobe 30, 2015)
(www.medscape.com/viewa ticle/853541).

November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Submitted electronically via CMMI_NewDirection@cms.hhs.gov
RE: Innovation Center New Direction – Request for Information
Dear Ms. Verma,
Established in 1943, the American Academy of Allergy, Asthma, and
Immunology (AAAAI) is a professional organization with more than 7,000
members in the United States, Canada and 72 other countries. This
membership includes allergist/immunologists (A/I), other medical
specialists, allied health and related healthcare professionals—all with a
special interest in the research and treatment of patients with allergic and
immunologic diseases.
We are pleased to respond to your request for information on the
agency’s planned new direction for the Innovation Center.

General Sentiments
While CMS’ existing partnerships with healthcare providers, clinicians,
states, payers, and stakeholders have generated important value and
knowledge, engagement with a broader audience, including a wide-range
of specialists, will be key to an Innovation Center that advances payment
and delivery models for the 21st century.
A/I professionals lead in the diagnosis, treatment and ongoing
management of asthma, allergic and immunologic conditions. By itself,
asthma – a chronic disease involving the airways in the lungs – affects
more than 25 million Americans at a total cost of $56 billion per year.
Asthma causes 14.2 million missed days of work and 10.5 million missed
days of school, and results in 479,300 hospitalizations, 1.9 million
emergency department visits, and 8.9 million doctor visits.1
Allergies are among the most common chronic conditions worldwide, with
symptoms that range from an itchy nose up to anaphylaxis, a lifethreatening reaction. Allergic rhinitis, which affects 17.6 million
Americans, can be treated with allergen immunotherapy (AIT), also

(more)

1

https://www.cdc.gov/asthma/impacts_nation/asthmafactsheet.pdf
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known as allergy shots. AIT also is effective in asthma, where it has been shown to reduce
symptoms, lower use of asthma medications, and improve patient quality of life. Studies have
also shown that AIT is highly cost-effective and severely underutilized2. In 2014, six US
Senators encouraged the Secretary of Health and Human Services (HHS) to “develop strategies
to promote [AIT] utilization in appropriate patients and encourage provider and patient education
and compliance with existing guidelines.”3
Beyond the aforementioned, A/I professionals have expertise in a multitude of other key
conditions and disease processes, including preventative and concurrent therapies that would
significantly enhance diagnosis, treatment and ongoing management for certain conditions
provided by other medical specialists. Examples are outlined below:












Perioperative reactions: A/I professionals have the requisite expertise to assist in the
prevention of perioperative reactions to anesthesia medications. A/I professionals can
work with other medical specialties to develop appropriate pre-sedation protocols and
include testing for certain allergies, as well as perform such testing to reduce the risk of
patient harm during procedures that require anesthetics.
Antibiotic allergies: A/I professionals lead the way in appropriate diagnosis of antibiotic
allergy, which is a key component of antibiotic stewardship efforts. A/I professionals
have developed guidelines outlining a standardized approach to penicillin allergy triage
and testing. A/I professionals are working with infectious diseases (ID) specialists and
other federal agency partners to raise awareness and increase access to penicillin
allergy testing, which would drastically improve our nation’s response to antibioticresistance challenges.
Metal allergies: Patients are increasingly facing unnecessary surgical procedures due
to adverse reactions to metal following joint and other orthopedic replacements. A/I
professionals could work with surgical specialties to diagnose metal allergies, ensuring
patients are implanted with the most appropriate medical products at the outset. Not only
would this reduce spending, it would improve quality, patient experience, and limit risks
associated with surgical procedures.
Adverse food reactions: A/I professionals are the chief professionals addressing foodborne allergies, which are frequently misdiagnosed and/or over-diagnosed by other
medical professionals. A/I professionals conduct oral food challenges and other testing
that improves patient quality of life and reduces their risk of life-threatening reactions.
Aspirin (ASA) sensitivity: The prevalence of patents with ASA sensitivity is unknown,
yet this is an important consideration for cardiologists treating patients with cardiac and
diseases that may require aspirin use. Desensitization by A/I professionals would
significantly improve patient access to this cost-effective therapy, thus increasing
survival of many patients with heart conditions that would benefit from aspirin use.
Chemotherapy reactions: Patients undergoing cancer treatment with infused
chemotherapy medications may face a serious, allergic reaction; however, A/I
professionals can perform appropriate testing in advance of administration and/or
prescribe preventative medications to avoid inappropriate exposure or reduce reactions.

2

https://ahrq-ehc-application.s3.amazonaws.com/media/files/allergy-asthma-immunotherapy-130802.pdf
https://www.aaaai.org/Aaaai/media/MediaLibrary/PDF%20Documents/Advocacy/allergy-IT-effectivenesssebelius-letter-march-2014-final.pdf
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A/I can also perform drug desensitization to improve access to a broader range of
therapies for patients, particularly where other treatment options may be limited.
Acute and chronic sinus disease: Sinus disease can be the result of long standing
allergic disease or a manifestation of other immunologic diseases including primary
immune deficiency. With their extensive training in allergic and immunologic diseases,
A/I professionals are in the position to understand and properly medically manage this
debilitating disease.
Primary Immunodeficiency: Early onset and/or recurrent infections are often the
hallmark of immunodeficiency. With their extensive training in immunology, A/I
professionals are the leaders in identifying patients with immunodeficiencies and
developing appropriate treatment plans that result in less infectious complications and
antibiotic use, consequently playing an important role in overall antibiotic stewardship.

It is critical that CMMI leadership are keenly aware of the scope of A/I expertise and service,
which will be essential to the development and advancement of alternative payment and
delivery models established internally and presented by external stakeholders.

Guiding Principles
We support the proposed guiding principles; however, we encourage the agency to consider the
inclusion of the following:






Improve beneficiary access to care. While CMS recently withdrew the Part B Drug
Payment Model, it serves as an example of the impact poorly-crafted alternative
payment and delivery models may have on beneficiary access to life-saving therapies,
such as intravenous immunoglobulin (IVIG). The Part B Drug Payment Model was of
significant concern to our constituency and would have negatively impacted A/I
professionals’ ability to treat beneficiaries with primary immunodeficiency diseases
(PIDD), a rare and life-altering cohort of diseases. We also note that the model did not
account for the impact on beneficiaries or the quality of care they would receive. In fact,
measures of quality were completely absent and CMS stated that it “may consider a
survey…to provide insight on beneficiaries’ experience under the model…” Our specialty
was alarmed, believing alternative payment and delivery models should aim to expand
and improve access to care, not impose barriers. Moving forward, CMMI must ensure all
models, current and future, increase access to important health care services, focusing
on quality, beneficiary experience, and improved outcomes, steer away from models that
simply aim to reduce spending to the detriment of patient care.
Solicit continuous stakeholder feedback. AAAAI maintains that continuous feedback
from stakeholders is essential to model development. To accomplish this, CMMI should
use a variety of open, public and transparent processes, such as requests for comment
and information, to solicit feedback throughout model development. As noted above, the
Part B Drug Payment Model, while withdrawn, is a prime example of where appropriate
stakeholder engagement failed to occur at the outset. AAAAI and many of its layorganizations would have appreciated the opportunity to engage in a dialogue in
advance of rulemaking, which would have highlighted a number of issues facing A/I and
its patients. We look forward to a more collaborative dialogue in the future.
Favor models that incorporate A/I professionals. As noted above, A/I professionals
have expertise in a multitude of key conditions and disease processes, such as asthma
and allergies, as well as preventative and concurrent therapies that would significantly
enhance diagnosis, treatment and ongoing management for certain other conditions
routinely provided by other medical specialists. A/I expertise is of value to a broad array
3





of team-based care, which must be reflected in models developed internally and
externally. We urge CMMI to favor models that incorporate A/I as an integral component
of disease management, where relevant. For the conditions and disease processes
listed above, CMMI should ensure A/I professionals have been consulted and
incorporated in the model.
Promote inclusion of specialty-focused quality measures, registries. AAAAI has
developed the only A/I specific clinical data registry, which is recognized by the agency
as a qualified clinical data registry (QCDR) under programs established by the Medicare
Access and CHIP Reauthorization Act of 2015 (MACRA). Given the tremendous
investment in developing the registry and associated quality measures, CMMI should
capitalize on its value by emphasizing and incorporating it in new and existing APMs,
where relevant.
Use incentives, not mandates, to facilitate participation. AAAAI has significant
concerns with models that mandate participation by A/I professionals and patients. We
believe this is inappropriate, particularly for models that are looking to demonstrate
whether an alternative payment and delivery concept will increase access, improve
quality and potentially reduce costs, through pilot testing. CMMI should use incentives,
not mandates, to facilitate A/I professional and beneficiary participation. Incentives
should be scaled to assist providers that are new to value-based health care, and lack
the necessary infrastructure, data and analytical capabilities, staffing, and capital to
assume downside-risk. Moreover, beneficiaries should have the ability to indicate their
participation through an opt-in or opt-out mechanism.

Proposed Models
Expanded Opportunities for Participation in Advanced APMs
Engagement with Alternative Payment Models (APMs), particularly Advanced APMs, is a
challenge for most A/I professionals. As outlined in CMS’ 2017 Quality Payment Program (QPP)
Final Rule, only 38 (1.0 percent) out of 3,994 A/I professionals will be a “qualifying participant”
(QP) in year one4.
Given the statistics outlined above and the expertise of the specialty, it is clear that Advanced
APMs would benefit from the inclusion of A/I professionals. However, the challenge is that most
of these entities are not measured on conditions where A/I professionals play a key role.
Moreover, we have found that many Advanced APMs exclude specialists, such as A/I
professionals, given concerns that specialty physician engagement will increase overall costs
and limit “shared savings” payouts. If metrics were inclusive of diseases and other areas where
specialists, such as A/I professionals, could impact quality and resource use, the opportunities
for participation would increase. Given the disease burden of conditions managed by A/I
professionals, it stands to reason that CMS should consider adopting A/I specific measures into
these models.
We look forward to the opportunity to speak with you and the new CMMI leadership in the
coming months on ways to engage A/I professionals in existing and future Advanced APMs,
including the addition of specific A/I measures to drive improvements in A/I conditions and bring
more A/I professionals into the APM track.
4 https://www.federalregister.gov/d/2016-25240/page-77518
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Physician-Specialty Models
Again, A/I professionals are the leaders in the diagnosis, treatment and long-term management
of several chronic health conditions. We also play a key role in the diagnosis, treatment and
management of conditions and disease processes managed by other specialists. Unfortunately,
A/I has not been invited to the discussion on any models established internal to CMMI nor
submitted by external stakeholders to the Physician-Focused Payment Model Technical
Advisory Committee (PTAC), even those where A/I might play a role. For example, our input
would have improved aspects of the Comprehensive Care for Joint Replacement (CJR) model,
given our expertise in diagnosing metal allergies, or the Oncology Care Model (OCM), given our
expertise in immunotherapy toxicity and drug desensitization.
While A/I professionals have been overlooked as a key player to many APMs in CMS’ current
inventory, we are raising your awareness to this oversight so that it may be corrected from this
point forward. To that end, CMS should favor models that account for A/I expertise where
relevant, and particularly in the scenarios listed above. Not only is this important for improving a
model’s ability to be successful, it would also improve the inventory of APMs that A/I may be
able to participate in.
*****
We appreciate the opportunity to offer these comments. If you have any questions, please
contact Sheila Heitzig, Director of Practice and Policy.
Sincerely,

David B. Peden, MD MS FAAAAI
President
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services Innovation Center
Request for Information

RE:

Centers for Medicare & Medicaid Services: Innovation Center New Direction

Dear Administrator Verma,
The American Academy of Audiology (the “Academy”) is the world's largest professional organization of,
by, and for audiologists, representing over 12,000 members. The Academy promotes quality hearing and
balance care by advancing the profession of audiology through leadership, advocacy, education, public
awareness, and support of research. The Academy appreciates the opportunity to offer comments in
response to the Centers for Medicare and Medicaid Services Innovation Center’s (Innovation Center)
request for information (RFI) to identify a new direction to promote patient-centered care and test
market-driven reforms that empower beneficiaries as consumers, provide price transparency, increase
choices and competition to drive quality, reduce costs, and improve outcomes. The Academy’s
comments are below.
Potential Models: Consumer-Directed Care and Market Based Innovations
The Academy applauds the Innovation Center for seeking feedback on models that best serve patients in
terms of cost, quality, and access to care. These consumer-directed and market based models are
especially important when discussing the evaluation and treatment of hearing loss and vestibular
disorders. Hearing loss is the third most common chronic physical condition in the United States, and is
more prevalent than diabetes or cancer1. Untreated hearing loss is linked to isolation, depression, and
cognitive decline in older adults.2 Research also shows correlations between increased risk for hearing
loss and other chronic diseases such as diabetes, obesity, and heart disease. It is also known that
vestibular disorders pose significant problems for seniors and that vestibular rehabilitation can improve
balance in patients with multisensory dizziness, reducing the risk of falls for those patients.3 Overall,
hearing loss and vestibular disorders have a significant impact on the health of our population.
Audiologists are leaders in hearing and balance care and play a critical role in the diagnosis and
treatment of both hearing loss and vestibular disorders, as well as the management of hearing loss as a
1

https://www.cdc.gov/nchs/data/series/sr_10/sr10_260.pdf
https://www.audiology.org/publications-resources/document-library/untreated-hearing-loss-linked-depressionsocial-isolation
3
https://www.ncbi.nlm.nih.gov/pubmed/18277204
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chronic condition. Despite the prevalence of hearing loss as a chronic condition and the important role
the audiologist plays in managing this chronic condition, patients and providers face statutory and
regulatory barriers from both a coverage and access standpoint. The current Medicare regulatory
definition places audiologists in the “Other Diagnostic Procedures” benefit classification, limiting
audiologists to providing diagnostic-only hearing and balance services. These regulatory and statutory
barriers can prevent patients from accessing the full breadth of audiologic care. Audiologists provide
high-quality, cost-effective hearing care and add considerable value to the health-care system by
improving outcomes for patients, while also reducing costs. The Academy urges the Innovation Center
to pursue models that better reflect the fact that hearing loss is a chronic condition and that patients’
hearing and balance needs are often not addressed within the current system. The Academy would like
to draw your attention to one such example related to current trends for the diagnosis and
management of patients who experience dizziness.
Improving Efficiency and Decreasing Cost Related to Patients with Dizziness
Vestibular testing is an objective and sensitive battery of tests using voluntary and involuntary eye
movements (known as nystagmus) to assess the peripheral and central vestibular systems. Most
information obtained through vestibular testing cannot be obtained by other means. Diagnosing a
benign vestibular disorder often safely rules out a worrisome stroke or brain lesion. Due to highly
problematic changes in payment policies related to vestibular testing (e.g. substantial reductions in
payment for important vestibular services) we have seen a marked decrease in patient access to and
utilization of vestibular testing since 2008. At the same time, we have seen an increased use of neuroimaging in the assessment of patients with dizziness. For example, cranial CT scans were ordered on 39
percent of dizzy patients in 2011, at a considerable cost to Medicare and a potential risk to patient due
to exposure to ionizing radiation.4
Evidence suggests that decreased access to vestibular testing has directly led to an increased use of
neuro-imaging with more patients visiting the emergency room (ER) for complaints of dizziness. With
the increased use of neuro-imaging, the estimated costs for ER services are $4 billion per year as of
2011. A 2013 research report released by the Johns Hopkins University School of Medicine examined
two large, national public databases to gain a better understanding of emergency room visits for
extreme dizziness. In the Johns Hopkins report, researchers found that a large percentage of patients
who visit the emergency department with dizziness are suffering from a benign inner-ear disorder, while
just 5 percent of those whose major complaint is dizziness are having a stroke. Despite this, nearly half
of the patients that come to the emergency department still receive CT scans.5 For Benign Paroxysmal
Positional Vertigo (BPPV), the most common cause of vertigo, studies show that 85 percent of patients’
symptoms were resolved in the same day if they receive the correct diagnosis by a trained specialist.
Unnecessary testing can delay identifying the proper diagnosis, which negatively impacts patients and
significantly increases health-care costs.

4
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It is estimated that with policy changes and investments in patient and provider education, these
unnecessary services could be reduced by $1 billion per year.6 The Academy strongly encourages the
Innovation Center to consider the diagnostic testing of patients with dizziness as a way to improve
efficiency within the Medicare program. Improving access to vestibular services helps to reduce the
need for expensive neuro-imaging and plays an important role in preventing falls among the Medicare
population. The Academy would be happy to provide in depth resources and supporting data to assist
the Innovation Center in these efforts.
Potential Models: Physician Specialty Models and the Role of Audiologists in Care Coordination
The Academy recognizes the Innovation Center’s focus on care coordination with primary care,
specialists, and other providers for patients with multiple chronic conditions, mental and behavioral
health issues, cognitive impairment, and mobility-related disabilities. As referenced in the section above,
care coordination among audiologists and other types of providers including primary care providers,
otolaryngologists, cardiologists, and emergency departments can help to improve the quality and
efficiency of care currently received by patients reporting dizziness and other hearing and balance
disorders. The Academy also believes that models that support improved coordination of care will also
result in a reduction in overall costs to the health-care system. This may be achieved by a
physician/audiologist specialty model focused on hearing and balance care. This approach reflects the
high-quality, cost-effective health-care goals set forth by the Innovation Center.
Care coordination and improved opportunities for patients to access audiologic and vestibular care fits
into the following Innovation Center guiding principles: 2) Provider Choice and Incentives and 3) Patient
Centered-Care. Reducing regulatory burdens that serve as barriers to audiologic care and improving
provider choice will help the entire health-care team better address the needs of patients with hearing
and balance issues. Because audiologists are integral members of the health-care team, the Academy
advocates that patients have more flexibility in choosing their providers.
Expanding Medicare Telehealth Services
The Academy also requests that the Innovation Center develops models that expand the list of eligible
providers and related covered services under the Medicare program. There are a number of legislative
proposals before Congress to make statutory changes to expand the list of eligible providers of Medicare
telehealth services. These proposals specifically include audiologists among the list of eligible providers.
The Academy believes audiologists are appropriate providers of telehealth services and we urge
Congress and CMS to work together to make the statutory and regulatory changes required to expand
reimbursement to improve patient access to care. Testing such models through the Innovation Center
may be one way to bring about policy changes that ease access burdens and provide cost-effective
patient care. Broadening the list of eligible providers of telehealth services to include audiologists will
allow audiology services to be available in rural and health professional shortage areas. Improved access
to telehealth services benefits patients who are not readily able to travel. This population includes many
elderly Medicare beneficiaries seeking the services of an audiologist. The U.S. Department of Veterans
Affairs (VA) has already implemented a number of successful programs related to the provision of
6
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audiology services via telehealth. These programs can serve as a model in expanding telehealth services
under the Medicare program.
APMs/Innovation Center Models
The Academy continues to review and discuss the role that audiologists may play in APMs and looks for
opportunities with both physician and non-physician stakeholders to pursue meaningful involvement in
APMs. We believe there is a potential to develop APMs where audiologists are recognized for providing
high-quality, cost-effective diagnostic and treatment services for patients in need of audiologic care. We
encourage the Innovation Center to consider the role of audiologists in health-care delivery and how
that translates to participation in care models or APMs. The Academy firmly believes that our scope of
practice and clinical expertise in this area earn us a role as valued and contributing members of APMs.

*

*

*

*

The Academy appreciates the opportunity to comment on this RFI.

Sincerely,

Jackie L. Clark, PhD
President, American Academy of Audiology

*

November 20, 2017
Via electronic submission to CMMI_NewDirection@cms.hhs.gov
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244-1850
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction Request for
Information
Dear Administrator Verma:
On behalf of the 13,500 U.S.-based members of the American Academy of Dermatology Association (AADA),
we are writing to provide comments in response to the Centers for Medicare and Medicaid Services (CMS)
Innovation Center New Direction Request for Information, issued on its website on September 20, 2017. The
Request for Information (RFI) seeks inputs from stakeholders on a new direction to promote patient-centered
care and test market-driven reforms that empower beneficiaries as consumers, provide price transparency,
increase choices and competition to drive quality, reduce costs, and improve outcomes. The AADA is
committed to excellence in the medical and surgical treatment of skin disease; advocating high standards in
clinical practice, education, and research in dermatology; and supporting and enhancing patient care to
reduce the burden of disease. We appreciate the opportunity to provide comments on the proposed rule and
urge CMS to take these recommendations and concerns into consideration when developing the final rule
and formulating future policy.
In the RFI, CMS explains that it plans to carefully evaluate how models developed consistent with the new
directions can complement what the Agency has been learning from the existing initiatives. In particular, the
Innovation Center is interested in testing models in eight focus areas, and in the RFI elicits feedback on the
two issues most relevant to dermatologists: Increased participation in Advanced Alternative Payment Models
(APMs) and Physician Specialty Models.
Increased Participation in Advanced Alternative Payment Models (APMs)
Efforts to fundamentally change the delivery of care should encompass all aspects of the health care system,
including specialty and subspecialty care. Specialists deliver expert care, offering accurate and timely
diagnoses, which can decrease inappropriate or wasteful tests. This improves quality and curbs costs.
Specialists’ efficient and effective treatment directly limits additional spending associated with diagnostics,
treatments, and hospitalization.
The American Academy of Dermatology Association’s Workgroup on Innovations in Payment and Delivery
has spent six years exploring opportunities for specialty-specific alternative payment models, or APMs. In
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working through potential obstacles to specialist participation in APMs, we identified the following 10 goals to
achieve meaningful specialist participation:
Facilitate collaboration between all providers responsible for patient care.
APMs should promote higher quality, cost-effective care with payment following, supporting and enabling
such care. By aligning incentives toward greater quality and cost-effectiveness, a well-designed APM should
allow for the breadth in a specialist’s practice.
Enable specialists to serve as care coordinators.
APMs should support appropriate consults by, referrals to, and connectivity with specialists. To ensure
meaningful participation in payment reform, specialists should be allowed to serve as care coordinators for
select patients whose primary medical problems are managed by specialists, rather than their primary care
physician.
Be nimble with the transition from fee-for-service.
APMs should have the capacity to alter key inputs or outputs based on pilot periods to ensure that the best
care is being incentivized, and that the model is working as intended.
Make quality assessment meaningful.
Quality should be measured in savings as well as outcomes. Measurement must address the nuances of a
broad array of diseases, specialty care, and care settings. Facilitating the availability of longitudinal data helps
specialists access the total patient picture. Integration of EHR platforms will be necessary.
Ensure care meets patients’ complex needs.
Patients with complex care needs often require more intense care, resources and time. APMs should ensure
payments are appropriately risk adjusted for severity, comorbidities, and other factors to ensure that it is
feasible to treat high-risk or complex patients.
Only assign risk for what providers can control.
Accountability is important in achieving greater value, but it is critical that accountability applies only to
variables within a provider’s control. Variables such as financial costs, the unpredictable and high price of
drugs, and patient outcomes that may be impacted by patient attributes or behavior that are outside a
physician’s control and should not be attributed to individual physicians. Furthermore, complex patients
present risks (and costs) that current risk adjustment mechanisms insufficiently capture. Some of these risks
are directly financial and others are more indirect.
Physicians practicing solo or in small groups cannot assume the same level of risk as those in hospital based
or larger group practices, which leaves participation in any kind of APM, let alone an Advanced APM, virtually
impossible. Until the risk requirement is adjusted, these physicians will be unable to participate in APMs. At
a minimum, the lessened nominal risk thresholds of Medical Home Models should be applied to physician
focused Advanced APMs and at best, the risk of financial loss associated with APM development and
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participation should be considered sufficient to meet the Advanced APM requirement of “greater than nominal
financial risk.”
Protect against inadvertent incentives to underutilize care.
Ensuring patient access to necessary care from a range of providers is important in a coordinated health
system, as are appropriate quality indicators that measure outcomes.
Create transparent, timely, and predictable payment algorithms.
Best practices recognize the value of collaboration between payers and providers to ensure the timely and
transparent calculation of rewards, penalties, or shared savings. Payment should support feasible and
sustainable care design. Payment decisions should have a transparent appeals process. Physicians in small
and solo practices cannot afford lengthy time lapses between claim submission and remittance advice.
Engage a wide array of physicians and providers.
Consider alternatives in the model design, including pay for performance, care pathways, shared savings
opportunities, bundled or episode-based payments, patient-centered medical home and population health
modeling. A mechanism which allows attribution of patients to their clinicians by appropriately defining their
relationships and interactions is needed. Such attribution must be shown to be accurate before more
physicians will engage in models that assign value based on cost.
Support shared infrastructure.
APMs should offer protections to cushion the development costs and risks that are barriers to small/solo
physician participation. This includes additional tools and options for clinicians. More than two-thirds of
dermatologists practice in either solo or small groups, and as such, cannot withstand a 7% or 8% financial
risk. We urge CMS to eliminate the nominal risk requirement for small and rural practices seeking to
participate in APMs. Furthermore, solo and small practices lack the human capital and data to sustain an
APM, and will need incentives to join even a virtual group to participate in an APM.
In addition to our suggestions, above, we make the following recommendations to increase participation of
physicians in Advanced APMs:
• CMS needs to be flexible in assessing the rigor associated with quality measures of an Advanced
APM for specialty care.
• The thresholds for Partial qualified participants in Advanced APMs should be significantly lowered and
ramp up more slowly.
• Some of the funds intended to provide technical assistance to small practices should be used to
develop tools to provide clear step-by-step guidance on how these practices can participate in APMs.
Funds should also be provided directly to small practices to defray the costs associated with APM
participation.
• The threshold for attribution of patients for rare conditions must be low, to encourage optimal treatment
for these conditions and to encourage clinician participation in physician developed alternative
payment models. It is important that rare conditions are identified, that the patients with rare conditions
are easily attributed to physicians, and for the risk to be appropriately adjusted. APMs must not create
incentives to avoid caring for patients with rare disease that often incur significant expense. Models
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must account for these patients either by excluding them from analysis or by accurately identifying
them with accurate risk stratification.
Physician Specialty Models
While the Physician-Focused Alternative Payment Model Advisory Committee (PTAC) has made progress
reviewing physician specialty models, we are concerned that CMS is not testing enough physician-focused
payment models. Furthermore, we understand that the CMMI testing process is slow. Furthermore, the
Center for Medicare & Medicaid Innovation (CMMI) needs to improve its transparency and predictability for
testing models. This would begin with putting principles for APM testing in the rule making process by
publishing it in the Federal Register to allow public consumption and comment.
We encourage CMS to find ways to more rapidly approve PTAC recommendations, move them into testing,
and implement.
This process should be more transparent, again, utilizing the rule making process to assure adequate public
notice. If the PTAC recommends or highly recommends a model that the Center for Medicare & Medicaid
Innovation (CMMI) does not pursue, but a different payer does, such models should be treated as an Other
Payer Advanced APM, and clinicians participating in such a model should receive credit to the Medicare
option. Another option would be to give credit for participation in such APMs as a MIPS APMs, allowing
clinicians to opt out of certain MIPS reporting without incurring penalties.
We also encourage CMS to Implement Bundled Payments and Other Alternative Payment Models.
There is no single Alternative Payment Model that will work for all types of patients and all types of healthcare
providers. CMS and its Medicare Administrative Contractors (MACs) should quickly make any changes
needed in Medicare claims payment and other administrative systems to support implementation of
alternative payment model structures that may enable most physician practices and other providers to
address the vast majority of patient needs. In addition to moving quickly, CMS needs to test and partner with
physician specialists. To that end, bundled payment pilots need to be created with the input of physicians who
perform those services in the appropriate assortment of practice settings and be implemented in both a limited
scale and a voluntary basis to ensure proper modeling and evaluation.
CMS should conduct limited scale testing of models to accelerate adoption.
Specialties like dermatology generate smaller amounts of data, and therefore, the models some specialists
would participate in are inherently limited by existing data sets. Relevant data can be obtained during testing,
but also has to be scaled to the size of the specialty.
Payment reform has shifted the health care system to a more value-based model and many specialists
welcome these changes, with careful consideration. This shift will only be successful if the transformation
occurs across populations and includes all provider types. We appreciate CMS taking the time to better
identifying opportunities to integrate physician specialists into value-based care for all patients. We remain
hopeful that with meaningful collaboration and change, together we can assure the continued value
dermatologists bring to patient care while making a successful and meaningful transition to value-based care
for all patients.
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Conclusion
The AADA appreciates the opportunity to provide feedback on this Request for Information. We look forward
to additional opportunities to discuss these issues and to provide feedback that may help guide
policy development. Please contact Leslie Stein Lloyd, JD, Director of Regulatory and Payment Policy, if you
require clarification on any of the comments in this letter or would like more information.
Sincerely,

Henry W. Lim, MD, FAAD
President
American Academy of Dermatology Association
CC:

Suzanne M. Olbricht, MD, AADA President-Elect

Elaine Weiss, AADA Executive Director and CEO

November 15, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
Submitted by email: CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
On behalf of the American Academy of Family Physicians (AAFP), which represents 129,000
family physicians and medical students across the country, I write in response to the request for
information issued on September 20, 2017, by the Center for Medicare & Medicaid Innovation (the
Innovation Center) within the Centers for Medicare & Medicaid Services (CMS). In this request, the
Innovation Center seeks new direction to promote patient-centered care, test market-driven reforms
that empower beneficiaries as consumers and provide price transparency, increase choices and
competition to drive quality, reduce costs, and improve outcomes.
Guiding Principles
Background
The Innovation Center will carefully evaluate how models developed consistent with the new
principles can complement what the agency is learning from the existing initiatives. The Innovation
Center will approach new model design through the following guiding principles:
•
•
•
•
•
•

Choice and competition in the market based on quality, costs, and outcomes;
Provider choice and incentives, including a focus on developing voluntary models and
reducing regulatory and administrative burden on physician model participants;
Patient-centered care that empowers beneficiary choice;
Benefit design and price transparency to ensure cost-effective, data-driven care;
Transparent model design and evaluation that draws on a broad range of stakeholder
perspectives; and
Small scale testing of models—which may be expanded if initial testing is successful—with a
focus on key payment interventions rather than on specific devices or equipment.

AAFP Response
The AAFP has reviewed the guiding principles the Innovation Center will use to inform its approach to
new model design. In general, we are supportive of these principles and believe they represent a
reasonable set of values on which the Innovation Center can rely.
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For its part, the AAFP also has a set of guiding principles that inform our approach to the design and
evaluation of new, alternative payment models. The AAFP’s guiding principles seek to ensure that
models:
•
•
•
•
•

Provide longitudinal, comprehensive care
Improve quality, access, and health outcomes
Coordinate with the primary care team
Promote evidence-based care
Are multi-payer in design

Like the Innovation Center’s guiding principles, those of the AAFP emphasize quality and outcomes
and support patient-centered care that is longitudinal and comprehensive, and we ask the Innovation
Center to consider ensuring that new models meet these principles as well. We elaborate on the
AAFP’s principles later in this response.
As future directions are considered, the AAFP encourages the Innovation Center to more rapidly
expand promising value-based payment models to maximize positive outcomes for patients and
physicians. We support the findings that the shift to value-based payment models through practice
transformation efforts is a timely and costly process. Acknowledging this, we urge the Innovation
Center to examine evaluation designs of current models and reassess what necessitates success to
allow more aggressive expansion of models that have the potential for great impact. For instance,
CPC Classic, a four-year demonstration project, showed limited success using the evaluation
measures designed, potentially due to length of the project and evaluation measures chosen.
Evaluations should be designed at the onset of a model’s launch with careful consideration of
outcome measures, and would also benefit from stakeholder input and consultation. Evaluations
should be performed by entities intimately familiar with model components and design to ensure
accurate assessment and conclusions. Finally, we urge the Innovation Center to ensure transparency
in model design and in all facets of physician measurement analysis.
Expanded Opportunities for Participation in Advanced Alternative Payment Models (APMs)
Background
As part of the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA), CMS administers
the Quality Payment Program (QPP), and the Innovation Center bears primary responsibility for
development of policies and operations relating to Advanced APMs. The Innovation Center seeks
feedback from stakeholders on ways the Administration can be more responsive to eligible clinicians
and their patients, and potentially expedite the process for providers that want to participate in an
Advanced APM. The Innovation Center also seeks guidance from stakeholders on ways to capture
appropriate data to drive the design of innovative payment models and strategies to incentivize
eligible clinicians to participate in Advanced APMs.
AAFP Response
Like CMS, we expect the number of eligible clinicians choosing to participate in Advanced APMs will
grow over time. To facilitate this growth, the AAFP would like to see CMS and the Innovation Center
do at least two things, both of which we believe are consistent with the guiding principles through
which the Innovation Center intends to approach new model design.
First, pending a recommendation from the Physician-focused Payment Model Technical Advisory
Committee (PTAC), we would like to work with the Innovation Center to begin testing the Advanced
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Primary Care Alternative Payment Model (APC-APM) proposed by the AAFP. The APC-APM builds
upon CPC Plus (CPC+) and represents another evolutionary step away from fee-for-service (FFS)
toward payment for value. APC-APM is consistent with the Innovation Center’s guiding principles, as
well as the AAFPs:
• Market-based: Participating practices are evaluated on and held accountable for quality,
cost, and outcomes, which promotes competition in the market on that basis.
• Physician-focused: Physician participation in the model is voluntary, and the model reduces
the administrative burden on physician participants:
o To the extent evaluation and management (E/M) services are capitated and paid
prospectively for attributed patients, practices will not need to file claims for them.
o Practices will not need to comply with E/M documentation guidelines for capitated E/M
services, which potentially simplifies the use of electronic health records.
o Care management and transitional care management services are included in the
prospective, capitated population-based payment, so practices do not need to file
claims for them either.
o Measure harmonization through multi-payer use of a core measure set simplifies
quality reporting and reduces the associated reporting burden.
o Participating practices have more freedom to manage patient panels independent of
traditional face-to-face visits (e.g. group visits, e-visits).
• Patient-centered: Beneficiaries may choose the advanced primary care practice to which
they are attributed.
• Transparent: The model is intended to be multi-payer, so it has the potential to draw on a
broad range of stakeholder perspectives.
• Payment-focused: A focus of the model is its payment methodology, and the model of care
does not depend on specific devices or equipment.
If implemented nationally, as the AAFP proposes, the APC-APM would expand opportunities for
participation in Advanced APMs, and because the APC-APM is feasible for small practices, those
expanded opportunities could help preserve solo and small independent practices, which is
consistent with the principle of choice and competition in the market.
Second, we would like to see the Innovation Center continue to expand the CPC+ initiative. Building
on the CPC Classic model, CPC+ is a voluntary model that provides choice and competition in the
Innovation Center test markets. Participation in CPC+ provides an opportunity for primary care to
receive more comprehensive, more flexible payment and engage in a robust learning community to
better meet patient needs. The CPC+ payment model is beneficial for primary care, providing access
to increased and up-front payment. CPC+ has three components that de-emphasize FFS and
increase payment to support practice improvement and capacity building. CPC+ promotes patientcentered, cost-effective, and data-driven care through comprehensive, coordinated, and continuous
primary care. The model focuses on key payment interventions and draws on a broad range of
stakeholders as part of its model design. To date, the Innovation Center has pursued CPC+ through
small scale testing in a total of 18 markets between Round 1 and Round 2 with support from 61
payers. We would like to see CMS further expand CPC+, so other beneficiaries and primary care
physicians may benefit from what it offers.
Consumer-Directed Care & Market-Based Innovation Models
Per the request for information, the Innovation Center encourages Medicare beneficiaries to be
empowered as consumers and drive change in the health system through their choices. The
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Innovation Center is considering how to test models that enable Medicare beneficiaries to contract
directly with physicians and have physicians offer prices to inform beneficiary choices and to promote
transparency. The Innovation Center seeks feedback on how to operationalize these principles in
models that best serve patients in terms of cost, quality, and access to care.
AAFP Response
The AAFP is pleased the Innovation Center is focusing on driving greater transparency and consumer
choice within the healthcare system. The AAFP supports the innovation and testing of models that
allow Medicare beneficiaries to contract directly with physicians and other healthcare providers.
The AAFP believes patient choice within the participation of alternative payment models is crucial to
the success of the model and engagement of the patient. The AAFP’s APC-APM focuses on making
patient choice the primary attribution methodology. Patients who do not believe they are receiving the
care they need may elect to leave an APM entity. The AAFP recommends a patient-based,
prospective, four-step process that acknowledges patient selection is the best choice in attribution
and should be prioritized as such.
The AAFP actively supports family physicians who choose to practice in a delivery and payment
model in which they contract directly with patients, typically referred to as Direct Primary Care (DPC).
Under the DPC model, the patient pays a monthly or annual fee directly to the practice for a defined
set of primary care services. These services typically include increased access to a personal
physician, extended visits, electronic communications, in some cases home-based medical visits, and
highly personalized, coordinated, and comprehensive care administration. Although a majority of DPC
practices offer a common set of primary care services, each DPC practice is unique as it looks to
meet the needs of its community. DPC physician practices prosper on being fully transparent and
consistent with their costs that the patient can access at any time. The AAFP has seen DPC practices
nationwide negotiate substantially lower prices with local imaging and diagnostic centers, because
their patients are paying out of pocket for the services.
Although this model represents a small portion of our membership, the AAFP sees continued growth
and interest in family physicians adopting this practice model in all settings types, including rural and
underserved communities. The AAFP encourages the Innovation Center to work with DPC
organizations who have experience in designing and implementing this type of payment model under
Medicare Advantage and with self-funded employers. We also encourage the Innovation Center to
seek guidance from independent DPC practices that have typically chosen this practice model to free
themselves from the administrative burdens of public and private insurers. Participation in any
demonstration model should be voluntary and open to all physicians interested in participating. Many
DPC physicians have opted out of Medicare to privately contract directly with Medicare patients for
non-covered services. The Innovation Center should find a way to allow these physicians the
opportunity to participate without having to wait for the two-year Medicare opt-out reinstatement
window. Direct primary care thrives on removing the administrative requirements that are found in
the current FFS system. A model that is looking to test how DPC can help reduce cost and increase
quality should look to model those attributes. The AAFP welcomes the opportunity to connect CMS
and the Innovation Center with our members practicing in this setting to gain further feedback.
Physician Specialty Models
Background
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Per the request for information, the Innovation Center is interested in increasing the availability of
specialty physician models and engaging specialty physicians in alternative payment models. The
Innovation Center solicits feedback from stakeholders regarding their best ideas for new physician
specialty models and appropriate quality measures. The Innovation Center also seeks comments on
the role of the PTAC.
AAFP Response
The AAFP strongly supports moving a larger percentage of payments from traditional FFS towards
APMs. TWe also recognize that MACRA creates incentives for physicians to participate in APMs and
encourages the development of physician-focused payment models (PFPMs). Out of concern that
haphazard payment models would be proposed that are not patient-centered, the AAFP created
principles to support patient-centered APMs. The AAFP has and will continue to use these principles
to react to APMs and PFPMs. We strongly maintain that APMs should support the delivery of
comprehensive, longitudinal care for patients and promote quality of care over volume.
Family medicine’s commitment to models of care that are built for patients is clear—among AAFP’s
clinically active members, 45% already work in an officially recognized patient-centered medical
home (PCMH). Moving to a value-based health care system in a sustainable way requires
transitioning away from a model of symptom and illness-based episodic care to a system of
comprehensive, coordinated, primary care for children, youth, and adults.
While some of the APMs and PFPMs may deliver comprehensive, longitudinal care, many run the risk
of perpetuating (or even exacerbating) the fragmented care many patients receive under the current
FFS system. Evidence shows that health systems built with primary care as the foundation have
positive impacts on quality, access, and costs.
The AAFP only supports patient-centered advanced primary care models that promote
comprehensive, longitudinal care across settings and hold clinicians appropriately accountable for
outcomes and costs, such as CPC+.
The five principles that guide the AAFP’s evaluation of proposed models to ensure they place
patients—and not clinicians—at the center include:
1. APMs Must Provide Longitudinal, Comprehensive Care
• APMs should support the delivery of team-based, comprehensive care, which includes
all acute, chronic, and preventive services, not just episodic care.
• APMs should provide continuous, coordinated, and connected longitudinal care in the
most cost-effective setting.
• APMs should not fragment care across clinicians and settings for patients since
fragmentation weakens clinician accountability for outcomes and/or costs, and
negatively impacts patient experience and outcomes.
• Primary care APMs should be based on the core functions of the PCMH as articulated
through the Joint Principles of the Patient-Centered Medical Home and CPC+
Initiative, which includes:
• Access and continuity
• Planned care and population health
• Care management
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2.

3.

4.

5.

• Patient and caregiver engagement
• Comprehensive and coordinated care
APMs Must Improve Quality, Access, and Health Outcomes
• APMs must demonstrate how they will contribute to improvements in quality of care,
access to care, and positive health outcomes for patients.
• APMs should use the core measure sets developed by the multi-stakeholder Core
Quality Measure Collaborative to ensure alignment, harmonization, and the avoidance
of competing quality measures among payers in an effort to reduce administrative
burden.
• APM payments should be appropriately risk adjusted to ensure accurate assessment
of provider performance and accountability.
APMs Should Coordinate with Primary Care Team
• If condition-focused APMs are approved, they should be required to contact a patient’s
primary care physician and team (or primary care clinicians serving Medicare patients
in a given geographic area). This will allow patients receiving care through a specialtyor disease-focused APM to also benefit from coordination with a primary care
physician and team that will provide longitudinal care, in addition to treatment of a
particular episode or condition.
• APMs should include agreements with primary care physicians to enhance the working
relationship between the specialty- or disease-focused physicians and the primary
care physician and team.
APMs Should Promote Evidence-based Care
• APMs should incent or require use of evidence-based recommendations to treat acute
and chronic conditions and to provide preventive services.
• APMs should be physician-led, team-based, and primary care oriented to ensure they
are patient centered. Patient centeredness requires an ongoing, active partnership
with a personal primary care physician who leads a team of professionals dedicated to
providing proactive, preventive, and chronic care management through all stages of
life. This ensures that complex care management and care coordination issues are
continually addressed.
APMs Should be Multi-payer in Design
• APMs should be multi-payer in design to ensure that all patients—regardless of
payer—have access to promising care models that can improve their health outcomes
and care, and reduce costs.
• APMs should be multi-payer in their design to allow the Centers for Medicare &
Medicaid Services and other health care payer programs to leverage investments and
learning in payment and delivery system reform.
• Payments for primary care in any APM should be made mainly on a per patient basis
through the combination of a global payment for direct patient care services and a
global care management fee. APMs should avoid reliance on FFS payments.

The AAFP strongly encourages the Innovation Center and PTAC to use these five principles when
evaluating any APM or PFPM, regardless of whether the model is oriented towards primary care,
prevention, sub-specialty, geographic, or site-of-service models.
Regarding appropriate quality measures, the AAFP urges CMS and the Innovation Center to align
and harmonize quality measures as part of an overall approach to reducing administrative burden. To
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accomplish this, the AAFP recommends that HHS, in all federal programs and demonstrations, use
the core measure sets developed by the multi-stakeholder Core Quality Measures Collaborative to
ensure parsimony, alignment, harmonization, and the avoidance of competing quality measures
among all payers.
Concerning PTAC, the AAFP continues to be fully supportive of their role in evaluating PFPMs.
Considering that the PFPM submitted by the AAFP to the PTAC (Advanced Primary Care: A
Foundational Alternative Payment Model (APC-APM) for Delivering Patient-Centered, Longitudinal,
and Coordinated Care), is overtly multi-payer in design, and per our comments to CMS in response to
the 2018 proposed Medicare physician fee schedule, we maintain full support in expanding PTAC’s
purview to examine PFPMs that include Medicaid and the Children’s Health Insurance Program
(CHIP) and a combination of public and private payers.
The existence of PTAC is relatively new, and to date, only a few payment models have received
formal recommendations by the PTAC. Thus, stakeholders have not yet witnessed how the
Innovation Center will receive or react to the PTAC’s and the HHS Secretary’s recommendations on
PFPMs. The AAFP therefore strongly urges the PTAC, the Assistant Secretary for Planning and
Evaluation, CMS, and the Innovation Center to clarify this process fully, so stakeholders can
appropriately structure PFPMs and understand the timeline and expectations of the government
agencies.
Prescription Drug Models
Background
The request for information discusses the desire to test new models for prescription drug payment, in
both Medicare Part B and Part D and State Medicaid programs, that incentivize better health
outcomes for beneficiaries at lower costs and align payments with value.
AAFP Response
The AAFP fully recognizes that prescription drug prices are escalating and thus causing significant
challenges for too many patients to access life-saving medicines.
As the Innovation Center tests new models related to prescription drug costs, it should include
primary care physician input. Per the AAFP policy on generic drugs, the family physician is the
patient's advocate, and that responsibility demands that the family physician prescribe safe,
efficacious pharmaceutical products to deliver high quality medical care, with sensitivity to the
patient's individual medical and financial circumstances. Family physicians and other primary care
physicians will be in a better position to do so if they are included in the design of prescription drug
payment models.
We appreciate your willingness to examine value-based design with prescription drugs. We urge the
Innovation Center to work with the physician and provider community, patient and consumer
advocacy groups, plans, manufacturers, and other stakeholders across the supply chain to develop
and test innovative value-based purchasing arrangements, and models that would increase drug
pricing competition while protecting beneficiaries’ access to effective drugs. We recognize finding this
appropriate balance will be challenging and are committed to working with the Innovation Center and
other stakeholders to achieve it.
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Medicare Advantage (MA) innovation Models
Background
CMS wants to work with Medicare Advantage (MA) plans to drive innovation, better quality and
outcomes, and lower costs. CMS is interested in what additional flexibilities are needed regarding
supplemental benefits that could be included to increase choice, improve care quality, and reduce
cost.
Additionally, CMS seeks comments on what options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer driven or directed focus and might be
tested as alternatives to FFS and MA.
AAFP Response
In terms of the QPP and as CMS works with MA plans, the AAFP continues to support CMS’s
consideration of allowing physicians in MA plans that meet Advanced APM criteria to receive credit
for Qualifying APM Participant status under the Medicare Option.
In regard to what MA Innovation Model designs the Innovation Center should consider, the AAFP
developed and submitted an APC-APM to the PTAC. The AAFP expects this model to be multi-payer
in design and would hope that it includes Medicare Advantage plans and would partner with the
Innovation Center to design this model. We are currently communicating and meeting with
commercial payers to solicit their involvement. The AAFP believes our PTAC proposal is consistent
with the guiding principles within this request for information. In addition, the AAFP believes the
structure, approach, and design of potential MA Innovation Models should reflect the AAFP’s
Principles to Support Patient-Centered Alternative Payment Models.
The AAFP also believes the CPC+ model, which builds on the existing CPC Classic program, should
be considered. This model moves further away from FFS and better supports small and independent
practices.
In addition, the AAFP believes CMS should consider testing models similar to a new, co-branded MA
plan being offered by Cleveland Clinic and Humana, which has a $0 monthly premium, $0 primarycare physician office visit copay, and $0 copay for a 30-day supply of tier 1 prescription drugs and
requires no referrals for in-network specialists for seniors in Cuyahoga County. The AAFP considers
this plan to be consistent with our advocacy efforts and with our “Health Care for All” policy, which
supports certain primary care services with no financial barriers. The AAFP believes this type of plan
design would encourage beneficiaries to engage and participate in new models.
The AAFP calls for the onus of submitting payer arrangements to become an Advanced APM to be
the burden of the payer. Private payers have a better understanding of what information CMS needs
to consider and determine whether a payer arrangement satisfies the Medicare and the Other Payer
Advanced APM criteria.
State-Based and Local Innovation, including Medicaid-focused Models
Background
CMS recognizes the critical role that States play in innovation and delivery of high quality care. With
an interest in partnering with states to drive better outcomes for people based on local needs, CMS
and the Innovation Center have worked with states on a variety of initiatives Healthcare providers and
states could work with CMS and the Innovation Center to develop state-based plans and local
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innovation initiatives to test new models. Models would vary based on the needs and goals of each
state for improving care and lowering costs, but could include providing states with more flexibility for
multi-payer reforms as well as increasing opportunities for physicians serving Medicaid and CHIP
populations to participate in value-based payment models.
AAFP Response
Medicaid is a major source of funding for essential health services in communities across the country,
and it is vital to the financial stability of safety-net providers. Overall, 76 million Americans get
coverage from Medicaid, expansion and non-expansion states combined. For decades, state
Medicaid programs have tailored services and developed innovative models of care through state
plan authority to streamline health care delivery and improve health. We believe current Medicaid
rules allow states sufficient flexibility to address local needs through innovative models, such as
Medicaid health homes, shared savings, bundled payments, and other mechanisms.
When the Innovation Center works with states to design and launch models, the AAFP believes areas
of focus should include catalyzing primary care infrastructure, streamlining the manner of primary
care delivery, and emphasizing the centrality of primary care in building a high-value health system. If
primary care practices are given the tools through Medicaid to redesign how they operate, such that
they are more accessible to deliver consumer-directed care, promote prevention, proactively support
patients with chronic illness, and engage patients in self-management and decision-making, health
care quality and competition (especially for small, independent practices) improves along with the
cost efficiency of care. Primary care is the only entity charged with the longitudinal continuity of care
of the whole patient, and it is the primary care relationship and comprehensiveness that has the most
effect on health care outcomes.
State-based and Medicaid models can also help strengthen the PCMH, infrastructure at the local
level with appropriate payment for care management and chronic care coordination, Medical homes
proactively assess their patients to determine their needs and provide appropriate and timely chronic
and preventive care, including medication management and review. Physicians develop a
personalized plan of care for high-risk patients and use team-based approaches to meet patient
needs efficiently. The Innovation Center can play a critical role in testing and implementing these
models more broadly across Medicaid programs and should include collaboration between the
physician's practice and Medicaid case management structures.
Traditional quality improvement activities are often the focus of system redesign, but the AAFP
believes that Medicaid cost-containment as well as pay for performance should be rooted in
evidence-based research. As the Innovation Center considers testing new Medicaid models, the
AAFP believes that demonstration waivers should improve access in the program, maintain coverage,
and, at a minimum, maintain current eligibility standards. As part of any demonstration, it is critical
that rates paid by states, to either providers or plans, must be adequate and sufficient to encourage
provider and plan participation and cover the cost of care for Medicaid patients. Affected individuals
should also maintain timely access to any willing, qualified provider. These design elements are
critical for creating a consumer-directed health system – and a Medicaid program that functions for all
its beneficiaries. The AAFP also believes that waivers must be structured so categorically-eligible and
medically-eligible enrollees continue to receive, at a minimum, all currently covered services.
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Mental and Behavioral Health Models
Background
The request for information discusses the desire to explore payment models and behavioral health
integration interventions focused on opioid use, substance use disorders, and dementia to enhance
care integration and episodic based payment, including encouragement of mental health provider
participation in Medicare, Medicaid, and CHIP.
AAFP Response
The AAFP strongly supports the development and testing of behavioral health integration delivery and
payment models, especially as primary care clinicians play a key role in the identification,
coordination, and treatment of mental and behavioral health conditions. The recent CMS Innovation
Center Behavioral Health Summit facilitated valuable discussions on varying aspects of payment and
care delivery models for treatment of behavioral health disorders. In response to these discussions,
the AAFP urges the Innovation Center to consider delivery and payment models for mental health,
behavioral health, and substance abuse disorders that meet the following criteria:
•
•
•
•
•
•

Increase access, quality, and outcomes for patients with behavior health, mental health, or
substance abuse disorders.
Reduce costs associated with identification and treatment of behavioral health conditions
through integration into primary care and across the care continuum.
Support specific treatment options for behavioral health, mental health, and substance abuse
disorders to meet the diverse needs of complex patient populations
Ensure models address behavioral health issues across the full care continuum that
incorporate and/or address Social Determinants of Health.
Model participation should be voluntary and include incentives for physician participation, such
as care management fees, appropriate and increased payment, reduced burden, etc.
Include telehealth options for behavioral health, mental health, and substance abuse disorder
delivery of services, which address:
o Increased patient and provider access to allow early intervention and avoidance of
hospital and emergency department admission.
o Increased communication at all levels: patient and provider, clinician to clinician, and
between patients (e.g. virtual support groups, group visits).
o Increased continuity and consistency when utilizing evidence-based practices and
specialist consults/referrals.
o Increased cost savings for patients, clinicians, and payers.
o Increased patient satisfaction and empowerment.

Since the Innovation Center request for information specifically requests suggestion on how to
address opioid and substance abuse disorders, per the AAFP’s position paper titled, “Chronic Pain
Management and Opioid Misuse: A Public Health Concern,” we suggest that CMS, the Innovation
Center, other payers, and policymakers consider policies that:
•

•

Work for adjustments in payment models, including appropriate payment and coding for care
related to behavioral health conditions, to enable physicians to provide patient centered,
compassionate care in the treatment of chronic pain and opioid dependence and to
appropriately compensate them for providing such care.
Allow for primary care and behavioral health billing on the same day.
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•
•
•
•
•
•
•

Expand governmental and private insurance coverage of medication-assisted treatment
(MAT) in the primary care setting, with adequate payment for the increased time, staff, and
regulatory commitments associated with MAT.
Increase clinician training and engagement related to MAT.
Expand the role of advanced practice nurses and physician assistants in providing MAT as
part of a team supervised by a DATA 2000-waivered primary care physician to address
workforce shortages for the treatment of behavioral health and substance abuse disorder.
In states that lack appropriate laws, advocate for better access to naloxone and appropriate
Good Samaritan protections for prescribers and lay rescuers.
Work with state and federal licensing boards, the Drug Enforcement Administration, and the
Substance Abuse and Mental Health Services Administration to destigmatize MAT,
particularly in the setting of the community provider.
Work with state and national partners to improve the functionality, utility, and interoperability of
prescription drug monitoring programs, and develop best practices for their use and
implementation.
Expand governmental and private support of research into the management of chronic pain,
as well as methods to better identify and manage opioid misuse.

The AAFP would support models for behavioral health that align with our APC-APM. Keeping the five
key functions of medical homes in mind, the APC-APM expects APM entities to address behavioral
and mental health issues. “Comprehensive and Coordination” implies caring for the whole patient and
recognizing that the mind and body are interrelated and connected. Promotion of mental health and
the diagnosis and treatment of mental illness are integral components of primary care.
We also encourage the expansion of the behavioral health integration components of CPC+ in
addition to the expansion of the model nationwide. The AAFP advises the hybrid Comprehensive
Primary Care Payment be offered to practices in both Tracks, not just Track 2, as this added payment
component allows for further flexibility of care delivery models not traditionally supported by FFS. We
also suggest extending the $100 per-beneficiary-per-month Care Management Fee for a Dementia
diagnosis currently only available to Track 2 to all participating practices. Additional financial support
for this work would be as outlined above (expansion of MAT payment, etc.).
Program Integrity
Background
The Innovation Center is seeking comment on ways that it may reduce fraud, waste, and abuse and
improve program integrity. The costs and effectiveness of different approaches to program integrity
could be tested to help the Innovation Center find the ideal balance between burdens on patients and
additional workload created for the physician and effectiveness of the review. Such an approach
could be tested as part of a new model and/or be layered on top of other models.
AAFP Response
As the Innovation Center contemplates ways in which it may reduce fraud, waste, and abuse and
improve program integrity, we would urge it to focus more on outcomes related to quality and cost
and less on procedural safeguards. Such an approach would be more consistent with the guiding
principle of choice and competition in the market based on quality, costs, and outcomes than the
current approach of subjecting beneficiaries and physicians to increasingly stringent forms, coverage
criteria, and documentation requirements. For instance, why should a physician who is successfully
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helping his or her patients with diabetes manage their condition, as evidenced through quality
reporting, be subject to all the current hassles associated with prescribing and ordering diabetic
testing supplies, which are otherwise driven by CMS concerns with fraud, waste, and abuse?
We note that the second guiding principle references “reducing regulatory and administrative burden
on physician model participants.” One way the Innovation Center could do this would be to streamline
and bring consistency to the multitude of claims review processes and auditors under Medicare,
many, if not all, of which support program integrity to one degree or another. Medicare alone has
Medicare administrative contractors, zone program integrity contractors, recovery audit contractors,
comprehensive error rate testing contractors, Meaningful Use auditors, etc. Within these audit
programs, there are a multitude of requirements, appeals processes (if any), and differing deadlines.
Communications from these entities are not easily understood by busy physicians nor are their
deadlines easy to meet. We recognize some monitoring activity is necessary, but the AAFP strongly
recommends that the Innovation Center look for opportunities to streamline CMS program integrity
efforts, so the guideline of reduced regulatory and administrative burden as part of provider choice
and incentives can be met.
To the extent that reducing regulatory and administrative burden on physician model participants is a
key element of the guiding principle of provider choice and incentives, it should be a feature of any
model design considered by the Innovation Center. We believe CMS, through the Innovation Center,
should use Advanced APMs to help reduce physicians’ regulatory and administrative burdens. Where
an Advanced APM includes administrative requirements, the Innovation Center should ensure that
payments provide appropriate compensation to physician model participants for collecting the needed
data.
We appreciate the opportunity to provide these comments and make ourselves available for your
questions. Please contact Bethany Burk, Quality and Practice Specialist, with any questions or
concerns.
Sincerely,

John Meigs, Jr., MD, FAAFP
Board Chair

November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-5522-P
P.O. Box 8013
Baltimore, MD 21244-8013
RE: Centers for Medicare and Medicaid Services: Innovation Center New Direction Request
for Information
Dear Administrator Verma:
The American Academy of Home Care Medicine (Academy) appreciates the opportunity to
provide comments on the Centers for Medicare and Medicaid Services (CMS): Innovation Center
New Direction Request for Information (RFI).
The Academy has been serving the needs of thousands of home care medicine professionals since
1984. Our members include home care physicians, nurse practitioners and physician assistants
who make house calls, care for homebound patients, act as home health agency and hospice
medical directors, and, refer patients to home care agencies; home care organizations; medical
directors of managed care plans; and administrators of medical groups interested in home care.
Their specialties include internal medicine, family practice, pediatrics, geriatrics, psychiatry, and
emergency medicine. The Academy delivers on the promise of interdisciplinary, high-value health
care in the home for all people in need by promoting the art, science, and practice of home care
medicine.
Overview
The Academy encourages CMS and the CMS Innovation Center to focus on formulating policies
that increase access to beneficial home based primary care (HBPC), to the 4 million home-limited
patients, to ensure that they receive care at the right time in the most cost-effective setting based
on their clinical status, preferences, and, goals of care.
The Academy finds the RFI to be extremely timely as there are many current stresses on the field
of home based primary care. These stresses are reflected in data points that include:



The growth in the number of Part B claims has slowed during a period when the number
of those in need has more rapidly increased, and
The demographics of those who render the Part B services reflects that it is a core group
of providers that renders home care medicine services on a full time basis.
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Additionally, some HBPC providers are making choices to leave the field due to the constraints
of the Medicare Fee Schedule and the lack of support for the total cost of practice. The numbers
of both the HBPC providers and their services need to increase markedly to meet the needs of the
growing number of home limited beneficiaries.
CMS can encourage the HBPC workforce and service development, and meet beneficiary
need by:


Building on its existing portfolio of Advanced Alternative Payment Models
(Advanced APMs), to include HBPC services, and by,



Reducing the current regulatory restrictions that impede efficient and valuable care.

We provide recommendations in the context of response to the RFI in these areas. Prior to these
recommendations we provide an overview of the value of HBPC and Academy efforts to grow the
field of HBPC. Follows is an outline of our response to the RFI.
1) Overview of the value of HBPC and Academy efforts to grow the field of HBPC
2) Recommendations and input into the model areas and questions posed by CMS in the RFI
1) Overview of the value of HBPC and Academy efforts to grow the field of HBPC
a. HBPC Has Been Shown to Improve Care at the Same or Even Reduced Costs
HBPC has been shown to improve care provided to patients at the same or even reduced costs.
HBPC has the potential to provide even greater value with growth of the field including Advanced
APMs, envisioned under this RFI. This value is due to the nature of HBPC. Specifically, HBPC
practices, regardless of size, are deeply embedded in their local communities. Services are based
on the needs of the communities and patients served. HBPC practices have the flexibility and
nimbleness to adopt, develop, and scale Advanced APMs. Furthermore, HBPC is ideal for small
scale testing in local markets that can support the transition from the current fee-for-service (FFS),
structure into value-based payment arrangements.
Additionally, because the sickest, frailest, and highest cost patients are often managed and cared
for by HBPC practices, there is the potential to greatly impact outcomes and costs for these
patients. This has been demonstrated through the application of HBPC concepts and approaches
in different Medicare models, including the Independence at Home (IAH) Demonstration, Pioneer
and Medicare Shared Savings Program (MSSP), Accountable Care Organizations (ACOs), HBPC
provided to Veterans under the Department of Veterans Affairs (VA), and HBPC in the
Comprehensive Primary Care Plus (CPC+) model. The Academy’s response to the RFI is informed
by the results of HBPC in these models.
b. The Academy’s APM Taskforce
The Academy’s number one public policy priority is to improve payment policy to support HBPC.
Accordingly, the Academy, earlier this year, initiated an Alternative Payment Model Taskforce
within its Public Policy Committee. The Taskforce is charged with developing additional options
for Academy members’ optimal participation in APMs. The Academy Taskforce work includes:
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Evaluation and development of new home based primary care Advanced APMs;
Consideration of modifying existing APMs to align with home based primary care; and
Reviewing Physician-Focused Technical Advisory Committee (P-TAC) proposal
submissions and providing comments and input that align with home based primary care.

The APM Taskforce’s efforts are guided by principles for HBPC models that align with the
Guiding Principles of the CMS Innovation Center. These principles include:







Affordability – HBPC has been shown to reduce total cost of care and result in savings for
the Medicare program;
Accessibility – HBPC brings care to the patient; and is the most reasonable option for
beneficiaries who are unable to access care outside of their home, or could only do so with
great hardship;
Utilization and Quality – Evidence reflects that HBPC reduces ER admissions,
hospitalizations, and sub-acute rehab referrals. HBPC has a positive impact on patient and
caregiver experience, quality of life, and other metrics.1
Choice – HBPC is a voluntary clinical model that supports patient choice of how, where,
and when they receive their services.
Responsiveness – Additional HBPC models would be responsive to the needs of current
and future high-risk and high-cost Medicare patients as these patients are not able to access
the office based care of existing APM models.
Innovation – There are many innovations of HBPC directly relevant to the RFI .These
innovations include:
o Mobile diagnostics, therapeutic technologies, and telehealth;
o Interdisciplinary primary care teams. These teams have been established in various
settings serving Veterans Affairs, Medicare, and Medicare and Medicaid managed
care patients. The teams include, physicians, nurse practitioners, physician
assistants, social workers, other mental health professionals, and, care management
staff, to provide appropriate care for the high risk, high cost home limited;
o Emergency medicine staff/paramedics trained to triage the home limited;
o National housecalls ACO - 2016 results reflect strong savings of $45 million
dollars and patient satisfaction of 98.75% across a national housecalls ACO
population of 20,000;
o Development of nursing home oriented HBPC to improve care and value as nursing
homes become accountable for readmissions and adopt strategies to reduce the
occurrence of readmissions;
o Participation in integrated advanced illness models. Advanced illness models
provide for transitions that uses hospice more cost effectively and timely. This
results in cost savings and most importantly supports patient choice as where the
terminal event takes place; and,
o Design of and performance under the Medicare Independence at Home (IAH)
Demonstration. IAH, discussed in further detail below, is an interdisciplinary team
based approach to delivering primary care in the home.

1

See Klein S., Hostetter M., McCarthy D., An Overview of Home-Based Primary Care: Learning from the Field,
https://www.ncbi.nlm.nih.gov/pubmed/28591975; Agency for Healthcare Research and Quality, Home-Based
Primary Care Interventions, https://effectivehealthcare.ahrq.gov/topics/home-based-care/research/.
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c. Independence at Home (IAH) Demonstration
The IAH Demonstration was established by Section 3024 of the Affordable Care Act (codified at
42 U.S.C. Section 1395cc-5), and has proven to be an effective model that has successfully reduced
total costs and increased the quality of care for Medicare beneficiaries by providing HBPC
services. Patients making up the IAH demonstration are comprised of a complex, frail, and elderly
population, who are functionally disabled, have multiple chronic illnesses, and a history of
consistently high annual Medicare costs. IAH was limited to 10,000 beneficiaries per year.
Beneficiaries to be eligible to receive care through IAH must meet the following criteria:
1)
2)
3)
4)

Non-elective hospitalization during the past 12 months.
Two or more chronic conditions.
Need human assistance with two or more activities of daily living (ADLs), and,
Have used acute or sub-acute rehabilitation services within the last 12 months.

Data has shown that these patients have some of the highest HCC scores (averaging 3.6) of any
Medicare sub-population, and account for:






30% of total Medicare Parts A and B costs, even though they only account for 6% of
beneficiaries;
23% of deaths;
24% of hospitalizations;
45% of 30-day readmits; and
37% of incident long term institutionalization.

Results – IAH, a successful Medicare Demonstration produced 35 million dollars in savings during
its first two years (with 19 million dollars retained as savings by CMS), along with improved care.
The performance results for years 3 and 4 are currently being developed by CMMI and are
expected to reflect similar cost savings and improved care.
d. Independence at Home (IAH) Learning Collaborative –
The Academy was the model originator and continues as the driving force of the IAH Medicare
Demonstration. The Academy has conducted a Learning Collaborative of the participating IAH
Demonstration practices during the 5 years of the Demonstration. The Learning Collaborative was
designed for information sharing, best practices identification and dissemination, and also for
collaborative interaction with CMS-the Innovation Center which continues to this day.
IAH has been a highly successful Medicare Demonstration, and we are working collaboratively
with Congress and CMS toward extension for years six and seven. Through the Demonstration
and Learning Collaborative we have compiled a set of lessons learned/principles that should be
considered in the future development of APMs.
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Lessons Learned and Principles for HBPC in Advanced APMS –














Provider directed managed care within APMs is feasible and highly effective; however, it
requires ongoing funding/revenue support for practice infrastructure and transformation to
be sustainable and to be scaled.
Data for the population health management accomplished at the level of the individual
beneficiary patient is needed, and this data is needed on a timely and robust basis for
clinical deployment/interventions, risk stratification, and financial management.
The frail, chronically-ill home limited reflect a unique Medicare patient stratum that
reflects distinct cost patterns, and requires its own benchmarking and shared savings
calculations reflective of the cost patterns.
The risk adjustment must reflect the frailty of this population as well as the high incidence
of mortality for this population.
There needs to be a more predictable funds flow to support the ongoing care that produces
the savings, which could be in the form of a per beneficiary per month payment (PBPM),
for example.
Financial constraints support the relaxation of regulatory restrictions to more efficient and
improved care. There is a need to relax or waive these current barriers that are impeding
efficient and valuable care. Examples of these are provided in greater detail below. A
PBPM payment (that could then be reconciled), from a shared savings approach would also
support the reduction in regulatory barriers.
The Innovation Center, working with the Academy is developing an enhanced
understanding of the benchmarking and shared savings calculations required.
Both tracks of Medicare’s Quality Payment Program should recognize the cost patterns
and incorporate appropriate risk adjustment for the unique patient stratum.

e. Alternative Payment Model Elements for Home Based Primary Care
The field of HBPC is in essence a “specialty” medical field that encompasses the medical and
psycho-social needs of the home limited. The services the HBPC field renders are unique, as
reflected by the clinical and frailty status of patients as discussed above. As such, there are several
elements the Academy believes are required in addition to those from the Lessons Learned that
CMS should consider in the development of Advanced APMs:






Use its model authority to provide for home health visits without the requirement that the
beneficiary meet the Medicare Part A “homebound” definition. This currently exists in
certain CMS Innovation Center models, and should be expanded to all existing and future
models.
Create a separate taxonomy for HBPC providers to better track utilization and develop
more accurate and applicable measures representative of the HBPC patient population, and
to enhance the fairness and reasonableness in evaluating the performance of those who
deliver home based primary care.
The primary care services of Nurse Practitioners rendered to beneficiaries should be
effectively attributable to an ACO without the need for the beneficiary to have a visit with
a physician.
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Use its model authority to provide for Nurse Practitioner certification for home health and
hospice services in all Advanced APMs that are developed.
Develop more opportunities for HBPC practices to contract directly or through a network
with entities like ACOs to provide HBPC services to their homebound or home-limited
patient populations.
Expand coverage and payment for patients to receive additional services and items in a
home setting, for example:
o Care team delivery of home infusion,
o Travel-associated costs,
o Paramedic assessment without the need for hospital transport, and,
o Waiver of co-payment for care management services.
Consider potential changes to risk adjustment, including the following:
o Developing an adjustment for socioeconomic factors (potentially using Part D lowincome subsidy eligibility as a proxy similar to the Medicare Advantage Star Rating
program), and,
o Incorporating a mortality adjustment for those who die during a participation year.

2) Recommendations and input into the model areas and questions posed by CMS in the
RFI
a. Increased Participation in Advanced APMs for MACRA’s Quality Payment Program
CMS is seeking guidance on ways to increase opportunities for providers to participate in
Advanced APMs and receive credit for their participation in the Quality Payment Program.
Although HBPC providers have been able to contribute to the current Advanced APMs, there are
currently no models specifically designed for HBPC that qualify as Advanced APMs. The model,
as previously noted, targeted to the frail, high risk, high cost Medicare beneficiary is the IAH
Demonstration model. However, it was not considered an Advanced APM because it did not meet
the nominal risk requirements for Advanced APMs. Moreover, the targeted IAH eligibility criteria
addresses about one third of the Medicare patient population of a HBPC practice. Thus, even if
IAH were to be designated as an Advanced APM at some point, there remains unmet patient need
along with the need to provide HBPC providers with more opportunity to become MACRA
Qualified Participants.
Beyond the IAH Demonstration, the CPC+ model would be the second most relevant of existing
models. However, CPC+ falls short in several ways: it is not available in every state; its attribution
methodology has not made it accessible to certain practices in states where it is available; and the
highest care management fee (CMF), does not sufficiently support home based primary care
practices that are providing care to a unique, highly-complex and frail patient population.
Additional Advanced APMs are needed to provide access to the home limited and to support CMS’
goals of moving to value-based payment. As mentioned above, the Academy’s APM Taskforce is
evaluating existing models to determine how they can be modified to better align with home care
medicine.
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We highlight some of the models under consideration below. The Academy will continue dialogue
with CMS and provide further input as the APM Taskforce develops recommendations for
improvements in this area.
b. CMS also requests input on ways to capture appropriate data to drive the design of innovative
payment models and strategies to incentivize eligible clinicians to participate in Advanced APMs.

CMS should develop real-time data exchange with practices to support clinical, risk management
and financial decision making. We have found through IAH and other models that the absence of
timely data makes it challenging to track and manage patients, to establish effective means to
assure the sickest, highest risk beneficiaries are targeted for encounters, and to assure that
practice resources are being deployed in the most effective manner so that the practice can
succeed financially in addition to improving care at the same or reduced cost.
CMS should refine the measures that are required for reporting to reflect the most meaningful
measures from an outcomes and patient satisfaction perspective. In particular there is a lack of
relevant measures for home based primary care.
CMS should use the Meaningful Measure initiative it has undertaken to assure that measures for
each Advanced APM are:




Clinically relevant and appropriate for HBPC, including those that are presented to CMS
as part of the respective Advanced APM/s;
Oriented to outcomes and patient satisfaction (and minimize process measures that do not
support the evaluation of improved care, and, patient and caregiver satisfaction); and
CMS should also review the measures included in the National Home-Based Primary Care
and Palliative Care Medicine Registry for incorporation into Advanced APMs.

CMS should also incorporate the frailty related information it receives from post-acute
assessments and post-acute setting claims to develop more accurate payment models that would
support the frailty factor to account for the actual cost of care for this population stratum.
c. Consumer-Directed Care & Market-Based Innovation Models
The Academy supports the agency’s efforts to facilitate and encourage price and quality
transparency, which would include the compilation, analysis, and release of cost data and quality
metrics that inform patients about their choices. The transparency should be accompanied by:




An appeals process and preview period,
Assurance of statistical reliability and validity, and
APM entities have three years to report on measures prior to public reporting.

The Academy believes the agency should incorporate patient incentives to encourage beneficiaries
to achieve better health from quality providers. For example, beneficiaries could receive a percent
of PBPM payment or shared savings paid out to a practice. However, the patient incentive would
be dependent on the patient fulfilling a set of minimum requirements demonstrating that they have
established a relationship with a high-quality practice/provider including compliance with care
plan recommendations, participation in tele-health/monitoring, and, self-reporting data, etc.
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The Academy also encourages CMS to reduce or waive co-payments or other costs for patients
who voluntarily align themselves with an Advanced APM or other payment model. For example,
patients who voluntarily establish a relationship with an Advanced APM would be deemed to have
agreed to receive care management services through the APM entity, and could have their copayment requirements waived. This should have minimal or any cost impact as CMS already
provides that chronic care management cannot be billed under CPC+ for example. Nonetheless,
we believe it will help to develop the population health management capabilities of entities for
beneficiaries to be deemed as having provided consent.
d. Physician Specialty Models
The agency is seeking ideas on specialty physician management of patients with complex or
chronic conditions, including those with multiple chronic conditions, and paying providers for
limited episodes of care based on quality measure performance and competitive pricing. As
mentioned earlier, the patient population served by home based primary care providers are
precisely those identified by CMS – complex patients with one or more chronic conditions. The
Academy believes that HBPC providers should be considered the specialists for the population of
homebound or home-limited beneficiaries, and distinguished from other primary care physicians
who may provide care in a more traditional office setting.
To support this recognition of the field of home based primary care we again recommend a separate
taxonomy for HBPC providers to better track utilization and develop more accurate and applicable
measures representative of the HBPC patient population. This will also enhance the fairness and
reasonableness in evaluating the performance of those who render HBPC.
Also, as previously mentioned, another element that the Academy believes would be critical is a
PBPM payment that provides HBPC providers the ability to invest in the needed infrastructure
costs, and also gives the practice the flexibility to tailor the care to the needs of their patients.
With respect to the P-TAC process for specialty models, the Academy believes that Congress and
CMS should develop and implement policies that increase the efficiency and timeliness of the
review process. Currently, there is a backlog of proposals that have yet to be reviewed by the PTAC, and there would be about a two-year gap between when a proposal is initially submitted and
when it is demonstrated or implemented. The Academy believes that there are opportunities to
improve this process through the development of a more formal and transparent approach.
e. Medicare Advantage (MA) Innovation Models.
The agency is interested in seeking more models in MA and input on what additional flexibilities
are needed for supplemental benefits and increase competition among MA plans. The Academy
believes that CMS should encourage MA models to incorporate elements of HBPC, similar to an
approach that may be utilized for entities like ACOs. Additionally, MA plans should be required
to contract directly with or create a network of HBPC providers to care for their home limited
member population. One potential consideration within MA could be the development of a
demonstration model similar to the IAH Demonstration, which would reward MA plans based on
the number of home-limited patients served under the model, with an increased incentive as the
number or percentage of eligible patients increases from year to year.
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f. State-Based and Local Innovation, including Medicaid-focused Models
CMS is seeking feedback on potential state models that could include more flexibility and increase
opportunities to participate in Advanced APMs for physicians serving Medicaid patients.
We recommend that:








CMS should agree to participate in multi-payer models and align with the approach in
states or regions where providers have developed and implemented innovative APMs
with their local payers to support better approaches to care,
The agency should automatically grant state Medicaid agencies approval of any State
Plan Amendments needed in order for Medicaid payments to be made consistent with the
Advanced APM.
The Agency include state Part A savings in future Advanced APM payment models. For
example, we believe CMS should take into consideration the amount of savings
attributable to avoided and delayed nursing home admissions for those involved in HBPC
models into the development of PBPM or shared savings payments.
Furthermore, the agency should encourage the development of minimum payments for
HBPC models. Currently, the policies of some states lack Medicare co-payment
coverage. This discourages access, for example, to the dual eligibles. Minimum payments
inclusive of the Medicare co-payment as part of Advanced APMs would improve access,
improve care, and ultimately reduce cost to these vulnerable and high-risk populations.

g. Program Integrity
CMS is seeking comment on ways that CMS may reduce fraud, waste, and abuse and improve
Program integrity. The costs and effectiveness of different approaches to program integrity could
be tested to help CMS find the ideal balance between burdens on patients and additional workload
created for the providers, as well as effectiveness of the review. CMS posits that such an approach
could be tested as part of a new model and/or be layered on top of existing models.
As mentioned above, when conducting audits, HBPC providers are often inappropriately compared
to office-based primary care physicians, even though the two sets of providers serve very different
patient populations. As such, the Academy urges that the agency, when conducting audits and
other reviews, utilize a more appropriate comparison for evaluating HBPC providers, which
instead compares them to their peers with similar patient populations; not to others with drastically
different patient populations with vastly different medical and social needs, utilization
requirements, costs and opportunities to improve care. Additionally, the agency should consider:




Decreased administrative sanctions for potential violations and allow HBPC providers the
opportunity to correct issues upon identification (e.g., failure to post an arrangement on a
website).
Creating a template or model fraud and abuse waivers that will generally apply to future
models. Currently, the waivers’ requirements vary by model and leads to confusion as to
which waivers are available under which models, making it difficult to manage a growing
portfolio of models. CMS should consider examining the pre-participation and
participation waivers in the Medicare Shared Savings Program.
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Creating a new program integrity model based on provider screening to identify
physicians and providers whose practices are on the path to transformation and
population health management. The providers operating under the model could be
allowed to provide identified health care services with the necessary fraud and abuse
waivers to provide innovative and cost-saving care. Provider screening would need to
take specialization, patient mix, and site of service into account.

h. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
The Innovation Center should consider development of the following models, and, changes to
existing models, which align with the delivery of HBPC and directly support the guiding
principles.






Targeted Advanced APM/s – CMS should develop targeted Advanced APMs informed by
the IAH model. These would include the improved IAH stratum benchmarking and related
payment model/s.
MSSP-ACO Models – CMS should develop an IAH qualified stratum with its own
benchmarking for embedding in ACO models.
CPC+ model. The highest payments under Tier 5 in Track Two are inadequate to support
the cost of care for the IAH strata. CMS should develop an IAH stratum tier in CPC+ to
support the care that is required to manage this patient population.
PTAC; Hospital at Home (and similar models), would also be supported through the
addition of an IAH qualified stratum.
ACO-SNP Model – CMS should develop an IAH qualified stratum with its own
benchmarking for embedding in SNP models.

Development of Advanced APMs such as illustrated above would support the workforce needed
to provide home based primary care for all in need.
i. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
As mentioned, above we recommend adoption of several waivers. These waivers such as those
offered under the MSSP Track ACO and Next Generation ACO models would encourage creative
home-based medical care services, and include;
 3-day SNF rule waiver;
 Post-discharge home visits (same as allowed under Next Generation ACO);
 Anti-kickback/Stark waivers;
 Section 1834(m) restrictions for Telehealth services;
 Prohibition on communication with beneficiaries; and,
 Coverage of IV treatments and other services discussed above.
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Conclusion
The Academy appreciates and supports CMS’s efforts to develop new models, as well as the
agency’s interest in innovative and needed modifications to existing models to provide increased
opportunities and incentives for the field of HBPC. This will enable the care for the millions of
homebound, and, home-limited patients in need. The Academy welcomes the opportunity to work
with the agency to further develop and implement Advanced APMs in a meaningful and impactful
way that improves the care for highly-complex, frail, high-risk patients.
If you have any questions, please contact Gary Swartz JD, MPA.
Sincerely,

Robert Sowislo
American Academy of Home Care Medicine
Public Policy Chair
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November 20, 2017
Ms. Seema Verma, MPH
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Submitted electronically to CMMI_NewDirection@cms.hhs.gov
RE: Request for Information – CMS Innovation Center New Direction
Dear Administrator Verma,
On behalf of the more than 5,000 members of the American Academy of Hospice and Palliative
Medicine (AAHPM), we would like to thank the Centers for Medicare & Medicaid Services (CMS) for
the opportunity to respond to the Request for Information (RFI) on a CMS Innovation Center
(Innovation Center) New Direction.
AAHPM is the professional organization for physicians specializing in Hospice and Palliative Medicine.
Our membership also includes nurses and other health and spiritual care providers deeply
committed to improving quality of life for patients facing serious or life-threatening conditions, as
well as their families and caregivers. Below we offer feedback on the Innovation Center RFI, which
largely aligns with AAHPM’s work on the development of a community-based palliative care model
that was submitted to the Physician-Focused Payment Model Technical Advisory Committee (PTAC)
in August. Specifically, AAHPM developed the Patient and Caregiver Support for Serious Illness
(PACSSI) model, which would provide tiered monthly PACSSI care management payments to support
interdisciplinary palliative care teams as they deliver palliative care to patients, and includes a quality
and cost accountability framework to ensure that the care teams provide high-quality, high-value
care. We believe PACSSI adheres to the six guiding principles CMS has established for setting a new
direction for the Innovation Center as well as provides an option for CMS to test a model that falls
within two of the eight focus areas.
We appreciate the opportunity to explain how PACSSI supports CMS’s priorities for moving CMMI in
a new direction, as well as to provide feedback on additional considerations related to new model
development. These comments complement additional, detailed input offered by the National
Coalition for Hospice and Palliative Care (NCHPC) which, as a Coalition member, AAHPM contributed
to and strongly endorses. We hope that the Innovation Center will incorporate the feedback offered
by AAHPM and the NCHPC as it moves forward with its important work.

AAHPM
CMMI New Direction RFI
November 20, 2017

Guiding Principles
AAHPM supports all six guiding principles identified in the RFI, including principles related to use of
data-driven insights, small-scale testing, and transparent model design and evaluation. At the same
time, we would like to highlight additional considerations for the following principles:
•

Patient-centered care. AAHPM fully agrees with CMS’s stated goal of empowering
beneficiaries, their families, and caregivers to take ownership of their health and ensuring
that they have the flexibility and information to make choices as they seek care across the
care continuum. Indeed, we believe that high-quality, effective palliative care supports these
very outcomes by focusing on providing care consistent with a care plan that reflects
patients’ needs and preferences. At the same time, we remind CMS that patients and
caregivers often need support from their healthcare providers in achieving these goals and
that such providers are often the first source of information as patients consider their care
options. Further, we believe that the organization of health care delivery to include
interdisciplinary care teams and to enable seamless care can help provide patients with
access to the information, resources, and providers they need to achieve their preferred
outcomes. We note that one of the biggest challenges patients with serious illness face is the
need to manage care transitions, including advocating for the right care, moving between
settings, engaging with a new set of providers, and understanding new requirements for
managing their own care. We believe that patients and families will be best served by models
that can help to address these transitions, break down silos of care, and promote a more
seamless system of care. Given the above, AAHPM urges CMS to ensure that care coordination,

interdisciplinary care, and seamless care are integral to a patient-centered care framework and
included as core components of new patient care models as they are developed. Additionally,
we note that any model that prioritizes patient-centered care should have in place a quality and
accountability framework to ensure that patients receive the care that matters most to them.

•

Choice and competition in the market. Providing patients, their families, and caregivers the
flexibility and information necessary to make choices, as specified under the patientcentered care principle, can only be possible if good data on quality, outcomes, and cost are
available for patients to review and compare. While we agree that facilitating such choice
and competition is important, we note that there are significant gaps in beneficiary
identification as well as quality and cost measurement for patients with serious illness (which
we address in greater detail below), and we expect the same to be true across other
specialties as well. To address these gaps and ensure that models can provide the
information necessary for patients to make informed choices about their care options and
the clinicians who deliver such care, AAHPM urges CMS to include measure development

funding as part of new model rollouts. With respect to model parameters, we reiterate the need
to incorporate into all models a quality and accountability framework that creates strong
incentives for the delivery of ongoing high-quality, high-value care.
•

Provider choices and incentives. AAHPM appreciates CMS’s prioritization of provider choice
and incentives, and we support CMS’s focus on voluntary models that encourage clinician
participation through appropriate incentives. As new models are implemented, we urge CMS
to consider opportunities to remove statutory and regulatory barriers to high-quality care,
minimize burdensome requirements and unnecessary regulations, and promote opportunities
2
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for clinicians to participate in new models. In particular, AAHPM urges CMS to ensure that

small practices have equal opportunity to participate in models that can improve beneficiaries’
access to high-quality patient-centered care through the incorporation of appropriate
incentives and supports. For example, CMS should ensure that model parameters do not de
facto lead to the exclusion of small practices by requiring excessive levels of downside risk.
Additionally, CMS should provide technical assistance and support with data analytics to ensure
that small practices have the opportunity to succeed under new models.
With respect to statutory and regulatory requirements, AAHPM urges CMS to forego

requirements to use certified electronic health record technology (CEHRT) when the use of such
technology is not feasible or necessary for the successful implementation of the model. For

example, with the PACSSI model, AAHPM did not include a requirement for the use of CEHRT
– and in fact identified the need for an exemption from the CEHRT requirement to achieve
Advanced Alternative Payment Model (APM) status – due to the lack of CEHRT in many
settings in which palliative care teams may practice, as well as the lack of control over
adoption of CEHRT that many teams may experience. We believe this is consistent with
exceptions that CMS has provided from requirements under the Electronic Health Record
Incentive Program and the Advancing Care Information (ACI) category of the Merit-Based
Incentive Payment System (MIPS). To the extent that CMS has provided for exceptions under

those programs, we request that CMS apply the same exceptions for use of CEHRT under new
models, including for determinations of Advanced APM status, in order to increase provider
choice and reduce unnecessary burden.

Advanced Alternative Payment Models and Physician Specialty Models
AAHPM strongly supports CMS’s interest in increasing opportunities for eligible clinicians to
participate in Advanced APMs and for developing new specialty payment models. In particular, we

urge CMS to implement additional patient-centered models to address the gaps in care for seriously ill
patients through delivery of community-based palliative care.

AAHPM believes that carefully crafted models with the right payment and accountability structure
can advance health care that improves patients’ quality of life and avoids excessive and unnecessary
spending, and we believe that AAHPM’s PACSSI model qualifies as such a model. The PACSSI model
would provide tiered monthly PACSSI care management payments to support interdisciplinary
palliative care teams as they deliver community-based palliative care to patients who meet eligibility
criteria but would otherwise not qualify to receive comprehensive palliative care services under
Original Medicare. PACSSI care management payments would replace payment for evaluation and
management (E/M) services, and a risk-based cost and quality accountability framework would
provide incentives for providing high-quality, high-value care. We believe that this model addresses a
significant gap in care that currently exists for patients with serious illness who have complex health
needs and contribute disproportionately to total Medicare spending, and that implementation of the
PACSSI model would align well with CMS’s guiding principles, particularly around patient-centered
care, provider choice and incentives, transparent model design and evaluation, and small-scale
testing. AAHPM submitted this model for consideration by PTAC in August 1 and shared a copy with
CMS Innovation Center staff shortly thereafter. We refer CMS to the submission for additional detail on
1

https://aspe.hhs.gov/system/files/pdf/255906/ProposalAAHPM.pdf
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the model itself, including necessary waivers, as well as the evidence supporting the need for a model
focused on seriously ill patients, the benefits of palliative care, and the promise of the PACSSI model.
While AAHPM looks forward to completing the PTAC review and deliberation process, we anticipate
that we will need to engage with CMS to make refinements to the model and prepare for
implementation. In particular, as noted above, there are significant gaps in both beneficiary
identification and quality and cost measurement for patients with serious illness that we believe will
require partnership with CMS to address.
•

With respect to beneficiary identification, there is not currently an available and reliable
mechanism to identify seriously ill patients within the traditional Medicare program for
purposes of assessing and addressing their unmet supportive care needs. Some individual
palliative care programs and commercial payers (including Medicare Advantage plans) have
attempted to develop proprietary predictive analytics to help close this gap, but these are
limited by a combination of geography, market type, and specific exclusion of traditional
Medicare beneficiaries. In the PACSSI model, we have proposed a set of eligibility criteria that
include serious illness diagnoses, functional status and health care utilization (i.e.
hospitalizations and emergency department visits), recognizing that these criteria would
need to be tested and refined in partnership with CMS and the Innovation Center. Beyond
any individual model or demonstration, it is critically important for CMS to develop a
methodology for identifying seriously ill beneficiaries, to help close existing gaps in care and
ensure the highest value care possible.

•

With respect to quality measures, there are documented gaps in measures that address the
social, cultural, and end-of-life domains of palliative care (as defined in the National
Consensus Project Clinical Practice Guidelines for Quality Palliative Care, 3rd Edition, 2013),
as well as a need for agreement on a denominator that captures the population of seriously
ill patients appropriate for palliative care across a broad range of diagnoses and healthcare
settings 2,3. Additionally, existing quality measures tend to focus on narrowly defined
subgroups of the seriously ill population, for example, only those with advanced cancer,
receiving specialty palliative care consultation in a hospital, or enrolled in hospice.

•

With respect to cost measurement, there are inherent challenges in assessing cost
performance, including with appropriate risk adjustment for high-cost, seriously ill
populations. Many of the risk adjustment methodologies currently available (e.g. the
Hierarchical Conditions Categories (HCC) used for Medicare Advantage risk adjustment) are
not appropriate for these populations as they are generally designed for broader populations
and do not specifically account for those who may experience rapid decline and high costs
near the end of life. And while CMS has established multiple different benchmarking and riskadjustment methodologies across various populations, CMS has not yet specifically

Dy, S. M., Kiley, K. B., Ast, K., Lupu, D., Norton, S. A., McMillan, S. C., Herr, K., Rotella, J.D., Casarett, D. J. (2015). Measuring
What Matters: Top-Ranked Quality Indicators for Hospice and Palliative Care From the American Academy of Hospice and
Palliative Medicine and Hospice and Palliative Nurses Association. Journal of Pain and Symptom Management, 49(4), 773-781.
doi:10.1016/j.jpainsymman.2015.01.012
3https://www.nationalcoalitionhpc.org/wp-content/uploads/2017/04/NCP_Clinical_Practice_Guidelines_3rd_Edition.pdf,
accessed November 4, 2017.
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addressed benchmarking and risk adjustment for patients with serious illness who would
benefit from community-based palliative care as delivered under PACSSI.
We believe collaboration with CMS to address these gaps is critical in order to ensure the availability
of a model that meets the care needs of patients with serious illness. Further, these are issues that

will exist, regardless of PTAC’s final recommendation on the PACSSI model, so we urge CMS to engage
with AAHPM and other stakeholders to address these challenges as early as possible in the model
development process, in order to expedite the availability of models for patients with serious illness.

Lastly, as noted above, while we believe that PACSSI should qualify as an Advanced APM, such
qualification would require waiver of the requirement for use of CEHRT. Should CMS move forward
with PACSSI, we urge CMS to look favorably on AAHPM’s request to waive this requirement to increase

opportunities for eligible clinicians who specialize in Hospice and Palliative Medicine to participate in
Advanced APMs.

Medicare Advantage Innovation Models
AAHPM is aware that there has been some interest in incorporating the hospice benefit into
Medicare Advantage (MA) plan coverage, as recommended by the Medicare Payment Advisory
Commission (MedPAC) in its March 2014 Report to Congress. AAHPM supports comments and
recommendations provided by the National Coalition for Hospice and Palliative Care in response to
this RFI regarding careful analysis and inclusive deliberations before moving forward with any
potential model. That said, should there be agreement that such a model would be appropriate, we
stress the importance of the following:
•

Loyalty to the hospice benefit. Any model that tests the movement of hospice care into the
MA program should ensure that MA plans remain loyal to the comprehensive, all-inclusive
and multidisciplinary nature of the hospice benefit.

•

The need for small scale testing. Given the potential risks to beneficiaries in terms of delaying
referrals or limiting access to hospice services, we strongly believe that the model should be
tested on a very limited-scale basis.

•

Quality accountability. Consistent with comments above, we believe an MA model should
include a rigorous and transparent accountability structure that holds MA plans accountable
for providing high-quality, seamless care, including appropriate and timely referral to
hospice. This may also require development of new hospice measures specific to MA plans.

•

Hospice protections. Requiring hospices to contract with MA plans has the potential to
create risks for hospice providers and the beneficiaries they serve, for example through
potential selective contracting with the biggest and/or lowest-cost hospices that may not
offer high-quality care; prior authorization requirements that create barriers to hospice
services; or other administrative burden. As such, any model should include appropriate
protections to ensure access to high-quality hospice providers and limit burdensome
requirements by MA plans.
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******

Thank you again for the opportunity to provide this important feedback on a new direction for the
Innovation Center. AAHPM is eager to collaborate with CMS to address the many issues discussed
here in order to drive innovation in payment and care delivery for patients with serious illness,
address existing gaps in care, and improve quality, outcomes, and cost of care for this vulnerable,
high-need population. Please direct questions or requests for additional information to Jacqueline
M. Kocinski, MPP, AAHPM Director of Health Policy and Government Relations.
Sincerely,

Janet Bull, MD MBA HMDC FAAHPM
President
American Academy of Hospice and Palliative Medicine
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March , 2018
RE: Ce ters for Medicare & Medicaid Services: I
Directio

ovatio Ce ter New

Dear Administrator Verma:
The American Academy of Neurology (AAN) is the premier national medical
specialty society representing more than 32,000 neurologists and clinical
neuroscience professionals and is dedicated to promoting the highest quality
patient-centered neurologic care. A neurologist is a physician with specialized
training in diagnosing, treating, and managing disorders of the brain and
nervous system such as Alzheimer’s disease, stroke, epilepsy, Parkinson’s
disease, migraine, multiple sclerosis (MS), and brain injury.
The AAN is encouraged by the Innovation Center’s (CMMI) commitment to
promoting patient-centered care and testing market-driven reforms that
empower beneficiaries, support transparency, increase options, and fulfill the
Triple Aim. In particular, the AAN is pleased to see that CMMI is prioritizing
specialists, who have had limited opportunities to participate in CMMI
demonstrations to-date, in designing new models.
However, we believe the “New Direction” proposed by CMMI requires
modifications before implementation, and that any “New Direction” pursued
should not come at the expense of existing models. In this letter, we offer areas
where we agree with the “New Direction” as well as areas where improvements
should be made, focusing our feedback on those areas most relevant to
neurologists and the patients our members treat.
Guidi g Pri ciples
The AAN agrees that Medicare requires innovation and supports many of the
Guiding Principles set forth for new model design. In particular, the AAN is
pleased to see that Provider Choice and Incentives and Patient-centered Care,
Transparent Model Design and Evaluation, and Small-Scale Testing are key
features for future model design.
Provider Choice and Incentives and Patient-Centered Care are key to ensuring
that physicians can focus on serving their patients, rather than fulfilling often
onerous regulations. And Transparent Model Design and Evaluation and SmallScale Testing allow for the most promising ideas to flourish, while
discontinuing models that fail to prove their value.
These principles are consistent with those established by the AAN’s Payment
Alternatives Team (PAT), which has been charged with developing Alternative
Payment Model (APM) options for neurologists.
PAT’s guiding principle are listed below:

1. We will need to act confidently with incomplete information and incorporate new data as
it develops.
2. The model should serve the triple aim of better care for individuals, better health for
populations, and lower costs of care.
3. The model should allow [physicians] to provide better care with more flexibility and with
more control over health care resources.
4. The model should support the satisfaction of the health care provider.
. Measures need to be meaningful, simple and impactful.
6. This should be an iterative process as we learn what works and what does not.
7. The model should not be prescriptive, but rather be menu driven, giving [physicians]
options for how to practice medicine.
8. Keep it simple and minimally intrusive so small practices can implement easily and so it
fits nicely with the way [physicians] practice.
9. The model should apply to [physicians] in all practice settings.
10. The process we use to develop APMs may be applied to other conditions and specialties.
We invite CMS to consider and incorporate these principles as part of CMMI’s New Direction.
Additionally, the AAN urges CMS to consider and incorporate the key characteristics of
Successful APMs outlined by Harold Miller in the American Medical Association and Center for
Healthcare Quality and Payment Reform’s Report Physici n-focused P yment Models.1 In it, the
author suggests that a payment system “different than FFS does not automatically mean it is
better” and highlights three features are necessary “to support the delivery of high-quality care at
lower costs for purchasers in ways that are financially feasible for physician practices.” These
features are as follows:
1. Flexibility i Care Delivery: Physicians must have sufficient flexibility to deliver
services to patients in the most efficient and effective way possible, which may
include payment for additional services not currently covered using existing methods.
2. Adequacy a d Predictability of Payme t: An APM must provide adequate and
predictable resources to cover the cost of delivering high-quality care without
limiting access or jeopardizing quality.
3. Accou tability for Costs a d Quality that Physicia s Ca Co trol: Physicians
should only be held accountable for aspects of spending and quality they can control
or influence.
Finally, the AAN encourages to CMS to continue evaluating existing initiatives and deriving
lessons from these models. Significant physician time and resources have been dedicated to these
efforts. It is important to let these models mature and to learn lessons from these on how to
improve before pursuing new options. Recent CMS data show that population health-driven
savings take time; abandoning older models may cut short potential savings.2
These features, along with the guiding principles of CMMI’s New Direction and those adopted
by PAT, would ensure that physician practices have the flexibility and resources necessary to take
accountability for the aspects of cost and quality they can influence.
1 http: www.chqpr.org downloads PhysicianFocusedAlternativePaymentModels.pdf
2 https: data.cms.gov Special-Programs-Initiatives-Medicare-SharedSavin 2016-Shared-Savings-Program-SSP-Accountable-Care-O 3jk5q6dr data

Expa ded Opportu ities for Participatio i A-APMs
At this time, neurologists lack sufficient APM options, let alone Advanced APM options. There
are no implemented APMs with a specific focus on complex chronic neurologic conditions.3
There are not sufficient APMs to provide neurologists with the advantages of MIPS APM
participation or the Advanced APM incentive bonus that other clinicians, such as primary care
providers, are afforded based on their participation in the currently available APMs.
Neurologists, who often act as primary (or “principal”) care physicians for patients with complex
neurologic conditions, such as ALS, epilepsy, traumatic brain injury, Parkinson disease, or
neurodevelopmental/intellectual disabilities, should be provided with additional opportunities to
participate in APMs and Advanced APMs.
As CMS finalizes its proposals, it should keep in mind that neurologists, who take care of an
extremely vulnerable and rapidly expanding Medicare population, should have the opportunity to
earn the percent Advanced APM bonus or to report under the MIPS APM methodology. It is
unfair that neurology does not currently have access to these bonus payments. This is critically
important to encourage smaller practices to join APMs as the bonus payments will be necessary
to offset the costs of implementation.
To that end, the AAN asks CMS to focus additional resources on the development of specialtyspecific APMs. The Advanced APM Incentive Bonus is only available until payment year 2024;
CMS should ensure that all specialties have a chance to be awarded that bonus before the
Incentive Bonus is no longer available. Although we have submitted physician-focused payment
models PTAC, we also acknowledge that CMS has significant experience and resources
available that it may devote to physician-specific models. We would be pleased to partner with
CMS on the development of APMs specifically targeting complex neurologic conditions.
CMS Should Finalize a More Flexible Financial Risk Criterion for Advanced APMs
The AAN urges CMS to decrease the amount of risk an APM must bear in order to qualify as an
Advanced APM. The MACRA defines an “eligible APM entity” (i.e. an Advanced APM) as an
entity that participates in an APM that (1) requires participants to use certified EHR technology,
(2) provides for payment based on quality measures that are comparable to MIPS, and (3) “bears
financial risk for monetary losses under the APM that are in excess of a nominal amount,” or is a
medical home expanded under CMMI. The statute does not define “financial risk for monetary
losses” or “excess of a nominal amount.”4 In this comment, we focus on the third criteria in the
definition of an “Advanced APM.”
In the CY2017 Quality Payment Program Final Rule (CY2017 Final Rule), CMS finalized that
an APM bears financial risk in excess of a “nominal amount” if the amount the APM Entity
potentially owes CMS or forgoes is equal to at least either (1) 8% of the average estimated total
Medicare Part A and Part B revenue of [providers and suppliers in] participating APM Entities
for Qualifying APM Participant (QP) Performance Periods in 2017 and 2018 (the revenue-based
standard) or (2) 3% of the expected expenditures for which an APM is responsible under the
APM for all QP Performance Periods (the benchmark-based standard). In the CY2018 proposed
rule, CMS also proposes to add a revenue-based standard that Other Payer Advanced APMs can
use to meet the nominal risk standard; this standard, which CMS proposed would mirror the
generally applicable 8% revenue-based standard, would be an additional way that Other Payer

3 See CMS, Quality Payment Program, Alternative Payment Models
ineach
the Quality
Payment
Program,
https://qpp.cms.gov/docs/QPP_Advanced_APMs_in_2017.pdf
(listing
of the APMs
operated
by CMS).
4 SSA § 1833(z).

APMs could meet the nominal risk standard. Our below recommendation is relevant to both the
generally applicable financial risk standard and the Other Payer APM financial risk standard.
The AAN strongly recommends that CMS finalize a lower revenue-based nominal amount
standard, particularly for small and rural practices. CMS itself has recognized that the proposed
revenue-based nominal risk standard was derived, in part, on the statutorily mandated percent
Advanced APM incentive bonus.6 Therefore, it seems reasonable that CMS finalize a financial
risk standard as least as low as the applicable percentage for the bonus a qualified participant
would receive based on his or her participation in an Advanced APM. Even a small decrease in
the percent of estimated total Medicare Part A and Part B revenue could represent a very large
percentage of a provider’s revenue and most, if not all, of their operating margin. This is
particularly true for small or rural entities for whom Medicare patients make up a large portion of
the practice. Physicians who are part of small groups or solo practices, like many neurologists,
want to participate in an APM and meet the requirements to be a QP. To facilitate such
participation, the AAN strongly recommends that CMS reduce the amount of revenue-based
financial risk an APM entity must bear to meet the requirements of an Advanced APM.
In general, we encourage CMS to broaden its definition of risk and consider the preparation
costs, implementation costs, and opportunity costs (such as missing out on a MIPS bonus) as
risks that could qualify an Advanced APM.
APMs with One-Sided Risk Should be Eligible to be Advanced APMs
As finalized in the CY2017 Final Rule, CMS continues its policy that APMs with only one-sided
risk do not meet the Advanced APM requirements. However, CMS continues to promote its onesided risk accountable care organizations and other APMs as sufficient to meet CMS’ valuebased policy goals. Therefore, the AAN believes that CMS should consider the operational and
investment costs associated with implementing a one-sided risk model as sufficient “nominal
risk” to meet the Advanced APM financial risk standard.
Current low levels of clinician participation in two-sided risk models should demonstrate to CMS
that it should expand flexibility regarding Advanced APM requirements for bearing downside
risk. At the same time that CMS reviews the generally applicable and Other Payer revenue-based
financial risk standards, the AAN recommends that CMS develop a financial risk standard that
allows one-sided financial risk to meet Advanced APM requirements.
If the agency continues to consider one-sided models as not including enough risk, the AAN
believes CMS could soften the transition to two-sided risk by allowing entities to qualify as an
Advanced APM if the entity creates a contractual relationship that transitions the entity to bear
downside risk component within a set period of time. For example, CMS could allow an entity to
qualify as an Advanced APM if it implements a five-year contract requiring two years of onesided risk followed by three years of two-sided risk. The AAN fears the requirement that entities
be in two-sided risk models starting in performance year 2 will create cynicism among clinicians
and irreparable harm to CMS’s goals within the physician community. Additionally, permitting
entities to implement transition years with respect to financial risk would align with CMS’ policy
to make it easier for clinicians to meet the requirements of the QPP. The AAN supports a phasedin approach.
Co sumer-Directed Care a d Market-Based I

ovatio Models
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6 American Medical Association, APM Briefng, oral statement of Gregory
Woods (July 17, 2017).

The AAN is supportive of price and quality transparency. However, current consumer
transparency tools are insufficient to enable consumer choice as envisioned by CMS in
Consumer-Directed and Market-Based Innovation Models. The best options need to be
understandable for patients and clinicians, administratively doable, rely on timely and reportable
data, and have clear benefit over existing models of care in achieving the aims of access, quality
and cost goals.
In their 2014 report entitled “Actions Needed to Improve Cost and Quality Information for
Consumers,” the Government Accountability Office found that consumer transparency tools:
[…] l ck relev nt inform tion on cost nd provide limited inform tion on key differences
in qu lity of c re, which hinders consumers' bility to m ke me ningful distinctions
mong providers b sed on their perform nce. Bec use none of the tools cont in
inform tion on p tients' out-of-pocket costs, they do not llow consumers to combine
cost nd qu lity inform tion to ssess the v lue of he lth c re services or nticip te the
cost of such services in dv nce. Addition lly, GAO found subst nti l limit tions in how
the CMS tools present inform tion, such s, in gener l, not using cle r l ngu ge nd
symbols, not summ rizing nd org nizing inform tion to highlight p tterns, nd not
en bling consumers to customize how inform tion is presented.
Though there have been some improvements to these systems in the years since the report’s
publication, consumer transparency tools are still underutilized and poorly understood, often
even among the most sophisticated healthcare consumers. Moreover, some research suggests that
the impact of price transparency, in particular, may only appeal to patients with the greatest
incentives to directly consider cost of care and may not be sufficient to reduce overall cost of
care.
The AAN encourages CMS to test the transparency and usability of consumer transparency tools
before pursuing these models. Otherwise, patients may be led to make uninformed and
potentially detrimental choices.
Even with perfect information, there may be adverse effects to patient care in Consumer-Directed
Care and Market-Based Innovation Models. Patients will certainly have the flexibility to choose
the care delivery model they deem appropriate for their needs, but they may not have the ability
to choose accurately. It is likely that patients will opt-in to bundles that provide care in excess of
their needs, driving up health care costs, or, conversely, they may choose a skimpy bundle and
suffer later if unforeseen needs surface. As recently reported, it is unclear after three years if
participants in the Bundled Payment for Care Improvement program have achieved favorable
results, even if they have experienced some moderate improvements in care.
While the AAN recognizes that patient incentives are important to reward behavior changes
around medication compliance, exercise, diet, smoking, and substance use as well as encourage
participation in prevention programs on a population-level, we have concerns about the
individual and/or small-scale nature of the Consumer-Directed Care and Market-Based
Innovation Models.
These models may produce perverse incentives on an individual-level, particularly if these
models allow patients to keep some of the savings when they choose a lower-cost option.
Vulnerable patients may forego needed care until a condition has progressed beyond early and
cost-effective management in order to benefit from the savings promised. This would result in
higher costs and disease burden.
Similarly, physicians may be incentivized under these models to prioritize economics over the
needs of their patients and forego a better, but more expensive, test. For example, a physician

may order a CT scan rather than an MRI for back pain out of fear of driving up costs of
treatment.
These models may also result in an inequitable system in which those few Medicare beneficiaries
who are able to pay a premium price have to access high-quality, personalized care, while those
who cannot have less access to physicians. Research shows that about half of Medicare
beneficiaries live on incomes of $24,000 or less. It is not clear how many of these would be able
to pay extra for personalized care.
Moreover, these models would allow physicians to selectively offer alternative treatment plans to
individual patients, which may lead to cherry-picking. Thus, only the healthiest and wealthiest
Medicare beneficiaries would stand to benefit from these models.
If Consumer-Directed Care and Market-Based Innovation Models are pursued, the AAN
encourages CMS to draw lessons from past co-ops, such as the Group Health Cooperative, which
were unique in that they featured patients on their Board of Directors. Patient representatives
were elected and set policies and directions for the co-ops. Patient participation in leadership and
at all levels of the organization would ensure patients’ needs are met and provide for greater
physician accountability.
The experience of the Group Health Cooperative also demonstrates that there may be savings on
a population basis. By keeping premiums low, using guidelines, and following metrics of care,
health care costs may be reduced. However, for the reasons detailed above, individual-level
implementation is not desirable.
The AAN believes Consumer-Directed and Market-Based Innovation Models may support both
provider choice on an individual basis. Indeed, these models may empower physicians to
negotiate packages of care that are unique to that patient’s needs and local circumstances,
providing for more tailored medicine. Physicians would have the freedom to treat patients based
on perceived needs, without the limitations of the current fee schedule.
However, in addition to the patient concerns listed above, the AAN believes there would be
administrative concerns that would need to be addressed before implementation. For example,
these models may not be feasible for small or solo practices as a result of the administrative
burden of tracking multiple treatment plans.
Of the models proposed in this category, the one that would most likely support equitable and
accountable care is the one offering bundled payments for full episodes of care with providers
bidding on the payment amount. These bundles would grant physicians the flexibility to set their
own prices, and opt-in to bundles should they choose. The uniform nature of the bundles would
support evaluation. If pursued, the AAN believes that patients should also maintain the choice to
opt-in to these packages or remain in FFS care.
Physicia Specialty Models
A. Physician Specialty Models
The AAN shares the Innovation Center’s interest in increasing the availability of specialty
physician models to improve quality and lower costs and engage specialty physicians in APMs.
However, we do not support models that have the specialist serving as the primary source of care
and providing care coordination for medically complex beneficiaries. While there are some
physicians in each specialty who could serve as a primary are provider, it would be a relatively
uncommon experience in neurology. There are certain complex disorders that require a
neurologist to put in the same type of services as a primary care provider, such as dementia, but
these services are additional and not in lieu of.

For example, conditions that require multi-modality, non-pharmacologic solutions such as
chronic headache or non-organic movement disorders such as seizures require complex primary
care and specialty care to keep patients out of the emergency room. These patients would benefit
from participation in multiple APMs, and there should be enough room in the system for patients
to be enrolled in two distinct but simultaneously occurring programs.
The AAN recently submitted the Patient-Centered Headache Care Payment (PCHCP) model to
PTAC for consideration. The model provides flexible prospective payments7 to a multitude of
providers to support accurate diagnoses and appropriate, cost-effective, high-quality treatment
for patients with migraine and other complex headache disorders. It includes performance and
outcome measures relevant to headache patients and uses these to adjust payments.
The quality measures included in existing APMs are primary-care specific and do not accurately
reflect the care provided by specialists, such as neurologists. Quality measures should match the
clinical situation of the APM. For example, in the PCHCP proposal, the AAN included quality
measures around utilization and outcomes that were relevant to headache care. These measures
would ensure that the physicians participating in the APM are assessed appropriately.
The AAN urges CMS to pursue this model and others like it that center on patients and leverage
the expertise of specialists, like neurologists. In particular, the AAN supports models that provide
flexible up-front payments to participating clinicians as they allow physicians to efficiently and
effectively allocate resources, develop infrastructure to support care delivery reform, and plan for
expenses.
B. Physician-Focused Payment Model Technical Advisory Committee (PTAC)
Recommended Models
The AAN strongly supports the PTAC’s mission to make recommendations to CMS regarding
physician-focused payment models (PFPMs) and urges HHS to test or implement the models
recommended by the PTAC. However, the AAN recommends several changes to streamline and
enhance the PTAC’s review process.
The PTAC PFPM Review Criteria Should be More Specialty-Specific
In accordance with SSA § 1868(c), CMS established criteria for physician-focused payment
models, including models for specialist physicians.8 The ten criteria finalized by CMS are:
1. Value over volume
2. Flexibility
3. Quality and Cost
4. Payment methodology
. Scope
6. Ability to be evaluated
7. Integration and Care Coordination
8. Patient Choice
9. Patient Safety
10. Health Information Technology9

7 Payment varies based on patient category. Physicians would receive a 1time payment for Category 1 patients, monthly payments for Category 2,
and add-on payments (in addition to E M) for Category 3.
8 SSA § 1868(c)(2)(A).

9 42 C.F.R. § 414.1465(b).

Of the ten criteria finalized, no criterion is specialty-specific. Therefore, the AAN strongly
recommends that CMS revise the criteria finalized in the CY2017 Final Rule to focus more
heavily on specialists, such as neurologists. Congress intended for specialists to have sufficient
APM and Advanced APM options; but at this time, the overwhelming majority of APMs in the
Quality Payment Program relate to primary care. Therefore, CMS should amend the criteria used
by the PTAC to review proposed PFPMs to better reflect Congressional intent. The AAN would
be pleased to pair with CMS in the development of such criteria.
The AAN specifically recommends that CMS revise the “scope” criterion. The “scope” criterion
indicates that PFPMs should focus on issues that expand the CMS APM portfolio or create new
opportunities for clinicians to participate in APMs. The AAN strongly recommends that CMS
specify in regulation that specialty-specific PFPMs meet the “scope” criterion requirements. We
also recommend that CMS clarify that one goal of the “scope” criterion is to encourage the
submission of specialty-specific PFPM proposals to signal CMS’ willingness to review and
implement those proposals.
The PTAC Should Significantly Modify Requirements for PFPM Proposals
The currently directions for proposals are incredibly dense and could be both clarified and
simplified. Though the revised Proposal Submission Instructions indicate that submitters are not
required to answer every Information Item in each criterion, the proposal criteria frequently
overlap and are redundant.
In order to improve the PTAC review and recommendation process, the AAN recommends that
PTAC significantly simplify the requirements for PFPM proposals. The preliminary review team
(PRT) and submitter typically engage in a lengthy exchange post-submission but before the
public hearing. During this time and based on PRT feedback, the model may evolve beyond the
initial proposal. As a result, proposal review has been dlow, and only six of close to 40 submitted
proposals have been discussed in a public hearing. Most clinical protocols with a clear design are
presentable in one page provided the proposal criteria are clear. As such, the AAN recommends
that initial proposals should be no more than one page in length. PTAC can then engage
submitters with high-quality one-page proposals to further develop these models. This would
significantly cut back on the barriers to submission and serve to expedite the initial review
process.
The PTAC Should Streamline its Review of PFPMs
The AAN strongly recommends that the PTAC streamline its review process to more quickly
review and recommend PFPMs. For each PFPM submitted to the PTAC that meets certain
completeness requirements, the PTAC must make a recommendation to the Secretary regarding
implementation of the proposal.10 However, at this time the PTAC does not have a timeline that
guides its review of each submitted PFPM. For example, the PTAC’s guidance document related
to review and evaluation of PFPMs does not provide a timeline for the Preliminary Review
Team’s initial review, for the full committee review and deliberation process, or for submitting a

10 SSA § 1868(c)(2)(C).

report to CMS.11 Because there are no required deadlines for the PTAC’s review process, an
unspecified amount of time may pass prior to the PTAC reviewing a PFPM submission.
The AAN believe it is unreasonable that an entity submitting a PFPM to the PTAC must wait an
unspecified amount of time. It is unreasonable for CMS to expect that entities will continue to
pour time and resources into the development of PFPMs without having any idea of when the
PTAC will review submitted proposals. A primary incentive for developing PFPMs is the hope
that they will be adopted by CMS and become Advanced APMs. However, the Advanced APM
Incentive Bonus will be paid only through payment year 2024; therefore, it is likely that unless
entities know that their proposed models will be reviewed in a timely manner by the PTAC, they
will stop developing proposals. For example, it is possible that the AAN would see no benefit in
developing and submitting a PFPM that the PTAC would not review, let alone recommend to the
Secretary, until after the Advanced APM incentive bonus is no longer available to neurologists.
To mitigate this risk, CMS should strongly encourage the PTAC to establish a timeline for PFPM
proposal review, including implementing a maximum number of days that may pass between
complete proposal submission and recommendation to the Secretary.
We also recommend that PTAC should provide limited expedited review for all proposals. For
example, it would be a significant help for APM developers to know, within 2 weeks of
submission that their proposal is eligible for presentation, or that it needs targeted revision that is
obvious to PTAC staff, or that it needs substantial revision before it could be accepted for
committee review.
The PTAC Should Provide Data and Technical Assistance
PTAC currently provides a limited number of data tables and other resources for use by
stakeholders and potential proposal submitters. These are insufficient because in order to
adequately produce evidence for proposed models, there must be a data file that can be
manipulated to compare condition-specific costs across different types of providers. Currently,
PTAC only offers data with associated costs on a few conditions.
A data file that includes data fields for patient demographic information, diagnosis codes,
procedural codes, associated costs, and physician specialty are imperative for organizations to
support the proposed models. Moreover, this data must be a representative sample of the patient
population. The free % Medicare files are not representative of the population and organizations
are forced to use less robust data files in order to address data needs. The data expectations of the
PTAC in proposed models do not align with the reality of freely available data. Providing a
condensed and statistically representative data file for organizations to use in support of their
models is imperative to the success of these proposals.
PTAC is well-positioned to provide physicians with necessary access to data and technical
assistance in developing their PFPMs. However, PTAC has previously indicated that it “has been
advised that it may not provide technical assistance.”
The AAN does not understand the basis of this policy -- the PTAC is not prohibited by statute
from providing technical assistance -- and urges PTAC to establish a technical assistance
11 See gener lly PTAC, Processes for Reviewing and Evaluating Proposed
Physician-Focused Payment Models and Making Recommendations to the
Secretary of the Department of Health and Human Services (May 5,
2017),
https: aspe.hhs.gov system fles pdf 255906 ProcessesReviewingEvaluati
ngProposals_0.pdf. This process document does state that “[i]n general 3
weeks will be allowed for submission of public comments on a proposal.”

mechanism to benefit the PTAC and entities submitting PFPMs. Access to technical assistance
throughout the proposal development process would ensure that PFPMs meet the criteria for
PTAC recommendation and, ultimately, CMS adoption.
The AAN recommends that the PTAC implement both a process to provide technical assistance
to entities submitting PFPM proposals to ensure that the necessary supporting evidence is
provided and a process to request technical assistance from those who have already submitted
PFPM proposals. Such technical assistance would aid CMS in gathering the evidence needed to
evaluate a PFPM proposal and, simultaneously, offer entities a vehicle to ensure that submitted
proposals contain sufficient evidence to aid the PTAC’s review process.
CMS Should Commit to Test All PFPMs Recommended by the PTAC
CMS continues to believe it is not in a position to test all models on which the PTAC will make
comments and recommendations. In fact, the Secretary recently indicated that HHS would not
immediately be pursuing either of the two models recommended for small-scale testing during
the April 2017 public hearing.
Additionally, CMS states that it cannot speak to how long it would take to implement a PFPM.
As the AAN stated in its comments to CMS responding to the CY2017 and CY2018 proposed
rules, we believe that CMS’ response is unacceptable. Although Social Security Act § 1868(c)
may not require CMS to implement PFPMs recommended for implementation by the PTAC, the
AAN strongly believes that CMS should commit to implementing those models. If CMS expects
physicians and physician representatives, such as the AAN, to expend resources and develop
PFPMs, CMS should similarly devote the resources necessary to, at a minimum, testing those
models.
CMS proposed and finalized a set of criteria for the PTAC to use when evaluating proposed
PFPMs. That criteria, as finalized, went through public notice and comment and should serve as
a reliable metric as to the appropriateness of a proposed PFPM. Additionally, in accordance with
the PTAC process, if PFPMs are submitted correctly and certain criteria are met, the PTAC will
recommend the PFPM for implementation by CMS. The PTAC process is a rigorous review
grounded in CMS-developed criteria. Therefore, CMS should not simply ignore the PTAC
recommendations and should commit to, at a minimum, testing any PFPM recommended by the
PTAC.
Me tal Health a d Behavioral Home Models
The AAN supports models focused on behavioral health, particularly those that address opioid
abuse, and enhanced care integration of mental health providers. These concepts are addressed in
the AAN’s recent PCHCP proposal submission to the PTAC. For example, the PCHCP model
incorporates quality metrics to assess the use of opioids to relieve headaches and uses
performance on these to adjust payment. Additionally, as part of the proposed highly coordinated
care delivery model, the PCHCP model includes mental health providers as a member of the
Headache Care Team, which would collaboratively treat patients with complex, recurrent
headache disorders.
The AAN similarly supports the development of a dementia care model based on the AAN’s
APM principles noted above and in line with the PCHCP model, but we believe that before
CMMI develops its own dementia care model, the dementia model that was recently approved as
a CPT code should be allowed to mature. The Innovation Center could evaluate this code and
draw lessons from its implementation experience before pursuing a new dementia care model.
The AAN’s primary concern is that participation in one APM would preclude participation in a
second, even if the patient would otherwise qualify for entry into both. As indicated above, CMS

should not use “participation in another APM” as an exclusion criterion for any of the models
being tested. Many patients would benefit from participation in multiple APMs, and they should
be permitted to enroll in two distinct but simultaneously occurring programs.
Co clusio
Thank you again for the opportunity to provide input on this important process. We look forward
to working with CMMI in the future to improve APM design and implementation.

Sincerely,
Ralph L. Sacco, MD, FAAN

President, American Academy of Neurology
201 Chicago Avenue
Minneapolis, MN 41
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Washington DC
20001-6701

P.O . Box 7424
San Francisco, CA
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November 20, 2017
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Ms. Seema Verma, M.P.H.
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD. 21244-1850
RE: RFI on Innovation Center New Direction
Dear Ms. Verma,
The American Academy of Ophthalmology (the Academy) appreciates the
opportunity to comment on the Centers for Medicare and Medicaid
Services (CMS) Request for Information (RFI) on Innovation Center New
Direction.
The American Academy of Ophthalmology is the largest association of eye
physicians and surgeons in the United States representing 93 percent of all
ophthalmologists nationwide. A community of nearly 20,000 medical
doctors, we protect sight and empower lives by setting the standards for
ophthalmic education and advocating for our patients and the public. We
innovate to advance our profession and to ensure the delivery of the
highest-quality eye care. For more information, visit www.aao.org.
The American Academy of Ophthalmology is one of at least 19 specialty
societies that has a national electronic health record based clinical data
registry. The Academy developed the IRIS® Registry (Intelligent Research in
Sight) as part of the profession's shared goal of continual improvement in
the delivery of eye care. With over 16,500 participating physicians, IRIS
Registry is collecting data from over 50 different EHR systems, has over
166.16 million patient visits from 41.22 million unique patients in its
database, and is growing daily.

Questions:
A. Comments on the Guiding Principles and Focus Areas
Guiding Principles:
We appreciate the emphasis CMS has placed on allowing physicians
to focus on providing high-quality care to their patients and
reducing burdens in guiding principle 2, Provider Choice and
Incentives. According to a study in March 2016 Health Affairs,
physicians and staff spend an average of 15.1 hours per week
reporting quality measures. 1 Registries like IRIS Registry significantly
minimize the time required to meet federal quality reporting
requirements.
We also applaud the commitment to models being voluntary in
the same guiding principle. Forcing providers into mandatory,
and/or large-scale demonstrations goes against the very definition
of how a demonstration project should be developed. The failed
Part B Drug Payment demonstration announced in March of 2016 is
prime example that we discuss later in this letter.
The Academy also applauds the stated dedication to using datadriven insights in the creation of cost-effective care models rather
than looking at cost of care out of context. In current models and
payment systems, risk adjustment and cost of care do not consider
the risk factors for specialty care or case difficulty.
Finally, the Academy supports the principle of small scale testing.
The combination of small scale testing and voluntary models will
decrease any unintended consequences of untested models on
beneficiaries. We urge CMS to develop clear guardrails and
safeguards through notice and comment rulemaking before moving
forward with any new payment models in order to protect patient
access to care as new models are tested.

1. Model Designs

We encourage CMS to consider models that are easy to implement that
improve quality and cost-effective care.
Cost Aligned with Quality is Possible
The initial vision of AQA, SQA and NQF was to tie resource use to
specific quality measures. Resource and quality must be linked to
achieve value by improving health, increasing quality and lowering
costs.

Clinical data registries hold great potential to improve the accuracy
of cost data. There are numerous specialty society clinical data
registries including more than 19 of the major specialties that share a
common vendor, FIGMD. This new breed of registry is EHR agnostic and
uses a systems integrator to pull outcomes and data elements needed
1

http://healthaffairs.org/blog/2016/03/07/health-affairs-march-issue-theevolving-landscape-of-physician-practice/

to calculate measure performances from the electronic record. The
Academy’s registry, the IRIS® Registry (Intelligent Research In Sight), is
based on such an infrastructure and also has access to the practice's
administrative database. We do believe common ophthalmological
diseases and conditions could be appropriately measured for cost
within registry reported data.
Through the IRIS Registry, many practice expenses, visits, procedures,
testing, pre-operative evaluations, lab results, and returns to the
operating room are captured. For resources accrued outside the
registry and/or office administrative data base, there are facility costs
that can be normalized to regional costs. All registries have the ability
to calculate cost specific to an episode group. CMS must acknowledge
the utility and use of this manner of cost measurement so that
specialties can begin the process of analyzing the data and working
with CMS to determine appropriate cost. Using a clinical data registry,
this cost data could be combined with quality and outcomes
performance to provide insight into value.
B. Approach to Potential Models
1. Expanded Opportunities for Participation in Advanced APMs
Some specialists have few opportunities to participate in A-APMs.
Many ophthalmologists have looked for opportunities and found none
available. Part of the problem is that A-APMs are required to pay their
physicians based on quality and cost metrics. For many specialists,
such as ophthalmologists, this creates several problems. The first is
that many specialty and subspecialty quality measures are topped-out.
Because of this, these specialties are less attractive to A-APMs and less
able to succeed.
The second barrier this creates is that cost measurement tends to favor
primary care. More complicated cases tend to require specialized care
and are referred out. Because of this, specialists are not, generally,
favorable additions to organizations involved in two-sided risk models.
Finally, the high revenue thresholds for activity that must be derived
from A-APM participation make it nearly impossible for specialists to
participate. This must be revisited with Congress before more
specialists can be effectively incorporated into A-APMs.
In addition to these barriers, the drive to current A-APM models has
hastened the drive toward practice and health system consolidation.
Small practices cannot afford the high level of risk required to achieve
A-APM status because of the small margins on which they operate.
Because of this, consolidation has continued to accelerate, with health
systems acquiring physician practices. According to a 2017 Brooking’s
report, “Many markets are now dominated by one or a small number of
powerful health systems or health insurers (in some cases both), with
more on the way. A firm that dominates a market and faces little

competition doesn’t have to lower prices or cost, push for better
quality, or focus on innovation.” 2
That same report recommends that we facilitate independent physician
practices to be financially viable by allowing lower-risk Medicare ACO
options for independent provider groups and small practices.
2. Consumer-Directed Care & Market-Based Innovation Models.
We agree that patients should feel empowered and confident in
their choice of providers. We are, however, concerned that the
availability of fair and reliable cost measures will more likely hinder
consumer (patient) ability to make an informed decision. We
strongly recommend that, until accurately risk adjusted, reliable cost
episode measurements are available, that this model not be piloted.

3. Physician Specialty Models.
We agree with CMS’ focus on creating specialist-applicable AAPM models. However, we are concerned with the suggestion
that a model option include specialists serving as the primary
source of care and providing care coordination for medically
complex beneficiaries. Most would simply not have the
appropriate skill set to perform these tasks. Although this does
sometimes occur, an ophthalmologist, gastroenterologist,
rheumatologist, or other specialist should not, for example, be
held accountable for an episode of pneumonia, emergency
hernia repairs or complications of hypertension. Doctors
should be able to provide clinically appropriate care to all of
their patients without worrying that issues or comorbidities
that lay outside their scope-of-practice will affect their
reimbursement or reported metrics.
Registries like the IRIS® Registry significantly minimize the time
required to meet federal quality reporting requirements.
We encourage CMS to consider a CMMI model in which a
clinician’s active engagement in a clinician-led QCDR would
exempt them from potential penalty under the Quality Payment
Program. In addition to the quality improvement and burden relief,
QCDRs offer a solution to several issues that CMS is trying to
address, including the following: 1) the need to supply clinicians with
regular and timely performance feedback, 2) the need for more
germane and non-topped out specialty quality measures, and 3) the
achievement of tangible and proven quality improvement.
The IRIS Registry and other specialty registries provide real-time
feedback, allowing physicians to benchmark their performance
2
Gaynor, Martin, et al. “Making Health Care Markets Work: Competition Policy for Health Care.”
Brookings, Brookings, 14 Apr. 2017.

against colleagues, national averages, and CMS benchmarks. This is
much shorter than the feedback provided CMS is able to provide
which is not actionable as it is over a year old. Rather than further
burdening CMS with providing more timely performance feedback,
QCDRs can fill this role.
CMS has also been actively seeking comment and working with
stakeholders to solve problems of insufficient numbers and clinical
areas for specialty quality measures, the drive to meaningful
measures, and the removal of topped out measures. QCDRs can help
solve both these problems.
EHR-based QCDR submissions of quality measures are less likely to
be topped out than are claims measures. This is because data
needed for the measure are extracted from the clinician’s record.
Due to the nature of claims submission performance rates are more
likely to be inflated.
QCDRs led by specialty societies have significant expertise in quality
measure development, measurement and implementation, and are
uniquely poised to develop and test meaningful measures.
In addition, the IRIS Registry and other specialty registries can
continue to monitor vital topped out measures, even if the measures
are removed from formal reporting. Many topped out process
measures are important to monitor and to provide feedback on to
clinicians as less than very high performance is concerning and
should be flagged. Moreover, a study published in the British Medical
Journal also shows that when quality indicators are removed from
quality reporting programs for being “topped out”, performance
then drops. 3 Registries, such as the IRIS Registry, provide feedback
in real time, thus enabling clinicians to monitor their measure
performance without additional burden on the physician or practice.
Additionally, QCDRs support the achievement of tangible quality
improvement on a patient, practice, and specialty level. On an
individual patient-level, the IRIS Registry and other registries help
clinicians to monitor and manage their patients, facilitating early
interventions and preventive care, which can lead to more successful
outcomes and less expensive care. For practices, the real-time,
dynamic feedback provided by registries allows clinicians to identify
weaknesses and implement changes that create more cost-effective
care, and to track these improvements over time. Lastly, on a
population health and specialty advancement level, by using
specialty-specific meta-data, we can analyze treatment effectiveness
in specific demographics, at specific stages in the disease process,
and account for variables in a way that previously was not previously
possible. The potential of QCDRs for specialty improvement and
Kontopantelis Evangelos, Springate David, Reeves David, Ashcroft Darren M, Valderas Jose M, Doran
Tim et al. Withdrawing performance indicators: retrospective analysis of general practice performance
under UK Quality and Outcomes Framework BMJ 2014; 348 :g330
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quality improvement across medicine is unparalleled.
4. Prescription Drug Models.
Given our mission of protecting the eyesight of our citizens
and empowering the lives of our patients, it is especially
important for the Academy to submit our serious concerns
regarding new Part B Drug Models.
First and foremost, the Academy is concerned about any
model that will create barriers between physicians and
patients. There are many other important factors outside
pricing that influence treatment decisions in real world
practice. We voice our strong concerns that attempting to
incentivize beneficiaries to choose treatments based on the
factor of cost alone will lead not only to worse outcomes, but
also to more expensive care in the long run.
CMS has not offered analyses or estimated the costs
associated with acquiring, handling and storing different
drugs or different groups of drugs when determining
payment under the previously proposed model that was
eventually withdrawn. Without quantifying the "overhead "
costs and adjusting payment rates accordingly, the CMS
proposal is overly broad and fails to make necessary
distinctions among drugs with different administrative costs.
Physicians and patients do not set drug pricing- that is
determined by CMS through legislatively mandated price
reporting from industry. As such, we support initiatives to
increase drug pricing competition and public
transparency of that pricing, but would strongly oppose
any further efforts to decrease physician reimbursement
for Part B drugs purchased to provide patient care.
Physicians that administer Part B drugs as part of their normal practice
and will already be affected by the application of MIPS payment
adjustments to Part B drug reimbursements. Many will not be
reimbursed an amount that will cover the cost of the drugs they must
purchase. This will be in addition to a reduced reimbursement on the
administration service associated with the drug, making their use
unsustainable. We foresee access problems for patients needing these
sight-saving drugs as a result. This is especially true for retina specialists
whose practices are made up of a significant portion of patients being
treated with these medications. Any further decrease to Part B
physician reimbursements will make it harder for patients to receive the
drugs they need and especially hurt seniors who depend on doctors in
smaller practices or those who live in rural areas.
5. Program Integrity.
The most efficient way to increase program integrity is to simplify
program and reporting requirements. The Academy is greatly

concerned that a significant increase in the numbers and types of
audits ophthalmologists have faced in the last several years have
resulted in very few findings of actual fraud. The cost of these audits
for both our members and the taxpayers is extensive. One important
example we wish to raise is RAC audits conducted regarding medically
necessary eyelid surgeries. We heard from many members who were
subject to duplicative audits on the same cases despite assurances
from CMS Program Integrity staff that if an ophthalmologist who
successfully passed a previous RAC audit would then not be subject to
an additional MAC or SMRC audit on the same topic. The only
published report we found regarding MAC based audits on eyelid
surgery showed an 11% error rate which was attributed largely to
improper documentation. Errors are not fraud and in the most recent
CERT report available by specialty in 2014, ophthalmology was among
the lowest specialties cited with a 3.5 percent error rate.
After streamlining and simplifying coding and documentation
requirements, if CMS wishes to conduct program integrity audits
through CMMI, they should focus on conducting targeted
educational campaigns regarding the proper usage of new or
revised documentation requirements. One key area that would be
appropriate for simplifying and streamlining documentation
requirements would be for Evaluation and Management services.
The Academy looks forward to working with CMS in its recently
announced efforts to review and simplify the existing E&M
requirements. After that work is completed and CMS completes
extensive education and training that should result from any revisions,
CMMI could be tasked with undertaking demonstrations that would
demonstrate whether the revisions were successful in easing reporting
requirements and documentation error rates were reduced.
*******
We appreciate the opportunity to provide our input into this important
request.

Sincerely,

Michael X. Repka, M.D., M.B.A.
AAO Medical Director for Government Affairs

November 20, 2017
SUBMITTED VIA ELECTRONIC FILING
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Ave SW, Mail Stop 314G
Washington, DC 20201
Dear Administrator Verma:
On behalf of the American Academy of Otolaryngology—Head and Neck Surgery
(AAO-HNS), pleased find below comments in response to the Innovation Center New
Direction Request for Information, posted to the Centers for Medicare & Medicaid
Services (CMS) Innovation Center website on September 20, 2017. We recommend that
CMMI adopt several strategies to design and implement new APMs consistent with the
guiding principles, including supporting physician-driven approaches, such as the
American College of Surgeons (ACS)-Brandeis University Advanced Alternative
Payment (APM) model that will provide an opportunity for participation by
Otolaryngologist-Head and Neck Surgeons.
Strategies for Design and Successful Implementation of APMs
The AAO-HNS supports the following list of guiding principles in the Request for
Information: choice and competition in the market, provider choice and incentives,
patient-centered care, benefit design and price transparency, transparent model design
and evaluation, and small scale testing. We would welcome development and
implementation of new APMs that would help to promote these guiding principles.
Further, echoing comments submitted by the American Medical Association (AMA), we
recommend that CMMI follow the strategies below to achieve these objectives.
1. Support Physician-Driven Approaches to Innovation in Patient-Centered Care
Most of the current CMMI APMs are designed for implementation by large provider
organizations and health systems, not small and medium size medical practices. Rather
than using a primarily top-down approach to designing APMs, we recommend that
CMMI shift to a bottom-up approach that welcomes APMs designed by physician
organizations and encourages models that are feasible for most physician practices to
implement.
•

Otolaryngology Participation in the ACS-Brandeis Advanced Alternative Payment
Model

The AAO-HNS is committed to the establishment of meaningful APMs for
Otolaryngologist-Head and Neck Surgeon participation. Despite this commitment, our
specialty continues to experience ongoing challenges in the development of relevant

APMs, due to the highly sub-specialized yet diverse nature of Otolaryngology—Head and Neck Surgery. Given there
is not one episodic model that could be developed for a disease condition that would be applicable to more than 50
percent of all Otolaryngologists, the AAO-HNS, along with several other surgical specialties, is partnering with the
ACS and Brandeis University to develop an episode grouper model for surgical care that would involve the clustering
of multiple episodes into one APM from a menu of episodes for surgeons. This model was presented to the PatientFocused Payment Model (PTAC) in 2017, and the AAO-HNS believes this offers CMS the ability to review and test
APMs for historically disenfranchised specialties like Otolaryngology.
Under the ACS-Brandeis model, the patient-focused philosophy of both the grouper and APM recognizes that surgical
care is team-based, and coordination with medical specialists, primary care, and other segments of the delivery system
plays an important role in improving outcomes. The ACS-Brandeis model is broad in scope and therefore intentionally
flexible in design. For example, an episode in this model does not require a hospitalization, therefore the framework is
applicable to multiple care settings. This flexibility is important because many specialties currently lack opportunities
to meaningfully participate in voluntary Advanced APMs due to their geography, practice patterns, or a lack of models
covering their specialties or the specific type of care they provide. The ACS-Brandeis model specifically will provide
Otolaryngologists with the opportunity to participate by including several episodes for our specialty.
The ACS-Brandeis model closely ties quality measurement to the episode of care being measured for resource use,
ensuring a model with shared accountability in team-based care. The highest rewards (associated with the Excellent
quality tier) are reserved for those participating in episode-based quality measurement. The Academy was pleased to
hear the ACS-Brandeis model recently received approval from HHS to move forward with additional development in
anticipation of testing. We urge HHS to ensure there is a diverse sampling of procedures and conditions
representing several specialties, including Otolaryngology–Head and Neck surgery, in the testing of this model.
Given that our specialty has not had the opportunity to meaningfully participate in a CMMI demonstration project or
APM in the past, we recommend inclusion of Endoscopic Sinus Surgery, Parathyroidectomy, and Thyroidectomy
measures in testing, which will allow many Otolaryngologists to participate in an Advanced APM for the first time.
2. Support Changes to Legislation to Allow Increased Participation
To further enable physicians in small and rural practices to participate in Advanced APMs, the AAO-HNS urges CMS
to support legislation designed to broaden the thresholds associated with qualification for the Advanced APM
incentive. Under current law, physicians must meet Medicare payment and/or patient load thresholds of 50 percent (in
2019) and 70 percent (in 2021) respectively, to receive the Advanced APM five percent bonus. These high thresholds
create a substantial barrier for many specialty physicians, including Otolaryngologists, who on average carry a patient
population comprised of approximately 20 percent Medicare patients. As a result, most of our members would never
meet the existing threshold, and are therefore not eligible for the bonus (under current law). By establishing a lower
standard for specialists who have difficulty meeting the existing threshold, CMS could encourage practices to
adopt payment models that will not only improve care for their patients, but also provide a platform to lower
costs and ensure better coordination of care.
3. Provide Adequate Payments to Support High-Quality Care and Limit Accountability to Aspects of
Quality and Cost That Physicians Can Control
APMs should hold physicians accountable for decisions related to the appropriateness of tests they order, procedures
they perform, and medications they administer. However, CMMI should not expect physicians to assume financial risk
for things outside their control, such as the price of drugs and biologics, costs of tests, or the severity mix of their
patient population. These ancillary costs, coupled with the costs associated with development of the infrastructure for

physician practices to participate in an APM (e.g. additional staff, etc.), are a major barrier to increased physician
participation in APMs unless financial support is more readily available.
4. Eliminate Unnecessary Administrative Burdens in APMs and Waive Regulatory Impediments
We commend HHS and CMS for acknowledging the need to reduce burdensome requirements and unnecessary
regulations on physician practices. In developing APMs, CMMI should take maximum advantage of opportunities to
lessen these burdens by waiving unnecessary and problematic requirements in existing payment systems. CMMI
should not include new administrative requirements in APMs unless they can be shown to be essential.
5. Address CEHRT-Related Issues, Including Costs of Upgrades
The AAO-HNS also urges CMS to continue its work with the Office of the National Coordinator (ONC) for Health
Information Technology to explore opportunities for certified HIT capabilities included in the certified electronic
health record terminology (CEHRT) definition to evolve in ways that meet the needs of participants in APMs (e.g.
manage and track the status of referrals and create/maintain electronic shared care plans for team-based care
management). For medical professionals and patients alike, interoperability addresses not only timely access to
accurate patient data, but also ease and affordability of access to comprehensive patient data. Clinicians continue to
experience data blocking issues with health IT vendors and hospital systems, as it relates to data submission for
quality programs such as qualified registries (QRs) and qualified clinical data registries (QCDRs). This limits
access to vital information, which can advance development of the innovative ideas that transform the
healthcare system. In addition, to encourage broader participation in APMs, physicians should not be responsible for
the CEHRT upgrades. EMR vendors should be required to absorb the cost of software updates required for compliance
and participation in government and third-party programs, instead of passing on these expenses to physicians.
6. Refine and Improve Promising APMs Over Time
The Academy strongly believes innovative models of care will only emerge through trial, error, and evolution. Given
that every APM will likely need refinement, we urge CMMI to focus on rapid-cycle improvement and formative
evaluation. Then, if an initial prototype seems to be working on a small scale, the APM can be implemented on a
broader scale. Thus, we believe CMMI should utilize a multi-step process for developing and implementing APMs,
beginning with limited-scale testing and then refining and expanding promising APMs over an extended period of
time.
7. Establish and Meet Deadlines to Test CMMI and Physician-Focused Models
We are concerned there seems to be no pathway or timeline for APMs to be tested by CMMI, as well as no integration
between the PTAC process and CMMI, such that APMs recommended by the PTAC can be tested or implemented.
We urge CMMI to develop a transparent process with reasonable deadlines for implementing APMs that are
recommended by the PTAC, such as the ACS-Brandeis APM.
8. Help Physicians Obtain the Data and Analytic Support Needed to Design and Implement APMs
CMS needs to create more effective and user-friendly mechanisms through which physicians can access and analyze
CMS claims data, as well as provide financial support to physicians to help them gather and analyze relevant clinical
data that is not contained within claims data.

In conclusion, the American Academy of Otolaryngology—Head and Neck Surgery appreciates the opportunity to
provide comments relating to the “New Direction” on behalf of our members. If you have any questions or
require further information, please contact Jenna Kappel, MPH, MA, Director of Health Policy. Thank you.
Sincerely,

James C. Denneny III, MD, FACS
Executive Vice President and CEO
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November 20, 2017
Administrator Seema Verma
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
On behalf of the American Academy of Pediatrics (AAP), a non-profit professional
organization of 66,000 primary care pediatricians, pediatric medical subspecialists, and pediatric surgical specialists dedicated to the health, safety and
well-being of infants, children, adolescents, and young adults, I write to share our
comments and recommendations in response to the Request for Information (RFI)
that the Centers for Medicare & Medicaid Services (CMS) released in September
that seeks to inform a new direction for the CMS Innovation Center (CMMI).
The Academy welcomes the opportunity to provide a pediatric perspective as CMS
re-envisions the future of CMMI. Children make up almost half of all Medicaid
enrollees, however the Medicare-centric nature of many recent payment and
delivery system models pursued by CMMI has often resulted in pediatrics being
excluded. Nonetheless, the Medicaid program, through its state-federal partnership,
provides flexibility and opportunity for innovation. It is essential that CMS and the
federal government continue to ensure this ability to be nimble and flexible within
the current structure of the program, while also maintaining key protections for
children and their families.
While additional focus on providing quality and value to the pediatric population
through payment and delivery system transformation is essential, CMS must do so
while ensuring that coverage gains are not eroded in the process. To this end, the
Academy offers the following overarching thoughts on the need to maintain the
coverage and access gains for children and families achieved to date, our principles
on the use of Section 1115 waiver authority in the Medicaid program, and our
specific ideas and principles for potential behavioral health payment models that
improve health care quality and access, while lowering the cost of care for
Medicaid, and CHIP beneficiaries with behavioral health conditions

American Academy of Pediatrics
Page 2
Maintaining Access
Over the last fifty years, our country has made tremendous progress ensuring children have
access to comprehensive, high quality, affordable health coverage. From 1984 to 2016, the
percentage of uninsured children declined from 29 percent to 4.5 percent. Thanks to Medicaid,
the Children's Health Insurance Program (CHIP), and the Patient Protection and Affordable Care
Act (ACA), 95 percent of children in the United States have health coverage today – an historic
high. Currently 54 percent of U.S. children under age 18 are covered through private insurance,
and 43 percent are covered by public plans, including Medicaid and CHIP.i Of the 37 million
children who receive health care through Medicaid, many are children with special health care
needs and from low-income families. Medicaid, CHIP and the ACA all play a critical role in
improving health outcomes and access to care for millions of children and pregnant women,
reducing school absenteeism, and improving children’s readiness to learn. As a nation, we must
preserve this progress and build on what is working for millions of children and their families by
keeping Medicaid and CHIP strong. We must continue to work towards a high-quality health
care system that meets all children’s needs, regardless of their source of coverage.
Any changes to the health care system for children must, at a minimum, increase the number of
children with access to comprehensive and affordable health insurance. One of the core attributes
of Medicaid is that it is an entitlement, meaning that if a child qualifies for Medicaid, they are
guaranteed to receive coverage through the program. In times of economic downturn or when
disaster strikes, Medicaid is available to families in need. Medicaid’s Early, Periodic, Screening,
Diagnosis, and Treatment (EPSDT) benefit guarantees that all children who are covered by
Medicaid receive necessary and potentially life-saving screenings and treatment for such things
as exposure to lead, developmental delays, habilitative care, and mental health and substance use
disorders.
We must not lose ground on our historic uninsurance rate among children, and we must also
work to close the gap for the remaining 4.5 percent of U.S. children who still lack health
insurance. As HHS considers changes to the current health care system, we urge you to embrace
the position that any such changes “do no harm" to children, whether they are covered in the
individual marketplace or by Medicaid, CHIP, or private insurance. We must continue to move
forward, not backwards for children, their parents and pregnant women. Preserving and
expanding child appropriate health coverage and access to quality care will impact children’s
opportunities to succeed.
State-Based and Local Innovation, including Medicaid-focused Models
AAP agrees with CMS that states play a critical role in innovation and delivery of high quality
care. Medicaid-led system transformation is of critical interest to the Academy. As stated above,
Medicaid plays a vital role in the health and well-being of millions of children across the country
and Medicaid reforms have the potential to significantly impact pediatric practice. Medicaid
truly serves as the backbone of health care coverage for children in the United States. Medicaidled innovations toward value based payment and other alternate payment models, accountable
care organizations, the inclusion of social determinants of health, population health, appropriate
quality measurement for the pediatric population, and other initiatives and reforms are not only
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critically important for pediatrics but must be developed with a pediatric focus, as pediatrics
differs in many ways from adult-oriented medical care.
As stated in the RFI, CMS would rely on authority under Sections 1115 and 1115A of the Social
Security Act in developing and implementing Medicaid-specific models. States have historically
utilized waivers of federal Medicaid law to create or test innovative demonstration programs to
expand care to new populations, offer new services, and deliver care in new and different
settings. Waivers have been both broad, affecting large segments of the Medicaid program, and
narrow, focused on specific populations or services.
Recently, states have contemplated Medicaid 1115 waivers that could have the effect of
restricting or limiting access to coverage and care, conditioning the receipt of care on meeting
standards outside of the objectives of the Medicaid program, and/or altering the underlying
financing of care itself by shifting financial risk to enrollees. Given the broad array of current
and possible future state waiver proposals, the AAP adopts the following principles to ensure
that state waivers “first, do no harm” to current or future enrollees. The AAP affirms that state
waivers must:


Ensure the full range of care, treatment, and services that would otherwise be
provided is maintained and/or strengthened.
o For example, CMS should ensure that proposals:
 Fully maintain the Early and Periodic Screening, Diagnosis and Treatment
(EPSDT) benefit
 Maintain the full scope of benefits currently offered through the state plan,
in addition to protecting retroactive coverage, non-emergent medical
transportation, and other services



Maintain and/or build upon existing efforts to make care more readily accessible,
and not implement barriers to eligibility, enrollment, or continued coverage.
o For example, CMS should ensure that proposals:
 Maintain statutory eligibility requirements and do not make Medicaid
eligibility contingent on factors such as work requirements, drug
screening/testing, or premium or health savings account (HSA) payments
 Uphold the program’s entitlement by rejecting proposals that include
periods where individuals are “locked out” of coverage for failing to meet
specific standards, or making coverage time limited (eg, 5 years of
lifetime Medicaid coverage)



Maintain and/or strengthen affordability protections for children and families.
o CMS should ensure that proposals:
 Do not employ cost-sharing through copayments, health savings account
contributions, deductibles, or premiums for the purpose of discouraging
access to needed care and services, or effectively act as a de facto
reduction in payment to providers.
 Do not require asset tests
 Do not eliminate or cut cost sharing reductions or premium tax credits
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Preserve and enhance existing funding mechanisms.
o CMS should ensure that proposals:
 Preserve health care program financing to states, families, or providers by
limiting cost- or risk-shift significant funding of Medicaid.
 Maintain or increase payment to pediatricians and other physicians to
enhance access to care



Sustain and strengthen waiver transparency, stakeholder engagement, and
evaluation.
o CMS should ensure states and the federal government:
 Include stakeholders in waiver development
 Follow required comment periods at both the state and federal levels
 Properly evaluate waiver impact on enrollees, families, and providers

The AAP urges CMS to consider the above principles as you develop your vision for a new
direction for CMMI. When evaluating any demonstration or affording additional flexibility to
states, AAP advises that CMS uphold process and transparency standards, maintain coverage,
access, and affordability, and seek to foster innovation by providing sufficient resources for
states to do so.
Mental and Behavioral Health Models
The AAP was pleased to see that CMS is actively exploring potential models focused on
behavioral health, and we look forward to working with you to advance behavioral health
payment models to improve care for children and adolescents. The human and economic toll of
inadequately addressing childhood mental and behavioral health problems is significant. In fact,
the Centers for Disease Control and Prevention have found that, among children with chronic
physical health conditions, having a mental disorder resulted in significantly higher health care
costs. Families and children, from infancy through adolescence, need access to mental health
screening and assessment and a full array of evidence-based therapeutic services to appropriately
address their mental and behavioral health needs. Nearly 1 in 5 children in the U.S. suffers from
a diagnosable mental disorder, but only 20 to 25 percent of affected children receive treatment.
These rates are even higher for children with extensive trauma histories, such as those in foster
care. Primary care physicians treat one-third of children and adolescents with mental health
conditions.
Pediatric primary care clinicians have unique opportunities to affect the mental health of
children: preventing mental health problems by guiding parents in behavior management;
identifying mental health symptoms as they emerge; intervening early, before symptoms have
evolved into disorders; managing more common conditions themselves; facilitating referral of
children and their family members when mental health or substance use specialty services are
needed; collaborating with child and adolescent psychiatrists, developmental and behavioral
pediatricians, and other mental health professionals in caring for children with severely
impairing mental health and substance use disorders; and coordinating the primary and specialty
care of children with mental health conditions and substance use disorders, as they do for
children with other special health care needs. Therefore, the AAP puts forth the following
recommendations for models focusing on behavioral health for children and adolescents:
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1. Benefits: All state Medicaid agencies should provide all children, at a minimum, the Early
and Periodic Screening, Diagnosis, and Treatment (EPSDT) benefit and all other mandatory
and optional benefits as outlined in the AAP statement “Scope of Health Care Benefits for
Children From Birth Through Age 26”
State Medicaid agencies should ensure that the medical necessity definitions used by each state
for purposes of authorizing medical services covered by Medicaid payment are consistent with
EPSDT’s benefit guarantee . Furthermore, each state’s process for determining medical necessity
should rely on the expertise of pediatricians, pediatric medical subspecialists, and pediatric
surgical specialists. States should ensure that in the process of making decisions on the basis of
medical necessity, the medical, behavioral health, and developmental care needs of the child are
fully considered and that appropriate comprehensive benefits are available to address the full
range of these needs. Given that maternal depression is a serious and widespread condition that
not only affects the mother, but may have a lasting, detrimental impact on the child’s health,
state Medicaid agencies should allow such screenings to be claimed as a service for the child as
part of the EPSDT benefit, as described in recent CMS guidanceii. Further and at present,
behavioral health services are optional, not mandatory, in CHIP. The AAP supports making such
services mandatory in CHIP.
2. Payment and Access: Pay primary care clinicians for the mental health services they provide
and eliminate mental health carve-out models
Medicaid and CHIP as well as commercial carriers should pay primary care physicians for
behavioral health services that physicians are qualified and competent to provide. Pediatricians
should be paid appropriately for the assessment and engagement process preceding a definitive
diagnosis, as well as the use of standardized tools, by paying for mental health screening at
routine medical visits and paying for the administration, scoring, and interpretation of standardized
mental health–assessment instruments.
All public and private insurance should allow pediatricians to provide and authorize services for
common mental health conditions of childhood and adolescence. Mental health plans should be
restructured to include primary care pediatricians and developmental and behavioral
pediatricians in mental health networks and ensure coordination of mental health specialty care
with the pediatrician through ongoing communication, exchange of information, and comanagement. Pediatricians are trained and capable to diagnose and treat developmental and
behavioral health, and including them will enhance access to services.
Mental health carve-outs provide a significant barrier to access to mental health care for many
children, limiting access to prevention and early identification with many conditions identified
only when they have become serious. This suggests a subtle form of discrimination against
children with identified mental health conditions. Only through consistent and universal parity of
mental health codes with physical health codes among all third-party payers will this aspect of
limited access be addressed.
Regarding behavioral health, there should be payment for primary care clinicians, child and
adolescent psychiatrists, and other mental health professionals for time spent in consultation and
care coordination. Payment models should support non–face-to-face aspects of care, such as
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communication with community providers, including early education and child care
professionals, teachers, social workers, therapists, and case managers, and other nonclinical
aspects of caring for children with mental health problems (e.g., care-plan oversight, health-risk
assessment, and engagement with child welfare professionals). Pediatricians should also be paid
appropriately for use of telehealth technology to support and enhance behavioral health care
regardless of whether the patient is present.
3. Integration: Support integrated models of care within the family- and-patient centered
medical home
New payment models should allow for integrated care, including consultation and co-location,
through economically viable models that pay pediatricians for medical supervision of mental
health professionals in their employ. This would serve to address the shortage of mental health
professionals with pediatric expertise in many regions of the country. Pediatric primary care with
integrated services has the potential to deliver higher-quality, more cost-effective care.
The AAP supports incentives, such as an enhanced Medicaid match, to allow states to create or
expand behavioral health integration programs such as the Child Psychiatry Access Programs
(CPAPs) that operate in nearly 30 states and represent a promising model for enhancing the
provision of mental health services in the pediatric primary care setting. By providing an
enhanced federal match for state Medicaid administrative expenses to support the infrastructure
necessary to create or expand these innovative state and regional models, more children will be
served. To date, these models have improved access to services, improved patient and parent
satisfaction, and may reduce health care costs.
4. Parity: Monitor and Enforce Mental Health/ Substance Use Disorder (MH/SUD) Parity in
Medicaid and CHIP
Children should have access to the full range of services, whether a child’s condition involves
mental health, substance use, physical health, or some combination. Inequitable payment of
pediatric primary care providers for the provision of MH/SUD services results in significant
barriers for children with these conditions. As the date for compliance with MH/SUD parity
requirements in Medicaid Managed Care and CHIP approaches, we urge CMS to put systems in
place to closely monitor states’ compliance with parity. CMS must not assume compliance with
parity in EPSDT. CMS should also require states to document that children and adolescents
enrolled in FFS, MCOs, or carve-outs in Medicaid and CHIP have appropriate and timely access
to the types of MH/SUD providers they need.
Conclusion
The AAP is uniquely positioned to be a resource to CMS as it envisions a new direction and
pursues the development of pediatric care interventions that might be tested across state
Medicaid programs. Because of the critical role Medicaid plays in the health care of children, we
urge CMS to develop and assess care interventions specific to pediatrics through work stemming
from this RFI. Given the AAP’s expertise in child health, we encourage CMS to work with the
AAP in the development of these interventions.
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In March 2017, the AAP responded to the CMMI’s Request for Information on Pediatric
Alternative Payment Model Concepts; a copy of this response is attached. It is important to note
that children are a unique population whose differences must be considered when developing
health care delivery and financing models. Any innovations must take into consideration all the
health care needs of children—and to incorporate social service, education, public health, human
service, and other programs that address socioeconomic factors influencing child and family
health.
Furthermore, the return on investment for pediatric care varies significantly than for adultfocused care. While some short-term savings may be recognized in pediatric patients, e.g. ED
utilization related to specific conditions (e.g. asthma) or utilization (e.g. inappropriate use of
medication, radiologic testing), much of the return on investment occurs over a longer life
course. In addition, these cost savings may not be fully realized in the health care sector but
rather, for example, in the education sector as healthy children realize an increased ability to
learn resulting in improved academic achievement and lesser need for special education, or in the
workforce as healthier children lead to more productive parents/caregivers.
Thank you for the opportunity to provide the above comments and recommendations to inform
the new direction of CMMI. We look forward to working with you to advance physical, mental,
and behavioral health care for all children and to maintain the important strides in children’s
health we’ve achieved.
Sincerely,

Fernando Stein, MD, FAAP
President
FS/mk
i
ii

https://www.cdc.gov/nchs/fastats/health-insurance.htm.
https://www.medicaid.gov/federal-policy-guidance/downloads/cib051116.pdf

141 Northwest Point Blvd
Elk Grove Village, IL 60007-1019
Phone: 847/434-4000
Fax: 847/434-8000
E-mail: kidsdocs@aap.org
www.aap.org

March 24, 2017
Patrick Conway, MD, MSc, FAAP
Deputy Administrator for Innovation and Quality and Director, Center for Medicare &
Medicaid Innovation
U.S. Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244

Executive Committee
President
Fernando Stein, MD, FAAP

Dear Dr Conway:

President-Elect
Colleen Kraft, MD, FAAP

On behalf of the American Academy of Pediatrics, a nonprofit professional organization of
66,000 primary care pediatricians, pediatric medical subspecialists, and pediatric surgical
specialists dedicated to the health, safety, and well-being of infants, children, adolescents, and
young adults, thank you for the opportunity to respond to the Center for Medicare and Medicaid
Innovation’s Request for Information on Pediatric Alternative Payment Model Concepts.
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Children are cared for in a constantly evolving health care system. The foundation of the
pediatric practice is the family-centered medical home, a concept first described by
pediatricians in the 1960’s. In a family centered medical home, the pediatric care team works in
partnership with a child and a child’s family to assure that all the medical and non-medical
needs are met. Partnerships can help the family/patient access, coordinate and understand
services that are important for the overall health of the children and family including specialty
care, educational services, out-of-home care, family support and other public and private
community services.
Most innovation related to the implementation of value-based payment models has focused in
adult populations. Children’s care is often financed by Medicaid, which while chronically
underfunded, provides flexibility and opportunity for innovation through its federated nature.
Inherent differences exist between adults and children, which necessitate special consideration
when implementing value-based payment models in pediatric populations. Integration of health
care, health-related social services and educational services require robust infrastructure,
including but not limited to HIT/HIE, aligned quality measures, and coordinated care. These
infrastructure items are suboptimal at present. The timeline for return on investment is longer in
pediatrics, and cost savings may not be realized in the health care realm. Therefore, the “value
equation” may be more complex.
The AAP is in support of CMMI’s efforts to test pediatric alternative payment model concepts,
including the integration of health care and health-related social services. Thank you for the
opportunity to comment and for your attention to the views of the American Academy of
Pediatrics. If you have any questions regarding this or other system reform matters, please
contact Anne R. Edwards, MD, FAAP.
Sincerely,

District X
Sara H. Goza, MD, FAAP
Fayetteville, GA

Fernando Stein, MD, FAAP
President

AAP Comments: Pediatric Alternative Payment Model Concepts
Children as a Unique Population
Children differ from adults and payment models that are tested should take these differences into account.
Stille et al1 described unique differences between children and adults: development, dependency,
differential epidemiology, demographics, and dollars. Children have an upward developmental trajectory,
with need and abilities changing over time; they require “habilitative” rather than “rehabilitative” support.
Young children are dependent on families/caregivers to care for them and as such, these individuals are
integral partners of the healthcare team and health outcomes for children. From a differential
epidemiologic perspective, children, in general, are healthier than adults, and the goal of pediatrics is to
optimize that health. While certain chronic conditions, e.g. asthma, obesity, affect larger numbers of
children, a significant number of relatively rare chronic diseases exist in the pediatric population, and an
increasing number of children are medically complex. Considering demographics, children have
disproportionately higher rates of poverty and ethnic/racial diversity than in adult populations. From a
dollar standpoint, the overall cost of pediatrics is low while the return on investment is realized over a
lifetime.
Medicaid and CHIP present distinct opportunities to build new payment and delivery system models that
take into consideration all the health care needs of children—and to incorporate social service, education,
public health, human service, and other programs that address socioeconomic factors influencing child
and family health. As alternate payment models are developed, key elements should be considered.
Pediatric Practices
Pediatric practices may be in varying stages of transformation based on past support for infrastructure
change and current capacity. This should be considered as new payment models are implemented.
Medicaid is also in a unique position to identify opportunities and supports that children need and build
them into payment and delivery system models that ensure they are provided. Medicaid’s Early and
Periodic Screening, Diagnosis and Treatment (EPSDT) program (with its inherent focus on preventive
care), coverage of preventive services recommended by a physician and backed by the interdisciplinary
Bright Futures guidelines, coverage of care coordination, and health homes all provide a strong base for
future payment models. Prior state innovations through Section 1115 waivers, Delivery System Reform
Incentive Payment (DSRIP) initiatives, and others2 mainly focused on adult populations and should be
evaluated in a systematic manner, with the input of pediatric primary, specialty, and subspecialty care, to
determine their applicability toward building a new payment model specific to pediatrics.
Infrastructure Needs
System-level infrastructures will require enhancement to effectively integrate health care and healthrelated social services. To do this, health information technology will need further support, especially to
address interoperability and data sharing needs between sectors. Enrollment processes that are
streamlined and connected will improve patient and family experience. Quality measures should align not
only across health entities but also across sectors. To implement a value-based payment model that
supports integration and accountability for a population, multi-payer models should be encouraged and
supported. Payment models which promote different care models within a practice lead to administrative
burden and potential disparate care for families based on insurance. Such payment models will need to
1

Stille C, et al The Family-Centered Medical Home: Specific Considerations for Child Health Research and Policy.
The Family-Centered Medical Home: Specific Considerations for Child Health Research and Policy. Academic
Pediatrics. 2010;10(4):211-217.
2
Bachrach D, Guyer J, Levin A. Issue Brief: Medicaid Coverage of Social Interventions: A Road Map for States.
Milbank Memorial Fund. July 2016. https://www.milbank.org/publications/medicaid-coverage-socialinterventions-road-map-states/. Accessed March 15, 2017.

invest in infrastructure as incentives alone will work slowly. Medicaid/CHIP programs are well prepared
to lead these efforts. Families need to continuously be engaged in any transformation - understanding the
many problems that families experience can best guide change and greater efficiency across systems.
Without family engagement and enrollment, optimal health outcomes will not be realized.
Return on Investment
The return on investment for pediatric care varies significantly than for adult-focused care. While some
short-term savings may be recognized in pediatric patients, e.g. ED utilization related to specific
conditions (e.g. asthma) or utilization (e.g. inappropriate use of medication, radiologic testing). Much of
the return on investment occurs over a longer life course. In addition, these cost savings may not be fully
realized in the health care sector. but rather, for example, in the education sector as healthy children
realize an increased ability to learn resulting in improved academic achievement and lesser need for
special education, or in the workforce as healthier children lead to more productive parents/caregivers.3
Additional opportunities for return on investment in pediatrics exist, such as:
• Integrated health systems might better address adverse childhood events (ACE’s) resulting in
decreased chronic illness burden, including mental health issues, as children reach adulthood.
• Early developmental screening, including social emotional screening with appropriate follow up
and intervention can limit development of expensive adolescent mental health and substance
abuse issues.
• High rates of immunization among children save substantial dollars each year, and models should
continue to promote and support high rates of immunization.
Having shared accountability for a population of children and making efforts to coordinate care, to reduce
duplication, and to provide timely and effective care for children will lead to a healthier cohort of adults. 4
SECTION I: INTEGRATED PEDIATRIC HEALTH CARE AND HEALTH-RELATED SOCIAL
SERVICE DELIVERY MODEL
Question 1: What is the level of interest of states and tribes for a child and youth-focused care
delivery model that combines and coordinates health care and health-related social services? Please
comments on challenges and opportunities in service delivery for all pediatric beneficiaries and for
those with higher needs and the level and range of technical assistance entities might require to
support an effective model.
The Academy believes that greater integration between health care and health-related social services is
highly desirable, as the fundamental determinants of children's health and well-being, and subsequently
the health and well-being of the adults they will become, are rooted in social, environmental, and
behavioral factors that lie beyond the purview of the health care system.5
Increasingly, the major threats to the healthy development of America’s children stem from problems that
cannot be addressed adequately by the practice model alone. These problems include infant mortality;
3

Wagnerman, K, Chester, A., et al. Medicaid is a Smart Investment in Children. Georgetown University Health
Policy Institute Center for Families and Children
4
Belli PC,Bustreo F, Preker A. Investing in children’s health: what are the economic benefits? Bulletin of the World
Health Organization. 2005;83: 777-784.
5
AAP Council on Community Pediatrics and Committee on Native American Child Health. Health Equity and
Children's Rights. Pediatrics. 2010;125(4):838-849. http://pediatrics.aappublications.org/content/125/4/838.
Accessed March 17, 2017.

preventable infectious diseases; dental caries; sedentary lifestyles; chronic health care needs; obesity,
metabolic syndrome, and other historically adult-onset chronic diseases; high levels of intentional and
unintentional injuries; exposure to violence in all forms; risks of neurodevelopmental disabilities and
illnesses from exposure to environmental tobacco smoke, lead, and other environmental hazards;
substance abuse; mental health conditions; poor school readiness; family dysfunction; sexual health,
unwanted pregnancies, and sexually transmitted diseases; relatively low rates of breastfeeding; social,
medical, behavioral, economic, and environmental effects of disasters; and inequitable access to medical
homes and basic material resources and poverty.6
Poverty is an important social determinant of health and contributes to child health disparities. Children
who experience poverty, particularly during early life or for an extended period, are at risk of a host of
adverse health and developmental outcomes through their life course. 7
The AAP recommends that its members work to link families to services as early as possible. The AAP
recommends that pediatricians and other health care providers use validated screening tools and work
together with public health departments, school districts, child welfare agencies, community and
children’s hospitals, and colleagues in related professions to identify and decrease barriers to the health
and well-being of children in the communities they serve. Home visiting as well as evidence-based early
literacy programs and healthy early child development and effective parenting programs in the office
should be promoted and supported through payment. For coordinated delivery systems to realize success,
payment and financing systems must be appropriately aligned and recognize clinicians who provide
population-based prevention.8
An integrated pediatric health care and health-related social service delivery model should be grounded in
the patient- and family-centered medical home approach to care, with a particularly strong emphasis on
family engagement and family-centered care. Family-centered care has been shown to improve patient
and family outcomes, increase family and professional satisfaction, decrease health care costs, and
improve effective use of health care resources.9
A model of care that coordinates health care and health related social services is particularly important for
families of children and youth with special health care needs (CYSHCN), including the growing
population of children diagnosed with mental health conditions, as they require a greater number of
services, and outcomes are substantially improved when these services are integrated within primary care.
Question 2: Where pediatric health care providers have partnered, and aligned with health-related
social service providers, what types of health care and health-related social services were included
beyond the Medicaid mandatory benefits. Additionally, what program integrity strategies were
employed where these partnerships exist?
The Academy applauds CMMI for exploring ways to integrate social services. For children, the social
6

AAP Council on Community Pediatrics. Community Pediatrics: Navigating the Intersection of Medicine, Public
Health, and Social Determinants of Children’s Health. Pediatrics. 2013;131(3):623-628.
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services that are “health-related” are much broader than those described in the RFI (e.g. early education
and home visiting which may begin prenatally). Without embracing a broader set of social services,
obtaining input from patients and families about what is important to them, and incorporating
requirements and financing to facilitate the interaction between health and social services, the impact of
innovative services delivery on children’s health will be limited.
Question 3: What policies or standards should CMS consider adopting to ensure that children,
youth, and their families and providers in rural and underserved communities such as tribal
reservations have an opportunity to participate? How might pediatric care delivered at Rural
Health Clinics best be included as part of a new care delivery model for children and youth?
In rural/underserved communities, barriers include lack of services and transportation. States may
consider implementing and supporting telehealth, telementoring and workforce training as models of care
for children and youth. Enhanced payment to dentists, mental health clinicians and subspecialists in rural
areas may increase participation.
An additional challenge in rural communities is the lower number of covered individuals and the volume
of services. It is may not be possible to accrue required cost savings. Also, a small number of unexpected
high utilizers or catastrophic incidents can mask any savings. Many key pediatric subspecialists may be
hours or states away to support CYSHCN, and narrow networks may lack critical services for these
children. Rural communities must not be held to the same levels as other, more populous systems.
SECTION II: OPERATION OF INTEGRATED SERVICE MODEL

Question 3: What infrastructure development (EMR, HIE, IT systems, contracts/agreements,
training programs, or other process) has been needed to integrate services across Medicaid enrolled
providers and health-related social service providers?
The AAP’s position on Electronic Health Records (EHRs) has been as follows:
• EHRs have the potential to provide value to the care of children.
• EHRs are necessary to facilitate the Medical Home – a core pediatric concept.
• EHRs are far from perfect and provide significant problems and challenges.
• EHRs must be improved in collaboration with government, vendors, stakeholders, patient
advocates, and privacy experts to improve care to children.
An interoperable health information technology system (or well-functioning health information exchange)
is needed to effectively integrate health care and health-related social services. Currently, there are
deficiencies not only in the pediatric functionality of Electronic Health Records (EHRs), but also in the
ability to exchange health information efficiently.
The AAP has been involved in programmatic activities aimed to improve pediatric functionality in EHRs
over the course of the last decade, including working with the Agency for Healthcare Research and
Quality as a subcontractor to develop the Model EHR Format and the more recent Model EHR
Enhancement. The Academy believes the model EHR Format for children could serve as a framework
upon which specifications for an integrated health information infrastructure is built.
Data from the Office of the National Coordinator for Health Information Technology suggest that
participation rates in the Medicaid EHR incentive program are quite low (17.2% nationally) and lag other
physician groups. This data further suggests that pediatricians are falling behind the attestation of

Meaningful Use signaling the lack of engagement in the program. This poses another challenge in the
goal of health information exchange between health care and health-related social services.
Schools and other community services, including public health, lack robust pediatric-friendly IT systems.
Interoperability between these IT systems and EHRs remains a challenge. Data-sharing is complicated by
varied privacy requirements between the sectors.
The Academy supports the overarching goal of interoperability and the role it plays in the provision of
safe, high quality healthcare. Unless true incentives for health information exchange are created, we
believe interoperability will remain elusive.
SECTION II: OPERATION OF INTEGRATED SERVICE MODEL
Question 1: To what extent is service integration occurring for children and families at the state,
tribal, and local levels, including all sectors of government, non-profit and private endeavors?
What challenges are associated with operating with multiple state agencies?
Some of the challenges include data sharing, no ability or requirement for “braided” or blended funding,
changing and tightening of admission criteria to programs (e.g. Early Intervention) and varied measures
between sectors. To fully support an operation of a truly integrated service model, these challenges will
need to be further addressed.
Question 4: Where streamlining of eligibility and/or alignment of program requirements has been
achieved among Medicaid/CHIP and health related social service programs, how has this been
accomplished?
Opportunities exist to remove further barriers to eligibility determinations and enrollment, not just for
Medicaid/CHIP, but for the many programs that address other social determinants of health children face.
As an example, in 2015 CMS gave states the option of using Supplemental Nutrition Assistance Program
(SNAP) eligibility determinations to identify individuals who are income eligible for Medicaid but not yet
enrolled.10 Similar streamlined enrollment procedures should be created in a bidirectional manner for
other health and social service programs, so that those individuals and families found eligible for one
health or social service program can also be more readily enrolled in others for which they are eligible.
This would help complete the “no wrong door” approach to health coverage, where families are screened
for programs no matter where they initially “touch” the application process.
To do so, Medicaid and other social service programs will need financial and infrastructure support to
allow for more streamlined processes to identify and enroll eligible individuals into appropriate programs.
Question 8: What role do models of care such as ACOs play in the pediatric environment?
Are pediatric ACOs commonly understood to represent payment arrangements, care delivery
models, or both? How are pediatric ACOs the same or different from adult-focused ACOs? What
opportunities do pediatric ACOs have for integration with community and health services systems?
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Are states interested in having MCOs be part of an ACO, the ACO itself, or not involved? What
responsibilities might MCOs have relative to ACOs and vice versa?
As models of care delivery and financing, ACOs are relatively new and evolving and there are no
prescribed configurations regarding providers and payers (including MCOs), especially in pediatrics.
Opportunities exist to build off nascent state Medicaid initiatives (albeit mainly adult) on accountable care
organizations (ACOs);11,12 incorporation of social determinants of health;13,14 and value based
purchasing15,16 to build a payment model that is specifically child focused. In addition, Medicaid and
CHIP have the benefit of being statewide programs and can use state tools to conduct geospatial analysis
and community needs assessments to guide place-based approaches to addressing social determinants of
health in the community.17,18
For ACOs or any other type of Alternative Payment Model (APM), it is vital to recognize the distinctions
between pediatric and adult population health. Compared to adults, children have higher rates of poverty
which influences the prevalence and severity of disease and access and response to treatment.19 Children
have prevalent chronic conditions such as asthma, obesity, neurodevelopmental conditions, and
behavioral and mental health conditions,20 but are generally healthier overall, with 31.6% of physician
office visits in children 0-21 years of age for preventive care, while 16.8% of visits relate to chronic
conditions, as opposed to 45.1% of visits for chronic condition management in adult populations.21 For
the pediatric population, often it is not the patient but the adult parent or caregiver that strongly influences
the health and well-being of children. For these reasons, the Academy believes there are inherent risks to
bundling the care of adults and children into one health care delivery and financing system, and
recommends that alternative payment models be implemented in pediatric-only populations, taking the
unique characteristics of this group into account.
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The AAP collaborated with Leavitt Partners to explore existing pediatric ACO models and characterize
key components, which were published in 2017. Pediatric ACOs: Insight from Early Adopters identifies
several factors vital for pediatric ACOs to effectively care for and sustain an APM for pediatrics.22
• To support clinical transformation, adequate capital is necessary not only for initial financing but
to support infrastructure, staffing, data collection and management and linkages with key groups.
• Pediatric leadership is critical throughout the design, implementation and on-going management
process.
• Use of pediatric trained care coordinators and case managers are necessary to support the
pediatric medical home.
• The ACO framework should include:
• care strategies proven to be effective for pediatric populations, such as care
management.
• description of proper referral pattern to aid primary care providers and specialists to
understand their roles in population management.
• endorsement of integration of oral and behavior health as well as attention to social
determinants in the practice.
• integrated data collection. All pediatric ACOs in the report noted difficulties in
obtaining adequate data for quality measurement, with their Medicaid programs.
These problems reflect limited data management capacity in many Medicaid
agencies and they also reflect, in part, the use of managed care intermediaries who
have limited incentive to provide needed data. The diverse formats and sources of
claims make analysis difficult and that inadequate data create significant barriers
effect change in an APM environment.
• quality measures need to assess the long-term savings along with life-course
measures that are specific to the pediatric population that are utilized by all payers.
• new technologies as well as HIT and EHR must have pediatric specific components
and standards.
Question 9: What other models of care besides ACOs and MCOs could be useful to implement to
improve the quality and reduce the cost of care for the pediatric population?
The following general principles are applicable for any payment and care delivery model serving
children, (i.e., ACOs, MCOs and APMs)
• A guiding principle for any type of pediatric APM is to ensure that there is sufficient funding to
cover the total costs for:
• Episodic encounters common to pediatrics (i.e., wellness, preventive and problem
oriented medical, oral health, mental and behavioral health services as well as nonface to face care).
• Specific pediatric medical home functions including but not limited to care
management, care coordination, patient and family education, counseling and
consultative services, community integration services, anticipatory guidance and
transition planning.
• Identification of patient characteristics that necessitate higher utilization of medical
services and medical home services as noted above. APMs lacking an adequate risk
adjustment tool may end up penalizing practices that take on a proportionally higher
22
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•

•

rate of complex patients, including children with medical and social complexity.
Risk adjusted payments must account for the medical and social severity and acuity
of the patient panel
• Maintenance of health information technology and its application to quality
improvement activities and population health.
Pediatric payment systems based on value or return on investment needs to account for the longterm investment opportunity as well as the thin margins for short-term savings inherent in
pediatric care delivery systems.
All APMs providing pediatric care should be designed with the input of primary care and medical
and surgical specialty pediatricians having relevant experience in practice and financing.

SECTION III: INTEGRATED PEDIATRIC SERVICE MODEL PAYMENT AND INCENTIVE
ARRANGEMENTS
Question 2: How could health care providers be encouraged to provide collaborative services with
health-related social service providers for a designated pediatric population’s health and social
needs?
The unique nature of pediatric care has driven pediatricians to incorporate care coordination within the
practice setting, not only for children with complex medical needs, but for all children with a short term
need for coordinated services among social and community services to address familial, and social needs.
For any APM and population health model, care coordination is integral. Pediatric trained case managers
are best equipped to address pediatric cases as opposed to generic or adult oriented care managers.23
APMs may also begin to fill gaps in existing payment structures.
To support pediatrician’s facilitation of care coordination, any payment model must provide adequate
incentives to cover the financial costs for care coordination. Currently, payers are not uniform in benefits
coverage and payment for non-face to face services such as care coordination, telehealth, and consultation
services. Appropriate payment for these services under a fee-for-service or an alternative payment model
is essential to encourage collaborative services.
a.

What payment models should CMS consider?

When designing a value based payment model for pediatrics, it is critical to note that Medicaid fee
schedules and capitated payments to primary care, specialty, and subspecialty providers are significantly
lower than payments for comparable services from Medicare and private insurance companies in most
states. Low Medicaid payment is the primary reason that physicians limit participation in the program,
with resulting barriers to patient access for primary and subspecialty health care services.24 Furthermore,
payment in the medical home context must be sufficient to enable pediatric primary and medical
subspecialty care practices to support the services of a comprehensive care team, which may include
nurses, care coordinators, mental health professionals, social workers, psychologists, dieticians,
pharmacists, and administrative professionals. Financing mechanisms must be developed to allow
pediatricians to be paid prospectively to acquire and maintain necessary health information technology
and other practice infrastructure supports, including after-hours phone triage services, care coordinators,
23
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etc. Publication of the RUC-recommended values for pediatric services is a necessary piece to ensuring
that value-based payment models are calculated in a fair manner.
The overall objective of pediatric health care is to support the healthy growth and development of
children so they reach adulthood with their full potential. APM models and return on investment (ROI)
measures need to incorporate the value of pediatrics that includes the long- term clinical, financial, and
societal outcomes. Payer models of ROI not only should consider short-term cost savings (e.g.,
preventable admissions for asthma), but also long-term reduction of mortality and improvement of quality
of life through preventive screening services, anticipatory guidance, and counseling. Early childhood
health interventions have also been shown to have positive financial ROI and societal outcomes in nonmedical arenas, such as literacy, crime, and income.25
b.

Specific approaches to attribution and risk-adjustment to be considered?

As stated, pediatric population health is much different from adults and any risk adjustment methodology
needs to account for these differences. The dependent nature of children on adult caregivers requires
consideration of the caregiver’s role as a variable in any predictive measures. The education, income
level, and mental health status of the parent (e.g. maternal depression and substance use) need to be
recognized as impacting a child’s health status. Pediatric risk adjustment models need to include
measures of parental well-being - e.g. maternal depression, poverty, homelessness and substance use.
Such considerations are not required in risk adjustment models for the adult patient.
Because of developmental stages, the risk management model for pediatrics must be delineated among
age groups. Additionally, the epidemiology of disease is quite different in pediatrics than for adults.
Certain chronic conditions treated for adults (cardiac, pulmonary and renal conditions) that tend to
replicate year after year are relatively uncommon for children. Whereas in pediatrics, children are more
prone to unpredictable bouts of acute infections or injuries.
Lastly, it is important to note that most pediatric practices do not have sophisticated payment data or
adequate sample size to perform their own actuarial calculations and compute risk adjustment which are
necessary in negotiating any type of risk bearing payment model.
Concerning risk adjustment and attribution models for pediatric payment, it is recommended that APMs:
• Allow for exclusions of costs or risk adjustments, when appropriate. Medically complex children
incur 14.2 times the costs of medical care that healthy children do.26 Adjustment of risk for
pediatric APMs might include risk adjustment/stratification or carveouts for prolonged hospital
care (e.g., NICU stays for extreme prematurity) or specialized services (e.g., residential mental
health or complex surgery).
• Sufficiently detail the methodology for payer computation of any provider-level metric, such that
the provider can precisely reproduce the calculation, including the provision of raw data sources,
where applicable. Quality measures should define terms such as “active patient” and “up to date”
in unambiguous languagei; payment mechanisms that use undisclosed “proprietary criteria” are
not acceptable. Methodology for patient attribution and provider cost attribution should be
particularly clear and timely.
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Use sophisticated attribution methods drawing from multiple data sources. Single-source
performance data may be incomplete and thus inaccurately represent physician performance.
While “the responsible decision maker” is usually attributed to a physician, the treating facility or
the health plan may have the largest impact on variable costs.27, 28

c. Advantages and disadvantages of payment models
Regarding specific APM methods and pediatrics the following provides a pediatric perspective on APMs
currently in place:
• Bundled payments: may be appropriate as a payment method when services and provider
responsibilities are well defined and straightforward. However bundled payments are considered
inappropriate when goals are complex and responsibilities overlap.
• Per member per month (PMPM) payments generally have been used to support care coordination.
External funding of care coordination, rather than requiring a practice to support it with general
revenues, leads to faster implementation.29
• Pay for Performance: may be appropriate for some health care delivery efforts which might
include those that reduce overutilization of interventions (e.g., unnecessary prescription of
antibiotics and medical imaging) that are controlled by the physician, or improve access (e.g.,
paying bonuses for patients seen on weekends or after hours). Withhold payments are strongly
discouraged. Withholding payments to practices is counter-intuitive to improving quality as they
do not provide support to the practice to build capacity to achieve the desired standard.

d. Are different payment models appropriate for different providers, populations?
To reiterate, guiding principles for any type of pediatric APM must ensure sufficient funding to cover the
total costs for:
• Episodic encounters common to pediatrics (i.e., wellness, preventive and problem oriented
medical, oral health, mental and behavioral health services as well as non-face to face care).
• Specific pediatric medical home functions including but not limited to care management, care
coordination, patient and family education, counseling and consultative services, community
integration services, anticipatory guidance and transition planning.
• Identification of patient characteristics that necessitate higher utilization of medical services and
medical home services as noted above. APMs lacking an adequate risk adjustment tool may end
up penalizing practices that take on a proportionally higher rate of complex patients, including
children with medical and social complexity. Risk adjusted payments must account for the
medical and social severity and acuity of the patient panel
• Maintenance of health information technology and its application to quality improvement
activities and population health.
Question 4: How could states and tribes and providers coordinate incentive payments, state and
federal grant funding, and hospitals’ community benefit dollars be combined to support an
integrated care delivery model?
27
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A critical area for APMs to support an integrated care model is to remove obstacles and adequately fund
integrated oral health and behavioral/mental health care in the primary pediatric care setting.
Comprehensive benefits coverage and effective financing systems for children’s oral health and mental
health in primary care are essential in building a successful comprehensive system of care. However,
numerous challenges and barriers impact not only financing and service delivery systems but also
children’s access to oral health, and behavioral/mental health services. These issues include:
• Limitations on coverage for oral health and mental health services in public and private health
insurance systems.
• Inadequate payment for oral health and behavioral/mental health services, including preventive
services, to primary care clinicians and other key professionals.
• Payer billing and coding rules and regulations that impede the provision of oral health and
behavioral/mental health services by primary care clinicians and other types of clinicians.
• Carve-outs in health plans that limit the ability of primary care clinicians to identify and treat oral
health and behavioral/mental health conditions early and make direct referrals for appropriate
services, thereby creating access barriers to services for children and their families.
• Lack of payment for case management and care coordination efforts.
Pediatric primary care offers a setting that encourages trusting, longitudinal relationships with the child
and family often referred to as the ‘primary care advantage.’ The pediatric primary care advantage
recognizes that pediatricians have unique opportunities to affect the overall health of children, including
oral health and behavioral/mental health such as preventing problems by guiding parents in behavior
management; identifying oral health and behavioral/mental health symptoms as they emerge, intervening
early, before symptoms have evolved into disorders; providing treatment for more common mental health
conditions; facilitating referral of children and their family members when specialty services are needed.
SECTION IV: PEDIATRIC MEASURES
Payers, plans, consumers, and physicians are utilizing quality measures in various forms to improve the
overall quality of care, contain growing health care costs, and to differentiate themselves from
competitors. The development and implementation of national pediatric measures have moved
considerably slower than that of adults due to lack of evidence, risk adjustment, unreliable data sources,
and small patient population for chronic pediatric conditions. Despite these challenges, there have been
successful efforts to create a robust set of pediatric endorsed measures through many organizations
including the National Committee for Quality Assurance, the Agency for Health Care Research and
Quality, National Quality Forum, Children's Hospital Association, America’s Health Insurance Plans, and
the National Academy of Medicine.
The AAP is supportive of CMMI’s interest in identifying measures that demonstrate improved quality as
children transition to adulthood. While the AAP acknowledges the importance of seeking short- and longterm cost savings it is essential to note that measuring the value of children’s healthcare is fundamentally
different. Investments in child health have long term savings outcomes (healthy children mean healthier
adults and thus less expensive consumers of healthcare).
Children with medical complexity highlight one specific area where innovative payment models have
found success. There are several models around the country of integrated health systems that do a very
good job of keeping children with medical complexity out of the hospital and healthy. Intermountain,
Seattle Children's, Nationwide and Cincinnati Children's for example are some of the few that have good
programs that cover all aspects of healthcare for these children.

The AAP is supportive of nationally standardized measures in pediatrics for widespread use and
reporting; and has been working to identify a group of measures that are meaningful to the broad
spectrum of child health and development. The AAP is interested in promoting measures that serve as
indicators of success and can be used for payment while also identifying gaps in children’s health. These
gaps will provide direction to the application of quality improvement strategies, when needed. The AAP
has a long history of partnership with the previously noted organizations including the CHIPRA Pediatric
Quality Measures Program (PQMP). We encourage CMMI to leverage the experience and infrastructure
of the PQMP to develop and test pediatric quality measures where gaps in care are identified.
The AAP recognizes that measures should be evidence based and consist of numerators and denominators
when possible; however, understands linking quality improvement and pay for value do not require
equally stringent specifications. When examining measures that are essential to child health and
development, it is critical that CMMI understands the complexities of pediatric measure development and
the dichotomy between a theoretical ideal and the practical reality. The AAP highlights the following
considerations for CMMI when developing pediatric payment models:
• While the gold standard for measures is those that have a strong evidence base. The inclusion of
measures that are meaningful to child health and development may be evidence informed rather
than evidence based.
• Identify measures for payment for pediatricians that can also be used to improve care quality.
• Consider the evolution of measures that will change over time once care gaps are minimized and
care is improved.
• Examine the broad range and complexity of measures for pediatrics that include type of care
(prevention/wellness, acute care, subspecialty care, mental/behavioral health, etc), sites of care
(inpatient, outpatient, school-based, etc.), healthy behaviors, overuse and appropriate treatment,
person and family centered care, and family and community engagement. Many of these
measures will need to be developed for new models, especially related to person and family
centered care as well as family and community engagement.

November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21224
Submitted by email to CMMI_NewDirection@cms.hhs.gov
RE: CMS Innovation Center New Directions Request for Information
Dear Administrator Verma:
The American Academy of Physical Medicine and Rehabilitation (AAPM&R) thanks you for
inviting us to respond to your informal Request for Information (RFI) on your proposed new
directions in the Centers for Medicare and Medicaid Services (CMS) Innovation Center.
AAPM&R is the national medical specialty organization representing more than 10,000
physicians who are specialists in physical medicine and rehabilitation (PM&R). PM&R
physicians, also known as physiatrists, treat a wide variety of medical conditions affecting the
brain, spinal cord, nerves, bones, joints, ligaments, muscles, and tendons. PM&R physicians
evaluate and treat injuries, illnesses, and disability, and are experts in designing comprehensive,
patient-centered treatment plans. Physiatrists utilize cutting-edge as well as time-tested
treatments to maximize function and quality of life.
Although recognizing the need to improve care delivery, we are concerned about barriers
imposed by current APM structures that will limit the ability of our providers to meet the triple
aim of patient-centeredness, increased quality and decreased costs for the population of patients
under our care. Physiatrists both provide longitudinal care for adult and pediatric patients with
complex medical conditions or injuries with significant functional impairments and work to
facilitate the care of ambulatory outpatients with pain or injury that frequently see multiple
providers. As currently envisioned, existing APMs present barriers for the care of these
patients, and we are concerned that many of these individuals face limited access to care due to
their complexity. As such, we are pleased to provide input in response to this RFI, and we are
hopeful that you will incorporate this feedback as you move forward with new model
development.
Guiding Principles

AAPM&R appreciates the opportunity to comment on the following guiding principles.
•

Choice and competition in the market. AAPM&R supports CMS’ principle to
promote choice based on quality, outcomes, and cost. At the same time, we note that
assessment of quality for the care provided by our members does not fit readily into
CMS’ current quality measurement approach, as the benefits of physiatric care may
play out over years or decades and may be reflected in societal contributions resulting
from the restored function of our patients. Science and medicine cannot yet reconnect
injured spinal cords or to grow a new limb to replace one that was amputated, but as
physiatrists, our members help patients restore their function and quality of life around
the bounds of their impairments and work to minimize subsequent medical needs.
One of the major goals in physiatric care is to help the patient regain the ability to
function in society, even if it is not in the same way they might if not for their injury or
condition. By building on the function the patient does still have available to her, a
patient with no voice can “speak” and artists who have no control of their limbs can
still paint or create works of art. Most importantly, these patients can often live highquality, productive, healthy, and often independent lives if they receive the type of
care, equipment and education needed. As CMS seeks to increase choice and
competition in the market, we urge CMS to adopt strategies for recognizing the longterm benefits that physiatric care can provide to beneficiaries and society and
incorporating such data into the quality and outcome metrics upon which CMS
would drive competition.

Additionally, we note that performance on quality, outcomes, and cost data varies based on the
severity of the patient population being treated. We note that proper risk adjustment is essential
when reporting such data, in order to ensure apples-to-apples comparisons, yet we believe that
CMS’ current approach to risk adjustment fails to consider important predictors, such as
cognition and function. We recommend that CMS ensure that measures used to compare
performance are properly risk adjusted and take into account these important risk
adjustment variables.
•

Patient-centered care. AAPM&R fully agrees with CMS’ stated goal of empowering
beneficiaries, their families, and caregivers to take ownership of their health and
ensuring that they have the flexibility and information to make choices as they seek
care across the care continuum. Further, we believe that models should take into
account what patients consider “Value” and “Quality,” for example through patient
experience and outcomes (including experience and outcomes over a longer, more
meaningful time horizon, as noted above). At the same time, we also note that models
that hold participants accountable for costs or related outcomes present the risk of

harmful, unintended consequences. For example, we believe that the incentive
structure of many existing models encourages model participants to turn away highcost patients like those our members treat. Moreover, the risk of stinting necessary
care to lower total costs is also pervasive, and we are concerned that models that do
not include specific protections could lead model participants to delay or forego
referrals for physiatric care. To protect against such unwanted outcomes and ensure
that models are truly patient-centered, we recommend that CMS ensure that models
have strong accountability structures, including linkage of payment to meaningful,
risk-adjusted quality measures. We also encourage CMS to include monitoring for
potential harms related to patient selection and gaming as CMS implements new
models.
•

Small scale testing. AAPM&R also supports the principle of small scale testing.
Given uncertainty with respect to which models will be successful, we believe that
limited testing of multiple different models – based on input from physicians,
beneficiaries, and other stakeholders – will increase the likelihood of identifying
successful models that can address physiatric care while balancing the need to
conserve limited resources. Additionally, we believe that small scale testing will
allow CMS to take a more agile approach to model implementation. We believe that
CMS should continually assess models to determine which model components are or
are not working, and make adjustments and improvements as needed to address
identified shortcomings. We believe that such a flexible approach will allow CMS to
home in on successful elements of models and ultimately increase models’ ability to
achieve cost and quality goals.

Expanded Opportunities for Participation in Advanced APMs
AAPM&R strongly supports CMS’ interest in increasing opportunities for eligible clinicians to
participate in Advanced APMs and achieve threshold levels of participation to become
qualifying APM professionals (QPs), and we appreciate the opportunity to provide input on
CMS’ solicitation regarding potential strategies to incentivize eligible clinicians to participate
in Advanced APMs.
In general, while Advanced APMs have been available for some time, they have not generated
the level of enthusiasm or participation originally desired, and they have also proven
challenging for participants to implement successfully. There are several possible reasons for
this, not least of which is an overly aggressive risk requirement. Clinicians who treat smaller
populations of patients with significant medical, functional, and cost concerns – like our
members – in particular face significant challenges accepting risk. To begin, significant upfront
investments are required to build the infrastructure and capacity to successfully manage risk,

yet the patient populations treated by these clinicians are not dense enough to require the large
provider groups or integrated care systems that would be able to make the necessary
investments. Additionally, it is difficult to get the patient uniformity and population size
necessary to spread actuarial risk, which can lead to catastrophic outcomes for small practices
given the high cost of care for the significantly impaired individuals they treat, such as those
with a spinal cord injury, stroke, or neuromuscular disease. And while CMS has created an
alternative standard for medical home models, this standard is only available for medical home
models that have a primary care focus, meaning specialists who deliver care consistent with
medical home practices (such as patient empanelment, risk stratified care management, and
care coordination across the medical neighborhood) cannot access the lower risk requirements.
We also note that, in addition to risk, the criterion for use of certified electronic health record
technology (CEHRT) creates an additional barrier, as adoption of CEHRT can be prohibitively
expensive and often does not work well to meet physician needs. To address these challenges,
we urge CMS to reduce risk requirements necessary for models to qualify as Advanced
APMs, including by providing separate, more attainable standards for small practices, and by
expanding the medical home financial standards to apply to specialty-focused medical
homes. Further, we ask that CMS consider including risk associated with upfront
investments when establishing these separate standards. We also request that CMS create
exemptions from the CEHRT requirement for models that largely affect clinicians who
would fall under corresponding exemptions for the Electronic Health Record (EHR)
Incentive Program and the Advancing Care Information performance category under the
Merit-Based Incentive Payment System (MIPS). We believe that easing the requirements for
models to qualify as Advanced APMs will strengthen incentives for clinicians to participate in
such models.
Physician Specialty Models
AAPM&R appreciates CMS’ interest in increasing the availability of specialty physician
models to improve quality and lower costs and engaging specialty physicians in APMs, and in
particular, we believe that there remain gaps in care for the complex, high-cost patients that we
serve. We believe that new models could address these gaps to ensure that our patients receive
the high-quality, patient-centered care they need, while also ensuring that the physiatrists who
provide the care are appropriately reimbursed for their services and assessed on their
performance.
Specifically, we encourage CMS to pursue models that:
• Provide adequate, up-front payment for providing important ongoing services
necessary to manage our patients’ care. In the current structures, some very valuable
aspects of care are not reimbursed adequately. These include but are not limited to care
coordination, patient communication and monitoring, evaluation for care needs, and

•

•

•

communication with providers, family members, and community resources. This is
particularly important for individuals with high medical complexity, like many of our
patients.
Address the longer time horizon needed to provide high-quality care to patients that
results in the outcomes most important to them. Models should also consider and
hold clinicians accountable for the long-term benefits that such care should afford –
not just to patients, but also to society at large – including function, quality of life,
return to work, and productivity, as well as reductions in long term costs of care.
Reduce barriers to rehabilitation services. For example, from a physiatric point of
view, there are many patients who need the level of care provided in an inpatient
rehabilitation facility (IRF) but are not able to access IRF services because they do not
meet the regulatory requirement to participate in or benefit from 3 hours of therapy on
a daily basis. We believe this creates artificial barriers to care that could lead to higher
quality and less costly outcomes than other alternatives. Models should seek to
remove these barriers to ensure that patients receive the care they need.
Reduce barriers to durable medical equipment needed to support rehabilitation and
recovery. While many physiatric patients require the use of specialized equipment to
assist in their rehabilitation, current coverage policies preclude Medicare payment for
such equipment. In order to maximize patients’ ability to return to full function, we
believe additional flexibility is needed to increase coverage and payment for such
equipment.

AAPM&R would be happy to engage with CMS to see such models come to fruition, in order
to improve care for physiatric patients and support meaningful participation of PM&R
specialists in APMs.
Conclusion
Thank you for considering these comments. If you have any questions, please contact the
Academy’s Manager of Health Policy, Kate Stinneford.
Sincerely,

Christopher J. Standaert, MD
Chair, Innovative Payment and Practice Committee
American Academy of Physical Medicine and Rehabilitation

November 20, 2017

Seema Verma
Administrator
Centers for Medicare & Medicaid Services (CMS)
Department of Health and Human Services
200 Independence Ave., SW
Washington, DC 20201

RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction Request
for Information

Dear Administrator Verma,
The American Academy of PAs (AAPA), on behalf of the more than 115,000 PAs (physician assistants)
throughout the United States, appreciates the opportunity to provide comments on The Centers for
Medicare and Medicaid Innovation’s (CMMI) proposed new direction. We support CMMI’s objective
process to analyze care models to determine which models are working, and thus warrant expansion;
which are not working, and should be terminated; and which are yet to indicate their level of success or
failure. AAPA suggests caution in how quickly CMMI declares success or failure of a particular care
model in either increasing quality or reducing cost, or both, as it may take time for some new models to
demonstrate their effectiveness. AAPA supports the identification and replication of innovative,
evidenced-based care models that authorize all members of the healthcare team to practice at the top of
their license as those care models will benefit patients by improving access and driving the health system
toward more efficient and effective care delivery.
In an effort to more successfully achieve its goals, CMMI has determined that a new direction is
necessary, and has identified six guiding principles and eight focus areas to guide its work. AAPA is
providing comments on four of these six guiding principles. For your convenience, we have divided our
comments by “principle.”

Patient-centered care
CMMI expresses interest in having beneficiaries, families and caregivers take ownership of their care by
utilizing necessary information to make care choices. AAPA supports the sharing of necessary
information to beneficiaries and their caregivers to make necessary care decisions, and consequently
recommends CMMI take steps to ensure patients are aware of all of their care options. All eligible health
professionals, including PAs, should be included in all outwardly-facing resources intended to help
beneficiaries evaluate and select care options, such as provider directories and The Centers for Medicare
and Medicaid Services’ (CMS) Physician Compare website.

Benefit design and price transparency
CMMI supports the use of data-driven insights to promote high quality, lower cost care. But data driven
insights are dependent on accurate information that attributes the care provided to the appropriate health
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professional. Consequently, CMS must be able to fully capture and evaluate a PA’s contribution to patient
care if it intends to publicize accurate data regarding the effect of staffing and clinical interactions on
these models. This suggests that in order to align with this guiding principle, CMS must finally address the
issue of health professionals, such as PAs and nurse practitioners (NPs), being relegated to hidden
provider status under scenarios that utilize “incident to.”
AAPA further suggests that models which seek to reduce cost while maintaining high-quality care may
increasingly recognize the benefit from utilizing PAs under such models due to the enhanced value they
present (based on the cost of employment vs. the output and outcome). As the physician shortage
worsens, health professionals such as PAs will be relied on to a greater extent for high-quality and lowcost care provision and data accuracy will become increasingly dependent on their complete
transparency.

Transparency model design and evaluation
Under this guiding principle, CMMI reinforces the goal of its agency to transparently design and evaluate
its models. AAPA believes the need for transparency in publicizing any results or outcomes is just as
important as transparency and cooperation in model design and evaluation and must be prioritized.
Lessons learned from evaluations of models, with CMMI providing any appropriate context and caveats,
should be disseminated widely so other interested parties may seek to participate in, or replicate,
successful models. While participants may request the reporting be done in an anonymous fashion, as
some information will be sensitive, comparability of performance data and the extrapolations of themes
for the creation of future care models is central to CMMI’s stated purpose.

Small scale testing
CMMI endorses testing smaller-scale models. However, AAPA advises that CMMI should not always
consider small models better. Some models may require a higher level of participation from health
professionals or beneficiaries, either for optimal operation or for economies of scale. Consequently,
details regarding the size of a model should be determined based on the individual characteristics and
intentions of that model. Further, if models are intended to be voluntary, as indicated by CMMI’s second
guiding principle, certain models may prove to be more popular and there may be significant interest in
participating in some models more than others.
Similar to the above section, AAPA is providing comment on five of the eight focus areas for testing
models. For your convenience, we have divided our comments by “focus area.”

Expanded Opportunities for Participation in Advanced Alternative Payment Models (APMs)
AAPA supports expanding opportunities for participation in Advanced APMs. CMS has been clear that a
goal of the Quality Payment Program (QPP) is to transition health professionals and beneficiaries into
Advanced APMs. This will require creating more Advanced APMs, expanding existing Advanced APMs,
and identifying current APMs that can be adapted to meet the Advanced APM standard. However, AAPA
cautions that CMS should not increase the number of models considered Advanced APMs merely to
expedite the process. Models should reflect a meaningful shift to value-based care delivery and
established requirements of Advanced APMs should not be diluted for the sake of expansion.
One complicating factor in promoting Advanced APM participation is that CMS has increased flexibilities
in the 2017 and 2018 MIPS regulations. While there is value in ensuring that health professionals have
appropriate time and the resources to transition to Advanced APMs, the flexibilities, which either excuse
or better accommodate health professionals under the Merit-based Incentive Payment System (MIPS),
reduce the incentive to explore the possibility of Advanced APM participation.
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CMS can help encourage individual health professionals to make the shift to the Advanced APM track by
providing clear guidance regarding what it will take to transition/participate under an Advanced APM,
providing assurance of long-term stability regarding participation requirements and advertising, and
potentially enhancing, the potential for a positive adjustment.
Consumer-Directed Care & Market-Based Innovation Models
CMMI has stated that consumer-directed care and market-based innovation models will “facilitate and
encourage price and quality transparency, including the compilation, analysis, and release of cost data
and quality metrics that inform beneficiaries about their choices.” If data are to be used for beneficiary
decision-making, it underscores the importance of these data being accurate and understandable to
beneficiaries. Patients should be aware of all care options, and be able to view and interpret accurate
performance data for all available health professionals, including PAs. Further, not only should
consumers be more aware of their options for care and understand provider performance based on
accurate and complete data, but beneficiaries must also be able to receive medically necessary care from
the health professional they select. All health professionals should be authorized to practice to the highest
level of their education, training and expertise.
CMMI suggests some consumer-directed care may include groups of providers bidding on the payment
amount to beneficiaries. While in principle this may seem like a good idea that promotes competition and
beneficiary participation in their care decisions, we are concerned regarding the potential for significant
variation in procedure pricing. There may be substantial discrepancies in the prices people pay for care,
as some patients, due to limited time or expertise, may find accepting bids and negotiating prices to be
burdensome. AAPA recommends CMS simplify and automate the process of comparing prices for
services. Perhaps permitting beneficiaries to post prices next to online reviews, thereby encouraging price
transparency and allowing beneficiaries to learn of, and benefit from, the negotiations of other patients
who have previously received the same service would be helpful.

Physician Specialty Models
AAPA cautions CMMI against using physician-centric language such as “physician specialty models”
when other qualified health professionals may provide specialty care and benefit from such models as
well. In addition to changing the language used, AAPA recommends CMS provide clarification, as it did
with Physician-focused Payment Models (a term that was statutory), that reiterates the broader
applicability of the models to professionals like PAs.

State-Based and Local Innovation, including Medicaid-focused Models
CMMI has indicated an interest in exploring Medicaid-focused models. However, AAPA requests CMMI
ensure that these models, and a PA’s participation in them, are not hampered in their ability to deliver
care by the fact that a state may not fully enroll PAs as rendering providers. There are six states that do
not yet enroll PAs as rendering providers under the state Medicaid program. We are concerned this lack
of rendering provider status will negatively affect the ability of PAs to participate and be recognized in
some of the new care models. CMS should strongly encourage or require the remaining states to change
their policies and fully include PAs as rendering providers. PAs are one of three health professional
groups, in addition to physician and advanced practice nurses, who deliver primary care services.

Mental and Behavioral Health Models
AAPA is concerned models that focus on mental and behavioral health may be restrictive of health
professionals like PAs, if Medicare policy is not appropriately modified. PAs are covered by Medicare
when they provide mental and behavioral health services to Medicare patients in outpatient settings,
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consistent with state law scope of practice. Inpatient psychiatric services, however, are highly restricted,
as patients are required to be under a physician’s supervision and progress notes must be recorded by a
physician. Authorizing PAs to provide and document care to patients in psychiatric hospitals would
improve access to care for these patients and promote greater efficiency of forthcoming mental and
behavioral healthcare models.
Finally, CMMI provided a series of questions at the end of its RFI to elicit comments from stakeholders.
AAPA would like to provide an answer to one of these questions.
Question: How can CMS further engage beneficiaries in development of these models and/or participate
in new models?
AAPA supports CMMI efforts to engage beneficiaries in the development of models, but suggests the
agency also extend the opportunity for inclusion to other stakeholders. CMMI’s new models and direction
will benefit from broad input from various health stakeholders who can provide important perspectives
and identify unique delivery system issues. AAPA recommends CMMI partner with health associations,
like AAPA, which have established networks of interested stakeholders, in order to identify those who can
provide assistance in the creation and implementation of these new models.
Thank you for the opportunity to provide feedback on the CMMI New Direction RFI. AAPA welcomes
further discussion with CMS regarding our positions and comments. For any questions you may have in
regard to our comments and recommendations please do not hesitate to contact Michael Powe, AAPA
Vice President of Reimbursement & Professional Advocacy.
Sincerely,

Tillie Fowler
Senior Vice President
Advocacy and Government Relations
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November 20, 2017
Seema Verma, MPH
Administrator
Centers for Medicare and Medicaid Services
Baltimore, MD 21244
Submitted electronically via CMMI_NewDirection@cms.hhs.gov
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma,
On behalf of the 1,600 members of the American Alliance of Orthopaedic Executives (AAOE), the
20,000 physicians they serve, and the 27,000 people they employ, we are pleased to provide
comments on the Centers for Medicare & Medicaid Services’ (CMS) request for information (RFI)
concerning the new direction of the Center for Medicare & Medicaid Innovation (CMMI or the
Innovation Center).
We thank CMS for soliciting stakeholder feedback in planning for the new direction of CMMI
under your leadership and are encouraged by the guiding principles CMS established in the RFI.
We encourage CMS to consider the quadruple aim of healthcare (cost, quality, patient
experience, and provider experience) when designing Innovation Center models for the
Medicare program. Historically, the triple aim (cost, quality, and patient experience) has been
the focus of these models but through our experiences participating in these models, we have
found that provider experience is a critical component of healthcare delivery in the United
States.1 Absent a consideration of the quadruple aim, we fear that CMS’ efforts to redesign
Medicare’s payment structure through innovative models of care will falter and fail to reach the
desired outcomes.
Our comments have been aligned to each of the guiding principles that CMS outlined in the RFI.
We have also provided comments on the potential models included in the RFI.
1. Choice and Competition in the Market
a. Patient Experience Measures
AAOE strongly believes that patient choice in providers and competition among those providers
has the potential to reduce costs and improve quality. We encourage CMS to implement more
1

Jennifer Haas, et al. “Is the Professional Satisfaction of General Internists Association with Patient Satisfaction?” in
Journal of General Internal Medicine, Vol. 15, No. 2, pp. 122-128, February 2000,
http://onlinelibrary.wiley.com/doi/10.1046/j.1525-1497.2000.02219.x/full (accessed November 13, 2017).
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Innovation Center models that would spur competition among providers. However, we believe
that CMS should be wary of the emphasis placed on patient experience and/or satisfaction for
purposes of reimbursement. There are a number of variables that can influence a patient’s
experience with a medical practice and we do not believe that the current tools to measure
those experiences are proficient at controlling these variables. Patient age, sex, ethnicity, and
housing and employment statuses have been shown to determine a patient’s perception of their
experiences. 2 All of these variables are outside the control of the physician and give little insight
into the actual quality of care provided.
This is not to say that patient experience is not an important aspect of the care our physicians
provide. We urge CMS to treat current patient satisfaction tools with caution and prioritize other
metrics such as cost and quality and we encourage CMS to continue to research appropriate
patient experience measurement tools that proficiently measure patient experience.
b. Functional Status Measures
Practices must be able to compete with other practices, not just on cost but also on quality of
the care provided. We encourage CMS to emphasize quality measures that adequately measure
the quality of care provided. In orthopaedics, the functional status of the patient following
surgery is far more important than the patient’s blood pressure or tobacco status. Including
measures focusing on functional status will allow patients to adjudge the quality of the care
provided by a particular musculoskeletal provider.
In using an easily understood concept such as postoperative functional status, CMS would allow
patients to determine if a provider’s outcomes fit with their own desired outcomes; namely, a
return to the functional status they enjoyed prior to their osteoarthritis diagnosis. CMS is
already testing eCQMs for functional status assessment for total hip and knee replacements
(CMS56v5 and CMS66v5, respectively) and we encourage CMS to include these measures in any
Innovation Center model with a musculoskeletal care component. We also encourage CMS to
include these measures in future iterations of the Quality Payment Program (QPP).
c. Repeal of Ban on Physician-Owned Hospitals
We join many other healthcare organizations in calling the ban on expansion and de novo
physician-owned hospitals a black-eye on competition in healthcare. We encourage CMS to
implement an exception to this ban (as enacted by Section 6001 of the Patient Protection and
Affordable Care Act (Public Law 111-148)) for those entities or physicians participating in
Innovation Center models.
2

Chris Salisbury, et al. “Patients’ experience and satisfaction in primary care: secondary analysis using multilevel
modelling.” In British Medical Journal, Vol. 341, No. 7777, 16 October 2010, pg. 820.
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Our members desire to operate specialty-specific hospitals to better control quality and the cost
of care provided to patients and to respond to the demand for surgical services. In a recent post
on The Hill’s Congress Blog, AAOE member Richard Nelson, MS, indicated that the rural hospital
in North Dakota where his surgeons perform both inpatient and outpatient procedures is unable
to keep up with the demand for orthopaedic care. The only way for the hard-working people of
North Dakota to receive timely musculoskeletal care is for Mr. Nelson’s practice to open a
specialty hospital. Under Section 6001, The Bone and Joint Center is not permitted to respond to
the demand for musculoskeletal care in North Dakota by opening a specialty hospital. That leads
to increased wait times for surgical procedures.
Increased wait times lead to negative social and economic consequences. Patients suffer
negative consequences with increased wait times for surgical procedures including lost work
days, lost productivity, and lost wages. Additionally, long wait times have been shown to
negatively affect patient outcomes for hip and knee replacements. 3 Additionally, the
deadweight loss associated with increased wait times would prohibit our practices, through our
physicians, from operating efficiently.
Physician-owned hospitals also play a role in slowing the consolidation of the healthcare
provider market. Since the passage of the ACA, provider consolidation has been rapidly
increasing with formerly independent providers selling their practices to hospital-led health
systems. By repealing section 6001, these providers could pool their resources to open a
physician-owned hospital rather than further contributing to hospital market concentration.
Increased market concentration leads to fewer treatment choices for patients; fewer
employment opportunities for physicians, practice executives, and clinical and administrative
support staff; and increased costs to patients, insurers, and government payers. 4
Large hospital-led health systems have tried to discredit specialty hospitals by arguing that the
quality of care a patient receives at a specialty hospital is sacrificed to line the pockets of the
physician owners. The evidence available points to this claim being false. A 2013 Kaiser Health
News analysis of data from CMS shows that of the 161 physician-owned hospitals eligible to
participate in the ACA’s quality programs, 122 (76%) are being financially rewarded for meeting
quality goals. This is contrasted with hospital-led health systems in which 74% are being
penalized for failing to meet the ACA’s quality goals.
Opportunities for cost stewardship and quality enhancement through standardization and
specific focus are lost absent these vertically integrated hospitals. The ban thus institutionalizes
3

Nikolova, Silviya, “The Impact of Waiting Time on Health Gains from Surgery: Evidence from a National Patientreported Outcome Dataset,” in Health Economics, vol. 25, no. 8, August 2016, pp. 955-968.
4
Chernew, et al. “Association of Financial Integration Between Physicians and Hospitals With Commercial Health
Care Prices,” in JAMA Internal Medicine. Vol. 175, no. 12, October 2015, pp. 1932-1939.
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expensive, non-innovative, non-quality care and leaves the physician community with little
recourse to improve quality outcomes and significantly reduce surgical costs.
Additionally, specialty hospitals have been improperly accused of cherry-picking patients (i.e.
refusing service to less healthy patients). This is false. The British Medical Journal (BMJ)
published research in 2015 showing that there are no “clinically or statistically significant
differences in patient mix between physician-owned hospitals and non-physician-owned
hospitals [in the United States].” Additionally, it was shown that costs and Medicare payments at
physician-owned hospitals were similar to, or lower than, those costs at non-physician-owned
hospitals.
It has been reported widely by the Physician Hospitals of America, the industry group that
represents physician specialty hospitals, that physician specialty hospitals have, or will have,
saved Medicare $3.2 billion over 10 years or, $320,000,000 per year. We believe that if the ban
on expansion and creation of physician specialty hospitals were to be lifted, this number would
increase and force Inpatient Prospective Payment System costs down as the larger, less efficient
health systems are forced to compete with their nimbler cousins.
Indeed, in an analysis of Medicare average claims data, we determined that physician-owned
hospitals saved the Medicare Trust Fund an average of $2,343.41 on the top billed orthopaedic
procedures (per procedure, per facility) in 2015. When we consider the top 100 medical
procedures, regardless of specialty, physician-owned hospitals saved Medicare $777 dollars per
procedure, per facility in 2015. We believe that this is compelling evidence that physician-owned
hospitals particularly physician-owned orthopaedic hospitals, have a role to play in cutting costs
without sacrificing quality of care.
Every election cycle, we hear concerns from policy-makers that the Medicare Trust Fund which
funds Part A Medicare expenses is fiscally insolvent or will be broke at some point in the future.
The cost savings realized by the innovative care provided at cheaper physician-owned specialty
hospitals could help the Trust Fund maintain its solvency while policy-makers determine ways to
ensure Medicare’s soundness for generations to come.
Hospitals seeking to maintain the ban on physician-owned hospitals have raised the specter of
rampant abuse of physician self-referral laws. They fail to mention, however, that Medicare’s
march toward value-based reimbursement renders the debate surrounding physician selfreferral moot.
Under the value-based reimbursement methodology, providers who refer more services than
are clinically necessary are penalized for being a high-cost provider. Value-based payment
methodologies have the potential to effectively and efficiently regulate bad actors with minimal
action by government officials. Therefore, hospital claims that physician-owned hospitals will
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lead to overutilization of services are little more than scare tactics designed to limit competition
in the market for healthcare services.
Communities in which physician specialty hospitals exist not only enjoy high quality, low cost
care but also enjoy a corporate citizen that can support the initiatives of the community not just
through the payment of local, state, and federal taxes but also through the sponsorship of
athletic teams, community organizations, schools, and festivals. The City of Indianapolis enjoys a
strong partnership with its physician-owned orthopaedic specialty hospital, OrthoIndy, formerly
the Indiana Orthopedic Hospital.
OrthoIndy uses its position in the community to support the Triple-A Indianapolis Indians, build
homes through Habitat for Humanity, and support the following causes: Indianapolis Fire
Department’s Survive Alive Village, Servants at Work, the Indianapolis Neighborhood Housing
Partnership, St. Anthony Parish Gymnasium, Indiana Canine Assistance Network, Morning Dove,
and Back on My Feet. Without OrthoIndy’s corporate citizenship, these causes and others would
lack needed resources to make positive change within the Central Indiana community.
Other communities deserve the same kind of corporate citizenry and competition for specialty
care that Indianapolis enjoys in its relationship with OrthoIndy. We urge CMS to create an
exception to Section 6001 for physician-owned hospitals and physicians participating in
Innovation Center models to expand or invest in new physician-owned hospitals.
d. Inpatient Only List
Currently, CMS compiles an annual list of procedures that may only be reimbursed on an
inpatient basis. CMS’ authority for the Inpatient Only List (IPO List) can be found at 42 CFR §
419.22 which gives the Secretary of Health and Human Services the authority to designate
services and procedures requiring inpatient care. This section of the Code was created in 2000
when CMS implemented the Outpatient Prospective Payment System for services reimbursed in
an outpatient setting. We believe that the existence of the IPO List negatively impacts
competition for healthcare services and innovations in peri-operative, surgical, and
postoperative care.
Over the past several years, total joint arthroplasty (TJA) has seen innovations in anesthesia,
implant durability, robotic assisted procedures, the combination of continuous passive motion
machines and pain medication to prevent clots, etc. Unfortunately, until Medicare permits the
reimbursement of services performed in outpatient settings, specifically in ambulatory surgery
centers (ASCs), these innovations cannot be tested and built upon within the Medicare
population.
We encourage CMS to relax its rules concerning the IPO List to allow for greater innovation in
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the care of Medicare beneficiaries. Most outpatient facilities, including ambulatory surgery
centers (ASCs), are capable of providing high quality care to beneficiaries that is equivalent to or
surpasses the care received at an inpatient acute care hospital. Continued reliance on the strict
no-reimbursement policies of the IPO List threatens to stifle innovation, further increase costs,
stagnate quality, and limit competition and patient choice.
We are not arguing for a complete removal of the IPO List. Instead, we are asking CMS to relax
the rules surrounding reimbursement for the procedures detailed in the List to allow
reimbursement for these services in an outpatient setting when the provider is taking part in a
CMMI bundled payment model or the beneficiary, fully understanding the risks associated with
outpatient surgery, prefers to undergo treatment in an outpatient facility rather than in an
inpatient facility. The goal should be for the physician, in consultation with the patient, to
determine the most appropriate time and treatment setting to achieve the optimal outcome for
the patient.
Many of the procedures our physicians perform on a daily basis can be performed safely in an
ambulatory surgical setting including total knee arthroplasty (TKA), total hip arthroplasty (THA),
total ankle arthroplasty (TAA), and total shoulder arthroplasty (TSA). CMS’ recent decision to
remove TKA from the IPO List is a laudable first step but its exclusion from the ASC Covered
Procedures List is concerning. We encourage CMS to allow those physicians participating in
Innovation Center Models to test the performance of TKA, THA, TAA, and TSA in an ASC setting
on the Medicare population. This will help to reduce Medicare’s total costs for these
procedures, increase the quality of care our Medicare patients receive, and improve patient
satisfaction with surgical services.
We also encourage CMS to include these procedures in the bundled payment programs that
CMS is already administering including the Bundled Payments for Care Improvement (BPCI)
model and the Comprehensive Care for Joint Replacement (CJR) model. We also encourage CMS
to work closely with the Center for Medicare and Medicaid Innovation on the creation and
implementation of the planned next iteration of the current BPCI initiative, and include
outpatient and ASC reimbursement for total joints within this model.
Currently, a BPCI Model 2 episode can only be triggered by an inpatient admission. Should this
requirement carry over into the new BPCI, while a concurrent shift occurs with the proposed
movement of knee and possibly hip replacements into the outpatient setting, episode initiators
in new BPCI will be at a significant disadvantage. Clearly, healthier, less comorbid patients will be
moved to the outpatient setting, while new BPCI providers will be left managing the most
medically complex patients. CMS should not be incentivizing the removal of cheaper patients
from the inpatient setting and thus the bundle thereby penalizing bundle participants who will
be left with only the most medically complex patients. While we are hopeful CMS will employ
some method of risk stratification to avoid significant distortions within the target pricing
6602 East 75th Street, Suite 112, Indianapolis, IN 46250 800-247-9699 info@aaoe.net

methodology, the absence of historical cost data for outpatient joint replacements would prove
problematic to setting such prices for comorbid patients early in the program. This could lead to
early and widespread dissatisfaction of the new program with participating physicians, and their
exodus from the program.
We would encourage CMS to adopt a multi-year data collection program led by specialty
societies on outpatient total joint pricing to allow the specialty societies to establish baselines
and a risk stratification model to accurately reimburse providers for services rendered to more
medically complex patients. This model could then be adopted by CMS to appropriately
reimburse practices and physicians for services rendered. Absent fair, stable, and predictable
target pricing, we fear that episode initiators will leave the program and efforts to reduce costs
through bundled payment models will be dealt a serious blow.
2. Provider Choice and Incentives
a. Site of Service Choice
We reiterate our support for the removal of TKA, THA, TAA, and TSA from the IPO List and
allowing reimbursement for these procedures in an ASC setting. We would be interested in
working with CMS to design an Innovation Center model that would allow for this as well as
refining existing and upcoming CMMI models to allow the patient and physician to select their
desired site of service.
b. Physician-led Models
As practice executives, we share CMS’ belief that bundled payments for episodes of care show
great promise for reducing the costs of care while also improving quality and outcomes.
However, CMS’ history of placing hospitals at the forefront of financial responsibility for episode
costs and quality have caused our members great concern. For many elective orthopaedic
procedures, the physician is the initiator of the episode and the beneficiary’s key care provider.
Because of this, we believe that physicians are in the best position to coordinate care and have
the most at stake in ensuring optimal outcomes for the patient. In many cases, beneficiaries and
their orthopaedic surgeons have built a relationship over many months or years and to have the
patient’s care suddenly directed by a hospital and not a physician will undoubtedly be confusing
to the patient and damaging to the physician-patient relationship.
We believe that physicians participating in Medicare’s bundled payment models should have the
freedom to choose the manner in which they participate. Should participating physicians choose
to participate under the direction of a hospital or health system, they have the freedom to do
so. However, we urge CMS to also give physicians the choice to participate under a non-hospital
convener such as a physician group practice or to assume full risk on their own.
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AAOE counts among its members both conveners and participants in the Bundled Payments for
Care Improvement (BPCI) model. Early indications point to the fact that physician group
practices have the capacity to create the infrastructure necessary to effectively create care
protocols and care redesign for entire orthopaedic episodes which meet, and in most cases,
exceed quality objectives while reducing costs. We encourage CMS to ensure that physicians
continue to have the opportunity to lead and manage entire episodes of care. The operating
physician is oftentimes the most appropriate provider to lead care in joint replacements and
other types of orthopaedic episodes, and is the natural focal point for development and
management of episode care design. As a consequence, the physician is also the provider
primarily responsible for the quality of care and hence the financial and reputational risk
occurring out of these procedures.
We encourage CMS to include opportunities for physician-led bundles and episodes of care in
current and future Innovation Center models.
c. Voluntary Models
AAOE is strongly opposed to mandatory demonstration programs but supports the work of CMS
to reduce the cost of care and improve quality of care. We appreciate CMS’ recent proposals to
cancel certain mandatory programs and scale back the mandatory nature of others and we
encourage voluntary participation in future demonstration programs.
We encourage CMS to establish voluntary programs for all future Innovation Center
demonstrations. We do not believe that mandatory participation is necessary to incentivize
hospitals and practices to participate in these demonstrations and would encourage CMS to
implement incentives to those entities participating in a demonstration. These incentives could
include a fixed monetary amount per quarter for each quarter that the entity is participating in a
demonstration, certain gainsharing arrangements that would incentivize providers, and/or nonmonetary relief from other quality payment programs such as Meaningful Use, the Physician
Quality Reporting System, the Value Modifier, the Quality Payment Program, the Hospital Valuebased Purchasing System, etc. Through a redesign of volunteer selection, CMS could institute a
cap on the number of participants while factoring in the cost of any incentive to ensure that a
particular demonstration still shows savings or at the very least exhibits budget neutrality. We
would encourage CMS to require that any entity receiving monetary incentives for participation
distribute the incentives in a fair manner to their physician collaborators.
CMS should be striving to increase voluntary participation in demonstration programs rather
than mandating participation. Mandating performance does little to improve the quadruple aim
of healthcare whereas voluntary performance allows physicians to determine the model that
best suits their patients’ needs. Voluntary performance has also shown to increase quality. In a
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retrospective, longitudinal study, researchers from the University of Michigan showed that
voluntary participation in programs like Electronic Health Records Incentive Program
(Meaningful Use), BPCI, and Medicare Accountable Care Organizations (ACOs) improved 30-day
risk-standardized readmission rates under the Hospital Readmission Reduction Program.5
Voluntary participation works and it is improving the lives of the patients we care for and we
encourage you to implement voluntary performance agency-wide.
d. Removing Barriers to Vertical Integration
We have already discussed the importance of physician-owned hospitals and how these entities
are improving care quality while lowering cost but there are other barriers to vertical integration
currently in the healthcare sector. As you know, the Stark Law prohibits physician referral of
patients to services in which the physician or a physician’s family member has a financial interest
unless an exception applies. The Secretary was given wide discretion by Congress to create
exceptions to the designated health services (DHS) covered by Stark and we encourage CMS and
the Department of Health and Human Services (HHS) to create exceptions for all DHS for
providers participating in Innovation Center models.
Medicare’s march toward value-based reimbursement has rendered Stark’s ban on physician
referral of DHS effectively moot as providers who over-refer services will be punished by the
reimbursement methodologies currently in use. Vertical integration of services is useful to our
practices to control the care continuum and ensure patient adherence to care plans. It is also an
added convenience for our patients who may prefer to have their laboratory tests, physical
therapy, imaging, home health services, etc. provided by their treating physician.
e. Accessible Demonstration Models
We encourage CMS to prioritize demonstration models that can help smaller practices be
successful in the new value-based reimbursement programs. The Physician-Focused Payment
Model Technical Advisory Committee (PTAC) has indicated a desire to see more demonstration
models specifically focused on small and rural practices 6 and these are the entities that typically
need the most assistance with the current demonstration models.
Many of the challenges faced by these practices deal with the intense care redesign and financial
investments these models require. Indeed, the Government Accountability Office (GAO) found in
a 2016 report that small and rural practices face challenges in five key topic areas:
5

A.M. Ryan, et al, “Association Between Hospitals’ Engagement in Value-Based Reforms and Readmission
Reduction in the Hospital Readmission Reduction Program”, in JAMA Internal Medicine, Vol. 177, No. 6, pp. 862868, 2017 June 1.
6
MACRA and Alternative Payment Models Developing Options for Value-based Care: Hearings before the Energy
and Commerce Committee Subcommittee on Health, House of Representatives, 115th Cong. 1 (2017).
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●
●
●
●
●

Financial Resources and Risk Management;
Health IT and Data;
Population Health Management Care Delivery;
Quality and Efficiency Performance Measurement and Reporting;
Effects of Model Participation and Managing Compliance with Requirements. 7

In its review, GAO found that there are resources available to small and rural practices to
achieve success in these programs but not all of these practices are able to access these
resources. Indeed, some of the organizations providing the resources needed by some of these
small and rural practices told GAO that they are selective about which practices they will form
partnerships with. We encourage CMS to incentivize partner organizations (such as awardee
conveners) that can assist small and rural practices with the challenges they face in participating
in these models to motivate them to partner with riskier practices and help these practices
realize the lower costs and higher quality these models foster.
f. Choice of Provider
There are a number of clinical providers that provide care to both Medicare and non-Medicare
beneficiaries in an orthopaedic setting. Many practices and outpatient orthopaedic offices utilize
athletic trainers to provide clinical care to patients under the supervision of the treating
physician. Current Medicare policy does not recognize athletic trainers as clinicians that are
eligible to bill Medicare for services provided to beneficiaries. We think this is an error that CMS
should readily correct as these providers can be instrumental in helping to keep the costs of care
down. Athletic trainers frequently collect patient data, provide home exercise protocols to
patients per the physician’s request, and fit braces/crutches and educate the patient on the use
of said treatments among other duties.
We encourage CMS to allow for Medicare reimbursement of athletic trainers as the clinical
providers they are.
3. Benefit Design and Price Transparency
a. Transparent Model Design
CMS has had a longstanding policy concerning stakeholder input on Innovation Center design. In
short, mandatory models were put through the notice and comment rulemaking process while

7

United States Government Accountability Office, Medicare Value-based Payment Models: Participation
Challenges and Available Assistance for Small and Rural Practices, GAO-17-55, December 2016,
http://www.gao.gov/assets/690/681541.pdf (accessed November 13, 2017).
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voluntary models were simply offered to potential participants. We encourage CMS to revise
this process.
The traditional rulemaking process, wherein a federal agency provides notice of a proposed rule
and a finite public comment period, is an important process to maintain when Innovation Center
models are introduced. This process gives stakeholders and, more importantly, the public
(including Medicare beneficiaries) the opportunity to provide information including support or
opposition to Medicare’s proposals to CMS. It is well established that through the notice and
comment process, agencies learn new information from stakeholder and public comments and
subsequently modify their proposals8 and we would expect the same to be true for Innovation
Center models. Our members have the expertise to understand if a particular proposal will work
in practice and we encourage the agency to solicit their feedback before implementing a new
model, whether mandatory or voluntary.
As evidence, under the current BPCI model, the national trend factor (NTF) employed by CMS to
determine episode initiator (EI) reimbursement has been declining to equate approximately 7-8
percent price deflation in unmanaged orthopaedic episodes of care. This is counter-intuitive to
the current trend for Medicare’s national costs which are escalating. The declining NTF has a
dramatic effect on an EI’s financial performance in the program. EI’s that have been successful in
reducing costs of care and managing episodes, have seen their reimbursements penalized
despite performing in the manner that the program intends them to perform. We cannot help
but wonder if the BPCI models had been subject to notice and comment rulemaking, would the
NTF be the issue that it is today (i.e. jeopardizing a largely successful program’s future)? We
think not.
4. Patient Centered Care
Patient centered care is an emerging field of care redesign that has the potential to drastically
alter the way in which providers interact with one another as part of the patient care team.
Concepts like the patient centered medical home (PCMH) are important to ensure that patients
are front and center in the minds of physicians. We encourage CMS, as it is designing new
models for testing, to keep the patient front and center in its rulemaking.
One way in which CMS can do this is to provide risk stratification in new and current Innovation
Center models. Risk stratification is a recognition by both CMS and physicians that there is not a
one-size-fits all approach to treating patients. Some patients simply cost more to treat than
others. Adding risk stratification to current and new models would ensure that even the most
high cost patients can receive care from physicians participating in value-based models rather
than being denied treatment because they are too costly and would “break the bundle.”
8

Andrew P. Moriss, et al., “Choosing How to Regulate,” in Harvard Environmental Law Review, Vol. 29, 2005, pp.
179-251, http://www.law.harvard.edu/students/orgs/elr/vol29_1/morriss.pdf (accessed November 14, 2017).
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5. Expanded Opportunities for Participation in Advanced APMs
The rest of our comments are directed towards policy changes that CMS should make to create
models that fairly and accurately reimburse providers for the care provided. As business and
healthcare executives, we are acutely aware of the position that CMS is in as it attempts to cut
costs and increase quality. We hope that these comments are helpful and can spur a dialogue
between our members and your agency to achieve the quadruple aim of healthcare.
In order to expand opportunities for participation in Advanced APMs (A-APMs) we encourage
CMS to focus on models that are designed specifically for small and/or rural practices. As we
have detailed above, there are a number of barriers that affect small and rural practice
participation in A-APMs. These barriers will continue to prevent participation if CMS does not
take action now to support these practices in care redesign. As part of this, we would encourage
CMS to adopt a risk structure that ties the amount of risk a physician or practice must shoulder
in these models to the amount of annual Medicare revenue the practice receives. Some
consideration would need to be given to small and rural practices that are dependent on
Medicare to maintain their practice but we believe that risk tied to the amount of Medicare
revenue a practice generates is a simple and fair way of determining how much risk a practice
should bear.
We also believe that the creation of physician-led A-APMs can entice hesitant physicians to
participate in A-APMs. Many physicians, particularly those practicing in independent medical
offices, are hesitant to engage with large health systems and, in many cases, trust their financial
performance to an entity that may have purchased the physician’s competitor(s). As we stated
above, physicians are capable of bearing “more than a nominal amount of risk” and coordinating
care among the clinical care team. Future Innovation Center models should include provisions
for physician-led bundles and current models such as the Comprehensive Care for Joint
Replacement (CJR) should be redesigned to allow for physician-led episodes.
In addition to our two recommendations above, we wish to re-emphasize the necessity of
voluntary models. Future A-APMs should be voluntary for any physician. While we believe that
A-APM participation is far more preferable over the complex and overly burdensome Meritbased Incentive Payment System (MIPS), there may be some physicians who would prefer to
participate in MIPS and that option should be left available for them.
We would encourage CMS to review the following list of waivers that may be necessary to
promote participation in A-APMs. This list is not exhaustive but we believe that these current
barriers may be inhibiting some physicians from taking advantage of the benefits of participation
in an A-APM:
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● Simplified rules governing physician vertical integration. If a physician is participating in
an A-APM or other Innovation Center model, CMS should waive the ban on DHS.
● Simplified rules governing gainsharing. Current gainsharing rules are complex and
overly burdensome.
● Allow patient incentives. Physicians participating in care re-design and value-based
reimbursement models should be able to incentivize patients to encourage them to
follow the appropriate care plan.
● Skilled nursing facility (SNF) and home health agency (HHA) waivers. Currently,
Medicare beneficiaries must have spent three days in an inpatient facility before they
are eligible for SNF or HHA coverage. Waivers to this policy are necessary for care redesign efforts that may focus on outpatient procedures.
● Exceptions to IPO List. Physicians participating in value-based care models should have
the opportunity to treat eligible patients in an outpatient facility (including ASCs)
regardless of the procedure’s presence on the IPO List.
6. Consumer-Directed Care & Market-Based Innovation Models
AAOE encourages price transparency as a way to spur competition among healthcare providers.
However, we do not believe that patients should be choosing a healthcare provider based on
cost alone. AAOE would support the creation of a national claims database that includes
information on cost as well as information on the quality of care the provider delivers. This
would help put the cost of care into context for patients while they are seeking a provider to
treat their ailment(s).
We refer you to our earlier comments on valid and relevant quality data. Data included in the
claims database must be relevant to the procedure under consideration and must be relevant to
the outcomes the patient is expecting, i.e. a return to the lifestyle they lived before the
injury/disease diagnosis.
AAOE would not support the creation of a preferred provider network as suggested in CMS’ RFI.
We fear that a preferred provider network (PPN) would inevitably wind up with the federal
government or its designee creating winners and losers in the Medicare program with little
recourse for those found on the losing side. Additionally, the creation of a PPN could have the
adverse effect of creating bare networks in certain states or certain areas of a state where only
one or two providers operate a practice. This does not support the goals of the Medicare
program, namely to provide medical care to America’s elderly. Instead it would vastly hinder the
ability of beneficiaries to gain access to quality medical care.
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To help facilitate the creation of a national claims database that could be queried by Medicare
beneficiaries and physicians, CMS and the Department of Justice may need to work together to
provide an antitrust safe harbor.
7. Physician Specialty Models
AAOE strongly supports the creation of physician specialty models, particularly if the models
meet our recommendations as outlined above. Namely:
● Physician-led models;
● Voluntary models;
● Model design is performed in a transparent manner;
● Models are accessible to small and rural practices as well as larger practices;
● Quality measures are valid and relevant to the specialty; and,
● Models allow for physician selection of site of service.
CMS has already created one specialty specific model that impacted orthopaedics, this is the
Comprehensive Care for Joint Replacement model. This model did not meet the specifications
we had listed above and we remain opposed to this model.
8. Medicare Advantage (MA) Innovation Models
AAOE encourages CMS to reevaluate the Medicare Advantage (MA) program. It is important to
note that traditional Medicare (TM) already pays below cost for many of the services provided
and MA plans, while tracking closely to TM, reimburse even lower than TM. In a 2017 study,
Trish et al discovered the mean MA price for the 11 most common Healthcare Common
Procedure Coding Systems (HCPCS) codes were only 96% of TM.9 When we take a closer look at
the data, we can see that MA plans exhibited a 6.7% interquartile price variation for HCPCS
27447 (Total Knee Arthroplasty) indicating a greater variation in reimbursement than in TM
(which exhibited only a 2.5% interquartile price variation). HCPCS 99213 (Office Visit
(Moderate)) exhibited greater variation in reimbursement with an 8.2% interquartile price
variation (TM only exhibited a 2.1% interquartile price variation for the same code).
These numbers may seem like we are concerned with pennies on the dollar but as MA
participation grows, these pennies are gradually turning into dollars and these are dollars that
can be reinvested in patient care. At this point, we are unable to reinvest these dollars in the
care of our patients. We encourage CMS to “cut out the middleman” from MA plans and
administer the program itself. There are many market-based reforms that CMS could implement
in the plans once they are under CMS administration. As of now, the insurance companies that
9

Erin Trish, PhD, et. al, “Physician Reimbursement in Medicare Advantage Compared with Traditional Medicare
and Commercial Health Insurance,” in JAMA Internal Medicine, Vol. 177, No. 9, 10 July 2017.
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administer these plans are paid more per beneficiary by CMS but not all of that money goes
toward patient care. Additionally, the current administrators of these plans are responsive to
shareholders and not the patients they cover or the providers they contract with.
Our practices have abundant evidence of MA degradation of Medicare coverage. For example,
one MA plan has denied approximately 75% of authorizations for the Freestyle Osteoarthritis
(OA) Knee Brace at a practice in Texas. This insurer claims that a mere diagnosis of OA is not
significant enough to authorize the brace when TM guidelines indicate otherwise. This kind of
behavior ultimately leads to confusion for the patient. On one hand, their trusted doctor is
telling them that the brace will help them feel better and get back to normal functionality and
on the other, the insurer is refusing to cover the cost of the brace and forcing the patient to pay
more out of pocket. MA beneficiaries are already paying more for their insurance coverage
(between $25 and $35 copays per visit on one plan as opposed to $16-$27 per visit on TM), and
now the MA program is telling them they must pay even more for the care they need. This is not
responsible healthcare for our nation’s elderly and disabled.
We encourage CMS to ensure that MA funds are used for the treatment of Medicare
beneficiaries and not for the payment of shareholder dividends or an insurance executive’s
bloated compensation package. The only way to do this is for MA plans to be administered by
the Centers for Medicare and Medicaid Services. Until this is done, AAOE cannot support an
expansion of the MA program or value-based payment models that maintain the MA status quo.
We appreciate CMS taking the time to invite stakeholder feedback on the new direction of the
Center for Medicare and Medicaid Innovation. Should you have any questions concerning our
recommendations, I encourage you to contact AAOE’s Manager of Government Affairs, Bradley
Coffey, MA.
Sincerely,

Ron Chorzewski, MBA, PT
2017-2018 President
American Alliance of Orthopaedic Executives
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November 17, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Innovation Center New Direction Request for Information (RFI)
Dear Administrator Verma,
On behalf of the American Ambulance Association and our more than 550 members,
I am pleased to share with the Center for Medicare and Medicaid Innovation (Innovation
Center) the American Ambulance Association’s ideas for a pilot program that would
address some of the focus areas outlined in the Innovation Center New Direction Request
for Information (RFI). As described in detail below, we believe that a pilot that would allow
ambulance providers and suppliers to transport Medicare and Medicaid beneficiaries to
destinations currently prohibited under federal law, such as behavioral and mental health
centers, would improve patient outcomes, be more patient-centered, and reduce overall
Medicare spending. In addition to submitting this letter, we hope to be able to meet with
the Innovation Center team in the near future to discuss the ideas in more detail.
The AAA is the primary trade association for ground ambulance service providers
and suppliers in the United States. We promote health care policies that ensure excellence
in the ambulance services industry and provide research, education, and communications
programs to enable our members to effectively address the needs of the diverse
communities they serve. AAA members provide coverage to more than 75 percent of the
U.S. population with emergency and non-emergency ambulance services.
I. Background
As the federal government, state policymakers, and commercial payers look to find
innovative ways to provide high quality health care in the most efficient setting, it is
critically important that the role of ambulance services – both emergency and nonemergency – are recognized and taken into account. Since their initial inclusion in the
Medicare program, ambulance services have evolved and today provide health care
services that were only available in a hospital emergency room or physician’s office twenty
years ago. In addition, the unique training and skills of ambulance service personnel allow
other health care providers to confidently transfer patients too ill to travel by conventional
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means to the most appropriate, cost effective health care settings, even when there is no
specific emergency. Ambulance services provide a critical link in the health care system,
but current law limits their ability to use their unique skills in innovative ways that can
improve patient outcomes and reduce overall health care expenditures.
In the spring of 2016, the American Ambulance Association (AAA), National
Association of EMS Physicians (NAEMSP), National Association of EMTs (NAEMT), and
National Association of State EMS Officials (NASEMSO) supported a set of policy
recommendations that would stabilize the current Medicare ambulance benefit and set the
stage for innovation. While that Joint Statement included the full spectrum of reform
proposals that these organizations believe are important to promote the goals of
promoting patient-centered care, empowering beneficiary choice, reducing cost, and
improving outcomes, we appreciate that these reform efforts may need to be sequenced to
allow for the immediate adoption of certain policies and/or pilots, while allowing for
additional time to develop the appropriate data and information needed to pursue larger
scale reforms.
Therefore, in this letter, the AAA sets forth our recommendations for the immediate
adoption of a broad-scale pilot to allow ambulance suppliers and providers to transport
Medicare and Medicaid beneficiaries to destinations other than hospitals when medically
appropriate. This recommendation is consistent with the goals of the broader Emergency
Medical Services (EMS) community, as well as with work being done within various State
Medicaid programs and private insurance companies.
II. Executive Summary of Recommendation
In sum, the AAA recommends that CMS launch in early 2018 an Ambulance
Alternative Destination Transport (AADT) pilot under current Innovation Center authority.
The goal of the pilot would be to demonstrate that by using appropriate medical protocols
ambulance providers and suppliers (as defined by federal, state, and local laws) are able,
with the engagement of patients to appropriately direct individuals who call 911 or
equivalent systems to the most appropriate care setting, reducing the number of
Emergency Department visits, thus saving the Medicare and other insurers significant
dollars overall. The pilot would build upon the work and findings of the Health Care
Innovation Grants, as evaluated by RTI International.1 The AADT pilot would allow for
participants to be ambulance suppliers, as well as those designated as hospital-based
providers. Participants would represent all types and sizes of ambulance providers and
suppliers, as well as geographical areas served. While savings from the pilot would be
shared in the form of incentive payments to participating providers and suppliers, the AAA
strongly recommends that once proven successful, CMS incorporate alternative destination
policies into the Medicare Ambulance Fee Schedule and use the savings to create
1See,

RTI International “Evaluation of the Health Care Innovation Awards: Community Resource Planning,
Prevention, and Monitoring, 3rd Annual Report Addendum” (August 2017).
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economically stable rates and enact other reforms. We anticipate that the pilot could span
3-5 years.
III.

Rationale for the AADT Pilot

Several studies have examined the role of emergency medical services
(EMS)/ambulance providers and suppliers in assisting in efforts to ensure that patients in
need of medical care are directed to the most appropriate facility/provider.2 Reports have
estimated that 11 to 61 percent of ambulance transports may not require immediate care
an emergency department setting3 and that a significant number of ambulance transports
to emergency departments could have been safely treated in an alternative environment.4
A 2013 Health Affairs article found that:
Using 2005–09 Medicare claims data and a validated algorithm, we estimated
that 12.9–16.2 percent of Medicare-covered 911 emergency medical services
(EMS) transports involved conditions that were probably nonemergent or
primary care treatable. Among beneficiaries not admitted to the hospital,
about 34.5 percent had a low-acuity diagnosis that might have been managed
outside the ED. Annual Medicare EMS and ED payments for these patients
were approximately $1 billion per year. If Medicare had the flexibility to
reimburse EMS for managing selected 911 calls in ways other than transport
to an ED, we estimate that the federal government could save $283–$560
million or more per year, while improving the continuity of patient care. If

2See, e.g., Kizer KW, Shore K, Moulin A. Community paramedicine: A promising model for integrating
emergency and primary care. 2013. Available at: http://escholarship.org/uc/item/8jq9c187; Morganti KG,
Alpert A, Margolis G, et al. Should payment policy be changed to allow a wider range of EMS transport
options? Ann Emerg Med. 2014;63(5):615-26; Battaglia N. Referral system allows responders to connect 911
callers to needed community-based services, reducing nonemergency calls. Agency for Healthcare Research
and Quality, 2010. Available at: https://innovations.ahrq. gov/profiles/referral-system-allows-respondersconnect-911- callers needed-community-based-services; Levinson DR. Medicare Payments for Ambulance
Transports. Washington, DC: Office of Inspector General, 2006; Billittier AJ, Moscati R, Janicke D, Lerner EB,
Seymour J, Olsson D. A multisite survey of factors contributing to medically unnecessary ambulance
transports. Acad Emerg Med. 1996;3:1046–52; Weaver MD, Moore CG, Patterson PD, Yealy DM. Medical
necessity in emergency medical services transports. Am J Med Qual. 2011 May-Jun;27(3):250–5; Patterson
PD, Baxley EG, Probst JC, Hussey JR, Moore CG. Medically unnecessary emergency medical services (EMS)
transports among children ages 0 to 17 years. Mater Child Health J. 2006;10:527–36; Camasso-Richardson K,
Wilde JA, Petrack EM. Medically un- necessary pediatric ambulance transports: a medical taxi service? Acad
Emerg Med. 1997;4:1137–41; Jacob SL, Jacoby J, Heller M, Stoltzfus J. Patient and physician perspectives on
ambulance utilization. Prehosp Emerg Care. 2008;12:176–81; Gratton MC, Ellison SR, Hunt J, Ma OJ.
Prospective determination of medical necessity for ambulance transport by paramedics. Prehosp Emerg Care.
2003;7:466–9; Brown E, Sindelar J. The emergent problem of ambulance misuse. Ann Emerg Med.
1993;22:646–50.
3See, Morganti, surpa note 2;
4 See, e.g., Kevin G. Munjal, Siri Shastry, George T. Loo, Daniel Reid, Corita Grudzen, Manish N. Shah, Hugh H.
Chapin, Brandon First, Sasilada Sirirungruang, Erin Alpert, Kevin Chason & Lynne D. Richardson (2016)
Patient Perspectives on EMS Alternate Destination Models, Prehospital Emergency Care, 20:6, 705-711
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private insurance companies followed suit, overall societal savings could be
twice as large.5
Other studies have suggested that the development of such models would promote a
more patient-centered care approach to emergency medical services. For example, a
patient survey conducted between June 2012 and May 2013 found that a substantial
proportion of patients supported a more patient-centered approach to care in which a 911
call would allow patients to be transported to alternative destinations outside of the
traditional hospital or emergency department context.6
Several states and local governments have begun piloting such programs with some
degree of success. For example, Wake County Emergency Medical Services in North
Carolina has worked with facilities in Raleigh to ensure that patients get to the most
appropriate care setting, not just an emergency department. Such alternative
destinations/care settings include psychiatric hospitals and substance abuse clinics. In
rural areas, these settings may include Federal Qualified Health Centers (FQHCs) or
Community Health Centers (CHCs). According to the North Carolina Department of Health
and Human Services, the program succeeded in saving the Medicare program
approximately $500,000. In addition, the program reduced overcrowding in hospital
emergency departments. According to the North Carolina Hospital Association, the use of
alternative destinations by ambulance providers and suppliers reduced wait times for
mental health patients from 78 hours to an hour.7 In North Carolina, the State’s
Department of Health and Human Services provided local ambulance providers and
suppliers with grants to train paramedics and for other program costs. In its report to the
State’s Department of Health and Human Services, Wake County Emergency Medical
Services estimated that the savings to Medicare ranged from $124 to $415 per patient.
The federal government has also shown interest in this area. A 2013 Department of
Health and Human Services white paper estimated that Medicare could save approximately
$600 million each year, if it were to begin reimbursing for alternative destinations as well
as treat and release8 protocols.9 This report clearly demonstrates that there is high value
in trying to pursue these models.
5Abby

Alpert, Kristy G. Morganti, Gregg S. Margolis, et al, “Giving EMS Flexibility in Transporting Low-Acuity
Patients Could Generate Substantial Medicare Savings,” 32 Health Affairs 2142-48 (Dec. 2013).
6Supra, Munjal, note 4.
7See, John Murawski, “Wake County EMS Has One Solution to Overcroweded Emergency Rooms” News
Observer (March 14, 2015) (available at http://www.newsobserver.com/news/local/counties/wakecounty/article14433806.html).
8 While this response to the Request for Information issued by the Innovation Center focuses on alternative
destination, as we note in the opening of our letter, the AAA strongly supports developing alternative
payment models that incorporate what has been traditional described as treat and release with referral to
other health care provider protocols. In order to develop such models, it is necessary not only to develop
medical consensus on protocols to govern such services, but also to understand the cost ambulance suppliers
and providers incur when providing these services. Currently, there is no national cost collection process in
place to allow such data to be collected and used to establish appropriate reimbursement options that could
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The Innovation Center already has awarded limited grants to allow ambulance
suppliers and providers to transport Medicare and Medicaid beneficiaries to alternative
destinations, as well. In its analysis of this pilot, RTI has concluded that the pilot reduced
overall health care spending while ensuring that beneficiaries were directed toward
destinations that were appropriate based on their medical needs.10 For example, Regional
Emergency Management Services Authority (REMSA) focused on alternative destinations
as part of its community paramedicine program and showed statistically significant
reductions in inpatient admissions. In its alternative destination transport program,
paramedics conduct advanced assessments of 911 patients with low-acuity medical
conditions and provide alternative pathways of care other than transport to a hospitalbased emergency department, including transport to urgent care centers and clinics, a
detoxification center, or mental health hospitals.11 While REMSA’s sample size was small
(115 beneficiaries receiving the alternative destination transport intervention matched to
115 beneficiaries not receiving the intervention), REMSA’s data show program savings
during the four-year grant period $1.8 million by avoiding 1,509 emergency department
visits.12
Current federal law, which the vast majority of states mirror, limits Medicare
reimbursement of emergency ambulance transports to only those instances when the
beneficiary is transported to hospital emergency departments.13 Medicare currently
distinguishes among the following providers by having unique payment systems for each
one:
•
•
•
•
•

Ambulatory Surgical Centers;
Hospital Outpatient Centers;
Inpatient Psychiatric Facilities;
Inpatient Rehabilitation Facilities; and
Long Term Care Hospitals.14

As others have recognized these current reimbursement policies make it impossible
for ambulance suppliers and providers to pursue the common sense solution of alternative

be used when testing treat and release models. We are committed to working with the Innovation Center to
develop such a system that would allow for appropriate reimbursement to be determined.
9Innovation Opportunities for Emergency Medical Services: A Draft White Paper from the National Highway
Traffic Safety Administration (DOT) Office of the Assistant Secretary for Preparedness and Response (HHS)
and Health Resources and Services Administration (HHS). http://www.ems.gov/ pdf/2013/EMS Innovation
White Paper-draft.pdf.2013.
10See, RTI International “Evaluation of the Health Care Innovation Awards: Community Resource Planning,
Prevention, and Monitoring, 3rd Annual Report Addendum” (August 2017).
11Id. Figure 3.1.
12REMSA, “A Model for Better Community Healthcare” (Oct 2017).
13 Medicare Claims Processing Manual, Pub. 100-04, Ch. 15, § 20.1.1; Id. at §410.40(e).
1442 C.F.R. § 410.40(e).
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destinations for beneficiaries who call 911 but may not need emergency department
services.
IV. Elements of Recommendation
A. Scope of Alternative Destination Pilot
To build on the work that the Innovation Center has undertaken in earlier pilots, we
recommend that CMS establish a two-phase pilot. In the first phase, CMS could work with
ambulance suppliers and providers to focus their work with facilities that treat patients for
mental and/or behavior health or substance abuse issues/conditions, such as mental
health facilities and detoxification centers. The second phase could broaden the scope to
include other settings, such as hospital outpatient facilities, inpatient rehabilitation
facilities, long-term care hospitals, or others facilities/providers that CMS and the pilot
participants agree are appropriate to meet the goals of the pilot. For example, it could also
include FQHC or other similar facilities for low acuity patients.
CMS would ideally contract with 30-50 ambulance suppliers and/or providers to
participate in the pilot. Selection of the participants should ensure that there is adequate
representation of the different ambulance organization types (such as private, not-forprofit, for profit, hospital-based, governmental entity, etc.) and geographic areas (such as
urban, rural, and super-rural).
The core operational elements of the models could include:
•
•

•
•
•
•
•
•

Protecting beneficiary choice to select the provider of their choice through the
use of appropriate consent practices;
Selection of a diverse and representative sample of ambulance providers and
suppliers willing to test innovative models for a patient-centered approach that
directs beneficiaries to the most appropriate facility/provider that can meet
their health needs;
Payment arrangements that recognize providers/suppliers who achieve reduced
savings, while protecting access to medically appropriate care settings;
Standardized outcome metrics that evaluate emergency department visits
avoided, hospitalizations avoided, and reduced Medicare spending;
Provision of monthly reports of these measures to support care improvement;
Strong beneficiary protections and comprehensive and frequent monitoring;
Evaluation; and
Shared learning that is continuous and data-driven.

B. Eligible Providers and Suppliers
Eligible providers and suppliers should meet all federal, state, and local licensure
requirements to provide ambulance services. They must be enrolled in Medicare and
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Medicaid. DMEPOS suppliers and drug/device manufacturers would not be eligible to
participate in the pilot.
Eligible providers and suppliers should meet certain good governance and financial
requirements to ensure their stability and ability to provide services throughout the
duration of the pilot. We would anticipate that these would include requiring the
ambulance provider or supplier to have an appropriate governing body with an
administrator of record that oversees the operations and staff of the organization, as well
as having an overall financial plan and budget demonstrating fiscal sustainability.
C. Beneficiary Eligibility and Matching Process/Notification
The ambulance provider or supplier would offer alternative destinations, as
medically appropriate to all patients, including Medicare beneficiaries, Medicaid
beneficiaries, and patients enrolled commercial insurance to the extent that these plans
and/or State law permit the use of alternative destinations. To be counted as a Medicare
beneficiary, an individual would need to be enrolled in Medicare Part A and B fee for
service (not enrolled in an Medicare Advantage plan, cost plan, or other non-Medicare
Advantage Medicare managed care plan), reside in the United States, receive services
within the defined service area, seek ambulance services via a 911 or 911-equivalent
system, and have an ambulance dispatched to provide services.
The results from the recent pilot program allowed for a range of beneficiaries being
provided with alternative destination during the three-year duration. For example, RTI
evaluated REMSA’s participation by matching 100 Medicare beneficiaries. We recommend
that CMS use the same minimum number and matching standards when establishing the
patients included in the AADT pilot. These minimums should be tailored to address the
patient populations being served by the participating ambulance provider or supplier. It
will be important for CMS to ensure that the minimum number of patients not be
implemented so strictly that rural and super rural ambulance providers and suppliers are
unable to participate in the pilot.
D. Protocol Development
Some studies have been conducted to assess the ability of paramedics to determine
the appropriate destination for patients. While the results have varied and have been more
theoretical in nature than reflecting actual practice in most instances, there is clearly a
need for additional protocol development and training to ensure that patients are triaged
appropriately.15 Therefore, a critical component and deliverable for any participant in an
15See, H A Snooks, J Dale, C Hartley-Sharpe, M Halter, On-scene alternatives for emergency ambulance crews
attending patients who do not need to travel to the accident and emergency department: a review of the
literature Emerg Med J 2004 21: 212-215 (March 12, 2013); see also, Michael M. Neeki, Fanglong Dong, Leigh
Avera, et al., Alternative Destination Transport? The Role of Paramedics in Optimal Use of the Emergency
Department, 17 Western Journal of Emergency Medicine 690-97 (Nov. 2016).
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alternative destination model should include the requirement to develop and test clinical
protocols.
E. Payment Mechanism
CMS should use the existing emergency payment and mileage rates that exist under
currently law for transports to alternative destinations.
As part of Phase 1 and 2 of the pilot, CMS could provided incentive payments to
participating ambulance providers and suppliers who establish savings for the Medicare
program, while reducing emergency department visits, and minimizing repatriation
occurrences of beneficiaries who are transported to a non-hospital or nursing home
setting. We recommend that the baseline for determining success be the Part A emergency
department expenditures for the previous three years (with the most recent year weighted
more heavily than previous years) for the ambulance providers and suppliers. Savings
would be determined by comparing the performance year’s Part A emergency department
costs with the baseline costs. CMS would award a percentage of the savings to the
participating provider or supplier if the percentage of emergency department visits and
repatriation occurrences were below an attainment benchmark established in cooperation
with the participating entity or demonstrated an agreed upon percentage of improvement
in the subsequent years (years 2 and 3) of the pilot.
For the AAA, we would anticipate that once the value of alternative destination
transports has been established, CMS would work with the industry to use the overall
savings to implement base rates under the ambulance fee schedule -- including rates
applicable to alternative destination transportation and other reforms – that better reflect
the cost of providing ambulance services.
F. Data Sharing
We also believe it will be critically important for CMS to share data relevant to
managing the pilot with participating providers and suppliers. This information would
include, but not necessarily be limited to, data about Medicare emergency department
expenditures in the relevant service area, information about Medicare Part B spending
relevant to the transports to alternative destinations, and repatriation (emergency
department visits, hospital admissions, and hospital readmissions) for the beneficiaries
served.
G. Evaluation Criteria and Reports
CMS and the participating providers and suppliers should evaluate the program on a
regular basis. While this would include formal annual evaluations overseen by CMS, it
could also include more informal periodic reports for internal use only.
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H. Transition into Phase 2
While the initial phase of the pilot could focus on the mental and behavioral health
area, which is one of the 8 focus areas described in the Innovation Center’s RFI, we
recommend that CMS expand the pilot after the first three years if the results demonstrate
success. Success would be defined as a reduction in Medicare Part A spending attributable
to the alternative destination pilot. The second phase of the pilot could expand the
approved alternative destination sites to include hospital outpatient departments, longterm care hospitals, or others facilities/providers that CMS and the pilot participants agree
are appropriate to meet the goals of the pilot. It could also open the pilot to an additional
group of providers and suppliers that would like to participate going forward.
I. Pathway to Incorporate in Medicare FFS
Once the two phases of the pilot are complete – or sooner if CMS deems it
appropriate, we recommend that CMS use its existing authority to incorporate the
alternative destination program into the ambulance fee schedule that would be accessible
by all Medicare beneficiaries and, ideally, all Medicaid beneficiaries. Again, we would ask
that the savings attributable to alternative destination be incorporated in a budget neutral
manner into reforms to establish the economic stability and modernization of the
ambulance fee schedule.
J. Length of Agreement
Because there are results from the previous pilot that included alternative
destination as one aspect, we believe that there could be some flexibility in the length of the
agreements with the ambulance providers and suppliers under the pilot. For example,
phase 1 could encompass three years, but phase 2 could be implement in year 2 or 3 of
phase 1 if CMS and the participants believe there was sufficient data to support an
expansion at that time. Phase 2 could then run concurrent with Phase 1 for two to three
years as well.
V. Public Reporting
At the end of Phase 1 and then again at the end of Phase 2, CMS and the participants
could publish public reports as to the results and lessons learned from the pilot, as well as
the rationale for extending it to the ambulance fee schedule for all beneficiaries.
VI. Conclusion
The AAA appreciates the opportunity to provide recommendations and information
under the Innovation Center’s RFI. We believe building upon and expanding the previous
pilot will result in substantial improvements in consumer-driven care, new Medicaid
models, and improved delivery of care for mental and behavioral health. We would
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welcome the chance to discuss with you and the team how we could move forward with the
ideas presented in our comment letter. Please feel free to contact Kathy Lester if you have
any questions; she will be in touch to schedule a meeting.
Sincerely,

Mark Posta
President
American Ambulance Association
cc:

Amy Bassano, Acting Deputy Administrator for Innovation and Quality & Acting
Director of the Center for Medicare and Medicaid Innovation

November 20, 2017
Amy Bassano
Acting Deputy Administrator for Innovation and Quality & Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, Maryland 21244
RE:

CMS Innovation Center New Direction

Dear Director Bassano:
On behalf of the American Association for Marriage and Family Therapy (AAMFT), we would
like to thank the Centers for Medicare & Medicaid Services for the opportunity to provide
feedback in response to the informal Request for Information (RFI) regarding a new direction for
the Innovation Center. AAMFT represents the interests of over 62,000 licensed marriage and
family therapists (LMFTs) in the United States.
AAMFT supports the guiding principles released by the Innovation Center for the development
of new models of healthcare payment and delivery. We support principles that promote patientcentered care and allow greater choice for CMS beneficiaries, including allowing a greater
choice of providers for consumers. We support the need to reduce burdensome requirements
and regulations to allow providers to focus on providing high-quality healthcare to beneficiaries.
AAMFT strongly supports the Innovation Center’s goal of creating additional testing models, and
welcomes the development of mental and behavioral health models. In particular, we believe
that mental and behavioral health models have the potential to transform behavioral healthcare
in the United States and to serve as a model for other payers.
We strongly encourage the inclusion of LMFTs, as well as licensed mental health counselors
(LMHCs), in any new behavioral health-related models tested by the Innovation Center as this
would be consistent with the principles of choice and patient-centered care. LMFTs and LMHCs
are highly qualified providers. Like licensed clinical social workers, in order to become an LMHC
or LMFT, a person must have obtained a master’s or doctoral degree, have at least two years of
postgraduate clinical experience while under supervision, and pass a national exam. LMFTs
and LMHCs are licensed in all states to provide psychotherapeutic services and to treat mental,
emotional and addiction disorders.
Both LMFTs and LMHCs are well-recognized as independent providers of behavioral health
services. Like psychiatrists, psychologists and social workers, both LMFTs and LMHCs are
recognized as eligible providers by most Medicaid plans, as well as almost all private health
plans. Although LMFTs and LMHCs provide mental health and substance use services that are
covered by traditional Medicare, LMFTs and LMHCs are not recognized as eligible providers in
traditional Medicare. By including LMFTs and LMHCs in the behavioral health models that the
Innovation Center is seeking to develop, Medicare beneficiaries would have a wider selection of
mental health professionals to best fit their needs.

Including LMFTs and LMHCs in any mental and behavioral health models will allow
beneficiaries access to a greater number of behavioral health providers. Combined, LMFTs and
LMHCs make up 40% of the behavioral health workforce. LMFTs and LMHCs are more likely
than psychologists or psychiatrists to work in rural and other underserved areas with provider
shortages. A comprehensive study of the distribution of mental health professionals in rural
counties found that LMFTs and LPCs are more likely to practice in rural counties than are
providers from the mental health professions currently recognized by traditional Medicare.1 A
recent study found that found that 94% of rural counties did not have a single licensed
psychologist.2 Including LMFTs and LMHCs as eligible providers will provide beneficiaries,
especially Medicare beneficiaries living in rural counties, with access to a greater number of
covered providers.
Including LMFTs and LMHCs as providers in these models will also assist the Innovation Center
in addressing the behavioral health model focus areas outlined in the RFI. Both LMFTs and
LMHCs are trained to provide substance use services to CMS beneficiaries. LMFTs and LMHCs
practice in areas ravaged by the opioid epidemic, and treat many clients impacted by this
epidemic. These providers practice in integrated healthcare settings. Understanding that the
Medicare population presents a variety of medical issues, AAMFT recently approved
competencies for family therapists working in healthcare settings. These can be used as
guidelines for LMFTs working in integrated healthcare settings. Including LMFTs and LMHCs in
any Medicare models would greatly improve mental health provider participation as Medicare
beneficiaries participating in these models would have access to a greater number of providers.
AAMFT fully supports the goal of CMS to produce innovative and successful mental and
behavioral health models of payment and delivery. Given the behavioral healthcare provider
shortages and the current opioid crisis, AAMFT strongly believes the inclusion of LMFTs and
LMHCs as eligible providers is vital to the success of these models.
Thank you for providing AAMFT with an opportunity to provide the Innovation Center with
feedback. We would welcome the opportunity to meet with you or your staff to provide additional
information on how LMFTs could participate in any mental and behavioral models CMS
develops. If you have any questions or need any information from AAMFT, please contact me.
Sincerely,

Roger D. Smith
Director of Government and Corporate Affairs and General Counsel
American Association for Marriage and Family Therapy

1

Ellis AR, Konrad TR, Thomas KC, Morrissey JP. County-level estimates of mental health professional supply in the
United States. Psychiatric Services 60(10):1315-1322, 2009.
2 American Psychological Association. (2016). County-Level Analysis of U.S. Licensed Psychologists and Health
Indicators. Washington, DC: Author.

November 16, 2017
Request for Information
Centers for Medicare & Medicaid Services: Innovation Center New Direction
On behalf of the American Association for Respiratory Care (AARC), we appreciate the
opportunity to provide comments on CMS’ request for information regarding the new
direction of its Innovation Center in promoting patient-centered care and testing
reforms that can lead to increased choices, competition, reduced costs and improved
outcomes. The AARC is a national professional organization with a membership of over
47,000 respiratory therapists who treat patients with chronic respiratory diseases such
as Chronic Obstructive Pulmonary Disease (COPD) and whose organizational activities
impact over 170,000 practicing respiratory therapists across the country.
Our comments involve the Physician Specialty Model and the Medicare Advantage
Innovation Model with a focus on improving awareness of the devastating effects of
COPD and engaging the expertise and skills of respiratory therapists in treating
individuals diagnosed with this deadly disease which can lead to improved health status
and fewer acute care interventions.
Background
The Centers for Disease Control and Prevention lists COPD as the third leading cause of
death in the United States. In addition, according to data posted on CDC’s website1,
national medical treatment costs for adults with COPD are projected to increase from an
overall $59.3 billion in 2010 to $90.6 billion by 2020, which includes costs of treatment
for injuries and other conditions such as heart disease, pneumonia, diabetes, asthma
and depression which are common among people with COPD. For example, CMS’
chronic conditions dashboard shows almost 57% of Medicare beneficiaries have 5 plus

1

https://www.cdc.gov/features/ds-copd-costs/index.html. Data accessed November 12, 2017.

1

other conditions. 2 With non-COPD medical treatments removed from the equation,
CDC website data1 indicate costs attributable to individuals with COPD were $32.1
billion in 2010 with a projected increase to $49.0 billion by 2020. Medicare and
Medicaid have paid for most of the national health care costs related to COPD, with 51%
paid by Medicare and 25% paid by Medicaid in 2010. Private insurers paid 18% of COPD
costs that year. State medical costs attributable to COPD ranged from $42.5 million in
Alaska to 2.5 billion in Florida in 2010.
COPD is costly on many fronts, especially due to the number of hospitalizations and
readmissions that occur during the patient’s lifetime. Although CMS recognized 30-day
hospital readmissions post-discharge of Medicare beneficiaries with COPD to be among
the most costly by adding it to the list of conditions subject to penalties under the
Hospital Readmissions Reduction Program, we do not believe the agency has gone far
enough to raise awareness of this life-threatening disease. The time has come to
improve the quality of care for these very sick patients by giving physicians more
flexibility to maximize the expertise respiratory therapists can bring to their practice.
When the Medicare program was first created, its primary focus was on inpatient acute
care. While the science and practice of respiratory therapy has advanced exponentially
since the inception of the Medicare program, Medicare’s coverage of respiratory
therapy services and respiratory therapists has virtually remained as it was in 1965.
It is important to note that respiratory therapists comprise the only allied health
profession that receives comprehensive formal education in all aspects of pulmonary
medicine. These licensed professionals undergo rigorous validated competency testing
over the full scope of practice which includes diagnosis, treatment, and management of
all respiratory diseases and conditions; however, access to their services outside of the
acute care setting is very limited.
The Innovation Center can address this problem as part of its initiative to move in new
directions with the health care delivery system by testing models that provide an
opportunity to demonstrate the value respiratory therapists provide to individuals with
COPD through improved outcomes and to the Medicare program through reduced
utilization and lower costs.

2

https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-andReports/Dashboard/chronic-conditions-region/cc_region_dashboard.html. Data accessed November 12,
2017.
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Physician Specialty Model
As part of its request for information, CMS has indicated an interest in increasing the
availability of specialty physician models. One option is to include “specialty physician
management of a defined population of beneficiaries with complex or chronic
conditions, including multiple chronic conditions.”
Recommendation
We recommend CMS establish a voluntary Physician Specialty Model that 1) pays
separately for a comprehensive chronic disease management program focusing on
self-management education and training furnished to COPD patients by respiratory
therapists, and 2) includes an incentive to the physician practice if emergency
department visits and hospital readmissions are reduced and patient outcomes are
improved as a result of the respiratory therapist’s expertise.
Chronic disease management services should include:
o Patient education on self-management of their pulmonary disease.
o Direct observation and assessment of the patient’s ability to self-administer
aerosol medications.
o Training and education on the proper inhaler technique for use of aerosol
medications with nebulizers, metered-dose inhalers, and dry-powdered
inhalers.
o Smoking cessation counseling.
o With respect to individuals with COPD on long-term oxygen therapy,
education and training on the appropriate dose of oxygen depending on the
activity of the patient in order to self-manage the drug.
o Educating the patient on an action plan that enables him or her to recognize
the appropriate response to self-managing their disease according to their
symptoms.
o Monitoring the disease management treatment plan to ensure patient
compliance.
Over a decade ago, Congress enacted a law that provided separate payment for selfmanagement training for diabetes patients which has proven successful in improving
patient outcomes. Unfortunately, the current Medicare fee-for-service payment
structure only covers self-management services when bundled with other services, even
though separate codes exist to identify the services. Recent coverage of transitional
care and chronic care management services are designed to improve health and keep
patients out of the hospital, but they do not go far enough because a patient’s self3

management of their disease is expected to be carried out non-face-to-face and
bundled with a variety of other services that comprise these benefits. Moreover,
primary care physicians are more likely than not to refer their COPD patients to a
pulmonologist who specializes in such conditions offering little incentive to use
respiratory therapists over their nursing staff. By incorporating preventive measures
and improved health outcomes as part of their treatment practices, respiratory
therapists can help pulmonologists reduce the economic burden of COPD.
Self-management Education and Training Can Lower Costs and Improve Health
Outcomes
Recently, the National Heart, Lung and Blood Institute finalized the first ever COPD
National Action Plan. Among the goals of the action plan is “helping people with COPD,
including their families and caregivers, recognize the disease through risk and symptom
awareness, early detection, and diagnosis” while empowering them to self-manage their
disease. The plan also aims to improve access to care for those individuals with COPD
who reside in hard-to-reach areas. Incorporating respiratory therapists’ expertise into a
Physician Specialty Model can go a long way in carrying out the goals of the plan.
There is sufficient evidence to support separate payment for self-management
education and training. A meta-analysis of 22 studies3 involving 3,854 COPD patients
who either received COPD self-management interventions that included action plans for
acute exacerbations of COPD or usual care found that self-management interventions
with action plans generally improved outcomes in health-related quality of life as
measured by the St. George’s Respiratory Questionnaire and lower probability of
respiratory-related hospital admissions.
Another study 4 involving education and training by a respiratory therapist COPD Case
Management Team under the supervision of a pulmonologist resulted in decreased
healthcare utilization and improved patient outcomes. The program was designed to
accomplish the following:



Simplify patient education;
Promote awareness of COPD;

3

Lenferink A, Brusse-Keizer M, et al. Self-management interventions including action plans for
exacerbations versus usual care in patients with chronic obstructive pulmonary disease. Cochrane
Database Syst Rev. 2017. Aug:4;8:DC011682. Doi: 10.1002/14651858.CD011682.pub2.
4

Young, MS, Craddock, KM, et al. Chronic Obstructive Pulmonary Disease Education and Training by
Respiratory Care Practitioners Decreases Healthcare Utilization and Improves Patient Outcomes.
University of California Davis Health System (UCDHS), Sacramento, CA.
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Assist in the proper diagnosis, staging, and treatment in accordance with the
Global Initiative of Chronic Obstructive Lung Disease (GOLD) Guidelines;
Support COPD patients and their family through the continuum of their disease;
and,
Provide a written action plan regarding discharge respiratory medications,
rescue action plan and follow-up instructions.

Sixty patients were treated. Thirty-eight percent of patients in the study had very severe
COPD, 43% had severe COPD and 17% had moderate COPD. Only 2% were assessed as
having mild COPD. The average length of stay for an acute exacerbation of COPD was
reduced by 28.7%; the rate at which patients were readmitted was reduced to 5%.
Further evidence of the impact respiratory therapists have on outcomes is evidenced by
a one-year study5 conducted at five VA medical centers to determine whether a
simplified disease management program reduces hospital admissions and emergency
department (ED) visits due to COPD. Patients assigned to usual care received a onepage handout containing a summary of the principles of COPD care and the telephone
number for the 24-hour VA nursing helpline, a service available to all VA patients.
Patients assigned to the disease management arm attended a single 1 to 1-1/2 hour
group education session conducted by a respiratory therapist case manager. After one
year, COPD-related hospitalizations and emergency department visits were reduced by
41%.
Proper Education and Training Can Improve Medication Adherence
Medication non-adherence has been estimated to cost the US health care system
between $100 billion and $289 billion in direct costs according to an Evidence
Report/Technology Assessment6 conducted by the Agency for Healthcare Research and
Quality. The report cites studies that provide strong evidence suggesting “benefits
attributable to improved self-management of chronic diseases could result in a cost-tosavings ratio of approximately 1:10.”
As part of a respiratory therapist-led comprehensive chronic disease management
Physician Specialty Model, patient education and proper device selection for inhalers is
5

KL Rice, et al. Disease Management Program for Chronic Obstructive Pulmonary Disease: A Randomized
Controlled Trial. Am J Resp CC Medicine Feb 2010 [online]
6
Agency for Healthcare Research and Quality. Evidence Report/Technology Assessment Number 208.4;
Medication Adherence Interventions: Comparative Effectiveness. Closing the Quality Gap: Revisiting the
State of the Science. Executive Summary. AHRQ Pub. No. 12-E010. Sept. 2012.
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critical for optimal clinical outcomes and cost effectiveness for patients with COPD. The
time respiratory therapists spend with the patient to assist the physician can be
invaluable. Due to the complexities of inhaler devices, respiratory therapists’ expertise
can aid in minimizing unnecessary, ineffective or wasteful interventions. Several studies
support the need for proper inhaler education and training. They include the following:


Only 1 out of 10 patients with a metered-dose inhaler performs all essential steps
correctly. Strong education initiatives enable patients to respond effectively to
prescribed therapeutic regimens.7



Instruction of hospitalized patients with obstructive lung disease by a respiratory
therapist improves their correct use of metered-dose inhalers (MDIs).8



Evidence suggests that multiple inhaler types cause confusion among patients and
increase errors in patient use, especially among the elderly. Short of a simple
universal inhaler, patient and caregiver education remains the best solution to
correct patient errors.9

Medicare Advantage Innovation Models
In its request for information, CMS indicates an interest in a Medicare Advantage (MA)
demonstration that incentivizes MA plans to compete for beneficiaries, including those
beneficiaries in fee-for-service based on quality and cost. We believe much of what
we’ve outlined regarding a comprehensive chronic disease management plan furnished
by respiratory therapists to COPD patients under the Physician Specialty model could be
translated into a voluntary supplemental benefit under the Medicare Advantage
Innovation Model.
Recommendation
We recommend certain telehealth waivers be granted to Medicare Advantage plans to
permit respiratory therapists to furnish telehealth chronic disease management
services to beneficiaries with COPD in their home as a way to encourage competition
and innovation among plans and to reach those in low-income or rural areas who
would otherwise not have access to the expertise of a respiratory therapist.

7

Restrepo RD, Alvarez MT, et al. Medication adherence issues in patients treated for COPD. Int J Chron
Obstruct Pulmon Dis. 2008;3(3):371-384.
8
Song, WS, Mullon J, Regan NA, Roth BJ. Instruction of hospitalized patients by respiratory therapists on
metered-dose inhaler use leads to decrease in patient errors.
Respiratory Care 2006 Feb;51(2):158-72.
9
Rau Joseph L. Practical problems with aerosol therapy in COPD. Respiratory Care 2006 Feb;51(2):158-72.
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As part its new direction, CMS sought comment as to whether there are any payment
waivers it should consider as necessary to help providers advance innovative care
delivery. We recommend CMS consider waiving sections 1834(m)(D) and (E) of the
Social Security Act to lift the restrictions on who is eligible to furnish telehealth services
and allow respiratory therapists to furnish chronic disease management services via
telehealth to Medicare beneficiaries with COPD under a MA Innovation Model. An
additional waiver to section 1834(m)(C)(ii) should be granted to add an individual’s
home as a telehealth site.
These changes would go a long way to encouraging beneficiaries with chronic
respiratory disease to consider switching from the fee-for-service benefit to Medicare
Advantage. From the perspective of wanting to attract participants in the MA program,
being able to offer less restricted telehealth can be a reward and a competitive
advantage. Further, this approach would allow these MA plans to take the lead in
demonstrating the value of connected health technologies in innovating care delivery
and improving access and efficient delivery of care, in both rural and urban settings.
Summary
Medicare patients with COPD are costly and prevalent. Given increased access to
respiratory therapists in a pulmonary specialty practice and via telehealth can improve
the health outcomes of those who suffer from COPD while reducing hospital
readmissions and lowering costs.
Respiratory therapists are have expertise in all facets of pulmonary medicine. The lack
of recognition of their skills in the Medicare statute limits their exposure outside the
hospital setting and is a major drawback in the ability of Medicare patients with COPD to
access their services post-discharge.
Numerous studies show that patient self-management education and training through a
comprehensive chronic disease management program can improve health outcomes
and quality of life and is cost effective. Because coverage of self-management is
reimbursed by and large as part of other bundled services, it does not address the needs
of COPD patients who often rely on complex devices to keep them alive and who often
misuse or do not adhere to their treatment regimen through lack of understanding.
Current transitional care management services and chronic care management services
do not go far enough to address these problems but new directions in the Innovation
Center can address these problems.

7

The AARC appreciates the opportunity as an interested stakeholder to provide input
that will be useful to the Innovation Center as it moves to new directions in the delivery
and payment of health care services.
Sincerely,

Brian K. Walsh, PhD, RRT-NPS, RRT-ACCS, AE-C, RPFT, FAARC
President
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November 20, 2017
Re: RFI to Center for Medicaid & Medicare Innovation
Improving Maternal and Infant Outcomes with Freestanding Birth Center Care
Introduction
Maternity care is in need of immediate attention due to poor outcomes in the U.S., coupled
with rising costs of care, and a growing shortage of maternity care providers (Agrawal, 2015;
American Congress of Obstetrician-Gynecologists, 2017; March of Dimes, 2017; Mathews &
Driscoll, 2016; Ollove, 2016). Medicaid pays for approximately half of all births in the U.S.
(Smith et al., Kaiser Family Foundation, 2016).
With almost 4 million births per year, maternity care is one of the most costly
components of healthcare in the US (HCUP, 2016). Hospitalizations associated with pregnancy
and childbirth accounted for 5 of the 20 most expensive conditions for hospital stays covered by
Medicaid in part due to poor outcomes (HCUP, 2016). Some outcomes such as cesarean delivery
and preterm birth can be reduced in frequency with better access to freestanding birth center care
(AABC, 2017).
American Association of Birth Centers (AABC) was an awardee for the CMMI Strong
Start for Mothers and Newborns Initiative from 2013 – 2017. The CMMI Strong Start Initiative
aimed to study innovative prenatal care models that could potentially save millions of Medicaid
dollars by preventing preterm births and reducing other poor outcomes such as cesarean sections.
Preterm births occur before 37 completed weeks of pregnancy and lead to increased medical
costs of at least $26 million per year (IOM, 2007). The current rate of prematurity in the US is
almost 1 in every 10 births (March of Dimes, 2016). For African American infants, that risk is at
least 1.5 times higher than the national rate and twice that for White infants (MOD, 2016). The
rate of cesarean birth has risen in recent years to 32%, while this higher rate does nothing to
improve infant outcomes and leads to more costly complications such as infection, hemorrhage
and longer hospital stays (Osterman & Martin, 2014).

3123 Gottschall Road | Perkiomenville, PA 18074 | Tel: 215.234.8068 | Fax: 215.234.8839 |
BirthCenters.org
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AABC Strong Start
AABC convened a group of 45 birth centers to enroll pregnant Medicaid beneficiaries in
the program. A total of 8,389 women enrolled in birth center care for AABC Strong Start. This
sample of Medicaid beneficiaries was more diverse with more risk factors than previous birth
center study samples (Stapleton et al., 2013), and very nearly matched demographics of US
childbearing women in 2015 (DHHS, 2017). See Table 1.
Table 1. Demographics of AABC Strong Start Participants and U.S. Childbearing Population
AABC Strong Start U.S. 20151
2.7%
1.6%
Age <18 years
13.0%
16.1%
African-American
23.4%
23.2%
Hispanic
10.5%
Education <12 years 16.7%
54.0%
40.3%
Unmarried
100%
48%2
Medicaid or CHIP
1 United States Department of Health and Human Services (US DHHS), Centers for Disease Control and Prevention (CDC), National C enter for
Health Statistics (NCHS), Division of Vital Statistics.
2 Smith, V., Gifford, K., Ellis, E., Edwards, B., Rudowitz, R., Hinton, E., Antonisse, L., Valentinem, A. (2016).

AABC Strong Start Comparison to Other Models
Medicaid beneficiaries tend to experience more risk factors related to socioeconomic
status and psychosocial stressors. Among Strong Start participants as a whole, nearly 26 percent
presented to care with depression. Among AABC birth center clients, who tended to have lower
rates of most risk factors, the rate of depression was 23% (Strong Start, 2017). In the high-risk
population that Strong Start served, depressive symptoms were associated with barriers such as
unemployment, food insecurity, and lack of support during their pregnancy. Multivariate
analyses were conducted on the Strong Start data in the Year 3 national evaluation report and
suggest that there is a significant association between depression and preterm birth as well as
depression and low birthweight infants (Strong Start, 2017). These findings reinforce the need
for mental health care to be integrated into planning by maternity care providers and payers.
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Chart 1. Strong Start Year 3 National Evaluation Report

Hill, I., Benatar, S., Courtot, B., Blavin, F., Howell, E., Dubay, L. …Rouse, M. (2017). Strong Start for
Mothers and Newborns Evaluation: Year 3 Annual Report. Washington (DC): The Urban Institute.

Another finding of social and economic stressors was that overall, 19% of Strong Start
participants were food insecure during pregnancy, and 60% were unemployed. Looking at just
the AABC birth center participants, 18% were food insecure and 58% were unemployed during
pregnancy. This points to the fact that the Strong Start population in birth centers experienced
more stressors than typical low-risk women.
In spite of such increased risks, the results of this analysis show that AABC Strong Start
has the potential to make a significant difference. We believe the focus on relationship-building
that happens during longer prenatal visits at birth centers and the emphasis on client engagement
in health education are key contributors to positive outcomes. Given the psychosocial challenges
of some of the Strong Start participants, the additional time provided through the midwifery care
and peer support elements of AABC’s program have contributed to reduced preterm and low
birthweight babies.
After controlling for demographic and risk factors, national evaluators found birth center
participants were the least likely to have a C-section or an elective induction (Strong Start,
2017). These findings are particularly encouraging considering the potential for cost savings
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from healthier mothers and babies and from avoiding unnecessary interventions. The birth
center model also had the highest rate for vaginal birth as a percentage of women who planned to
deliver vaginally, among the three Strong Start models (Strong Start, 2017).

AABC Strong Start Model, Outcomes and Addressing Disparities
Prenatal care in the birth center model is time intensive and relationship-based, where
women feel engaged, comfortable and supported by the midwife and other birth center staff.
This model of prenatal care does require more time from the provider, so fewer women are seen
per day than in usual care. However, the resulting outcomes demonstrate that when more
women have access to birth center care and are engaged in that care, the potential for better
health and cost savings to Medicaid is high. Of this group of 8,389 enrollees, 222 experienced
first trimester loss and 1,873 moved or changed care providers during pregnancy. Of the
remaining women who participated in birth center prenatal care, outcome and birth data is
available for 6,202 women and infants.
Mode of Birth. Over 85% of the women in the AABC portion of Strong Start had a spontaneous
vaginal birth and 12.38% had a cesarean birth. Operative vaginal birth was rare and mode of
birth was unknown for 45 (0.73%) women. The primary cesarean rate was 8.68%, while 3.71%
of women had repeat cesarean births. These cesarean rates, including the total cesarean rate of
12.38%, includes women admitted to the hospital in labor, those admitted to the birth center in
labor, and those that were transferred from birth center to hospital during labor. When looking at
just the group of women admitted to the birth center in labor, the cesarean rate was 5.4%. The
U.S. cesarean rate for 2015 was 32.0%, more than 2 ½ times higher than in this group of Strong
Start participants.
Table 2. Mode of Birth for AABC Strong Start Participants
Mode of Birth
Number of Women
N=6202
5312
Spontaneous Vaginal Birth
538
Primary Cesarean Birth
230
Repeat Cesarean Birth
768
Total Cesarean Births
77
Operative Vaginal Birth
45
Unknown

Percent
85.65%
8.68%
3.71%
12.38%
1.24%
0.73%
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Preterm Birth. The overall preterm birth rate for the AABC Strong Start group was
approximately half the national rate, with 292 (4.71%) of women giving birth at less than 37
weeks gestation. Of these, only 35 (0.56%) had a very preterm birth (VPTB - less than 32 weeks)
and 256 (4.13%) gave birth between 32 weeks and 36 weeks 6 days (PTB).
Low birth weight occurred in 3.68% of newborns who weighed less than 2500 grams at
birth, with 46 (0.75%) of those weighing less than 1500 grams (Very Low Birth Weight). Of the
228 low birth weight newborns, all except 8 were singletons and 6 were antepartum intrauterine
fetal deaths.
National rates during the same time period were twice as high. In 2015, the rate of
preterm birth was 9.63% (Martin, Hamilton, Osterman, 2017). The national rate of low birth
weight was 8.07% and very low birth weight was 1.4% in 2015. All of these were higher in nonHispanic Black women, with a rate of 13.35% of low birth weight and 2.89% for very low birth
weight for these women.
Chart 2. AABC Preterm, Low Birth Weight, Primary and NTSV Cesarean and U.S. 1,2,3,4
30.00%
26.90%

25.00%
20.00%

21.50%

15.00%
14.50%
10.00%
9.60%

8.00%

5.00%
4.71%

8.68%

3.68%

0.00%
Preterm Birth Rate

Low Birth Weight

AABC Strong Start

Primary Cesarean Rate

NTSV Cesarean Rate

United States

1 American Association of Birth Centers, Birth Center Outcome Data from AABC Perinatal Data Registry, Perkiomenville, PA. Unpublished
data. Retrieved October, 2017.
2 Martin JA, Hamilton BE, Osterman MJK, et al. (2017). Births: Final data for 2015. National vital statistics report; Vol 66, no 1. Hyattsville,
MD: National Center for Health Statistics.
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3 Fact Sheet: Maternity Care. (2015). Retrieved November 11, 2015, from https://leapfroghospitalsurvey.org/web/wpcontent/uploads/FSmaternity.pdf
4 Osterman MJK, Martin JA. Trends in low-risk cesarean delivery in the United States, 1990–2013. National vital statistics reports; Vol 63 no 6.
Hyattsville, MD: National Center for Health Statistics. 2014.

African American Women. A population that experiences disparities for preterm and low birth
weight are African American women. The 744 African American women participating in Strong
Start at AABC birth centers had rates of both preterm birth and low birth weight that were lower
than rates nationally. Approximately 5% had preterm births, with 10 (1.34%) of those
experiencing VPTB and the remaining 30 (4.03%) giving birth between 32 weeks and 36 weeks
6 days. Forty-six (6.18%) had newborns weighing less than 2500 grams, with 10 (1.34%)
VLBW, weighing less than 1500 grams.

Previous Preterm Birth. One factor that increases risk of preterm birth is a preterm birth in a
previous pregnancy. Those at highest risk are women who have experienced a previous
spontaneous preterm birth. Studies have reported a rate of subsequent preterm birth of 31.6% in
women with a previous spontaneous preterm birth. Almost 7% of the 8,389 women reported a
history of one or more previous preterm births, with 111 (1.32%) of those reporting more than
one preterm birth. The total preterm birth rate for this particularly high-risk group of AABC
participants for the Strong Start pregnancy was 14.6%.
Table 3. Preterm and Low Birth Weight Rates, Strong Start Birth Centers Compared to U.S.
AABC
AABC Strong
U.S.
U.S.
Strong Start
Start
AfricanAll Races
All Races
African-American
American
1
4.71%
9.63%
5.38%
13.41%
Preterm Birth
2
0.56%
1.59 %
1.34%
3.09%
Very Preterm Birth
3
3.68%
8.07%
6.18%
13.35%
Low Birth Weight
4
0.58%
1.40%
0.67%
2.89%
Very Low Birth Weight
1 Births of less than 37 completed weeks of gestation based on the obstetric estimate of gestation
2 Births of less than 32 completed weeks of gestation based on the obstetric estimate of gestation
3 Less than 2,500 grams
4 Less than 1,500 grams
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Replicating AABC Strong Start
The following examples of cost savings from increased utilization of birth center care are
based on estimates of cost of preterm birth and cesarean section by the IOM (2007) and
Stapleton et al. (2013).
Cesarean prevention savings. For every 10,000 births to women in birth centers who are
Medicaid beneficiaries compared to 10,000 hospital births, we could expect approximately 75%
fewer cesareans which would lead to significant savings (expect 600 sections for Medicaid birth
center clients and 2,400 in hospital).
Using the financial model in Stapleton et al. (2013), savings to Medicaid would be $4.6 million
in facility charges alone for the cesareans prevented for every 10,000 births in the birth center.
This does not include expected further savings from decreased morbidity and avoidance of
further complications with longer hospital stays with cesareans, or other savings from using the
birth center facility.

Preterm birth prevention savings. Every preterm birth has an average lifetime cost of at least
$50,000 (IOM, 2007). The national preterm birth rate varies with populations but averaged 9.6%
for 2015 (Martin et al., 2017). For some populations and underserved areas of the U.S., rates are
much higher than this. The preterm birth rate for Medicaid beneficiaries in Strong Start birth
centers was 4.71% for >6200 births, which is 49% of the national average.
If 10,000 women who are Medicaid beneficiaries had prenatal care in the birth center rather than
usual care, this could potentially save 489 preterm births and more than $24 million for every
10,000 women. These estimates do not include many indirect savings from fewer complications
and healthier mothers and babies. These savings include decreased cost and stress to families,
and less stress to providers and the healthcare system from fewer high-risk maternity outcomes.

Facilitate Access to Freestanding Birth Centers for Medicaid Beneficiaries
Strong Start outcomes demonstrate that freestanding birth centers using midwifery care
providers achieve better outcomes for lower-risk Medicaid beneficiaries than usual care. Care is
more time intensive so midwives see fewer women per day than in usual care. However, this
care model is of higher value, thus more productive, leading to significant savings with healthier
mothers and babies. In current fee-for-service billing models, this enhanced prenatal care is
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reimbursed by Medicaid at the same low levels as usual care with brief visits. Many of the 315
birth centers in the US must limit Medicaid beneficiaries due to such inadequate reimbursement.
We propose the following solutions to increase access to and utilization of birth center care.
Proposed solutions
1) Institute alternative payment models with bundling for birth center care, at rates that sustain
birth center facilities. (Demonstration models may be needed initially.)
2) Add new demonstration model birth centers in low-resource areas to address poor outcomes in
underserved areas. Part of the demonstration model would include prospective payment model
development for Medicaid and CHIP beneficiaries. (These could be located in existing clinic or
retail space.)
3) In low-resource areas, freestanding birth centers would serve as primary maternity care entry
points that would triage and begin care earlier in pregnancy, then after screening could refer
higher-risk pregnancies to obstetric-gynecologists or perinatologists, or other specialities as
needed in regional centers.
4) To advance value-based payment models to birth centers, develop and adapt model legislation
to extend birth center legal recognition to all remaining states and ensure that statutes require
integration of freestanding birth centers into existing systems of care including hospital
interaction and collaboration.
5) To improve access to value-based care, mandate that freestanding birth center services be
included by Medicaid Managed Care Organizations and TRICARE Managed Care Organization
networks without requiring written hospital agreements.
6) To improve access to value-based care, include all healthcare providers licensed to provide
maternity care in a birth center setting including but not limited to certified nurse-midwife
(CNM), certified professional midwife (CPM), and certified midwife (CM) by Medicaid
Managed Care Organizations and TRICARE Managed Care Organization networks.
7) In all Medicaid and Medicare programs, ensure that freestanding birth centers are reimbursed
at a sustainable level by adding codes for the freestanding birth center facility to the Medicare
fee schedule, with input from AABC.
8) Add billing codes and reimbursement for effective evidence-based services, such as birth
center enhanced prenatal care, peer counselor support, and doula care in labor and birth.
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Summary
Demonstration projects for prospective payment and/or bundled payments by Medicaid to
freestanding birth centers for this high value, effective care model are a sensible plan to increase
access. Payment would need to be sufficient for care to be provided effectively. Putting more
time, education, and support into the beginning of pregnancy pays off with fewer costly
complications at the end of pregnancy. Savings to Medicaid over the long run would far exceed
initial costs for enhanced prenatal care. Removal of other barriers to these high-value,
independent health care facilities will improve growth of birth centers in underserved and lowresource areas, helping to address the maternity care provider shortage.

AABC welcomes further discussion on these proposed initiatives that would enhance and
improve access to high-quality maternity care services. Improving access to freestanding birth
centers would lead to significant cost savings while improving maternal and infant health for
more Medicaid beneficiaries. From our experience with Strong Start, we learned that Medicaid
beneficiaries will choose this model of care when it is available to them.

CMMI_NewDirection@cms.hhs.gov
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November 20, 2017

The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Ave SW, Mail Stop 314G
Washington, DC 20201
Email: CMMI_NewDirection@cms.hhs.gov

Dear Administrator Verma:
On behalf of the American Association of Clinical Endocrinologists (AACE), we thank you for the opportunity to
respond to the Centers for Medicare and Medicaid Innovation (CMMI) Request for Information to help facilitate
new approaches to alternative payment models (APMs) for the delivery of high quality, value-based care.
The American Association of Clinical Endocrinologists (AACE) represents over 5,000 endocrinologists in the
United States. AACE is the largest association of clinical endocrinologists in the world. Most AACE members
are Board-Certified in Endocrinology and Metabolism and concentrate their work on the treatment of patients
with endocrine and metabolic disorders including diabetes, thyroid disorders, osteoporosis, growth hormone
deficiency, cholesterol disorders, hypertension, and obesity. AACE members are committed to providing the
highest quality of care to the patients they serve.
AACE supports several of the principles outlined in the Request for Information (RFI). We respectively make the
following recommendations to CMMI as they would greatly assist our efforts and similar efforts by other
specialty societies in developing APMs. When implemented, these recommendations would also help CMMI to
reach its objectives.

Provide Resources to Support the Development of High-Quality Care
CMS needs to create more effective, user-friendly, and free-of-charge mechanisms through which physicians can
access and analyze CMS claims data. CMS needs to provide financial support to physicians to help them gather
and analyze relevant clinical data to support their implementation of APMs. One of the greatest barriers AACE
faced in designing and implementing new approaches to diabetes care management to reduce Medicare spending
was the inability to obtain data on the full range of services our patients are receiving today. Most of the savings
from improved care delivery come from lower spending on services such as hospital admissions and post-acute
care that are not delivered directly by endocrinologists. Some of the biggest opportunities for improved care
coordination come from avoiding duplication with services delivered by other providers.
CMS should also provide technical assistance with issues such as risk stratifying patients and risk adjusting
payments. The risk adjustment methodologies used in the Medicare and Medicaid programs to date are designed
to address differences in patient needs among large populations associated with a health plan or hospital. These
methods cannot be appropriately transferred for use in risk adjusting payments associated with medical practices
or with a particular condition. Current risk adjustment methods, for example, do not take into account diabetes
control, diabetes related complications, functional status, and social factors. Factors like these can have a
significant impact on treatment plans, adherence, patient outcomes, and health care costs, but it is expensive and
time-consuming to collect these data, particularly given the limitations of current EHR systems.

Limit Accountability to Aspects of Quality and Cost That Physicians Can Control
AACE believes the goals of Advanced Alternative Payment Models (APMs) should be to support high quality,
well-coordinated medical care while keeping it affordable. As the healthcare system transitions from fee-forservice care to APMs, CMS should not focus on penalizing physicians for not meeting unattainable expectations.
Rather, CMS should focus on appropriately rewarding physicians for taking steps to transform their practices to
achieve lower overall medical costs, the improvement of patient care, and care coordination. We believe the
current standards for financial risk criteria to qualify as an Advanced APM are too high and create a disincentive
for physician participation in APMs.
We are willing to be accountable for the aspects of spending and quality we can control or influence. There are
elements in the AACE Diabetes APM that will help with clinical and quality advances, including care plans that
we develop for our patients. We should not, however, be held accountable for aspects of care that we do not
control. These elements include the prices of drugs and biologics, the severity mix of our patient population, or
services and treatment provided by other healthcare providers that are outside of the plan of care for a diseasespecific APM.
Additionally, high prices and price increases for insulin and many other prescription drugs are causing serious
problems for both patients and the Medicare program. Therefore, better ways of controlling prices are needed.
However, CMS should not attempt to control the prices of drugs by shifting the risk for spending on drugs to
physicians under APMs. We are willing to be accountable for using drugs that are appropriate for our patients
and for using lower-cost choices among drugs that are equally effective, but we should not be penalized for
prescribing the most effective drugs for our patients based on our best clinical judgement simply because of their
cost.

Eliminate Unnecessary Administrative Burdens in APMs and Waive Regulatory Impediments
In developing APMs, CMS should take maximum advantage of opportunities to lessen administrative burdens by
waiving unnecessary and problematic requirements in existing payment systems. CMMI should not include new
administrative requirements in APMs unless it is demonstrated that they are essential. Before any administrative
requirement is imposed, potential participants in the APM should be given the opportunity to suggest less
burdensome approaches to achieving the same goal, and then the APM should provide participants with adequate
resources to cover the costs of implementing any administrative requirements. If potential participants in a
payment model identify regulatory barriers to success, CMS should use its waiver authority to modify or
eliminate these barriers. For example, endocrinologists face burdensome certification requirements to obtain
more than three diabetes testing strips per day and continued coverage of insulin pumps for patients.

Require Use of CEHRT Only if it has the Functionality Needed for the APM
Instead of facilitating the delivery of higher quality, more coordinated care, certified electronic health record
technology (CEHRT) is reducing the time we can spend with patients and increasing our administrative costs.
Use of CEHRT as part of APMs should only be required if CMS has verified that CEHRT can deliver the
information needed by participants in the APM efficiently, effectively, and at an affordable cost. APMs should be
encouraged to leverage technology to support the goals of the APM and help participants improve
communication, patient engagement, collaboration, diagnosis, treatment planning and quality. However, CMS
and the Office of the National Coordinator should take greater responsibility for proactively ensuring that CEHRT
includes the capabilities physicians need to enter, retrieve, share, and analyze clinical data in APMs. We remain
concerned about the lack of interoperability of EHR systems and their inadequacy in supporting workflows and
objectives related to high quality patient care. Vendors should be held accountable for capturing data on quality
metrics and for providing reports in a format suitable to satisfy APM reporting requirements so that physicians
participating in APMs should not be penalized for the failures of their EHR vendors.

Enable Implementation of a Wide Variety of APMs
We were pleased to see the principle on “Small Scale Testing” included in the RFI and recommend that this be
deemed to also include testing of single disease APMs. A newly designed Diabetes APM will require testing to
determine if it is a cost effective approach. It would be extremely helpful if CMMI provided assistance in the
implementation and testing phase of an APM. CMMI has already demonstrated that it can support an array of
small-scale projects through the two rounds of Health Care Innovation Awards, so it should be feasible to
implement multiple limited-scale APM tests each year.

Enhanced Opportunities for Specialist Participation in APMs
AACE also supports the areas of focus listed in the RFI, and furthermore believes CMMI’s highest priority should
be to expand opportunities for participation in APMs. AACE has continually advocated for acceptance of
condition-specific reimbursement mechanisms, e.g. chronic care codes for diabetes, and payment models
developed by physicians and medical specialty societies. We have faced many challenges in the process of
developing our own APM for the management of diabetes and are hopeful that the feedback CMMI receives from
the RFI will facilitate a more collaborative working relationship with physicians and physician organizations to
design and implement specialty or condition specific APM. This would include the opportunity for CMMI to
assign specific staff teams to work with specialty societies, such as AACE, for the implementation of our Diabetes
Care APM.

We thank you for the opportunity to comment and hope you will seriously consider our recommendations. If you
have questions, please contact Ms. Sara Milo, Director of Legislation and Governmental Affairs.

Sincerely,

Jonathan D. Leffert, MD, FACP, FACE, ECNU
President

Felice Caldarella, MD, FACP, CDE, FACE
Secretary
Chair, Subcommittee on APMs

November 20, 2017
VIA E-MAIL FILING
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
200 Independence Ave, SW
Washington, DC 20101
RE:

CMMI New Direction Request for Information

The American Association of Hip and Knee Surgeons (AAHKS) appreciates the
opportunity to respond to the Centers for Medicare & Medicaid Services (CMS) on its Center for
Medicare & Medicaid Innovation (“Innovation Center” or CMMI) New Direction Request for
Information (RFI).
AAHKS is the foremost national specialty organization of more than 3,200 physicians
with expertise in total joint arthroplasty (TJA) procedures. Many of our members conduct
research in this area and are experts in the evidence based medicine issues associated with the
risks and benefits of treatments for patients suffering from lower extremity joint conditions.
AAHKS appreciates its ongoing close collaboration with the Administration and Congress to
advance payment reform to best serve beneficiary access and outcomes. In all of our
comments, AAHKS is guided by its three principles:




Payment reform is most effective when physician-led;
The burden of excessive physician reporting on metrics detracts from care; and
Patient access, especially for high-risk patients, must remain a focus

We respond below to the 7 questions in the CMMI New Direction RFI as follows:
1. Guiding Principles or Focus Areas
AAHKS endorses the guiding principles proposed for CMMI which largely align with the
policy positions recommended by AAHKS to CMS for the last several years.

Firm:43614890v1



Choice and competition in the market – AAHKS has long supported competition based
on quality, outcomes, and costs, so long as the measurement of those three factors is
properly risk-adjusted to account for significant differences that may exist between
patients.



Provider choice and incentives – AAHKS has long supported voluntary models over
mandatory models. Similarly, we have advocated that burdensome and unnecessary
requirements be reduced to free more physician time for clinical matters. It is
important that CMMI’s embrace provider choice means that practices or facilities are
not precluded from participation in Advanced APMs based on their size.



Patient-centered care – We agree with the principle of empowering beneficiaries, their
families, and caregivers to take ownership and make informed choices on their care, in
partnership and with the guidance of physicians. This is impossible when mandatory,
burdensome models arbitrarily narrow the choices available to patients and providers.



Benefit design and transparency – AAHKS endorses using data-driven insights to ensure
cost-effective care that also leads to improvements in beneficiary outcomes. We have
long-focused on, and partnered with CMS, on ensuring that model data is derived from
the least burdensome measures that are most related to the underlying procedures, or
when widely reported provider-specific quality measures do not account or differences
in patient populations.



Transparent model design and evaluation – Providers and other healthcare stakeholders
should know that their input and practical experience is reflected in model designs.



Small scale testing – We agree that models should not be made mandatory or expanded
nationally until they have been thoroughly evaluated and demonstrated to improve
efficiency without impairing patient care.

2. Innovation Center Model Designs that are Consistent with the Guiding Principles
Under the RFI’s discussion of potential models, CMS states a priority to “expanded
opportunities for participation in Advanced APMs [Alternative Payment Models].” CMS seeks
feedback on how it may be responsive to eligible clinicians and their patients, and potentially
expedite the process for providers that want to participate in an Advanced APM. We offer
several suggestions related to model designs. We also share an overview of a model design
that AAHKS is preparing.
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a. Variation in Models to Match Variation in Physician Practices
As an overarching principle, CMS should recognize that, in order to expand
opportunities for Advanced APMs, multiple models must be available within any one practice
area. Through our experience with CJR, BPCI, and development of our own episode payment
APM, we have learned that a guiding principle must be that there cannot be one perfect model
for bundled payments for TJA. Physician practices differ in several respects that are relevant to
model design. There is variation in population and density of the community served. There is
variation in the size of a practice and its level of sophistication and preparedness for the
resource intensive technical aspects of participating in an Advanced APM. Finally, there is
variation in any physician’s willingness to take on financial risk.
Therefore, CMS must go beyond simply offering one good model for TJA. To achieve its
goal of expanded opportunity, there must be different models that are scaled for different
locations, practice sizes, and risk levels. As a practical matter, it may not be feasible to create
multiple model options designed for every sub-specialty. Rather, CMS should contemplate
bundled payment models for episodes of care that are sufficiently flexible to facilitate different
practices. We realize that because of its significant share of Medicare expenditures, TJA may
continue to warrant the focus of specialized, unique models.
This is particularly an issue for smaller practices and acute care facilities for whom the
practical requirements of an Advanced APM are too resource-intensive. Such providers should
not necessarily be bound to FFS and precluded from Advanced APM participation. We
encourage CMS to focus on the role of virtual groups and other “provider aggregation” through
third party conveners to increase the combined scale of economies for smaller provider and
open broader participation in value-based care.
b. Physician Episode Conveners
CMS should ensure robust availability of models with physicians leading as initiators and
conveners. We understand CMS’s cited reason of administrative feasibility in designing the CJR
model to be hospital-run so that CMS would have fewer direct contractual relationships to
monitor. Yet, episode payment models without physician leadership increase the risk of
significant decisions being made based on factors other than patient care. It has further been
the experience of AAHKS members that not all facilities participating in the CJR have
coordinated with surgeons on care planning and management or on gain sharing.
In order to ensure real provider choice, Advanced APM models must be presented that
have the option of physician conveners, facility conveners, or other non-physician conveners.
CMMI should specifically continue the BPCI practice of allowing non-physician organizations to
serve as conveners. This is necessary to allow for Advanced APM participation for groups or
3
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physicians who wish to direct the clinical coordination but that otherwise lack the size and
economies of scale to bear risk or provide the necessary infrastructure.
c. AAHKS-Designed Arthroplasty Bundle Management
AAHKS is in the process of developing an entity, Arthroplasty Bundle Management
(ABM) LLC, which will partner with conveners and episode initiators to assist AAHKS and nonAAHKS members in the creation of Advanced APMs for the delivery of primary TJA to areas and
populations not currently served by BPCI and CJR. An overview of this in-progress entity is
attached as APPENDIX 1.
3. Suggestions on the Structure, Approach, and Design of Potential Models
a. Risk adjustment
i. TJA-Related Clinical Factors
AAHKS believes that adequate risk adjustment is the essential component to a
successful Advanced APM. Without properly accounting for the clinical, cost, and quality
variations among patients with different health and socioeconomic (SES) characteristics,
CMMI’s guiding principles cannot be achieved. Effective risk adjustment or stratification can
significantly improve physicians’ willingness to participate in Advanced APMs or other models
on what they see as fair ground. The prospect of being held accountable for factors not within
their direct control is among the most demoralizing aspects of other value based payment
models.
Historically, AAHKS members have been assessed on readmission, re-operations, cost,
and length-of-stay. Most importantly, whatever quality and cost assessments are used, they
must be risk-adjusted or else the measures lose their comparative value. Factors such as health
status, stage of disease, genetic factors, local demographic and SES factors significantly impact
the quality and outcomes of surgeries performed. These factors must be reflected in quality
assessments to accommodate real variations in patient need and the costs of care.
On June 27, 2017, AAHKS presented to the CMMI Patient Care Models Group its
detailed proposal for TJA risk stratification based on clinical risk factors.
ii. SES Factors
Providers of all types have become more aware of the impact of SES on clinical
outcomes. Health status, stage of disease, genetic factors, local demographic and SES factors
significantly impact the quality and outcomes of surgeries performed. CMS has received
numerous comments from AAHKS on risk adjusting for poverty and other SES factors. In such
4
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cases, it is preferable to account for dual eligible status as well as geographic location (zip code
estimation of income and/or the AHRQ poverty index) across the relevant patient population.
The dual eligibility status alone is overly narrow in the scope of what it may represent for a
particular facility or jurisdiction. A patient’s dual eligibility status is not necessarily a reflection
of the economic status of a local population. Patients without dual eligibility status may still
come from a severely economically depressed neighborhood. In short, adding geographic
location to the assessed SES factors allows for measurement of the overall community effect,
which helps to account for the unique nature of urban social topology. Supporting literature
demonstrates that when poverty is controlled, race/ethnicity is less of an influence on cost or
efficiency.
We acknowledge the concern expressed by some that the use of SES risk factors could
lead to disparate levels of care for vulnerable populations. Nevertheless, the literature
demonstrating the impact of SES factors on outcomes across multiple specialties is growing.
The mere perception of higher risks could lead to providers avoiding vulnerable populations
through various means. The access to quality care by vulnerable populations with
socioeconomic risk factors should not be put at a disadvantage due to insufficient
reimbursement to providers for factors outside their control.
b. Quality measures and excessive physician reporting
AAHKS fully supports the role of quality measures in the context of value based care.
When shared savings are available, quality measures are necessary to safeguard against
rationing of care and to properly reward those providers who excel at providing value.
However, CMS should recognize (1) the overall shortage of outcome measures available
compared to process measures, (2) the specific shortage in outcome measures related to
surgical procedures, and (3) patient-reported outcome measures alone do not reliably assess
the performance of the surgeon or the outcome of the TJA procedure.
For example, the timeframes currently applied under functional status outcome
measures for TJA procedures (post-operative timeframe for evaluation of 60 to 180 days) are
insufficient to assess the clinical outcome of the procedures. The most clinically appropriate
time frame for a post-operative functional assessment should be at least from 180 days to one
year following surgery, as TJA patients do not reach 90 percent functionality until at least 180
days after surgery. Full functionality is most likely to occur at one year following surgery.
CMS must also achieve a careful balance in the need for quality measurement and the
administrative burden of collecting and reporting too much quality information. The
administrative burden of reporting requirements under Medicare, including quality measures,
often overburdens physicians who are trying to focus on direct patient care. We have
discussed with CMMI previously the paradox of minimizing additional physician reporting
burden by using existing tools such as the Consumer Assessment of Healthcare Providers and
5
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Systems (CAHPS), when CAHPS is in fact a poor tool to assess individual physician performance
and it is very difficult to amend. CMMI initiatives and models provide an opportunity, free from
MIPS requirements, to focus on limited measures related to outcomes and other clinical
priorities.
We applaud the Meaningful Measures initiative you announced on October 30, 2017.
We agree with you that “Clinicians . . . have to report an array of measures to different payers .
. . Moreover, it’s not clear whether all of these measures are actually improving patient care.”
We understand this initiative will consist of a comprehensive review of quality measures to
determine which ones may be related to improving patient care and outcomes.
New models from CMMI present an opportunity to immediately integrate findings from
the Meaningful Measures initiative and utilize only the most focused measures. Further, CMS
must take similar leadership on the overarching issue of shortage of clinical outcome measures
for surgical procedures. AAHKS believes that the development of more accurate and simplified
outcome measures, including the effective use of endorsed registries such as the American
Joint Replacement Registry (AJRR), can be achieved.
c. Scope of episode
New CMMI models bundling TJA procedures should offer and test the provider’s ability
to engineer change in the way care is delivered to the patient when episodes are defined
differently. This is an excellent opportunity for CMS to compare the CJR to episode models with
alternative TJA episode definitions, such as limiting cases to elective TJA due to osteoarthritis.
Elective procedures are a comparatively controlled clinical event, more subject to provider
influence and care, unlike fracture cases that are currently included in the CJR model. Episodes
could also be tested to include more or fewer TJA-related services than the CJR.
d. Coordinate new model applications with existing joint replacement model
performance periods
As CMMI makes new models available, it should ensure they are available to physicians
and entities operating under existing APM agreements with CMS, such as CJR, BPCI, ACOs, or
other models. Some CMMI demonstrations have accepted applications only once. Certain
providers may find themselves currently bound in any one of a number of APMs. Therefore,
new demonstration models should be accepted over a several-year period to ensure current
participants may smoothly transfer from one model to another. Alternatively, CMS could allow
transfer of providers between APMs in the midst of a performance agreement.

6
Firm:43614890v1

4. Options Beyond FFS and MA for Paying for Care Delivery that Incorporate Price
Sensitivity and Consumer Driven or Directed Focus
The issue of price sensitivity will be important for CMS and CMMI to consider moving
forward. In most economic decisions, price is a method for providers and consumers to
communicate both offered and perceived value of a product or service. The current methods
of pricing episodes do not allow for patients to exercise this market power. Pricing that is
based on historic cost may be relevant to payers, but holds little meaning to current patients.
Pricing that is normalized to regional norms, as in CJR, does not create a market—it perpetuates
price setting that prevents providers from utilizing their own assessment of internal cost to set
prices in the market. Further, without differential patient financial responsibility, there is no
incentive for patients to identify the best value among a selection of providers. While this area
needs significant further work, it represents the greatest opportunity for beneficiaries to drive
the conversation around value and to regain control of their individual decisions. AAHKS is
poised to work with CMS to explore the way in which price flexibility can be used to further the
journey toward care that is seen by all as high value.
5. CMS Engagement of Beneficiaries in Development of and Participation in New Models
CMMI should make draft demonstration models widely available for comment before
finalization which will allow a wider range of provider and patient stakeholders to provide input
into the model development and receive sufficient notice of key features. CMMI should further
empower providers to communicate with their patients regarding participation in new models.
Patients’ primary relationship in the health care system is with a physician who will likely be the
most trusted source to fully inform a patient on the clinical and quality impacts of model
participation.
6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
a. Waiver of 3-day rule prior to post-acute admission
In order to fully test the potential value based care, CMMI models addressing episode
payment should offer a waiver from the required length of an inpatient admission prior to a
post-acute care admission. There are instances when such flexibility may present the most
efficient low-cost way to meet patient needs and control the cost of the bundle.
b. Stark – physician self-referral law
CMMI should also be prepared to offer targeted waivers from Stark regulations when
coordinated care across an APM would be better served by payment arrangement among
participants that account for volume or value.
7
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7. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
The Innovation Center should consider creating an advisory board of active
professionals who can represent the interests of practicing physicians so that ongoing and
regular dialogue and two-way communication is further fostered.
***
AAHKS appreciates your consideration of our comments.

Sincerely,

Mark I. Froimson, MD, MBA
President

Michael J. Zarski, JD
Executive Director
AAHKS
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APPENDIX 1
Risk Stratification Proposal in Support of
Advanced Alternative Payment Model
I.

Background

AAHKS is in the process of developing an entity, Arthroplasty Bundle Management
(ABM) LLC, which will partner with conveners and episode initiators to assist AAHKS and nonAAHKS members in the creation of advanced alternative payment models (AAPMs) for the
delivery of primary total joint replacement (TJR, specifically total hip and total knee
replacement) to areas and populations not currently served by Bundled Payments for Care
Improvement (BPCI) and Comprehensive Care for Joint Replacement (CJR).
The purpose of this entity would be to assist underserved TJR surgeons with meeting
the four aims of an advanced APM: improved quality, patient-centered engagement, cost
effectiveness, and appropriate use of electronic medical records. Additionally, by focusing on
delivering an AAPM to underserved areas, AAHKS hopes to expand the scope of value-based
care by bringing the opportunity to participate in bundle payment programs to additional
settings not served by current CMS AAPM offerings.
Many of the areas not served by AAPMs convened by CMS are more rural, with lower
population density and fewer providers per capita. The hospitals are usually smaller than their
counterparts in current AAPM MSAs and, as a consequence, usually lack the resources to
develop techniques to manage the bundle. These regions also have higher costs for hip and
knee replacement. Providers who practice in these areas are currently not able to participate in
an APM. Specialists, like adult reconstruction orthopaedic surgeons, are currently limited to
participating in the Merit Based Incentive Payment System (MIPS), and may have little incentive
or training in techniques to increase quality and decrease cost while delivering TJR.
We believe AAPMs offer a better way to improve quality and improve cost effectiveness
for TJR delivery than MIPS. AAHKS has long stated that a fundamental component to any
successful AAPM for joint replacement requires a successful risk adjustment component. Our
proposed risk stratification methodology is presented here in inform CMS’s refinement of
existing AAPMs and development of future AAPMs.
II.

Overview of Model Parameters

This AAPM will fulfill the CMS requirements to establish qualified provider status and
serve as a substitute for MIPS as called for in MACRA. Arthroplasty Bundle Management (ABM)
will require quality and patient reported outcomes (PROMs) reporting through the American
9
Firm:43614890v1

Joint Replacement Registry, Electronic Medical Record participation, patient satisfaction
reporting specifically geared toward TJR (as opposed to the CJR program requirements of
hospital-wide HCAHPS reporting), and limited physician financial risk with or without the
hospital either through episode initiation or a quality/financial metric to be determined. In
addition, ABM would collect data to allow appropriate risk adjustment measurement. ABM
would develop categories of patient cohorts based on the severity of comorbidities both
medical and orthopaedic. ABM would negotiate with CMS for additional payments for higher
risk cohorts in order to protect access for these patients and avoid the possibility of cherry
picking or lemon dropping.
This AAPM would allow third party conveners and episode initiators to help undercapitalized hospitals and surgeons to participate in the model. AAHKS will partner with ABM to
develop techniques to educate its members on methods and protocols of improving quality,
decreasing cost, and managing risk. ABM would create divisions to convene the bundle,
manage the bundle, and manage downside risk. ABM and partners would help providers
negotiate with participating hospitals to achieve goals of decreased cost and improved quality.
ABM and partners will serve as a convener for underserved physician and patient populations
with insufficient volume under the current AAPMs. ABM will work with the physician and
hospital groups to provide financial and quality analytic data to allow for successful
implementation of the AAPM.
This would be a five-year demonstration project. This episode of care would mimic the
Model 2 BPCI and CJR programs. The episode would start with admission to the hospital and
would continue for 90 days after admission. All accrued costs associated with the episode
would be added to the bundled episode. CMS would take a 2% discount from a 2 year historical
average to determine target price in the first 2 years, MSA geographic average pricing would be
used in years 3, 4 and 5. For virtual programs, if a historical target cannot be fairly determined
due to disparity, geographic pricing can be used for year 1 and 2 or an average of all of the
constituents of the virtual group minus the 2% discount.
III.

Risk Stratification Proposal

It is important that primary TJR be risk stratified for optimal equity in bundled payment
models. Hip fracture patients treated with prosthesis have been accommodated within BPCI
and CJR with a higher reimbursement due to atypical costs when compared to elective TJR. It is
important that conversion THR (CPT 27132) also be accommodated in the same manner, as
these cases behave much more like revision TJR than primary TJR. Additionally, patients with
high comorbidity burdens are at increased risk for complications and readmissions and are
likely to be negatively impacted in a bundled scenario with lack of access due to their poorer
financial metrics. It is important that higher risk patients either be reimbursed at higher levels
or given exclusion status from the bundled payment model. This would eliminate potential
barriers to access of care for high risk patients (lemon dropping) and dissuade choosing only the
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best risk profile patients (cherry-picking), predictable, unintended consequences under the
current AAPMs.
a. Summaries of Options
There are four options for risk stratification which seem reasonable and which can be
offered to AAPM participating providers. These options satisfy the AAHKS objectives of (1)
maintaining access to care for higher risk patients; (2) determining appropriate exclusion
criteria for high risk patients, and (3) recognizing the need for co-morbidity (both medical and
orthopaedic) based risk adjustment for costs and quality of care in order to fairly compensate
hospitals and surgeons for caring for high risk patient cohorts.
i. Option 1
Construct tiered DRG’s based on comorbidity and orthopaedic surgical risk variables that
increase reimbursement with increasing risk of readmission and utilization of resources.
Suggested DRG tiers could increase one level for each 15% increase in cost per medical
comorbidity.
ii. Option 2
Agree upon criteria and/or composite risk scoring thresholds to define patients that are
excluded from bundled episodes and allow payment by fee for service for those patients
eliminated from the bundle. Criteria currently in use to exclude patients from both NQF 1550
(complications) and NQF 1551 (readmissions) include fractures, cancer patients, and transfers.
Those in use already could be readily applied to the bundled episodes.
iii. Option 3
Evaluate the risk profile of the population treated and if the hospital’s population has
maintained or increased its composite risk (e.g., Risk of Mortality, Readmission or Severity of
Illness) and/or socioeconomic risk factors (e.g. minority status, poor access or dual eligibility) at
a level higher than average, and the quality remains higher than expected, then such
institutions should be rewarded with a lower price target or a bonus for performance above the
expected levels in the MSA. Institutions should be incentivized for taking care of a high-risk
population at above average levels of quality.
iv. Option 4
Apply the in use medical comorbidities risk adjustment in the Hospital-Level, RiskStandardized Payment Measure already being collected and test for improvement in the risk
11
Firm:43614890v1

adjustment model by adding the surgery specific risk factors proposed to Yale and CMS as
additions to the risk factors used in NQF1550. An alternative would be to decrease incentives to
cherry pick the lowest risk patients by offering disincentives to operate only on low risk
patients, this would protect low socioeconomic status populations, academic teaching
institutions, and safety net hospitals.
b. Role of Currently Used Co-Morbidities
AAHKS proposes to test these risk stratification models within the AAPM. It is our goal to
combine the surgical risk factors previously proposed for addition to NQF 1550. The current comorbidities are in table 12. A preliminary logistic model to predict thirty-day readmission after
primary total hip replacement or total knee replacement illustrated that the combination of
clinical measures identified by AAHKS and FORCE TJR and administrative data (ICD/CC
[complicating or comorbid condition]) can significantly improve the prediction of thirty-day
readmission rates based on medical morbidity variables alone. Thus, the addition of clinical
variables, such as the factors presented below and identified by AAHKS, FORCE-TJR registry, and
the Yale Group will improve the risk-adjustment model for thirty-day readmission rates and has
the potential to enhance fair comparisons of the quality of care provided by hospitals and
surgeons.
Table 12. Hierarchical Generalized Linear Model Results for Full July 2010-June 2012 Sample
Risk-Adjustment
Category
Intercept
Demographics
Demographics
Procedure
Procedure
Procedure
Procedure
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity

Risk-Adjustment Variable
N/A
Age-65 (years above 65, continuous)
Male
Index Admission with an Elective THA Procedure
Procedure Type (Bilateral Joint Replacement)
Procedure Type(Staged Joint Replacement)
Procedure Type (Single Joint Replacement)
Morbid Obesity
Congestive Heart Failure
Acute Coronary Syndrome
Valvular or Rheumatic Heart Disease
Hypertension and Hypertension Complications
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Estimate

Stand
ard
Error

Payment
Ratio
(PR)

9.663

0.004

-

0.015

0.000

1.015

-0.075

0.001

0.928

0.022

0.001

1.022

0.553

0.004

1.738

0.559

0.007

1.749

0.000

-

1.000

0.118

0.002

1.125

0.058

0.002

1.060

0.021

0.001

1.021

0.007

0.001

1.007

0.030

0.001

1.030

95%
Confidence
Interval for
PRs
(1.0151.015)
(0.9260.929)
(1.0201.024)
(1.7261.751)
(1.7261.773)
(1.1201.130)
(1.0561.064)
(1.0191.023)
(1.0041.009)
(1.0281.033)

Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity

History of Infection
Metastatic Cancer and Acute Leukemia
Cancer
Benign Neoplasms of Skin, Breast, Eye
Diabetes and Diabetes Complications
Protein-Calorie Malnutrition
Other Significant Endocrine and Metabolic Disorders
Obesity/Disorders of Thyroid, Cholesterol, Lipids
Appendicitis
Bone/Joint/Muscle Infections/Necrosis
Rheumatoid Arthritis and Inflammatory Connective
Tissue Disease
Disorders of the Vertebrae and Spinal Discs
Osteoarthritis of Hip or Knee
Other Musculoskeletal and Connective Tissue Disorders
Severe Hematological Disorders
Coagulation Defects and Other Specified Hematological
Disorders
Delirium and Encephalopathy
Dementia and Senility
Major Psychiatric Disorders
Depression/Anxiety
Other Psychiatric Disorders
Mental Retardation or Developmental Disability
Hemiplegia, Paraplegia, Paralysis, Functional Disability
Polyneuropathy
Multiple Sclerosis
Parkinson's and Huntington's Diseases
Seizure Disorders and Convulsions
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0.044

0.001

1.045

0.033

0.007

1.034

-0.007

0.001

0.993

-0.019

0.001

0.981

0.056

0.001

1.058

0.175

0.007

1.191

0.023

0.003

1.024

-0.011

0.001

0.990

-0.053

0.014

0.948

0.038

0.003

1.038

0.022

0.002

1.022

0.008

0.001

1.008

0.069

0.002

1.072

0.033

0.001

1.034

0.062

0.006

1.064

0.020

0.002

1.020

0.040

0.006

1.041

0.100

0.003

1.105

0.091

0.003

1.095

0.036

0.001

1.037

0.015

0.002

1.016

0.272

0.017

1.313

0.067

0.004

1.070

0.039

0.002

1.039

0.125

0.011

1.133

0.172

0.005

1.188

0.067

0.004

1.070

(1.0421.048)
(1.0201.047)
(0.9910.995)
(0.9790.984)
(1.0561.060)
(1.1751.206)
(1.0191.029)
(0.9880.992)
(0.9230.975)
(1.0321.045)
(1.0191.026)
(1.0061.010)
(1.0671.076)
(1.0311.037)
(1.0511.077)
(1.0161.025)
(1.0291.052)
(1.1001.111)
(1.0891.100)
(1.0341.040)
(1.0121.019)
(1.2701.356)
(1.0611.078)
(1.0351.043)
(1.1091.158)
(1.1761.200)
(1.0611.079)

Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity
Other
Comorbidity

Arrhythmias
Stroke
Vascular or Circulatory Disease
Chronic Obstructive Pulmonary Disease (COPD)
Pleural Effusion/Pneumothorax
Other Lung Disorders

0.013

0.001

1.013

0.045

0.004

1.047

0.025

0.001

1.025

0.044

0.001

1.045

-0.018

0.004

0.982

0.017

0.001

1.017

(1.0111.016)
(1.0391.054)
(1.0231.027)
(1.0421.048)
(0.9740.990)
(1.0151.020)

The estimated between-hospital variance from the hierarchical generalized linear model is
0.014 (SE = 0.0004). The THA/TKA payment for a hospital with one standard deviation above
average was 1.27 times that of a hospital with one standard deviation below average.
c. AAHKS Proposed Clinical Risk Factors

Clinical Risk Factor
Morbid obesity BMI
>40
Smoking
Chronic anticoagulant
use
Chronic narcotic use
Workmen’s
compensation case
Previous intraarticular infection
Congenital hip
deformity
Angular knee
deformity >15 degrees
Previous ORIF hip
Previous ORIF knee
Depression/psychiatric
disease

ICD10
Code

Descriptor

E66.09 Morbid (severe) obesity due to excess calories
Z72.0 Tobacco use
Z79.01 Long-term (current) use of anticoagulants
F11.20 Opioid dependence, uncomplicated
Z56.9 Unspecified problems related to employment
B94.9 Sequelae of unspecified infectious and parasitic diseases
M16.31 Unilateral OA resulting from hip dysplasia R hip
M16.32 Unilateral OA resulting from hip dysplasia L hip
M21.869
M16.51
M16.52
M17.31
M17.32

Other acquired deformity of knee
Unilateral post‐traumatic osteoarthritis, right hip
Unilateral post‐traumatic osteoarthritis, left hip
Unilateral post‐traumatic osteoarthritis, right knee
Unilateral post‐traumatic osteoarthritis, left knee

F48.9 Nonpsychotic mental disorder

Red variables are accounted for in the CMS Risk Stratification Medical comorbidities payment ratios.
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d. Summaries of Risk Stratification Calculation
i. Option 1
For each 15% increase in medical comorbidities payment ratio, the DRG would increase
15%.








Standard Target Price RVU 1: no adjustment
Target Price RVU 2: 1 plus 15%
Target Price RVU 3: 1 plus 30%
Target Price RVU 4: 1 plus 45%
Target Price RVU 5: 1 plus 60%
Target Price RVU 6: 1 plus 80%
Target Price RVU 7: 1plus 100%
Maximum adjustment would be capped at two times the target price.

As an example, morbid obesity has a payment ratio of 1.125 and diabetes has a
payment ratio of 1.058. That would total to a payment ratio of 18.3% above standard and
would qualify for Target Price RVU 2 or a 15% increase above the standard target price.
For each clinical risk factor not included in the CMS Risk adjustment model, we would
propose increasing the payment ratio by 15%.
Clinical Risk
Factor
Smoking
Chronic narcotic
use
Previous intraarticular
infection
Congenital hip
deformity
Angular knee
deformity >15
degrees

ICD10
Code
Z72.0 Tobacco use

F11.20 Opioid dependence, uncomplicated
Sequelae of unspecified infectious and parasitic
B94.9 diseases
M16.31 Unilateral OA resulting from hip dysplasia R hip
M16.32 Unilateral OA resulting from hip dysplasia L hip

M21.869 Other acquired deformity of knee
15
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Descriptor

Previous ORIF
M16.51 Unilateral post‐traumatic osteoarthritis, right hip
hip
M16.52 Unilateral post‐traumatic osteoarthritis, left hip
Previous ORIF
M17.31 Unilateral post‐traumatic osteoarthritis, right knee
knee
M17.32 Unilateral post‐traumatic osteoarthritis, left knee
As an example a morbidly obese, diabetic patient with a history of congenital hip
deformity would have a payment ratio of 33.3% and would qualify for DRG 3 or plus 30% above
the standard target price.
ii. Option 2
Patients with payment ratios greater than two times the standard risk will be eliminated
from the bundled arrangement and will be paid under fee for service.
iii. Option 3
Calculate the payment ratio for a given population under the bundle. If the payment
ratio for a population is 15% higher than average and the quality delivered is equal to the
standard risk population or average of the bundle cohort and the care is delivered at average
cost, then that provider group should be eligible for an incentivized bonus payable in 15%
increments relative to the target price.
iv. Option 4
Multiply the target price by the calculated payment ratio plus the clinical adjustment
variables for each case. If an institution is more than one standard deviation below the average
risk for the MSA then they should have their target price lowered. This will assist in
discouraging cherry picking and will keep safety net, academic, and less resourced hospitals
participating in the bundle.
***
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The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Ave SW, Mail Stop 314G
Washington, DC 20201
Submitted electronically via CMMI_NewDirection@cms.hhs.gov
SUBJECT: Innovation Center New Direction – Request for Information
Dear Administrator Verma:
On behalf of the American Association of Neurological Surgeons (AANS) and Congress of Neurological
Surgeons (CNS), representing more than 4,000 neurosurgeons in the United States, we thank you for
the opportunity to respond to the Centers for Medicare and Medicaid Services (CMS) Innovation Center
New Direction Request for Information (RFI). We appreciate the Administration’s effort to seek public
feedback on a new direction for the Innovation Center, which was created under the Affordable Care Act
to test innovative payment reforms. We are also encouraged by its interest in promoting more patientcentered and market-driven reforms that increase choice while also aiming to improve outcomes and the
overall value of care.
The AANS and CNS fully support payment and delivery reforms that incentivize higher quality and better
value care, but the current manner in which quality and value are defined and measured is problematic
and flawed. The future direction of value-based payment reform needs to be guided by those treating
patients at the bedside and must not result in excessive regulatory burdens that distract from more
meaningful activities.
Listed below are some issues that the AANS and CNS ask CMS to consider as it determines the future
direction of the Innovation Center:


The development and testing of more specialty-focused models. One of organized
neurosurgery’s biggest concerns is the ongoing lack of specialty-focused payment models being
tested through the Innovation Center. Without such models, specialists lack the opportunity to
contribute to future payment reforms but also lack the opportunity to participate in the Quality
Payment Program’s (QPP) Advanced Alternative Payment (APM) Model track. We encourage
CMS to broaden the scope of models it tests so that they are more inclusive of the unique
dynamics of specialty care, even if that means small-scale testing at the local level.



Minimize administrative burden and shift focus to more meaningful investments. We are
very encouraged by the Administration’s interest in lowering physician burden. Future payment
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models need to more judiciously focus on what is meaningful and important to both the clinician
and the patient rather than an arbitrary number and type of required quality measures. As noted
earlier, federal investments must be made to build further the infrastructure that will allow for more
seamless data collection. Until then, individual clinicians should not be saddled with the burden of
tracking and satisfying their responsibilities under multiple complex and confusing reporting
mandates. To date, federal efforts to promote value-driven reform have resulted in a burgeoning
industry of hospital and practice administrators focused solely on ensuring that the “right boxes are
checked” and that the correct paperwork is filed to avoid penalties. This misdirection of resources
is unfortunate since we observe that it is doing little, if anything, to improve health care quality. Just
like CMS is interested in promoting value over volume, the agency should adopt that same
approach in its strategies for future payment reform. Payment reforms of the future must shift
the focus away from what has become arbitrary and burdensome and towards a system that
focuses resources on the most relevant and impactful interventions.


Only hold physicians accountable for costs they can control. Many of our members have
been frustrated and concerned about their inability to influence post-acute care (PAC). While these
costs often contribute substantially to neurosurgically-relevant episodes of care, neurosurgeons
usually have little control over the decisions and costs associated with PAC. Similarly, there are
frequent attribution errors when defining our members’ involvement within various episode
methodologies, leading to inaccuracies in cost and quality calculations. It is critical that as CMS
continues to test payment models that it ensure that physicians are only held accountable
for costs that they can directly control.



Better methodologies to identify and adjust for riskier patients. Value-driven payment models
also need to better account for the costs of high-risk patients. Our members find that under many
current bundled payment model contracts, there are insufficient mechanisms to account for fragile
or more complex patients, which not only drives up the cost of the bundle but creates disincentives
to treat patients most in need. Adding to that problem is our ongoing inability to precisely
determine ahead of time which patients will cost more so that proper adjustments and stratifications
can be applied. While payers are making gradual progress on these fronts, there is still a
great need for better data to better understand patient risk factors and their impact on
outcomes. As described below, we believe that clinical data registries can play a critical role here.


Incentivize investments in clinical data registries. In many specialty areas, existing clinical
information systems (particularly administrative systems) are grossly inadequate to provide even
the most fundamental insights essential to defining quality, such as allowing for the identification
of specific and comparable patient cohorts. Furthermore, basic information regarding expected
outcomes for specific conditions/interventions that are most meaningful to patients (such as
improvements in pain or disability) is currently absent in common data structures. Without such
information, we can never hope to move the quality needle meaningfully. The AANS and CNS
believe that clinical data registries, if properly incentivized and adopted more broadly, can help to
fill many current information gaps regarding how patients with different clinical and socioeconomic
characteristics respond to various treatments, what sets of parameters allow for comparable
clinical scenarios, how clinicians compare in regards to performance on outcomes and resource
use, and how patients can make better decisions about their careUnfortunately, many current
barriers prevent more widespread adoption of registries, such as electronic health record (EHR)
vendor data blocking practices and misguided reporting mandates that focus solely on system
functionalities rather than on the quality of data being collected. As payment reform continues
to evolve, we strongly urge CMS to adopt policies that further incentivize both the
collection and meaningful application of data gathered through clinical data registries,
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along with efforts to improve the accuracy and collection efficiency of high-value clinical
data.


Incentivize, rather than mandate, participation. It is critical that CMS maintain voluntary
participation in models that allow hospitals, as well as surgeons, to tailor bundled and other
innovative payment reforms to their specific patient populations, practice settings,
administrative capabilities, and resources. Mandatory models unfairly target providers who
might have avoided testing such models for legitimate reasons. These providers, many of whom
are in small or rural practices, hospitals or systems, face real challenges, such as a lack of
resources to better coordinate care (including a lack of access to interoperable EHRs), insufficient
patient volumes, and/or a lack of negotiating power in their community. These challenges will not
be resolved, and will only be exacerbated, by forcing providers in different settings and with varying
resources into the same box. What these providers need is more flexibility, better support and
guidance, and stronger incentives — not a restrictive mandate. It is simply erroneous, and even
dangerous for patients, to assume that providers across the nation would fit into and benefit from
the same payment model.



Preserving the role of the physician. No APM, particularly a surgery-focused APM, can achieve
success without hospital/physician alignment. The recent trend in health care consolidation is
crippling independent practice, which poses a serious threat to innovation. While the hospital might
be in the best position to manage certain aspects of a bundled payment model, only physicians
have the clinical expertise to ensure that care is redesigned in a way that truly improves outcomes
and does not impede patient access or choice. For acute care models, in particular, physicians
make the decisions that can result in the success (or failure) of a bundled payment model.
Therefore, it is critical that physicians and other relevant clinical experts have a leading role
in defining episodes, appropriate risk adjustment and attribution methodologies, and fair
mechanisms for distributing payments under APMs. If CMS is going to hold physicians
accountable for entire episodes of care, then physicians must have the ability to take ownership
and control and define their own roles



Protect beneficiary choice and access to specialty care. The AANS and CNS strongly support
CMS’ interest in giving “beneficiaries and health care providers the tools and information they need
to make decisions that work best for them.” Standardized care metrics and care models create
barriers to treatments for those individuals that do not meet “average” thresholds. When patients
cannot access treatments that work for them, our health care system bears the cost of reduced
treatment adherence, increased hospitalization, and other acute care episodes. Innovative
payment and delivery models should not rely on one-size-fits-all metrics and should not
limit beneficiary access to high-value specialty care. Furthermore, CMS should adopt
metrics to monitor beneficiary access to specialty care and ensure that choice is preserved.



Greater patient involvement in payment and delivery reforms. We also urge CMS to consider
a greater emphasis on patient and consumer involvement in payment reforms. Few payment
models to date incentivize consumers (e.g., through lower cost sharing) to choose providers and
care models that are less expensive and meet their needs, nor do they place any responsibility on
the patient to make lifestyle choices that could contribute to better outcomes (e.g., smoking
cessation or weight loss). Again, future payment and delivery models should only hold physicians
accountable for factors they can directly control. At the same time, CMS should continue to
explore ways in which it can better account for patient actions in accountability models and
incentivize patient decision-making that is proven to lead to better outcomes.
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Preserve innovation. We urge CMS to test models that encourage innovations in care
delivery and promote personalized services based on new diagnostics and big-data
capabilities. In this age of personalized medicine, there are opportunities to reduce costs by
better targeting treatments shown to work on patients with similar characteristics, needs and
preferences. For example, providing patients with a pre-existing condition a therapy tailored to
their individual needs early in their disease process can prevent them from requiring more
aggressive and expensive treatments in the future. Future value-driven payment reforms must
consider cost and quality equally and must put the individual needs of the patient first.



Preserve fee-for-service as a viable payment model. There are numerous examples across the
country where specialists have moved services and procedures from expensive inpatient settings
to lower-cost outpatient settings, while also reducing gaps in quality and variations in care. For
these specialists, fee-for-service (FFS) remains the most appropriate reimbursement structure, and
CMS should provide them with the opportunity to stay in that system. Physicians who can
continue to prove to be high value under the current system should maintain the choice to
remain in FFS.



Private contracting. The AANS and CNS appreciate CMS’ consideration of models that would
allow beneficiaries to contract directly with health care providers. Under current law, Medicare
beneficiaries that choose to see physicians who do not accept Medicare are required to pay the
physician's charge entirely out of personal funds; Medicare does not pay any part of the charge.
Also, physicians who choose to provide covered services to Medicare beneficiaries under private
contracts must "opt out" of the Medicare program for two years, during which time Medicare does
not pay the physician for any covered services provided to Medicare beneficiaries.
The AANS and CNS have long maintained that these discriminating policies are inappropriate and
an impediment to Medicare beneficiaries’ freedom of choice. We urge the agency to allow
physicians and Medicare beneficiaries to enter into private contracts on a case-by-case
basis. Medicare beneficiaries should not be prevented from using their Medicare benefits if they
choose to see a physician that does not accept Medicare, and physicians should not face penalties
or be forced to “opt-out” of the Medicare program to contract with Medicare beneficiaries privately.
At the same time, we recognize that not every Medicare beneficiary will choose to exercise their
right to contract privately, and in some cases, private contracting may be inappropriate. For private
contracting models to be successful, we encourage the inclusion of appropriate protections for
low-income and dual-eligible beneficiaries, as well as beneficiaries with emergency or
urgent conditions, or those who do not have a choice of physicians.



Population health measures. We believe there is value in evaluating quality and outcomes at the
population level, and recognize that doing so could result in less administrative burden for
individual physicians. At the same time, we are concerned that a heedless move toward more
general, population-based measures could leave specialists with no way to demonstrate their
value. Furthermore, a movement to fewer measures that are used by all physicians fails to account
for the differences across the different specialties and their patients. One size definitely does not
fit all, so we request that CMS continue to work with specialties to identify the appropriate
balance of measures that are meaningful to both physicians and patients.



Provide physicians help in obtaining the data and analytical support needed to design
APMs. One of the most significant barriers physicians face in developing and implementing new
approaches to care delivery and payment is their inability to obtain data on the full range of
services their patients are receiving today. Physicians do not have access to information about the
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other services their patients are receiving that would enable them to identify and quantify
opportunities for savings or take action to achieve these savings. Furthermore, APM developers
also need assistance with technical issues such as risk stratifying patients and risk adjusting
payments. CMS should, therefore, create more effective and user-friendly mechanisms
through which physicians can access and analyze CMS claims data and provide financial
support to physicians to help them gather and analyze relevant clinical data that is not
contained within claims data.


Medical liability reform. Without meaningful medical liability reform, physicians will continue to
engage in defensive medicine, which will skew the intent and results of potentially promising
payment models. We realize this is outside of CMS’ jurisdiction, but request that CMS put
pressure on Congress to enact long overdue, meaningful reforms.

Once again, the AANS and CNS are pleased that CMS is taking a fresh look at physician payment
reform and seeking out new directions to address current obstacles that divert effort from steps that
could truly improve outcomes that matter to patients. We look forward to working with the agency to
evolve this strategy and test innovative reforms. In the interim, feel free to contact us with any
questions.
Sincerely,

Alex B. Valadka, MD, President
American Association of Neurological
Surgeons

Ashwini D. Sharan, MD, President
Congress of Neurological Surgeons

November 20, 2017

Submitted via email at CMMI_NewDirection@cms.hhs.gov
Amy Bassano
Acting Deputy Administrator for Innovation and Quality & Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attn: CMS-5517-P
P.O. Box 8013
7500 Security Boulevard
Baltimore, MD 21244-8013
Dear Ms. Bassano:

The American Association of Nurse Anesthetists (AANA) appreciated the opportunity to meet
with you and your staff from the Centers for Medicare & Medicaid Service’s (CMS) Innovation
Center back in August to discuss alternative payment models (APMs) and the role of Certified
Registered Nurse Anesthetists (CRNAs), and we welcome the opportunity to expand upon our
discussion in this request for information on the Center’s new direction. In particular, we make
the following comments and requests:
•

Ensure equal treatment of CRNAs and APRNs in models

•

CMS should ensure that its new direction should require the strategic use of anesthesia
services when anesthesia is involved

•

Ensure that the new direction promotes full scope of practice and removes barriers to care

•

Allow facilities to waive Medicare Part A Physician Anesthesia Supervision requirements
for CRNAs to encourage participation in APMs and Physician-Focused Payment Models

•

Prohibit the use of wasteful tele-supervision of CRNA services in models

•

Innovation Center’s direction should promote access to care in rural areas

•

Innovation Center’s direction should promote multi-modal pain management in an effort
to reduce the need for and reliance on opioids

•

Allow for an advanced APM waiver for the requirement of a Certified Electronic Health
Record Technology (CEHRT) for hospital-based and non-patient facing clinicians
1

Background of the AANA and CRNAs
The AANA is the professional association for CRNAs and student nurse anesthetists, and AANA
membership includes more than 52,000 CRNAs and student nurse anesthetists (SRNAs)
representing over 90 percent of the nurse anesthetists in the United States. CRNAs are advanced
practice registered nurses (APRNs) who personally administer more than 43 million anesthetics
to patients each year in the United States. Nurse anesthetists have provided anesthesia in the
United States for 150 years, and high-quality, cost-effective CRNA services continue to be in
high demand. CRNAs are Medicare Part B providers and since 1989, have billed Medicare
directly for 100 percent of the physician fee schedule amount for services.

CRNA provide every aspect of the delivery of anesthesia services including pre-anesthesia
patient assessment, obtaining informed consent for anesthesia administration, developing a plan
for anesthesia administration, administering the anesthetic, monitoring and interpreting the
patient's vital signs, and managing the patient throughout the surgery. CRNAs also provide
acute and chronic pain management services. CRNAs provide anesthesia for a wide variety of
surgical cases and in some states are the sole anesthesia providers in nearly 100 percent of rural
hospitals, affording these medical facilities obstetrical, surgical, trauma stabilization, and pain
management capabilities. According to a May/June 2010 study published in the journal of
Nursing Economic$, CRNAs acting as the sole anesthesia provider are the most cost-effective
model for anesthesia delivery, and there is no measurable difference in the quality of care
between CRNAs and other anesthesia providers or by anesthesia delivery model.1 Furthermore,
an August 2010 study published in Health Affairs shows no differences in patient outcomes
when anesthesia services are provided by CRNAs, physicians, or CRNAs supervised by
physicians.2 Researchers studying anesthesia safety found no differences in care between nurse
anesthetists and physician anesthesiologists based on an exhaustive analysis of research literature
published in the United States and around the world, according to a scientific literature review
1

Paul . Hogan et. al, “Cost Effectiveness Analysis of Anesthesia Providers.” Nursin Economic$. 2010;
28:159-169.
2

B. Dulisse and J. Cromwell, “No Harm ound When Nurse Anesthetists Work Without Physician
Supervision.” Health Affairs. 2010; 29: 1469-1475.

2

prepared by the Cochrane Collaboration.3 Most recently, a study published in Medical Care
June 2016 found no measurable impact in anesthesia complications from nurse anesthetist scope
of practice or practice restrictions.4

CRNAs play an essential role in assuring that rural America has access to critical anesthesia
services, often serving as the sole anesthesia provider in rural hospitals, affording these facilities
the capability to provide many necessary procedures. The importance of CRNA services in rural
areas was highlighted in a recent study which examined the relationship between socioeconomic
factors related to geography and insurance type and the distribution of anesthesia provider type.5
The study correlated CRNAs with lower-income populations and correlated anesthesiologist
services with higher-income populations. Of particular importance to the implementation of
public benefit programs in the U.S., the study also showed that compared with anesthesiologists,
CRNAs are more likely to work in areas with lower median incomes and larger populations of
citizens who are unemployed, uninsured, and/or Medicaid beneficiaries.6
AANA Request: Ensure Equal Treatment of CRNAs and APRNs in Models
The AANA urges CMS to ensure that CRNAs and other APRNs are treated on par with
physicians in models, including physician specialty models and advanced alternative payment
models. These healthcare providers are core to improved access to high quality, cost-effective
care. Furthermore, the National Academy of Medicine (NAM) recommends that government
policy expand opportunities for nurses to lead collaborative healthcare improvement efforts, and

3

Lewis SR, Nicholson A, Smith A , Alderson P. Physician anaesthetists versus non-physician providers of
anaesthesia for surgical patients. Cochrane Database of Systematic Reviews 2014, Issue 7. Art. No.: CD010357.
DOI: 10.1002/14651858.CD010357.pub2.
4

Negrusa B et al. Scope of practice laws and anesthesia complications: No measurable impact of certified
registered nurse anesthetist expanded scope of practice on anesthesia-related complications. Medical Care June
2016, http://journals.lww.com/lwwmedicalcare/Abstract/publishahead/Scope_of_Practice_Laws_and_Anesthesia.98905.aspx.
5

Liao CJ, Quraishi JA, Jordan, LM. Geographical Imbalance of Anesthesia Providers and its Impact on the
Uninsured and Vulnerable Populations. Nurs Econ. 2015;33(5):263-270.
http://www.aana.com/resources2/research/Pages/NursingEconomics2015.aspx
6

Liao, op cit.
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prepare and enable nurses to lead changes that advance health.7 Increasingly, the healthcare
industry is recognizing APRNs for their leadership role in clinical, educational and academic,
executive, board, legislative, and regulatory domains. In addition to their roles as expert
healthcare professionals, APRNs are CEOs of hospitals and health systems, chief nursing
officers, chairs of regulatory bodies and advisory committees, and have taken many other
positions with wide spans of responsibility.

In particular, the AANA expects that CRNAs should automatically be included in models when
anesthesiologists are mentioned. As CMS develops the new direction of the Innovation Center,
we urge CMS ensure that CRNAs will not face professional discrimination based solely on
licensure in these efforts.

AANA Request: CMS Should Ensure that Its New Direction Should Require the Strategic
Use of Anesthesia Services When Anesthesia is Involved
As the CMS Innovation Center seeks a new direction to promote patient-centered care and test
market-driven reforms that drive quality, reduce costs, and improve outcomes, CMS should
ensure that the focus of its new direction include models that encourage the strategic use of
anesthesia services when anesthesia is involved. Anesthesia professionals, such as CRNAs, can
play an integral role in episodes of care that involve anesthesia as proper anesthesia services
management can improve patient flow, advance patient safety, and ultimately yield cost savings.8
Conversely, research shows that suboptimal care in the preoperative, intraoperative, or
postoperative phases of surgery may compromise care, resulting in poor patient outcomes9 that
increase healthcare costs. We urge CMS to include as part of the Innovation Center’s direction
7

NAM (National Academy of Medicine). The uture of Nursing: Leading Change, Advancing Health
(Washington, DC:The National Academies Press, 2011), see Recommendation #2: Expand opportunities for nurses
to lead and diffuse collaborative improvement efforts, p.11 and Recommendation #7: Prepare and enable nurses
to lead change to advance health, p. 14.
8
See for example Rice AN, Muckler VC, Miller WR, Vacchiano CA. ast-tracking ambulatory surgery
patients following anesthesia. J Perianesth Nurs. Apr 2015;30(2):124-133 and Kimbrough CW et al. Improved
Operating Room Efficiency via Constraint Management: Experience of a Tertiary-Care Academic Medical Center.
Journal of the American Colle e of Sur eons 2015; 221: 154-162.
9

Miller TE, Roche AM, Mythen M. luid Management and Goal-Directed Therapy as an Adjunct to
Enhanced Recovery After Surgery (ERAS). Canadian Journal of Anesthesia 2015; 62 (2)” 158-168.
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the strategic consideration of the role of anesthesia delivery that is safe and cost-efficient in itself
and encourages the use of techniques such as Enhanced Recovery After Surgery (ERAS)
programs,10 which help reduce costs and improve patients outcomes. 11

Furthermore, we recommend that CMS promote cost-efficient anesthesia delivery models. All
models of anesthesia delivery being equally safe according to extensive published research, the
most cost-effective safe anesthesia care delivery model is the CRNA non-medically directed
model, and we recommend that CMS promote its use in this regard.

In demonstrating the costs of various modes of anesthesia delivery, suppose that there are four
identical cases: (a) has anesthesia delivered by a non-medically directed CRNA; (b) has
anesthesia delivered by an anesthesia care team where a CRNA medically directed at a 4:1 ratio
by a physician overseeing four simultaneous cases and attesting fulfillment of the seven
conditions of medical direction in each; (c) has anesthesia delivered by an anesthesia care team
where CRNA medically directed at a 2:1 ratio; and (d) has anesthesia delivered by a physician
personally performing the anesthesia service. (There are instances where more than one
anesthesia professional is warranted; however, neither patient acuity nor case complexity is a
part of the regulatory determination for medically directed services. The literature demonstrates
that the quality of medically directed vs. non-medically directed CRNA services is
indistinguishable in terms of patient outcomes, quality and safety.) Further suppose that the
annual pay of the anesthesia professionals approximate national market conditions, $170,000 for
the CRNA12 and $540,314 for the anesthesiologist13. Under the Medicare program, practice
10

American Association of Nurse Anesthetists, “Enhanced Recovery After Surgery: Considerations for
Pathway Development and Implementation,” July 2017, available at:
http://www.aana.com/myaana/Advocacy/fedgovtaffairs/Documents/20160902-aana-comment-on-opioidanalgesic-prescriber-education-rfi-final.pdf.
11

See for example Boulind CE, Yeo M, Burkill C, et al. actors predicting deviation from an enhanced
recovery programme and delayed discharge after laparoscopic colorectal surgery Colorectal Dis. 2011;14:103-110;
Miller TE, Thacker JK, White WD, et al. Reduced length of hospital stay in colorectal surgery after implementation
of an enhanced recovery protocol. Anesth Analg. May 2014;118(5):1052-1061; and Enhanced recovery care
pathway. A better journey for patients seven days a week and better deal for the NHS. National Health
Service2012-2013. http://www.nhsiq.nhs.uk/resourcesearch/publications/enhanced-recovery-carepathwayreview.aspx. Accessed ebruary 25, 2015.
12

AANA member survey, 2014

13

MGMA Physician Compensation and Production Survey, 2014. www.mgma.com
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modalities (a), (b), (c) and (d) are reimbursed the same. Moreover, the literature indicates the
quality of medically directed vs. non-medically directed CRNA services is indistinguishable.
However, the annualized labor costs (excluding benefits) for each modality vary widely. The
annualized cost of practice modality (a) equals $170,000 per year. For case (b), it is ($170,000 +
(0.25 x $540,314) or $305,079 per year. For case (c) it is ($170,000 + (0.50 x $540,314) or
$440,157 per year. Finally, for case (d), the annualized cost equals $540,314 per year.

FTEs / Case

Clinician costs per year / FTE

(a) CRNA Nonmedically Directed
(b) Medical Direction 1:4
(c) Medical Direction 1:2
(d) Anesthesiologist Only

Anesthesia Payment Model

1.00
1.25
1.50
1.00

$170,000
$305,079
$440,157
$540,314

Anesthesiologist mean annual pay
CRNA mean annual pay

$540,314
$170,000

MGMA, 2014
AANA, 2014

Under the more costly anesthesia models, hospitals and other facilities – not to mention patients
and employers paying for commercial health plan coverage – are bearing the additional costs.
Therefore, we recommend that that the CMS should include as a part of its direction incentives
for high value care that includes the use of cost-effective anesthesia care.

AANA Request: Ensure that the New Direction Promotes Full Scope of Practice and
Removes Barriers to Care
CMS should require as part of the Innovation Center’s new direction models that support and
encourage APRNs, including CRNAs, to practice to their full professional education, skills, and
scope of practice. As part of the application process, CMS’s Innovation Center should require
model sponsors to document how they will include high-quality, cost-effect CRNA and APRN
services, and how they will use CRNAs and other APRNs to the fullest extent of their education,
licensure, and certification. Our policy recommendation corresponds with a recommendation
from the NAM’s report titled The Future of Nursing: Leading Change, Advancing Health, which
outlines several paths by which patient access to care may be expanded, quality preserved or

6

improved, and costs controlled through greater use of APRNs, including CRNAs.14 The NAM
report specifically recommends that, “advanced practice registered nurses should be able to
practice to the full extent of their education and training.”15 Moreover, the NAM states with
regard to one type of APM, the accountable care organizations (ACOs), that “ACOs that use
APRNs and other nurses to the full extent of their education and training in such roles as health
coaching, chronic disease management, transitional care, prevention activities, and quality
improvement will most likely benefit from providing high-value and more accessible care that
patients will find to be in their best interest.”16

We also recommend that CMS ensure that as part of its new direction payment models that do
not impose unnecessary physician supervision requirements.17 Removing unnecessary
supervision requirements is consistent with Medicare policy reimbursing CRNA services in
alignment with their state scope of practice,18 and with NAM’s recommendation, “Advanced
practice registered nurses should be able to practice to the full extent of their education and
training.”19

There is no evidence that physician supervision of CRNAs improves patient safety or quality of
care. In fact, there is strong and compelling data showing that physician supervision does not
have any impact on quality, and may restrict access and increase cost. Studies have repeatedly
demonstrated the high quality of nurse anesthesia care, and a 2010 study published in Health
Affairs20 led researchers to recommend that costly and duplicative supervision requirements for
CRNAs be eliminated. Examining Medicare records from 1999-2005, the study compared
anesthesia outcomes in 14 states that opted-out of the Medicare physician supervision
requirement for CRNAs with those that did not opt out. (To date, 17 states have opted-out.) The

14

NAM op. cit. p. 69.

15

NAM op. cit. p. 7-8.

16

NAM op. cit. p. 3-41.

17

See 42 C R §§ 482.52, 485.639, 416.42.

18

42 C R §410.69(b), 77 ed. Reg. 68892, November 16, 2012.

19

NAM op. cit. 3-13 (pdf 108.

20

Dulisse, op. cit.
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researchers found that anesthesia has continued to become safer in opt-out and non-opt-out states
alike. In reviewing the study, the New York Times stated, “In the long run, there could also be
savings to the health care system if nurses delivered more of the care.”21 Most recently, a study
published in Medical Care June 2016 found no measurable impact in anesthesia complications
from nurse anesthetist scope of practice or practice restrictions.22

CRNA safety in anesthesia is further evidenced by the significant decrease in liability premiums
witnessed in recent decades. In 2015, self-employed CRNAs paid 33 percent less for
malpractice premiums nationwide when compared to the average cost in 1988. When adjusted
for inflation through 2015, the reduction in CRNA liability premiums is an astounding 65
percent less than approximately 25 years ago according to Anesthesia Insurance Services, Inc.
According to a May/June 2010 study published in the journal of Nursing Economic$, CRNAs
acting as the sole anesthesia provider are the most cost-effective model for anesthesia delivery
without any measurable difference in the quality of care between CRNAs and other anesthesia
providers or by anesthesia delivery model.23

The evidence also demonstrates that the supervision requirement is costly. Though Medicare
requires supervision of CRNAs (except in opt-out states) by an operating practitioner or by an
anesthesiologist who is immediately available if needed, hospitals and healthcare facilities often
misinterpret this requirement to be a quality standard rather than a condition of participation.
The AANA receives reports from the field that anesthesiologists suggest erroneously that
supervision is some type of quality standard, an assertion bearing potential financial benefit for
anesthesiologists marketing their medical direction services as a way to comply with the
supervision condition of participation. When this ideology is established, anesthesiologist
supervision adds substantial costs to healthcare by requiring duplication of services where none
is necessary. Further, the Medicare agency has clearly stated that medical direction is a
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Who should provide anesthesia care? (Editorial) New York Times, Sept. 6, 2010.
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Negrusa B et al. op. cit.
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Paul . Hogan et. al, “Cost Effectiveness Analysis of Anesthesia Providers.” Nursin Economic$. 2010;
28:159-169.
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condition for payment of anesthesiologist services and not a quality standard.24 But there are
even bigger costs involved if the hospital administrator believes that CRNAs are required to have
anesthesiologist supervision.
According to a nationwide survey of anesthesiology group subsidies,25 hospitals pay an average
of $160,096 per anesthetizing location to anesthesiology groups, an increase of 13 percent since
the previous survey in 2008. An astounding 98.8 percent of responding hospitals in this national
survey reported that they paid an anesthesiology group subsidy. Translated into concrete terms,
a hospital with 20 operating rooms hospital pays an average of $3.2 million in anesthesiology
subsidy. Anesthesiology groups receive this payment from hospitals in addition to their direct
professional billing.

As independently licensed professionals, CRNAs are responsible and accountable for judgments
made and actions taken in his or her professional practice.26 The scope of practice of the CRNA
addresses the responsibilities associated with anesthesia practice and pain management that are
performed by the nurse anesthetist as a member of inter-professional teams. The same principles
are used to determine liability for surgeons for negligence of anesthesiologists or nurse
anesthetists. The laws’ tradition of basing surgeon liability on control predates the discovery of
anesthesia and continues today regardless of whether the surgeon is working with an
anesthesiologist or a nurse anesthetist. 27

There is strong evidence in the literature that anesthesiologist supervision fails to comply with
federal requirements, either the Part A conditions of participation or Part B conditions for
coverage. Lapses in anesthesiologist supervision are common even when an anesthesiologist is
medically directing as few as two CRNAs, according to a 2012 study published in the journal
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Anesthetist. Adopted 1986, Revised 2005.
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Anesthesiology,28 the professional journal of the American Society of Anesthesiologists. The
authors reviewed over 15,000 anesthesia records in one leading U.S. hospital, and found
supervision lapses in 50 percent of the cases involving anesthesiologist supervision of two
concurrent CRNA cases, and in more than 90 percent of cases involving anesthesiologist
supervision of three concurrent CRNA cases. This is consistent with over ten years of AANA
membership survey data. Moreover, the American Society of Anesthesiologists ASA Relative
Value Guide 2013 newly suggests loosening further the requirements that anesthesiologists must
meet to be “immediately available,” stating that it is “impossible to define a specific time or
distance for physical proximity.” This newer ASA Relative Value Guide definition marginalizes
any relationship that the “supervisor” has with the patient and is inconsistent with the Medicare
CoPs and CfCs, and with the Medicare interpretive guidelines for those conditions, which
require anesthesiologists claiming to fulfill the role of “supervising” CRNA services be
physically present in the operating room or suite.

If a regulatory requirement is meaningless in practice, contributes to greater healthcare costs, and
is contrary to existing evidence regarding patient safety and access to care, we recommend that
CMS ensure that the direction of Innovation Center does not include the development of models
that impose unnecessary supervision requirements.

AANA Request: Allow Facilities to Waive Medicare Part A Physician Anesthesia
Supervision Requirements for CRNAs to Encourage Participation in APMs and PhysicianFocused Payment Models
In addition to ensuring that models do not impose unnecessary supervision requirements, we also
request that facilities be given the opportunity to waive requirements for physician supervision of
CRNAs under the umbrella of Medicare APM participation in states that have not opted out of
this requirement.29 Facilities could request this waiver during the APM entity participation
agreement with CMS, and, in return, the APM entity would need to assure that this is being done
in accordance with state law. Providing facilities the opportunity to waive this requirement will
28

Epstein R, Dexter . Influence of Supervision Ratios by Anesthesiologists on irst-case Starts and Critical
Portions of Anesthetics. Anesth. 2012;116(3): 683-691.
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allow for the most cost-effective anesthesia delivery while providing the capital needed to
enhance local level innovation to adopt care coordination.
AANA Request: Prohibit the Use of Wasteful Tele-Supervision of CRNA Services in
Models
The AANA is supportive of telehealth and remote monitoring technology that improves the
quality of care provided for all patients. We caution CMS against the use of wasteful telehealth
services that increase costs without improving healthcare access or quality as part of the
Innovation Center’s new direction. Specifically, we oppose policies that allow anesthesiologists
to be reimbursed without providing actual anesthesia care, through billing for remote supervision
services. This type of remote supervision would not improve access to healthcare for patients
with chronic conditions and would instead reward providers not actually furnishing healthcare
services. Furthermore, there is no evidence of a benefit for the use of supervision of anesthesia
via telehealth.30 Therefore, we ask that CMS prohibit the use wasteful anesthesiologist telesupervision of CRNA services in any model that is part of the Innovation Centers.

AANA Request: Innovation Center’s Direction Should Promote Access to Care in Rural
Areas
As CRNAs provide anesthesia for a wide variety of surgical cases and in some states are the sole
anesthesia providers in nearly 100 percent of rural hospitals, affording these medical facilities
obstetrical, surgical, trauma stabilization, and pain management capabilities, it vital that the
Innovation Center’s direction should promote access to the use of CRNA anesthesia services in
rural America. Furthermore, CMS’s Innovation Center should ensure models do not create
unintended barriers to the use of CRNA services and that CRNA are practicing at their full
professional education, skills, and scope of practice. CRNAs play an essential role in assuring
that rural America has access to critical anesthesia services, often serving as the sole anesthesia
provider in rural hospitals, affording these facilities the capability to provide many necessary
30

See: Applegate RL, 2nd, Gildea B, Patchin R, et al. Telemedicine pre-anesthesia evaluation: a
randomized pilot trial. Telemed J E H ealth. 2013;19:211-6; Cone SW, Gehr L, Hummel R, Merrell RC. Remote
anesthetic monitoring using satellite telecommunications and the Internet. Anesthesia and analgesia.
2006;102(5):1463-1467; Dilisio RP, Dilisio AJ, Weiner MM. Preoperative virtual screening examination of the
airway. J Clin Anesth. 2014;26:315-7; and Galvez JA, Rehman MA. Telemedicine in anesthesia: an update. Curr
Opin Anaesthesiol. 2011;24:459-62.
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procedures. The importance of CRNA services in rural areas was highlighted in a recent study
which examined the relationship between socioeconomic factors related to geography and
insurance type and the distribution of anesthesia provider type.31 The study correlated CRNAs
with lower-income populations and correlated anesthesiologist services with higher-income
populations. Of particular importance to the implementation of public benefit programs in the
U.S., the study also showed that compared with anesthesiologists, CRNAs are more likely to
work in areas with lower median incomes and larger populations of citizens who are
unemployed, uninsured, and/or Medicaid beneficiaries.32

AANA Request: Innovation Center’s Direction Should Promote Multi-Modal Pain
Management in an Effort to Reduce the Need for and Reliance on Opioids
The AANA recommends that the Innovation Center should focus on promoting multi-modal pain
management in models as a way to help curb the opioid epidemic and should ensure that models
do not limit the use of medically necessary CRNA pain management services. The AANA is
concerned in the increase in opioid drug use, abuse and deaths and is committed to
collaboratively working toward a common solution to help curb the opioid epidemic in the
United States. As a main provider of pain management services and as APRNs, CRNAs are
uniquely skilled to provide both acute and chronic pain management in a patient centered,
compassionate and holistic manner in all clinical settings (e.g., hospitals, ambulatory surgical
centers, offices, and pain management clinics).33 Furthermore, the holistic approach that CRNA
pain management practitioners employ when treating their chronic pain patients may reduce the
reliance on opioids as a primary pain management modality, thus aiding in the reduction of
potential adverse drug events related to opioids. According to a recent AANA position
statement, A Holistic Approach to Pain Management: Integrated, Multimodal, and
Interdisciplinary Treatment, “CRNAs integrate multimodal pain management as an element of
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enhanced recovery after surgery (ERAS) protocols to manage pain. Management begins preprocedure an continues after discharge by using opioid sparing techniques such as regional
anesthesia, peripheral nerve blocks, non-pharmacological approaches, and non-opioid based
pharmacologic measures. Careful assessment and treatment of acute pain, which may include
appropriate opioid prescribing, can decrease the risk of acute pain transitioning to chronic pain or
the development of opioid dependency and abuse.”34

In developing the plan of care for the patient, CRNAs obtain patient history, evaluate the patient,
order and review necessary diagnostic testing, and assess the patient’s psychological and
emotional state. Non-pharmacologic pain mitigation techniques are often employed in the
treatment of chronic pain and considered as part of the care plan. These techniques may include
patient education regarding behavioral changes that can decrease pain, such as weight loss,
smoking cessation, daily exercise, stretching, and physical or chiropractic therapy. Such
therapies may not be sufficient when used alone, but they have significant benefit when they are
used in a complementary manner with other therapies.

Furthermore, the Innovation Center should ensure that models do not limit the use of these
medically necessary CRNA pain management services. Leading physician subspecialty
organizations in pain management research, practice guideline development, and education are
known to use economic and advocacy means to exclude other members of the pain management
team, such as CRNAs, from educational and practice opportunities, thereby limiting patient
access to care, diagnosis, treatment, and ultimately improved patient quality of life. A report
issued in April 2015 by the Federal Trade Commission (FTC), “Competition and the Regulation
of Advanced Practice Registered Nurses,” underscores the point that for CRNAs and other
APRNs, “even well intentioned laws and regulations may impose unnecessary, unintended, or
overbroad restrictions on competition, thereby depriving health care consumers of the benefits of
vigorous competition.”35 Therefore, we recommend that the Innovation Center be cognizant of
these barriers and require that models do not impose barriers that limit a CRNA’s ability to
34

See AANA Position Statement, “A Holistic Approach to Pain Management: Integrated, Multimodal, and
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provide comprehensive pain management care. In the interest of patients and the public, the
education, regulation, and reimbursement of each member of the pain management team should
allow the team to practice to the full extent of their education and training.

AANA Request: Allow for an Advanced APM Waiver for the Requirement of a Certified
Electronic Health Record Technology (CEHRT) for Hospital-Based and Non-Patient
Facing Clinicians
Health information exchange has the potential to improve the healthcare system in numerous
ways by advancing interoperability and health information exchange between patients, providers
and health care settings is an important step toward realizing this potential. As the Innovation
Center is seeking mechanisms that can be put in place to expedite the process for providers that
want to participate in Advanced APMs, we recommend that the agency allow for waivers of the
requirement of a Certified Electronic Health Record Technology (CEHRT) for hospital-based
and non-patient facing clinicians in advanced APMs. Anesthesia professionals lack the “face-toface” interaction according to billing codes and have difficulty influencing the availability of
anesthesia EHR technology in facilities due to cost and limited anesthesia CEHRTs to choose
from. According to our analysis of the 2014 Medicare Provider Utilization and Payment data,
98.7% of CRNAs billed for anesthesia services CPT codes 0100-0199, which CMS determined
to be non-patient-facing codes for 2016.

In addition, issues around interoperability and electronic clinical quality measures that apply to
anesthesia continue to be a challenge. Such difficulties were the impetus for exclusion and
exemption of hospital-based and non-patient facing clinicians from EHR-Meaningful Use and
now Advancing Care Information reweighting for the Merit Incentive Payment System under
Medicare Access and CHIP Reauthorization Act of 2015 (MACRA). These hurdles make it
difficult for many CRNAs to participate in an Advanced APM because the anesthesia
information that is meaningful to perioperative care is simply not available via an anesthesia
CEHRT. The evidence shows that adoption of specific anesthesia information management
systems (AIMS) lags behind other segments in the healthcare industry and has low
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implementation rates in anesthesia departments.36 According to an August 2012 KLAS
Performance Report37, which reports on vendor performance data, fewer than 300 organizations
nationwide are using or implementing AIMS. Low adoption of AIMS means that the surgical
patient experience remains a black hole in the center of the grand plan for health information
exchange. This hurdle will be exacerbated when more Advanced APMs are developed that
affect procedural episodes of care incorporating anesthesia services in outpatient and ambulatory
places of service. Therefore, anesthesia providers, such as CRNAs, should be able to apply for a
waiver under the Advanced APM criteria to expedite the ability to participate in an Advanced
APM. Such a waiver will improve participation amongst providers committed to providing high
quality value based care.

We thank you for the opportunity to comment on this request for information. Should you have
any questions regarding these matters, please feel free to contact the AANA Senior Director of
Federal Government Affairs, Ralph Kohl.
Sincerely,

Bruce A. Weiner, DNP, MSNA, CRNA
AANA President

cc:

Randall D. Moore, DNP, MBA, CRNA, AANA Chief Executive Officer
Ralph Kohl, AANA Senior Director of Federal Government Affairs
Romy Gelb-Zimmer, MPP, AANA Associate Director Federal Regulatory and Payment
Policy
36
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Anesthetists. AANA Journal 82:5 (October 2014), available at
http://www.aana.com/newsandjournal/20102019/1014anesinfomanagsystems.pdf.
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid
Department of Health and Human Services
Attn: CMS-5524-P
PO Box 8016
7500 Security Blvd.
Baltimore, Maryland 21244-8016
Re: Centers for Medicare and Medicaid Services: Innovation Center New Direction
Dear Administrator Verma,
The American Association of Nurse Practitioners (AANP), representing more than 234,000 nurse
practitioners (NPs) in the United States, appreciates the opportunity to comment on CMS’ Request for
Information (RFI) on the new direction for the CMS Innovation Center (Innovation Center).
NPs are advanced practice registered nurses (APRNs) who are prepared at the masters or doctoral level to
provide primary, acute, chronic and specialty care to patients of all ages and walks of life. Daily practice
includes: assessment; ordering, performing, supervising and interpreting diagnostic and laboratory tests;
making diagnoses; initiating and managing treatment including prescribing medication and nonpharmacologic treatments; coordinating care; counseling; and educating patients and their families and
communities. NPs practice in nearly every health care setting including clinics, hospitals, Veterans
Affairs and Indian Health Care facilities, emergency rooms, urgent care sites, private physician or NP
practices (both managed and owned by NPs), nursing homes, schools, colleges, retail clinics, public
health departments, nurse managed clinics, homeless clinics, and home health. NPs hold prescriptive
authority in all 50 states and the District of Columbia. It is important to note that 89.2% of NPs are
certified in primary care, the majority of whom see Medicare and Medicaid patients. NPs complete more
than one billion patient visits annually.
CMS requested feedback on seven questions in this RFI. Our responses to those questions may be found
below. We look forward to working with CMS on innovative ways to improve health care quality and
patient outcomes, and reduce costs in the Medicare and Medicaid programs.
1. Do you have comments on the guiding principles or focus areas?
We agree with CMS that choice, competition, reduction of regulatory burden, patient-centered care, datadriven insights and transparent model design and evaluation are important guiding principles for the
Innovation Center. The suggestions that we provide in this document follow those guiding principles and
are important components of future care models.

Administration: PO Box 12846 • Austin, TX 78711 • Email: admin@aanp.org • Website: aanp.org
Government Affairs: 225 Reinekers Lane, Suite 525 • Alexandria, VA 22314 • Email: governmentaffairs@aanp.org

Small Scale Testing: Since CMS is putting an emphasis on voluntary models, there is less concern that
participants will find the models to be cumbersome. Qualified clinicians that would like to participate in
the models should have an opportunity to do so. It is our opinion that this will provide increased
opportunity for all providers to participate, accelerate the implementation of value-based care and provide
CMS with more actionable data moving forward.
Program integrity: As we have stated in previous comments, current “incident to” billing practices lead to
inaccurate data collection since the visit is not attributed to the clinician that performs the service. While
it is our opinion that “incident to” billing should be discontinued, we also note that the billing guidelines
related to “incident to” services could be amended by regulation or guidance to ensure that all
practitioners bill under their own billing ID for the services that they provide. In the transition to valuebased reimbursement, it is important that the most accurate data is obtained to document and evaluate
practitioners and the services they provide.
Current “incident to” billing practices undermine the foundation of value-based reimbursement.
Simplifying these billing guidelines to require practitioners to bill under their own billing ID for the
services that they perform will lead to administrative simplification and more accurate data which is
essential in the transition to value-based reimbursement. Alternatively, we propose the creation of a
billing modifier that would identify the provider of the service being billed. CMS has indicated that the
MACRA patient relationship codes could be used in this fashion. This would ensure the accuracy of
billing and claims data which is an important component in the transition to value based reimbursement.
We look forward to further work with CMS on this issue.
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
One model design that is consistent with the guiding principles is the nurse managed health clinic
(NMHC). CMS specifically requested examples of models that would increase opportunities for clinicians
serving Medicaid and CHIP populations, and the NMHC is consistent with this purpose. This model
would also be effective in the Medicare and dual-eligible populations. NMHCs are clinics managed by
nurse practitioners where most of the services are provided by nurses with a focus on providing
comprehensive primary care and wellness services to underserved and vulnerable populations. The
NMHC model includes community outreach to ensure that the care is patient-centered and incorporates
social determinants of health. Although not a necessary component, this model also has, in the past, had
the added benefit of partnering with schools, colleges and universities to serve as clinical training sites to
grow the health care workforce.
The NMHC is an effective care model that is consistent with the CMS guiding principles for health care
innovation. It can be adapted for use to provide comprehensive care for specific populations, such as
beneficiaries with diabetes, or with a focus on behavioral health and combatting the opioid epidemic. A
possible payment structure for an NMHC would involve a global payment model that considers the need
for services such as preventive care, long-term support, counseling and alternative pain management.
CMS could also incorporate waivers such as those mentioned below, as well as waivers such as the Next
Generation ACO Model Telehealth Waiver which allows the telehealth originating site to be a
beneficiary’s home. These would provide additional flexibilities for the NMHCs to provide
comprehensive care in the most cost-efficient manner. We believe that the NMHC model is consistent
with the goals of the Innovation Center and should be considered as a framework for new demonstrations.

3. Do you have suggestions on the structure, approach, and design of potential models?
An overarching goal of future care models should be to support and create models that provide equal
opportunity for all clinicians and their patients to participate. One way to increase participation is to
include nurse practitioners as full participants in the model. This is an important consideration given the
increased emphasis on private-public partnerships on future care models because some insurers, despite
statutory authorization, still do not allow nurse practitioners to participate in their alternative payment
models (APMs). We encourage CMS to put an emphasis on incorporating models that allow all
authorized clinicians, including nurse practitioners, to participate equally when considering what models
to include in the Quality Payment Program APM track, as well as in the development of new models.
In that vein, we encourage CMS to continue to increase access for nurse practitioners and their patients to
be full participants in the Medicare Shared Savings Program. Section 3302 of the PPACA, which governs
ACOs, grants the Secretary broad waiver authority as “necessary to carry out the provisions of this
section,” and explicitly allows the Secretary to waive requirements of title XVIII of the Act. By waiving
the definition of “physician” in title XVIII of the Act, the Secretary could remove these unnecessary
burdens on NPs and their patients.
APMs and demonstrations that utilize nurse practitioners to the full extent of their education and clinical
training have demonstrated consistent success in both improving patient outcomes and generating cost
savings. Examples of this success include the Independence at Home demonstration and medical home
models. We urge CMS to continue to develop models such as these with a primary care focus. As we
have stated, it is important to note that over 89% of nurse practitioners are certified in primary care.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
We believe that care should be patient-centered and increasing the role of patients in future models is an
important goal of the Innovation Center. Allowing patients to directly contract with the provider of their
choice can be an important component of a patient-centered care model that encourages greater patient
participation. However, we caution that moving toward models centered around price sensitivity could
impact the quality of care and lead to limitations in coverage that do not contribute to the patient’s wellbeing. Care models that incorporate price shopping need to have appropriate safeguards to ensure that
patients continue to receive high-quality care.
5. How can CMS further engage beneficiaries in development of these models and/or participate
in new models?
We encourage CMS to continue to hold listening sessions and workgroups that discuss the goals of the
Innovation Center and to provide more frequent updates on the status of the models. This includes
ensuring that all clinicians, including nurse practitioners, are involved in the discussions related to the
development of the models and quality measures. While the annual model reviews that CMS releases are
very informative, it would also be helpful to have more frequent and targeted information focusing on the
day to day aspects of practicing under one of these innovative models. This would be beneficial to
clinicians considering future care models and the ways that they can institute best practices for future
success in patient care.
6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
CMS requested feedback on payment waivers that should be considered to help healthcare providers
innovate care delivery as part of a model test. As a means of increasing provider choice, CMS also
suggested reducing regulatory burdens on clinicians participating in the recommended models.

We strongly support the recommendation. Implementing waiver authority in future models will give NPs
increased flexibility to provide the best possible care to their patients in the most cost-effective manner.
Reduction of regulatory burden supports the CMS Guiding Principles. As we have mentioned in previous
comments, nurse practitioners are hindered in their ability to provide Medicare and Medicaid services by
an outdated regulatory framework that limits access to care, decreases flexibility, and increases cost. For
example, CMS recognized that physician order and supervision requirements were reducing access to
cardiac rehabilitation and waived these regulations in the proposed cardiac rehabilitation incentive
payment model that authorized nurse practitioners to provide these services. While that model may not
come into effect as proposed, for other reasons, the reduction of those regulatory barriers was widely
supported among stakeholders. That framework can be replicated for other settings and treatments.
For instance, waiving physician certification and documentation requirements in home health and hospice
care will reduce unnecessary paperwork and provide nurse practitioners and their patients with additional
flexibility and timely access to care. We believe that these are important components to any future care
models related to home health and hospice care and will provide CMS with the best opportunity to
maximize the efficiency and success of these models. We suggest that CMS create a waiver to ensure that
patients of nurse practitioners have access to vital health care services, such as home health, by
authorizing NPs to certify their patients’ need for them.
Similarly, many other treatments and settings still have unnecessary order and supervision requirements
that limit nurse practitioner ability to provide high-quality care in the most efficient and cost-effective
manners. Waiving these requirements for models involving skilled nursing facilities, rehabilitation
facilities, hospitals, rural health clinics and federally-qualified health centers would provide participating
facilities with much-needed flexibility to innovate. We have enclosed a document with other regulatory
burdens that could be waived as components of model tests.
7. Are there any other comments or suggestions related to the future direction of the Innovation
Center?
We continue to urge CMS to ensure that all clinicians, including nurse practitioners, are heavily involved
in the transition to value-based reimbursement. Nurse practitioners play a critical role in the Medicare
and Medicaid programs, and with the transition away from fee-for-service it is imperative that new care
models and value-based arrangements utilize nurse practitioners to the full extent of their education and
clinical training. The waiver authority granted to CMMI provides an important opportunity to utilize the
skills of nurse practitioners in innovative ways to provide the best possible care to their patients.
We thank you for the opportunity to comment on CMS’ New Direction for the Innovation Center. We
look forward to continued discussion with CMS on ways to provide high-quality innovative care to
beneficiaries.
Sincerely,

David Hebert
Chief Executive Officer
Enclosure

Nurse Practitioner Regulatory Burdens
Burden
Home Health

Source of Burden
Statutes:
Conditions of and limitations on payment for services
42 U.S.C. § 1395f(a)

Recommendation
Broaden the
definition of
“physician” in the
home health
regulations to
include NPs by
inserting “or nurse
practitioner” after
the word
“physician” in the
home health
regulations.

Procedure for payment of claims of providers of services
42 U.S.C. § 1395n(a)
Definitions:
42 U.S.C. § 1395x(m)-(o)(2)
Prospective payment for home health services
42 U.S.C. § 1395fff
Regulations:
Title 42, Part 409- Hospital Insurance Benefits
42 C.F.R. § 409.41(b); 42 C.F.R. § 409.42(b)-(c); 42 C.F.R. § 409.43(b)-(c)-(d)-(e)-(f);
42 C.F.R. § 409.44(c); 42 C.F.R. § 409.45(a)-(b)-(c)-(g); 42 C.F.R. § 409.46(a);
42 C.F.R. § 409.48(c)(1); 42 C.F.R. § 409.64(a)(2)(ii)
Title 42, Part 410- Supplementary Medical Insurance (SMI) Benefits
42 C.F.R. § 410.170(b)(1)-(b)(2)
Title 42, Part 424- Conditions for Medicare Payment
42 C.F.R. § 424.22; 42 C.F.R. § 424.507(b); 42 C.F.R. § 424.516(f)(1)(ii)-(f)(2)(i)
Title 42, Part 440- Services: General Provisions
42 C.F.R. § 440.70(a)(2)-(b)(1)(ii)-(b)(3)(iii)-(b)(3)(iv)-(f)-(g)
Title 42, Part 484- Home Health Services
42 C.F.R. § 484.2; 42 C.F.R. § 484.14(g); 42 C.F.R. § 484.18(a)-(b)-(c);
42 C.F.R. § 484.30(a)-(b); 42 C.F.R. § 484.32; 42 C.F.R. § 484.34; 42 C.F.R. §
484.36(c)(2); 42 C.F.R. § 484.48; 42 C.F.R. § 484.55(a)(1)-(a)(2)-(b)(3);
42 C.F.R. § 484.205(a)(2)-(d)(1)-(d)(3)
Title 42, Part 1003- Civil Money Penalties, Assessments and Exclusions
42 C.F.R. § 1003.200(c); 42 C.F.R. § 1003.210(a)(10)(ii)
1

Commentary
Congress did not define
“physician” within the
statutes governing home
health. Since Congress did
not define “physician” in
these statutes, HHS can
exercise its discretion to
revise the existing regulations
to include NPs in that
definition.

Nurse Practitioner Regulatory Burdens
Diabetic Shoes

Statute:
Definitions
42 U.S.C. § 1395x(s)(12):
Subregulatory Guidance:
Medicare Benefit Policy Manual Chapter 15, Section 140

Medicare Shared
Savings ACOs

Statute:
Shared Savings Program
42 U.S.C. § 1395jjj(c); 42 U.S.C. § 1395jjj(h)(1)(B)
Regulations:
Title 42, Part 425- Medicare Shared Savings Program
42 C.F.R. § 425.20; 42 C.F.R. § 425.400; 42 C.F.R. § 425.401; 42 C.F.R. § 425.402;
42 C.F.R. § 425.404

Hospice
Certification

Statutes:
Conditions of and limitations on payment for services
Statute: 42 U.S.C. § 1395f(a)(7)
Definitions- Hospice Care
42 U.S.C. § 1395x(dd)
Regulation:
Title 42, Part 418- Hospice Care, Certification of terminal illness
42 CFR §418.22
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Broaden the
definition of
“physician” in the
diabetic shoe
regulations to
include NPs by
adding “or nurse
practitioner” after
“physician” in the
subregulatory
guidance.

Congress did not define
“physician” within the statute
governing diabetic shoes.
Since Congress did not define
“physician” in this statute,
HHS can exercise its
discretion to revise the
existing subregulatory
guidance to include NPs in
that definition.

Broaden the
definition of
“physician” in the
ACO regulations to
include NPs by
inserting “or nurse
practitioner” after
the word
“physician”.
Remove the
requirement that
physicians certify
that a patient is
terminally ill and in
need of hospice
care.

Section 3302 of the PPACA,
which governs ACOs, grants
the Secretary broad waiver
authority which can be used
to waive requirements of title
XVIII of the Social Security
Act including the definition
of the word “physician”.
Use the waiver authority in
any models or demonstrations
involving hospice care to
ensure NPs and their patients
have equal access to the
model, or issue an
enforcement moratorium to
remove this regulatory
barrier.

Nurse Practitioner Regulatory Burdens
“Incident To”
Billing

Statutes:
Definitions
42 U.S.C. § 1395x(s)(2)(K)(ii)

Retire “incident to”
billing.

Regulations:
Title 42, Part 401- Supplementary Medical Insurance (SMI) Benefits
42 § C.F.R. § 410.26; 42 C.F.R. § 410.75(d)

Skilled Nursing
Facility (SNF)
Admitting
Examinations/BiMonthly
Assessments

Statute:
Requirements for, and assuring quality of care in, skilled nursing facilities
42 U.S.C. § 1395i-3(b)(6); 42 U.S.C. § 1395i-3(d)(4)(B)

Inpatient
Rehabilitation
Facilities

Statutes:
Conditions of and limitations on payment for services
42 U.S.C. 1395f(a)(3)

Regulations:
Title 42, Part 483- Requirements for States and Long Term Care Facilities
42 C.F.R. § 483.20(a); 42 C.F.R. § 483.30

Include NPs in the
class of providers
authorized under
the regulations to
admit a patient to
SNF, and to
perform admitting
and bi-monthly
assessments.

Include NPs in the
class of providers
authorized under
the regulations to
document and
direct the patient’s
care.

Definitions: Inpatient rehabilitation facilities
42 U.S.C. 1395x(e)
Regulations:
Title 42, Part 412- Prospective Payment Systems for Inpatient Hospital Services
42 CFR § 412.29; 42 CFR § 412.606(a); 42 CFR § 412.622

3

We prefer that the regulations
and billing guidelines related
to “incident to” billing be
retired so that providers are
billing under their own
billing number for the
services that they are
performing. As an alternative,
we suggest adding a billing
modifier to identify the
provider of the service being
billed.
42 U.S.C. § 1395i-3(b)(6)
states that a patient in SNF
must have physician
supervision, but the
regulations go further than
the statute dictates. The
admission and assessment
regulations can be modified
by adding “or nurse
practitioner” after
“physician” in the
regulations.
42 U.S.C. 1395x(e)
states that a patient in an IRF
must have physician
supervision, but the
regulations go further than
the statute dictates. The
admission and assessment
regulations can be modified
by adding “or nurse
practitioner” after
“physician” in the
regulations.

Nurse Practitioner Regulatory Burdens
Comprehensive
Outpatient
Rehabilitation
Facilities
(CORFs)

Statute:
Definitions: Comprehensive outpatient rehabilitation facilities
42 U.S.C. 1395x(cc);
Regulations:
Title 42, Part 410- Supplementary Medical Insurance (SMI) Benefits
42 C.F.R. § 410.100; 42 C.F.R. §410.105
Title 42, Part 424- Conditions for Medicare Payment
42 C.F.R § 424.27

Rural Health
Centers (RHCs),
Federally
Qualified Health
Centers
(FQHCs), and
Critical Access
Hospitals
(CAHs)

Title 42, Part 485- Conditions of Participation: Specialized Providers, Comprehensive
Outpatient Rehabilitation Facilities
42 C.F.R. § 485.51; 42 C.F.R. § 485.58
Statutes:
Definitions: Rural Health clinic services and Federally qualified health center services
42 U.S.C. 1395x(aa)
Criteria for designation as a critical access hospital
42 U.S.C. § 1395i-4(c)(2)(B)(iv)(III)
Regulations:
Title 42, Part 405- Federal Health Insurance for the Aged and Disabled, Subpart XRural Health Clinic and Federally Qualified Health Center Services
42 C.F.R § 405.2414
Title 42, Part 491- Certification of Certain Health Facilities, Subpart A- Rural Health
Clinics: Conditions for Certification; and FQHCs Conditions for Coverage
42 C.F.R § 491.7(a); 42 CFR § 491.8
Title 42, Part 485: Conditions of Participation: Specialized Providers, Subpart FConditions of Participation: Critical Access Hospitals (CAHs)
42 C.F.R § 485.631; 42 C.F.R. § 485.641(b)
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Remove the
supervision
requirements and
include NPs in the
class of provider
authorized to
certify and
establish a patient’s
plan of care.

Use the waiver authority in
any models or demonstrations
involving CORFs to ensure
NPs and their patients have
equal access to the model, or
issue an enforcement
moratorium to remove these
regulatory barriers.

The regulations for
RHCs, FQHCs and
CAHs require
physician
supervision in these
facilities. These
requirements are
burdensome and
unnecessary. They
operate in
medically
underserved areas
where nurse
practitioners direct
these facilities and
serve as the
primary clinician
providing care
within the
facilities.

CMS can clarify that in full
practice authority states
physician supervision is not
required in these settings, and
also utilize enforcement
moratoriums on the physician
supervision requirements,
such as was recently adopted
with outpatient therapeutic
services in CAHs.

Nurse Practitioner Regulatory Burdens
Cardiac and
Pulmonary
Rehabilitation

Statutes:
Definitions: Cardiac rehabilitation program; intensive rehabilitation program
42 U.S.C. § 1395x(eee)
Definitions: Pulmonary rehabilitation program
42 U.S.C. § 1395x(fff)

Include NPs in
class of providers
authorized to order
and supervise
cardiac and
pulmonary
rehabilitation.

CMS can include NPs in the
class of providers authorized
to order and supervise cardiac
and pulmonary rehabilitation
by maintaining and
broadening the waiver of
physician definition for the
proposed episode payment
model (42 C.F.R. § 410.49)
to include pulmonary
rehabilitation and all
beneficiaries, or through the
use of enforcement
moratoriums such as with
critical access and small rural
hospitals.

Add NPs to the
group of
practitioners who
Medicare will
cover for
performing
colonoscopies and
barium enemas.
Include NPs in the
group of clinicians
authorized to
perform the role of
medical director in
a SNF.

Add language “or by a nurse
practitioner” after “performed
by a doctor of medicine or
osteopathy (as defined in
section 1851(r)(1)of the Act)”
to subsection (f) and after
“physician” in subsection (h).

Regulations:
Therapeutic outpatient hospital or CAH servies and supplies incident to a physician's
or nonphysician practitioner's service: Conditions
42 C.F.R. § 410.27
Pulmonary rehabilitation program: Conditions for coverage
42 C.F.R. § 410.47
Cardiac rehabilitation program and intensive cardiac rehabilitation program:
Conditions of coverage
42 C.F.R. § 410.49
Waiver of physician definition for furnishing CR and ICR services to a FFS-CR
beneficiary
42 C.F.R. § 512.745
Colonoscopy and
screening barium
enema coverage

Regulations:
42 C.F.R. § 410.37(f)-(h):
https://www.gpo.gov/fdsys/pkg/CFR-2002-title42-vol2/pdf/CFR-2002-title42-vol2sec410-37.pdf

Medical
Director- SNF

Statutes:
Definitions
42 U.S.C. § 1395x(k);
Requirements for, and assuring quality of care in, skilled nursing facilities
42 U.S.C. § 1395i-3
5

Amend the SNF conditions of
participation to authorize
SNFs to appoint nurse
practitioners as well as
physicians as medical
directors.

Nurse Practitioner Regulatory Burdens
Regulation:
Title 42, Part 483- Requirements for States and Long-Term Care Facilities
42 CFR § 483.70(h)

Medical
DirectorHospice

Statute:
Definitions- Hospice Care
42 U.S.C. § 1395x(dd)
Regulation:
Title 42, Part 418- Hospice Care, Condition of Participation: Medical Director
42 CFR § 418.102

Medical
DirectorHospital

Statute:
Definitions- Hospital
42 USC 1395x(e)
Regulation:
Title 42, Part 482- Conditions of Participation for Hospitals, Condition of
Participation- Medical Staff
42 CFR § 482.22(b)

Membership on
Medicare
Administrative
Contractor
Advisory
Committees

Subregulatory Guidance:
Medicare Program Integrity Manual Ch. 13, Sec. 13.8.1.2
Medicare Program Integrity Manual Exhibit 3.1
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Include NPs in the
group of clinicians
authorized to
perform the role of
medical director in
a hospice.

Amend the conditions of
participation for hospices to
authorize hospices to appoint
nurse practitioners as well as
physicians as medical
directors.

Include NPs in the
group of clinicians
authorized to
perform the role of
medical director in
a hospital.

Amend the conditions of
participation for hospitals to
authorize hospitals to appoint
nurse practitioners as well as
physicians as medical
directors.

MAC advisory
committees should
include the expert
counsel of NPs on
issues such as local
coverage
determinations and
other policies
affecting Medicare
beneficiaries.

Add “nurse practitioners and
other qualified professionals”
after “physician” in section
13.8.1.2 and Exhibit 3.1.

November 20, 2017
Seema Verma, MPH
Administrator,
Centers for Medicare and Medicaid Services
Baltimore, MD 21244
Submitted electronically via email
Subject: Centers for Medicare & Medicaid Services: Innovation Center New Direction

Dear Administrator Verma:
On behalf of the 18,000 board-certified orthopaedic surgeons who comprise the membership of
the American Association of Orthopaedic Surgeons (AAOS) and that of the orthopaedic subspecialty groups and state orthopaedic societies who agreed to sign-on to this letter, we are
pleased to provide comments on the Centers for Medicare and Medicaid Services’ (CMS)
Request for Information (RFI) titled Centers for Medicare & Medicaid Services: Innovation
Center New Direction published on September 20, 2017.
We commend CMS for incorporating stakeholder feedback in strategic planning for the Center
for Medicare & Medicaid Innovation (CMMI or the Innovation Center). The AAOS is, also,
encouraged by your op-ed in the Wall Street Journal published on September 19, 2017 further
broadcasting this RFI as well as broadly outlining the new vision for the Innovation Center.
Since the CMS leadership will review the existing programs and launch new payment and
delivery models, the AAOS would like the Agency to consider the following amendments and
issues. We have aligned each of our recommendations with the guiding principles listed in this
RFI.
1. Small Scale Testing: End All Mandatory Participation
We continue to urge CMS to end all mandatory bundled payment models and revise the
mandatory MSAs in the Comprehensive Care for Joint Replacement (CJR) model such that the
whole model is voluntary. The model design and concept needs to be proven prior to disruptive
innovation in the healthcare economy. In this regard, AAOS is encouraged by the cancellation of
the Surgical Hip/Femur Fracture Treatment Model (SHFFT). On the other hand, a voluntary
program (such as in the Bundled Payment for Care Initiative [BPCI] models) that allows
surgeons, facilities, and non-surgical providers to tailor their episode-of-care models to their
particular patient population would lead to far better patient care as well as more accurate and
efficient payments. (Please note that we have additional comments on the Advanced BPCI model
below.) A recent study from the Michigan School of Public Health found that Medicare’s
voluntary value-based experiments improved health outcomes. More specifically, the study
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found that participation in Medicare’s value-based payment programs—such as the Meaningful
Use of Electronic Health Records program, the Accountable Care Organization (ACO)
programs, and the BPCI models—was associated with greater reductions in 30-day riskstandardized readmission rates under the Hospital Readmission Reduction Program. 1 All of these
programs/models were gradually scaled up aiming at better care for Medicare beneficiaries
without increasing the burden for Medicare providers. Once pilots are proven to have the results
that they aim for, AAOS will surely be a strong proponent of adoption.
2. Incentivize Participation and Encourage Patient-centered Care: Introduce Physician
Leadership
The importance of physician involvement and leadership should be kept in the forefront of the
new direction for the Innovation Center. A recent op-ed 2 in a leading national daily noted that a
generation ago, physicians led most hospitals, and mainly decided how care was delivered.
Physicians had autonomy befitting their professional training and experience in the delivery of
care. Today, most large health systems and insurance companies (apart from a few, such as the
Mayo Clinic, the Cleveland Clinic, etc.) are led by nonclinical, business administrators to the
detriment of health care delivery and patient outcomes.
Physician leadership becomes imperative as the Medicare Access and CHIP Reauthorization Act
of 2015 (MACRA) gets implemented via CMS’ Quality Payment Program (QPP) and attribution
algorithms become significant for accurate reimbursement. CMS should strongly consider
physician-led payment models as the Agency adopts the recommendations of the MACRA
Episode-Based Resource Use Measures Clinical Committee. In response to the CMS request for
information on the MACRA Patient Relationship Categories (www.cms.gov/Medicare/QualityInitiatives-Patient-Assessment-Instruments/Value-Based-Programs/MACRA-MIPS-andAPMs/Patient-Relationship-Categories-and-Codes.pdf), AAOS commented that the relationships
and roles of physician (and non-physician) team members should be defined by the physician
coordinating a bundle/episode of care. This is because physician-patient relationships are not
linear, nor do they always exist within a defined timeline, but are oftentimes built on
commonality of focus on reaching and maintaining health care goals and positive patient
outcomes. The surgeon may only represent 15 percent of the cost of a surgical episode but
controls 85 percent of healthcare expenditure. Thus, specialists may move between acute and
continuing relationships with the same patient depending on the clinical nature of the particular
episode of care. Having the hospital or another provider in charge of the bundle gives them
inappropriate leverage over surgeons and other physicians and could allow the bundle leaders
(such as the hospitals in the CJR model) to exclude physicians if those parties do not wish to
1
Ryan, A. M., Krinsky, S., Adler-Milstein, J., Damberg, C. L., Maurer, K. A., & Hollingsworth, J. M. (2017).
Association Between Hospitals’ Engagement in Value-Based Reforms and Readmission Reduction in the Hospital
Readmission Reduction Program. JAMA Internal Medicine, 177(6), 862-868.
2
Jauhar, S. (2017, October 10). Shouldn’t Doctors Control Hospital Care? The New York Times. Available:
https://www.nytimes.com/2017/10/10/opinion/shouldnt-doctors-control-hospital-care.html
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meet the leader’s terms. If the primary goal of these innovative demonstrations is to manage
resources while improving the quality of care, physicians should be incentivized to lead the
episodes to improve efficiency and effectiveness.
3. Encourage Choice, Market Competition and Patient-centered Care: PhysicianOwned Hospitals
We recommend that the Innovation Center launch a demonstration focusing on Medicare
beneficiaries receiving care for chronic pain management and opioid use in physician-owned
hospitals (POHs). The POHs have been consistently recognized for their quality of care and
patient satisfaction in the Medicare program, due in large part to their physician leadership and
the patient-centered care they are able to provide. The rapidly increasing rates of chronic pain
and opioid misuse in the Medicare program demand innovative federal responses, and POHs are
well-positioned to lead a new pain management and care coordination demonstration focusing on
this critical patient population.
The demonstration would target at-risk Medicare beneficiaries and lift the current moratorium
for selected POHs, allowing these hospitals to administer and oversee medication management
and opioid utilization during beneficiaries’ hospitalization and 90 days post-discharge. POHs
would use innovative clinical and psychosocial interventions, such as ‘patient navigators’, which
would bolster the tailored and holistic care furnished by these providers. In fact, POHs already
use patient navigators leading to better patient outcomes and they also conduct pre-op opioid use
analysis to identify at-risk patients, which should be incorporated into this model. Considering
POHs’ exceptional performance in Medicare quality programs and cost-efficiency, the
demonstration would be expected to improve outcomes and reduce expenditures for both the
Medicare program and beneficiaries – consistent with the goals of all Innovation Center
demonstrations. In terms of quality of outcome, this patient-centered demonstration would
measure and seek to improve numerous components of Medicare beneficiary health, including
hospitalization rates, medication adherence, and general wellness. The measures used to evaluate
the demonstration may assess improvement in opioid utilization and other pain management
techniques (with the explicit goal of demonstrating a significant reduction in usage of morphine
equivalent dosage of opioids used in post-operative management), readmissions, as well as
selected population health measures such as tracking smoking cessation and obesity. The
demonstration would therefore advance CMS’ goal of using new measures that better tie
payments to health outcomes. CMS has already recognized the need for opioid-related
interventions targeting Medicare beneficiaries, finding that the “Medicare population has among
the highest and fastest-growing rates of diagnosed opioid use disorder.” 3 This demonstration
presents CMS with a timely, patient-centered response to this issue, as POHs would provide
targeted outreach focused on beneficiaries’ post-surgical medical management of opioids.
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CMS Opioid Misuse Strategy Memorandum, January 5, 2017. Available here.
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Further, this demonstration would be developed in accordance with CMS’ principles and
objectives. For example, the demonstration would be launched in a voluntary, patient-centered
and transparent manner, ensuring patients are fully engaged in the demonstration and maintain
access to their preferred providers. We envision that POHs would elect to apply for this
demonstration based on individual factors, such as their patient populations and resources, and
the Innovation Center would then select POHs for participation based on their quality
performance scores such as Medicare quality program performance, patient satisfaction rating,
hospital readmission rates, and/or other appropriate metrics. This selective application process
would help ensure all participants can provide exemplary care to beneficiaries impacted by the
demonstration.
The demonstration is particularly aligned with CMS’ very first guiding principle for the
Innovation Center – promoting choice and competition in the marketplace based on quality,
outcomes, and costs. These principles are especially critical in the hospital industry, as former
CMS Administrator Dr. Mark McClellan and Brookings Institution Senior Fellow Dr. Alice
Rivlin found that the “high prices resulting from market power and anticompetitive behavior …
contribute to health care spending.” 4 In the same study, they found that “concentration in the
hospital market … can prevent competition” and limit payer and providers’ ability to “promote
reforms in care.” 5 By lifting the moratorium for selected POHs, beneficiaries would have greater
choice among high quality hospital providers and new access to innovative, patient-centered pain
management programs.
Notably, this effort also advances the pain management-related goals of other Department of
Health and Human Services’ (HHS) agencies, specifically that of the National Institutes of
Health (NIH). In an October 2017 congressional hearing, NIH Director Dr. Francis Collins
asserted that it would be the NIH’s “dream” to launch a small-scale demonstration targeted at
pain relief and opioid management that involves hospitals and other entities in the care delivery
system. We share Dr. Collins’ vision and believe this POH-led demonstration could advance
HHS’ overall goal of improving medication utilization and addressing opioid misuse. The data
generated from this demonstration would also help HHS and Medicare providers develop and
identify “best practices” with respect to pain management and adherence among beneficiaries,
which could help inform future value-based Medicare coverage and payment policies. The
AAOS and our partners can provide further details on the design issues of this model to assist the
Innovation Center.
4. Benefit Design and Price Transparency: A) Publish Specific Details on Model
Implementation and B) Remove Logistical Problems in Medicare’s Administrative
Rules
4

Mark McClellan and Alice Rivlin, Improving Health While Reducing Cost Growth: What is Possible? Brookings
Institution, April 2014.
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The AAOS appreciates CMS’ commitment to reduce burden on clinicians. One way to reduce
additional burden in a value-based reimbursement system is to provide real time data to
clinicians on their own performance as well as that on the programmatic details. To illustrate
further, as we discussed earlier, in 2017, CJR Track 1 i.e. the Certified Electronic Health Record
Technology (CEHRT) track is the sole Advanced Alternative Payment Model (APM) available
to orthopaedic surgeons. This information is available on the QPP website. However, more
specific details are missing. For example, there are no details on the requirements for
participating in CJR Track 1 in this rule. Without these important details, participants in the CJR
model are left confused and without the ability to take advantage of the new regulations. More
specifically, we urge CMS to finalize the CEHRT and nominal risk requirements for participants
who are interested in CJR Track 1. This is urgent if these changes are to launch on January 1,
2018.
In addition, Medicare’s eligibility and administrative rules create logistical difficulties and
placement restrictions that are both costly and hinder coordinated care provision. For example,
patients must be hospitalized for three days to qualify for care in a skilled nursing facility (the
“three-day rule”), limiting discharge options and unnecessarily extending hospital stays. As the
BPCI evaluation reports have revealed, the post-acute care sector is a great setting for further
improvements in costs. However, surgeons and their respective patients should decide on
discharge time and setting as every patient’s context is unique.
5. Expand Opportunities for Participation in Advanced Alternative Payment Models
(APMs) and Create Physician Specialty Models: Update Advanced APM eligibility
requirements
We appreciate your support for innovative, value-based care delivery models. However, we have
significant concern over the Qualifying Participant (QP) threshold (in the Advanced APM track)
as currently defined in terms of Part B services and patients. These thresholds are impossible to
reach for specialists such as orthopaedic surgeons. The current threshold definitions must be
reviewed and altered in addition to the creation of new specialty focused APMs if CMMI intends
to encourage higher participation levels in the Advanced APM track of QPP.
As you know, for 2017, CJR Track 1/i.e., the CEHRT track is the sole Advanced APM available
to orthopaedic surgeons. Hence, we eagerly await the publication of the Advanced BPCI model’s
regulations. We hope that the Advanced BPCI model will allow voluntary participation and will
provide a new pathway for our surgeons and their patients to join the Advanced APM track of
the QPP. Further, the current BPCI program already fulfils the three criteria for an Advanced
APM and should be designated as such. This will expedite the process for more providers to
participate in an Advanced APM.
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The BPCI models have shown that bundled payments offer a highly effective opportunity to
improve patient/beneficiary care and reduce unnecessary and/or wasteful costs. Engagement in
BPCI has allowed physicians, hospitals, and providers to develop and implement new patient
care pathways, and coordinate care to solve complex patient care challenges. Hence, we are
strongly supportive of the Advanced BPCI initiative that is likely to be announced soon.
However, as you think through the new updates on the BPCI models, please consider our
concerns regarding the current pricing methodology in these models as discussed below.
6. Benefit Design and Price Transparency: More Accurate Episode Target Pricing
Update BPCI Target Pricing: In an analysis conducted by one of the largest orthopaedic
Awardee Conveners in the BPCI initiative, details were presented regarding the pricing
methodology employed by the Innovation Center to account for various Medicare policy
changes, geographic-specific wage changes (Wage Factor Adjustment), and national utilization
trends (National Trend Factor or NTF) that occur over time. This pricing methodology is used to
adjust historical target prices on a quarterly basis and is critical in determining whether
participant physicians will share in the savings with Medicare or reimburse Medicare for costs
that exceed the target. This methodology ultimately determines whether the program is
successful and can be sustained. For three years, a consistently declining trend in price in the
current BPCI models attributable to the NTF, has produced unanticipated and significant
negative financial consequences for the physician group practices (PGP) convened under this
convener. This pricing trend equates to about 7-8 percent price deflation in unmanaged
orthopedic episodes of care, which, based on our information, appears in complete contradiction
to Medicare’s national cost trends.
The impact of the declining NTF has a compounding effect on an Episode Initiator’s (EI)
financial performance. Under the current pricing methodology and resulting NTF calculation, the
more success physicians have in managing episodes and reducing cost, the faster the BPCI
program moves toward unsustainability. So, despite achieving the Innovation Center’s goals for
the BPCI initiative on cost and quality, the PGPs convened under this Convener have been
penalized financially because their care redesign efforts have been outpaced by the downward
spiraling NTF.
The damage this has caused successful BPCI participants is quite discouraging – not only to the
physicians in these groups that have worked very hard to reduce cost and improve outcomes
under a new model of care and reimbursement, but to hundreds of other specialists who have
become dubious of the government’s ability to develop sustainable APMs. To illustrate further,
the convener mentioned above has provided the analysis in the table in Appendix A for three
physician group practices that are participating in BPCI under them. All three of these groups,
despite driving costs down as much as 36 percent and achieving high quality outcomes, had to
exit the initiative because they could not reduce their DRG spend enough to remain ahead of the
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effect of the declining NTF. See Appendix A for the impact of the NTF on three PGPs in BPCI
Model 2.
Under this scenario, it will not be financially viable for many other participants to remain in the
BPCI program given the continuing investment each EI must maintain. As we can see from the
above example, already some of the best performers in the BPCI program have decided to leave.
Moreover, this BPCI Convener’s projection is only one example of the number of defections that
have occurred and will continue to occur in the initiative without intervention. This is likely to
taint future bundled and alternative payment models developed by CMS. Hence, we propose that
CMS and the Innovation Center consider the following options to address the current flaws in
BPCI’s pricing.
First, to address concerns with data transparency and accuracy in the current BPCI initiative,
CMS should provide (to conveners that have been significantly impacted by the declining NTF
and who request it) the actual data used to calculate the NTF for DRGs so impacted.
Second, to address pricing methodology concerns, the following actions should be undertaken:
1.
2.
3.
4.

elimination of the NTF or the placement of tighter limits on NTF changes,
complete exclusion of managed episodes from the NTF calculation,
elimination of the wage adjustment factor, and
reselection of episodes to enter Phase 2 for the remainder of BPCI.

Further, to help ensure the long-term stability and physician engagement in the next generation
BPCI program, we strongly urge CMS to implement the following methodology changes in the
pricing model:
 Prospective Targets – Prospective targets, distributed before the performance period
begins, are essential for EIs to plan and predict their ability to succeed in the program.
 Regional Pricing Targets – Adopting regional pricing targets will allow high performers
to be attracted to and retained within the program.
 Elimination of the Wage Factor – The Wage Factor is inherently unfair to some EIs and
does not accurately reflect that actual price changes of the underlying costs.
 Elimination of the National Trend Factor – The NTF has been fraught with issues and
is one of the main drivers of unsustainability of the program. Removing the NTF and
replacing it with a more reasonable approach to measuring utilization changes is
desperately needed.
 Implementation of Episodic Risk Adjustments – Some episodes are inherently riskier
than others. Implementing a risk adjustment methodology would allow EIs to more
effectively manage their patient population.
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The AAOS and our partners believe that taking these steps will make the BPCI program
sustainable and viable in the long-term as well as provide a pathway for specialist physicians to
participate in Advanced APMs.
Separate Pricing for Total Ankle Arthroplasty (TAA): Another example is the target pricing
for TAA paid via MS-DRGs 469/470 and thereby included in CJR. There is increasing evidence,
which we would be happy to provide upon request, that the outcomes for TAA are at least
equivalent to ankle arthrodesis and are preferable for some patients. Our concern is that grouping
TAA with Total Hip Arthroplasty (THA) and Total Knee Arthroplasty (TKA) with respect to
MS-DRG payments and CJR, as well as grouping primary and revision TAA together, may make
TAA financially non-viable for many hospitals. This may lead hospitals to limit physicians from
performing TAA, particularly on patients with higher co-morbidities. This in turn would restrict
patient access to what may be their best treatment option with respect to pain relief and
functional activity.
Per the 2015 MedPar database, the standardized cost mean for primary TAA was $5,657 more
than for all cases in MS-DRG 469 and $13,471 more in MS-DRG 470. The difference for
revision TAA as compared to primary TKA and THA is likely higher. There are multiple
potential reasons for this cost differential. Implant costs using more recently developed designs
(as compared to hip and knee implants) are one reason.
Also, TAA is a fundamentally different operative procedure than TKA or THA in several
important ways:
 The ankle region typically has poorer circulation and thinner soft tissue coverage than the
hip and knee leading to a higher risk of wound complications and infection that may be
more challenging and expensive to treat.
 Successful TAA often requires addressing concurrent ankle ligamentous instability, foot
deformity, and muscle imbalance.
 When compared to THA and TKA patients, TAA patients are more likely to have postoperative cast immobilization and weight-bearing restrictions, often up to 6 weeks. This
limitation in weight-bearing reduces independence in walking and can lead to longer
inpatient stays, higher rates of placement in and length of stay at extended care facilities,
and the need for offloading devices such as wheelchairs and rolling scooters. This is
particularly relevant to the ongoing inclusion of TAA in the CJR initiative as the postoperative care differences will affect the costs under CJR.
Given these illustrations, we are requesting for separate target pricing for TAA episodes in CJR.
In this context, we acknowledge and appreciate the most recent regulation to reassign the
following TAA procedure codes from MS-DRG 470 to MS-DRG 469, even if there is no MCC
(Major Complications and/or Comorbidity) reported: 0SRF0J9; 0SRF0JA; 0SRF0JZ; 0SRG0J9;
0SRG0JA; and 0SRG0JZ for FY 2018. We believe this will enable more hospitals to include
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TAA in their musculoskeletal service line. This will enable Medicare beneficiaries to receive
higher quality care and improve their overall access to TAAs.
7. Create Physician Specialty Models: Specialty-Focused Accountable Care
Organizations (ACOs)
While AAOS agrees with and supports the substantial role of primary care providers in
coordinating care, it is important for CMS to consider various models for specialist participation
in ACOs. AAOS believes that specialists should be allowed to develop payment distribution
contracts within an ACO that support improved patient-level outcomes and cost reductions
achieved by specialists. AAOS also believes that the definition of an “ACO Participant” should
be broadened/clarified so that midlevel providers (such as physician assistants, nurse
practitioners, etc.) working with specialty group practices are not designated as providers of
primary care services. This would ensure individual providers within those practices can
participate in multiple ACOs. To further that end, it would also be helpful to have more explicit
regulations allowing participation in multiple ACOs at the specialty group practice level. This
not only furthers the goal of improving quality but provides increased access to care for more
Medicare patients. It is also important to ensure that solo practitioners, small groups, and small
hospitals have the option to participate.
Moreover, condition-specific ACOs are essential for the intended move to population-based
health care delivery models. The evaluation reports of the Innovation Center’s ACOs reveal that
the Comprehensive End-Stage Renal Disease Care (CEC) Model saved $75 million which is
more than the $68 million saved by Pioneer ACOs, and the $48 million saved by NextGen ACOs
in the same period. Although this is the performance year 1 results for the CEC model, the
quality and financial results point to the fact that disease specific ACOs are likely to improve
care for Medicare beneficiaries and reduce costs. With disease-based spending targets, the
responsibility for reigning in costs should be shared by the primary care providers and specialists
who are co-managing patients and populations within a given disease. Hence, AAOS calls for
CMMI to embrace the concept of surgical based ACOs and the Peri-surgical Home to address
this issue.
Limiting ACOs to primary care negates adequate attention to half of the healthcare provided in
this country. The basic design of the current ACOs being developed and led by the Innovation
Center (including the Pioneer ACOs and the NextGen ACOs) are primary care focused.
However, specialty care accounts for a large share of health care expenditure in this country and
primary care physicians are not always the ideal gatekeepers of specialist care, leading to
unnecessary services and patient frustration. 6 As we discussed earlier in this letter, the surgeon
6

Peabody, J.W. & Huang, X. (2013). A Role for Specialists in Resuscitating Accountable Care Organizations.
Harvard Business Review. Available: https://hbr.org/2013/11/specialists-can-help-resuscitate-accountable-careorganizations
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may only represent 15 percent of the cost of a surgical episode but controls 85 percent of
healthcare expenditure. Many specialists, including surgeons, are trained in health economics,
business management and data analysis. Thus, they are ideal candidates to be held accountable
for the entire care pathway and for managing the ACOs. Moreover, electronic health records
(such as the CEHRT requirements), other health care technology innovations, primary carespecialist collaboration and appropriate quality measures are essential for ACO success.
Advancing interoperability and implementing the requirements of the 21st Century Cures Act are
critical in this regard.
Further, we would like to discuss the crossover issue of beneficiaries moving between care
delivered through an ACO and a bundled payment provider entity. This movement raises the
inevitable question of which provider receives “credit” and hence reimbursement for the quality
of care delivered to the beneficiary in each respective care pathway. For example, a multicomorbid knee replacement patient may require significant intervention to optimize their
condition prior to surgery. This intervention may be provided through the specialist physician
and as a result, patients receive a post-surgical outcome that is of higher quality than what would
otherwise be expected of patients with a similar comorbid profile. That surgeon, as an Episode
Initiator in a bundled payment model, should be reimbursed for achieving a higher quality
outcome and perhaps a positive reconciliation payment for achieving a lower than target episode
cost. However, it is very likely that this highly-optimized beneficiary is moved into an ACO
where the primary care physician will in all likelihood, have a lower cost and will essentially
accrue the benefits of a healthier beneficiary due to the work of the specialist physician in the
bundled payment model. While this may seem like an extreme example, in fact, we believe it is
occurring with regularity in markets in which these two models of care intersect. To illustrate,
please see the two tables in Appendix B developed by a Physician Group Awardee/Convener in
BPCI Model 2, comparing comorbidity incidence in their BPCI baseline (historic) data set, to
patients during the 2016 performance period. These graphs show that the number and type of
comorbidities per patient undergoing a lower extremity joint replacement are basically identical
between the comparison periods. While these data serve to counter certain contentions that
surgeons will cherry-pick healthier patients in bundled payments, it more importantly
demonstrates that Medicare patients are as sick today as they had been in the historic 2009 to
2012-time frame, despite the proliferation of ACOs across the country. In other words, patient
optimization in the primary care ACO model may be lacking. Yet we know many of these
patients are now being cycled into ACOs in generally better health than when they entered the
BPCI initiative.
The AAOS also suggests a method of combining risk-adjustments with payments based on
quality metrics. The idea is that if a participant takes on more complex, comorbid patients
(whether in a BPCI-type model, or Surgical ACO, etc.) she is eligible to receive an additional
increase in the episode reconciliation payment. Physicians taking on higher comorbid patients
receive additional payments relative to quality outcomes and utilization management, e.g., what
other non-surgical processes were attempted before committed to surgery. This will help
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recognize the work in pre-operative optimization process and the engagement of physicians in
managing higher comorbid beneficiaries in the pre-, acute and post-acute care settings.
Hence, we urge CMS to develop ACOs focused on specialist physicians which will enhance the
movement to population-based health care payment and delivery models.
8. Expand Opportunities for Participation in Advanced APMs (appropriate data
capture): Access to Medicare claims data by Qualified Clinical Data Registries
(QCDR)
The AAOS appreciates CMS’ efforts to facilitate Medicare claims data access for QCDRs.
However, in response to your specific question in this RFI on how to capture appropriate data to
improve quality and control costs as well as design innovative payment models, we strongly
request real-time access to Medicare claims data in a registry-user friendly format. Unless
registries can validate their data with real-time Medicare and non-Medicare claims data, their
findings exist in a virtual vacuum and are of little benefit. With validation, registries can provide
CMS with information that saves lives, and improves physician and medical device performance,
which can in turn provide significant cost savings to the Medicare program. Longitudinal device
and patient tracking is nearly impossible without validation of patient encounters over time,
location, and health services. Surveillance of the outcomes of patients and devices requires the
ability to follow both the patient and device through time and changes in health care provider. In
recent meetings with CMS, the AAOS was reassured that changes to the ResDAC application
and data provision processes will prove satisfactory to meeting our QCDR data needs. However,
as we have maintained throughout, the ResDAC program is designed to meet the needs of
researchers using Medicare claims data and not for registries. Hence, we need immediate
infrastructure (such as, claims database navigators) as well as an interface that will enable robust
data validation needs of our QCDR. This will incentivize Medicare participant physicians to
report their quality data as well as improve the care outcomes for Medicare beneficiaries.
CMS should also update and streamline the QCDR measure submission and use policies. During
the 2017 QCDR measure review period, many QCDRs experienced a disorganized process with
contradictions in the responses received from CMS staff and contractors. Moreover, CMS has
rejected measures without providing any or sufficient rationale for QCDRs to respond or modify
their submission. Both timely and detailed feedback is necessary for the program to operate well.
As CMS considers whether QCDRs that develop and report on their own measures must fully
develop and test (i.e. conduct reliability and validity testing) their measures by the time of
submission, AAOS encourages CMS to consider the burdens extensive pre-submission testing
may put on many smaller, sub-specialty, or nascent QCDRs.
In the QPP Year 2 Updates Proposed Rule (CMS-5522-P), CMS offers a route for one QCDR to
seek permission from another QCDR to use an existing measure owned by the second registry.
Yet the QCDR application currently does not ask about the ownership and licensing of non-
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Merit-based Incentive Payment System (MIPS) measures. The AAOS echoes the concerns of the
registry community in urging CMS to develop a process respectful of QCDRs’ intellectual
property interests. Relatedly, the proposed rule provides that a QCDR using another registry’s
measure must have permission by the time of self-nomination in order to include proof of
permission for CMS review and approval. To provide more clarity, CMS should define what
form this proof of permission would take to satisfy the requirements of the self-nomination
application process.
9. Expand Opportunities for Participation in Advanced APMs (Appropriate Data
Capture): Update the QPP Regulations
Apart from introducing new physician-led and specialty-focused Advanced APMs, AAOS urged
significant updates to the MIPS track of the QPP. This is a necessary step given that CMS
ultimately wants to increase participation in the QPP but currently many physicians will be
outside this program either because of the exemption thresholds, other statutory exemptions and
the complex requirements for Advanced APM Qualified Participants. In this regard, we have the
following recommendations:
Two-year Lag: Quality improvement relies on timely and accurate feedback to the provider. The
AAOS continues to believe that the two-year lag between the performance and payment years is
problematic for physicians in terms of tracking their performance and managing that
performance at required levels with delayed feedback. Mechanisms to allow more contemporary
feedback are essential to any quality control endeavor. The intent of the MACRA statute is to
create a change toward value in health care delivery and payment. With that time gap, there is no
meaningful feedback: payment changes are either a nice “bonus” related to unclear processes or
a “punishment” with little clarity as to how the practice could improve. Our suggestion is to
require reporting under MIPS (especially for the active reporting requirement measures) for the
first nine months of each performance year, allowing the last three months for reconciliation of
the data such that the performance and payment feedback are available by January of the
following year. CMS can use a full year of administrative claims data for the non-reporting
measures for a better sample size. This would meet the goals of CMS by allowing rapid response
to physicians without the two-year lag between performance and payment.
Provision of Data to Clinicians: In continuation of the discussion above, AAOS would like to
re-emphasize our earlier comment for at least quarterly provision of clinician/practice data
instead of the lagged feedback system across all the elements of the QPP. Access to timely data
that reflect the performance scoring of clinicians is essential for the success of the QPP. Quality
demands timely feedback. While historical data could be provided as a guide to clinicians,
provision of real time data on a quarterly basis could better inform clinicians. The AAOS
believes that small and even medium sized physician practices will not be able to participate
effectively without quarterly feedback on their performance. Further, simplification of the QPP
would benefit both the physician, practice, and CMS in providing effective timely feedback.
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Virtual Groups: The AAOS appreciates the new proposals creating an option for solo and small
practices to form virtual groups enabling their participation in the MIPS program and obtaining
CEHRT qualification. However, we believe it will be challenging for the target practices to
participate. Both the complexity of arranging the virtual groups and a continued need for
expensive technology infrastructure may prove a barrier to solo and small practices. There are
significant resources needed to set up and run the virtual groups including finding potential
group members, drawing up of legal contracts, expensive third-party reporting as well as health
information technology vendors and administrative staff to support the virtual group functioning
to list just a few. Thus, a concern is that virtual groups will only be an alternative for those with
greater resources. Since there will not be enough time to prepare for the 2018 performance year,
additional flexibilities for virtual group reporting will be helpful in areas such as CEHRT,
OSHA, and CDC requirements.
To help address these concerns, we urge CMS to provide extensive and individualized support
and learning opportunities for clinicians and their practice management staff on how to create
virtual groups or implement changes in these groups. CMS should also provide tools for solo and
small practices to determine if forming virtual groups will be beneficial for their patients and
their practices. It is essential for CMS to provide adequate information and simple and actionable
guidelines to clinicians to make necessary decisions about forming virtual groups. Without
simplifying the regulations associated with virtual groups, important resources may potentially
be taken away from the care provided to Medicare beneficiaries.
The threshold for facility based reporting, that CMS introduced for 2018, would exclude most
private practice providers delivering care in a hospital setting from this reporting option. Hence,
we recommend that CMS consider lowering the threshold for participation, which would allow
greater participation, particularly from solo/small groups. Expanding the facility based reporting
concept would be beneficial for the following reasons:
1. Solo/small groups will have a less burdensome reporting/participation option as they
collaborate with hospitals they work in;
2. Would promote coordination of care by aligning physician and hospital financial interest;
3. Foster physician leadership: since hospital performance would influence physician
reimbursement, physicians would be incentivized to "participate in the process";
4. The program seems to be initially aimed at hospital employed physicians, since participation
requires a high percentage of physician payments made in hospital setting (via location code);
however, physician decisions have broad reaching impact on Medicare spending. Facility based
reporting may bend down the cost curve by encouraging fiscal responsibility from physician
stakeholders.
MIPS Quality Performance Category: The proposal to increase the data completeness
threshold to 60 percent for the 2019 performance year may be too much, too soon, and too
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optimistic. A gradual buildup of such thresholds will reduce additional burden on MIPS
participating clinicians. A system that samples data is more economic and practicable. CMS
proposes to identify topped out measures, and after three years will consider removal from the
program through rulemaking in the fourth year. Although this applies only to CMS Web
Interface measures and there will be enough consideration given before removing topped out
measures, this is likely to be a problem for specialties, such as orthopaedics, that lack outcome
measures. CMS can use “topped out” measures as controls for new and developing measures.
Moreover, if a measure is going to be topped out, CMS should announce the status of the
measure with sufficient time lag before it is removed from service to allow clinical processes
time to adjust and redirect their resources. The practice of making an announcement at the end of
a given year with implementation at the beginning of the next year (a 1-2-month lag) is not
optimal. The announcements around the addition of new measures or removal of measures for a
given year should be unified by CMS and announced at a consistent time each year. CMS needs
to work with external measure validators and other stakeholders to streamline the process of
development, validation, and adoption of new and meaningful measures.
In addition, the jumping from a minimum 90-day performance period for Quality performance
category in the 2017 performance year to a 12-month calendar year performance period in the
2018 performance year should instead be implemented gradually.
10. Incentivize Coordinated Care: Updates to the Stark Law
As AAOS and several of our partners have noted earlier in our comments to CMS and to the U.S.
Congress, the structure of the Stark law has not been updated statutorily for more than two
decades, and at this time, it limits the full potential of these innovative health care delivery
models that incentivize care coordination. For example, the BPCI and CJR models reveal
weaknesses in current Stark law. These kinds of payment models are value-based programs
seeking to promote high-quality care and care coordination within individual health care entities
and across multiple sites of service. However, the Stark law prohibits payment arrangements that
consider the volume or value of referrals or other business generated by the participating parties.
Further, the Stark law is a strict liability statute unlike other health care legislation, and therefore,
unintentional and technical errors of physicians and their staff may lead to heavy penalties. Such
strict liability statutes may discourage physicians from participating in coordinated care models.
Indeed, the costs of compliance and disclosures required per the Stark law can be prohibitive for
small and medium-sized physician practices participating in these models.
To address some of these issues, physician referrals in Accountable Care Organizations (ACOs)
are theoretically exempt from the Stark Law requirements through fraud and abuse waivers.
There must be similar exceptions/protections to physicians participating in APMs. CMS should
have the regulatory authority to create exceptions under the Stark law for these types of payment
arrangements and remove barriers to the development of such arrangements.
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Specific recommendations are:
 Expansion of administrative authority to provide exceptions to physician ownership and
compensation prohibitions to promote care coordination in MACRA programs. This
empowers CMS to provide the same waiver authority to physician practices that was
provided to accountable care organizations in the Affordable Care Act.
 Removal of the “value or volume” prohibition in the Stark law so that practices can
incentivize physicians to abide by best practices and succeed in the new value-based
alternative payment models. This protection would apply to practices that are developing
or operating an alternative payment model. Items and services must be subject to fair
market value except that they may not consider volume or value.
 Creation of a more workable standard that only triggers penalties for knowing and willful
violations of the law, which is the current standard for civil penalty provisions of the
Anti-Kickback Statute Violations of the Stark law with respect to physician ownership
interests.
11. Incentivize Participation and Promote Competition: Risk-bearing
We believe that surgeons should have the ability to directly bear risks to actively participate in
the value-based payment model and this ties in with our comment on establishing surgeons as
head, or at least co-head, of the episodes. We agree with you that “providers need the freedom to
design and offer new approaches to delivering care.” 7 One of the ways to achieve this is to allow
surgeons and other specialist physicians to take charge of their patients’ health and health care.
CMS should directly contract with surgeons rather than have hospitals as an intermediary.
Otherwise, surgeons and other specialists have limited ability to control the process and
outcomes of each episode leading to a sub-optimal outcome for the society.
12. Incentivize Participation: Gainsharing
Given your stated goal to “move toward a system that holds providers accountable for outcomes
and allows them to innovate,” 3 we suggest that there be no limits to gainsharing amounts among
participants in value-based and coordinated care models. When surgeons actively participate in
the value-based payment models, whether directly – as explained above – or otherwise, they
should be able to fully share in the resulting cost reductions. Further, the MACRA statute
highlights the importance of “medically necessary” services, and in this regard, AAOS regularly
invests in member and patient education through clinical practice guidelines, appropriate use
criteria, and patient safety considerations of orthopaedic procedures and overall musculoskeletal
care. Given our strong commitment to the values of effective and efficient care, we believe that
stinting of necessary care is not a threat for surgeons. Specifically, we believe that the current
gainsharing limit of 50 percent of the total Medicare approved amounts during CJR episodes
7

Verma, S. (2017, September 19). Medicare and Medicaid Need Innovation. The Wall Street Journal.
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should be removed altogether. This will ensure healthy competition among all participants in the
model and will ultimately provide better quality care and reduce the costs of health care.
13. Incentivize Participation and Price Transparency: Payment Changes for X-rays
Taken Using Computed Radiography (CR) Technology
AAOS believes that the reduction in payments for services utilizing computed radiography
technology is unreasonable. Providers who offer in-office services to improve access and
convenience to patients should not be penalized for using traditional technology. In fact, CR is
preferable to Digital Radiography (DR) in certain instances. For example, a full spine
radiograph for scoliosis evaluation is ideally performed using CR. DR requires a patching
together of separate views and results in a sub-par study. While some hospitals may be better
positioned to make high fixed-cost investments, digital upgrade of a radiology suite costs is a
financial barrier for others, including most individual and small practices. Decreasing payments
furnished during CYs 2018 through 2022 by 7 percent and 10 percent thereafter, will force many
orthopaedic providers to cease offering these services. To incentivize upgrades to DR, AAOS
recommends offering bonus payments to providers analogous to the currently proposed 2015
CEHRT bonus under the Quality Payment Program (QPP) Year 2.
14. Incentivize Participation and Patient-centered Care: Introduce Socio-economic Risk
Adjustment in Innovation Center Models
The AAOS urges CMS to include important patient characteristics such as age, socio-economic
status (SES), marital status, clinical co-morbidities, functional status, etc. apart from the target
price stratification that is used in many Innovation Center models. Per the Improving Medicare
Post-Acute Care Transformation (IMPACT) Act of 2014, HHS submitted a report to Congress
on social risk factors in Medicare’s value based payment models. 8 CMS should incorporate those
recommendations in the payment design and resource use measures in the new payment models
and demonstrations so as not to accentuate the health and health care disparities among the
vulnerable Medicare and Medicaid beneficiaries. At the same time, this report from the Assistant
Secretary for Planning and Evaluation (ASPE) found that safety-net providers were more likely
to receive penalties and be disadvantaged.
These findings have been corroborated elsewhere. For example, a recent analysis of Medicare
claims for patients in Michigan who underwent lower extremity joint replacement (LEJR)
procedures in the period 2011–13 concluded that hospitals treating medically complex patients
may be unintentionally penalized without proper risk adjustment. Reconciliation payments were
found to be reduced by $827 per episode for each standard-deviation increase in a hospital’s
8

US Health and Human Services (2016, December). Report to Congress: Social Risk Factors and Performance
Under Medicare’s Value-Based Purchasing Programs. Office of ASPE. Available:
https://aspe.hhs.gov/system/files/pdf/253971/ASPESESRTCfull.pdf
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patient complexity. This study also estimated that risk adjustment could increase reconciliation
payments to some hospitals up to $114,184 annually. 9 Thus, the CJR model needs financial,
clinical, and socio-economic risk adjustment. Another important point raised by this study,
referenced above, is that the CJR model is unique in that the target price is calculated as a blend
of a hospital’s historical episode spending and the average spending of other hospitals in the
same region with the weight of the regional benchmark increasing over time, this is going to
increase the financial disparity for hospitals treating more medically complex patients.
For a complete list of recommended risk variables, please see Appendix A of our comments on
the CJR Proposed Rule available online at:
http://www.aaos.org/uploadedFiles/PreProduction/Advocacy/Federal/Issues/medicare/AAOS_C
Y2016_CMS_%20CCJR.pdf.
Priority List of Risk Variables
 Body Mass Index – The actual height and weight should be recorded. The BMI should
not be captured from the administrative data. The height and weight are currently being
recorded in many electronic health records (EHR).
 Race/Ethnicity – Race/ethnicity should be a patient-reported variable and may be
recorded in the EHR.
 Smoking Status – Smoking status may be reported through administrative data, but
additional information may be provided from the EHR.
 Age – Age is reported in administrative data.
 Sex – Sex is reported in administrative data.
 Back Pain – Back pain would be a patient-reported variable and recorded in the EHR. It
has been noted to influence outcomes of joint replacement patients.
 Pain in Non-Operative Lower Extremity Joint – Pain in a non-operative lower extremity
joint would be patient-reported variable and recorded in the EHR. It has been noted that
pain in other extremities can influence the outcome of a total joint replacement.
 Health Risk Status – The actual comorbidities that should be included need further
investigation. Both the Charlson morbidity index and the Elixhauser morbidity measure
may identify appropriate comorbid conditions. To identify the patient’s comorbid
conditions, it is recommended that all inpatient and outpatient diagnosis codes for the
prior year be evaluated.
 Depression/Mental Health Status – The PROMIS Global or VR-12 will collect this
variable, as well as the administrative data.
 Chronic Narcotic or Pre-Operative Narcotic Use – These variables affect patient
outcomes
9
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and requires additional consideration. The information should be available in the EHR.
 Socioeconomic Status – This variable affects patient outcomes and requires additional
consideration. Further evaluation is required regarding how the data could be collected.
Future Desired List of Risk Variables






Literacy
Marital Status
Live-in Home Support
Family Support Structure
Home Health Resources

Risk Variables to Not Include
 American Society of Anaesthesiologists Physical Status Classification (ASA) Score
 Range of Motion (ROM)
 Mode of Patient Reported Outcome Measure (PROM) Collection
-------------------------------------------------------------------------------------------------------------------In conclusion, the AAOS appreciates CMS and the Innovation Center for reaching out to
stakeholders and taking this time for additional review of the Center’s strategic direction. As
noted above, we sincerely hope that the Agency will not further delay more detailed guidelines
on the CJR CEHRT Track/Track 1, the Advanced BPCI model as well as announce new smallscale demonstrations and specialty focused ACOs that enable physician leadership, consumer
choice and patient-centered care. We hope that CMS will consider our recommendations as new
policy choices are considered and adopted. Please do not hesitate to get in touch with AAOS
Medical Director, William O. Shaffer, MD, if you have any further questions or comments.
Thank you.
Sincerely,

William J. Maloney, MD
President, American Academy of Orthopaedic Surgeons (AAOS)
Cc:

David A. Halsey, MD, AAOS First Vice-President
Kristy L. Weber, MD, AAOS Second Vice-President
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Thomas E. Arend, Jr., Esq., CAE, CEO, AAOS
William O. Shaffer, MD, Medical Director, AAOS
This letter received sign-on from the following sub-specialty groups and state societies:
American Alliance of Orthopaedic Executives (AAOE)
American Association for Hand Surgery (AAHS)
American Association of Hip and Knee Surgeons (AAHKS)
American Orthopaedic Foot and Ankle Society (AOFAS)
American Orthopaedic Society for Sports Medicine (AOSSM)
American Shoulder and Elbow Surgeons (ASES)
Arthroscopy Association of North America (AANA)
Cervical Spine Research Society (CSRS)
Limb Lengthening and Reconstruction Society (LLRS)
Musculoskeletal Infection Society (MSIS)
Musculoskeletal Tumor Society (MSTS)
Orthopaedic Rehabilitation Association (ORA)
Orthopaedic Trauma Association (OTA)
Pediatric Orthopaedic Society of North America (POSNA)
Ruth Jackson Orthopaedic Society (RJOS)
Scoliosis Research Society (SRS)
Society of Military Orthopaedic Surgeons (SOMOS)
The Knee Society (KNEE)

Alabama Orthopaedic Society
California Orthopaedic Association
Connecticut Orthopaedic Society
Eastern Orthopaedic Association
Florida Orthopaedic Society
Iowa Orthopaedic Societies
Kansas Orthopaedic Society
Maryland Orthopaedic Association
Massachusetts Orthopaedic Association
Nevada Orthopaedic Society
New Jersey Orthopaedic Society
New York State Society of Orthopaedic Surgeons
North Dakota Orthopaedic Society
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Pennsylvania Orthopaedic Society
South Carolina Orthopaedic Association
South Dakota State Orthopaedic Society
Southern Orthopaedic Association
Tennessee Orthopaedic Association
Texas Orthopaedic Association
Utah State Orthopaedic Society
Virginia Orthopaedic Society
Washington State Orthopaedic Association
West Virginia Orthopaedic Society
Western Orthopaedic Association
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Appendix A
The following depicts the impact of National Trend Factor on three groups in BPCI Model 2 on their ability to manage
to the Target Price (DRG 470 Non-Hip Fracture) for Q4 2016:
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Appendix B
Source: Physician Group Awardee/Convener in BPCI Model 2
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November 20, 2017

The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
200 Independence Ave, SW
Washington, DC 20201
RE: Innovation Center New Direction
Dear Administrator Verma:
AARP, with its nearly 38 million members in all 50 States and the District of Columbia,
Puerto Rico, and U.S. Virgin Islands, is a nonpartisan, nonprofit, nationwide
organization that helps people turn their goals and dreams into real possibilities,
strengthens communities and fights for the issues that matter most to families such as
healthcare, employment and income security, retirement planning, affordable utilities
and protection from financial abuse.
Thank you for the opportunity to comment on Request for Information (RFI) related to
the Centers for Medicare and Medicaid (CMS) Innovation Center. AARP supported the
creation of the Innovation Center in the Affordable Care Act, and we have been proud to
provide feedback and work with its staff to improve care and lower costs in Medicare.
The purpose of the Innovation Center has been to seek out, develop, and test new
models of care. While not every test is equally successful, Medicare, Medicaid, and our
health care system are being transformed thanks to the Innovation Center’s work.
Accordingly, we have concerns about calls for a “New Direction” for the Innovation
Center that would dramatically change course rather than build on the program’s
successes.
In particular, we are concerned about RFI’s emphasis on “market-driven reforms” and
other terms that appear to treat health care as a commodity and assume that health
care consumers treat their care decisions like they would treat any other purchase. In
fact, health care decisions are often the most emotionally fraught and complex
decisions a person will make. In charting a course for the future of the Innovation
Center, we urge you to focus on the individual - e.g. what leads to the best care; what

offers the most protection; and, what provides the best value for the person. Various
points in this RFI, however, appear to focus more on the needs of providers,
manufacturers, or insurers rather than the needs of individuals and their families. Below,
we respond to the questions posed in the RFI with the perspective of an older American
and their family caregiver in mind.
1. Do you have comments on the guiding principles or focus areas?
AARP shares the desire to reduce health care costs and make care more affordable,
and agrees that an informed consumer is the best consumer. AARP supports the
principles which enhance comparison and decision-making tools. Clear, easy-tounderstand information on plans, providers, and treatment options will help patients and
their family caregivers be part of the care planning process. To promote and encourage
greater engagement from consumers, transparent information on price, quality, and
outcomes must be available in ways that are accessible to consumers and families. The
infrastructure should be in place to help consumers and family caregivers understand
how that information can help them make better choices. Furthermore, the foundation of
clear consumer-focused information is the robust collection of data and quality metrics.
Any model advanced by the Innovation Center should incorporate robust quality
measure development and provider reporting requirements, including consumer
experience of care measures and, as appropriate, family caregiver experience of care
measures.
We urge the Innovation Center not to lower standards of care in the pursuit of lower
costs. Throughout the RFI, the Innovation Center uses terms such as “expand plan
choice,” “consumer choice,” and “consumer-directed healthcare,” as a way of giving
individuals more control of their health care decisions. We are concerned, however, that
efforts to offer more “choice” could result in options that prioritize low-cost over highquality. Consumers should not have to face an unfair and false choice between saving
money and receiving inadequate care, versus spending an additional or unaffordable
amount to get the care they need. We urge you to develop models that make the
highest quality care accessible and affordable – not just available – to all.
Moreover, simply having more choices does not automatically mean consumers will be
making better decisions. Decisions particularly concerning treatment options have
become more complex and demand a high-level of understanding and engagement
from consumers and family caregivers. Some consumers face challenges that prevent
them from actively advocating for themselves. Consumers with low health literacy,
people with cognitive impairment, and those who are ill, in pain, or experiencing stress
from their health condition may not be in the best position to actively engage. Many
health care decisions—e.g., whether to seek health care and where to go for care—can
have important financial consequences for individuals and the health care system. On
one hand, a wide array of options gives beneficiaries greater opportunity to find care
that meets their needs and preferences. On the other hand, giving beneficiaries more
choices makes the task of selecting care more complicated, and may be so confusing
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for some that it leads to inertia or poor decision-making. It is important to strike the right
balance between having limited choice and having too many options to choose from.
2. What model designs should the Innovation Center consider?
Effective care delivery models embrace both the individual and their family support
system. We note the patient-centered care principle that CMS proposes for the
Innovation Center, and encourage CMS to broaden its thinking to take a person- and
family-centered approach to care across the care continuum and pursue models that
promote person-and family-centered care. We also encourage CMS to use terminology
such as person, individual, or consumer; rather than patient, which is more limited to
certain contexts and settings, and not consistent with the concept of coordination across
all settings and a PFCC approach to service delivery.
There are about 40 million family caregivers who provide an estimated $470 billion
annually in unpaid care to their adult loved ones.1 Family caregivers provide a broad
range of assistance to any relative, partner, friend, or neighbor with whom they have a
significant relationship and who has chronic or disabling conditions. Family caregivers
assist with daily tasks such as dressing, eating, transportation, and managing finances;
provide emotional support; coordinate care and communicate and advocate with health
care and other providers; and perform medical/nursing tasks, such as wound care and
managing multiple medications. According to a national survey, about 32 percent of
family caregivers provide at least 21 hours of care a week, on average doing 62.2 hours
of care weekly.2 As the baby boomers age, it will be essential to recognize and support
family caregivers in their caregiving roles.
Furthermore, AARP recommends the Innovation Center test models that go beyond
typical benefits and providers. Statute or existing policy often limit the ability to deliver
person-centered care – whether it be restrictions on the type of services, limitations on
where services are available, or under what conditions individuals can access certain
providers.
For instance, AARP strongly supports full utilization of the skills of all highly trained
health care providers, such as nurses, as this can promote person-centered care,
increase consumer choice, enhance value and improve quality and outcomes. We were
pleased to see the positive preliminary results coming from the Innovation Center’s
Medicare Graduate Nurse Education demonstration, which show that Medicare funding
can effectively produce more highly trained Advanced Practice Registered Nurses
(APRN) equipped with the skills necessary to care for Medicare beneficiaries and
provide primary and preventive care, transitional care and care coordination. We
1

S. Reinhard, L. Feinberg, R. Choula, & A. Houser, Valuing the Invaluable 2015 Update: Undeniable
Progress, but Big Gaps Remain 1, (AARP PPI, 2015), available at https://www.aarp.org/ppi/info2015/valuing-the-invaluable-2015-update.html?cmp=RDRCT-VALUN_JUN23_015.
2 National Alliance for Caregiving and AARP, Caregiving in the U.S. 2015. (NAC and AARP PPI, 2015),
available at http://www.aarp.org/ppi/info-2015/caregiving-in-the-united-states2015/?cmp=CRGVNUSA_MAY21_015.
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support its extension to gather further data, particularly as it relates to optimal ways to
increase primary care services to rural and underserved areas. Given the voluminous
evidence gathered by the Institute of Medicine and others on the quality and
effectiveness of APRN care, the Innovation Center should test additional methods of
improving consumer access to APRN-provided care, and more effective utilization of
nurses and other health care providers in Accountable Care Organizations and other
value-based payment and delivery models. Such innovative practices could improve
systems’ efficiencies by utilizing more non-physician-led clinics for primary and
preventive services and management of chronic conditions.
Additionally, the Innovation Center should encourage coverage and payment of health
services provided by telehealth to improve access and quality of care, allow patients to
remain safely in the community, and assist with care transitions from institutional to
community settings. Medicare has not kept pace with technological developments and
the ability for individuals receive quality care outside of an institutional setting or in their
home.
The Innovation Center has expressed interest in exploring additional flexibility for
supplemental benefits. We support exploring whether the current list of allowable
supplemental benefits could be improved to better meet the needs of Medicare
beneficiaries with chronic conditions, including those with multiple chronic conditions.
The Innovation Center could explore whether beneficiaries and their family caregivers
would be better served by improving access to include critical, but non-medical
supports, such as expanded specialized transportation and nutrition services, in-home
improvements, certain long-term services and supports, and training and other supports
for family caregivers. We believe that encouraging Medicare Advantage plans to offer
such supports could have a direct impact on improving health outcomes for
beneficiaries and saving money for the Medicare program.
Similarly, we suggest that the Innovation Center consider models which incorporate
additional evidence-based therapeutic services, such as oral health care or
complementary and integrative medicine. Including consideration of a person’s oral
health in their care would improve quality outcomes and lower long-term costs, in part
by recognizing the important role a healthy mouth plays in preventing infection and
promoting proper nutrition. Likewise, integrating evidence-based complementary or nontraditional medicine that show promise in improving health into care delivery could
improve outcomes and lower costs. For example, alternative methods of pain
management could lower costs associated with prescription drug utilization and demand
for surgical procedures. New payment models could test how a broader suite of
evidence-based services, beyond what is currently offered in Medicare, could improve
the health and wellbeing of beneficiaries.
3. Suggestions on the structure, approach, and design of potential models.
AARP recommends the Innovation Center consider the following structures,
approaches, and designs as it pursues new models:
4

Person- and Family-Centered Care and Supporting Family Caregivers
A person- and family-centered care (PFCC) approach is vital in looking at policy
solutions for Medicare and Medicaid beneficiaries, including those with chronic
conditions, and especially those with multiple chronic conditions and long-term services
and supports (LTSS) needs. PFCC is an “orientation to the delivery of health care and
supportive services that considers an individual’s needs, goals, preferences, cultural
traditions, family situation, and values. It includes the person and the family at the
center of the care team, along with health and social service professionals and direct
care workers. It also evaluates the person’s experience of care. Services and supports
are delivered from the perspective of the individual receiving the care, and, when
appropriate, his or her family.”3 PFCC also means involving and respecting an
individual’s family caregivers, as appropriate, in supportive services planning and
delivery. In addition, family caregivers are integrated as partners in care and their needs
and preferences are recognized and addressed.4 Finally, in some circumstances, when
providing services to people with cognitive impairment, it is the family caregiver who
should be consulted by the provider for discussion about informed consent. A PFCC
approach could have the effect of increasing those conversations.
We urge CMS to conduct a pilot in Medicare to examine the extent to which family
caregiver supportive services reduce hospital admissions and readmissions and delay
institutionalization. We also point to examples of PFCC practices in recent AARP Public
Policy Institute publications “No Wrong Door: Person and Family-Centered Practices in
Long-Term Services and Supports”5 and the Minnesota’s Return to Community Initiative
in “State Strategies to Reduce the Risk of Long-Term Nursing Home Care after
Hospitalization”6 as CMS considers how to expand PFCC approaches.
Person- and family-centeredness is important, not only because people want it, but also
because consumers’ experiences – across all care settings – can influence the
effectiveness of treatment and health outcomes. More and more, professionals are
encouraged to treat consumers and their family members as co-producers of health and
as autonomous partners in treating, managing, and preventing disease. In addition,
research suggests that person- and family-centered care may improve health outcomes.
For example, studies have found that consumers’ whose treatment is deemed personcentered are more likely to trust their clinicians, are more likely to adhere to treatment

3

Feinberg, L, Moving Toward Person- and Family-Centered Care. (AARP PPI, 2012), available at
http://www.aarp.org/content/dam/aarp/research/public_policy_institute/ltc/2012/moving-toward-personand-family-centered-care-insight-AARP-ppi-ltc.pdf
4 Ibid.
5 C. Bowen & W. Fox-Grage. No Wrong Door: Person-and Family-Centered Practices in Long-Term
Services and Supports. (AARP PPI, 2017), available at http://www.longtermscorecard.org/promisingpractices/no-wrong-door.
6 E. O’Brien & W. Fox-Grage. State Strategies to Reduce the Risk of Long-Term Nursing Home Care after
Hospitalization. (AARP PPI, 2017), available at http://www.longtermscorecard.org/promisingpractices/reducing-risk-nursing-home-care.

5

recommendations, and are less likely to die following a major event such as a heart
attack.
It is important to note that PFCC would include assistance needed for the family
caregiver to be a meaningful member of the care team (i.e., providing interpreter
services for a family caregiver who has low English proficiency). In a person- and
family-centered care system, family caregivers are no longer viewed as just a “resource”
for the individual; rather, they are viewed as “partners” on the care team, and also
recognized as individuals who may themselves need training and support (such as
respite care). CMS should be clear that services provided by family caregivers should
only be included in a person- and family-centered plan if these have been agreed to by
the family caregiver (i.e., it is voluntary) and the family caregiver has indicated the ability
to carry out the actual tasks.
Involving family caregivers and supporting their own care needs should be a key
component of coordination and continuity of care in health care and LTSS. Such an
approach would promote better care, improve the experience of care for both the
individual and the family, and reduce costs. While most family caregivers willingly
provide services and emotional support, many are strained by caregiving responsibilities
that come on top of work and other family commitments, and they may also experience
profound negative effects on their own physical and psychological health.
Value Based Insurance Design
AARP has been a strong supporter of the Innovation Center’s Medicare Advantage
Value-Based Insurance Design (MA-VBID) pilot project. We believe this model will be
important to test the potential role value-based insurance designs could have in
improving care and health outcomes for Medicare beneficiaries enrolled in the MA
program, especially those with chronic conditions. We understand that in the first year of
the demonstration, eligible plans in the initial states have focused on improving
outcomes for diabetes, congestive heart failure, chronic obstructive pulmonary disease,
and hypertension. In 2018 the demonstration is set to expand to additional states and
address additional clinical conditions.
While we support continued improvements to the VBID demo to better achieve the
goals of examining the potential of VBID models in the MA program, we encourage the
Innovation Center to ensure that any additional expansion of the demonstration be
conducted for the purpose of better achieving the testing goals of the pilot, rather than
simply for the purpose of allowing more plans and states to participate. Therefore, we
support expansion into additional sites and states only so long as the expansion is
meaningful and would garner additional insights that would not be achievable with a
more limited number of sites. In addition, we support continued improvements to the
pilot that could facilitate greater transparency and more timely insights about how the
pilot is being implemented. As more policymakers look to VBID approaches, we believe
the results of this test will be important to ensure future policy decisions are made in an
informed manner.
6

Prescription Drug Models
AARP shares CMS’s goal of reducing prescription drug costs while ensuring beneficiary
access to appropriate medications. Older Americans’ health and financial well-being are
increasingly affected by high and growing drug prices, and we appreciate CMS’s
ongoing efforts to find new and innovative ways to address this challenge.
AARP also shares your goal of working to better align the price of a drug with the value
that it provides to patients, which is far preferable to current pricing practices that
primarily reflect what the market will bear. However, while AARP broadly supports the
concepts behind value-based purchasing arrangements, this approach currently faces
some implementation challenges that should be taken into consideration.
Challenges to Value-based Purchasing
AARP is aware that there is currently no universal definition of value, and that there is
very little consensus on what standards and data should be used when evaluating the
value of prescription drugs. Consequently, we strongly urge CMS to provide ample
opportunity for public input should it choose to propose any value-based purchasing
arrangements.
AARP is also aware that it can be difficult to obtain the data needed to create successful
value-based purchasing agreements. For example, for outcomes-based purchasing
agreements, desired outcomes, such as symptom control or improved quality of life, are
rarely included in claims data and should not be used for a basis for payment.
Moreover, manufacturers, providers, and payers may not have the necessary data and
infrastructure to track needed data, nor be willing to share with other entities in the
supply chain. These data challenges should be addressed prior to implementing valuebased purchasing arrangements.
In addition, some value-based purchasing arrangements do not result in savings until
after a prescription is filled or administered. Given that beneficiaries’ out-of-pocket costs
occur at the point of sale, these savings can be difficult to pass along to beneficiaries. If
CMS chooses to pursue value-based purchasing agreements, AARP encourages CMS
to consider waiving cost-sharing requirements for beneficiaries participating in those
demonstrations. CMS should also examine how savings achieved after the point-of-sale
can be passed along to beneficiaries.
AARP is also concerned by research indicating that there is little evidence that valuebased purchasing results in lower spending or better quality for patients7. As such, we
urge CMS to carefully consider the use of value-based purchasing tools and ensure that
they are used only when there is strong clinical evidence to support them.

7

E. Seeley and A. S. Kesselheim, Outcomes-Based Pharmaceutical Contracts: An Answer to High U.S.
Drug Spending? The Commonwealth Fund, September 2017.
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Consumer Safeguards
As the RFI states, CMS is specifically interested in pursuing value-based payments
models for prescription drugs. We believe it is critical that, should the agency propose
such a model, it includes robust consumer safeguards. AARP strongly urges CMS to
develop an appeals process for beneficiaries, which should be transparent, easy-tounderstand, and fair in order for it to function as a true recourse for enrollees. CMS
should also be willing to regularly revisit and make changes to these processes as
necessary to ensure beneficiary access.
We would also strongly recommend CMS include a transparent, comprehensive, and
publicly available monitoring process for any value-based purchasing agreements that
is administered by an independent third-party. As part of the monitoring process, AARP
encourages CMS to identify formal processes for regularly engaging and involving
beneficiaries and their advocates, including techniques such as consumer experience
surveys and focus groups.
Additional Considerations
Given that value-based purchasing agreements are intended to help reduce prescription
drug spending, AARP strongly believes any new prescription drug payment model must
allow for lower reimbursement for drugs that are less effective than comparable drugs.
In addition, higher reimbursement should only be allowed in cases where there is clear
and convincing evidence that a drug is significantly more effective.
Finally, AARP continues to believe that additional administrative and legislative reforms
are needed in order to reduce drug costs for beneficiaries and for our public insurance
programs. Such reforms could include secretarial negotiation authority, allowing for the
safe importation of lower cost prescription drugs from Canada and other nations, and
curtailing anti-competitive behaviors that deter generic entry into the market.
4. What options might exist beyond fee-for-service and Medicare Advantage for
paying for care delivery that incorporate price sensitivity and consumer driven
or directed focus and might be tested as a model and alternative to FFS and
MA?
The Innovation Center currently has substantial authority and flexibility to test new
approaches to Medicare service delivery within the existing fee-for-service (FFS) and
Medicare Advantage (MA) framework. Accountable Care Organizations and other
alternative payment models have already shown promise and success. As we learn
from each model, newer models evolve and adapt to address new challenges and
earlier shortcomings. What has remained consistent, and what must continue to be the
bedrock of any new care delivery model, is Medicare’s defined benefit system.
Unfortunately, ideas presented in the RFI’s focus area on “consumer-directed care and
market-based innovation models” would undermine the defined benefit package upon
which 58 million Medicare beneficiaries expect and rely. The ideas to contract directly
with health care providers and to let providers propose prices will directly cause health
8

disparities among the Medicare population to worsen and cause out-of-pocket costs to
go up. These proposals will be discussed in greater detail in response to question six.
While not mentioned specifically in the RFI, this focus area generally alludes to the
prospect of changing Medicare from a defined benefit program to a defined contribution
program. Often referred to as “premium support”, a defined contribution program would
fundamentally alter Medicare to the detriment of its beneficiaries.
The typical Medicare beneficiary lives on an income of under $26,500 and already
spends about 18 percent of their income on health care. Any additional cost-shift or
reduction in coverage will greatly impact many beneficiaries’ pocketbooks and ability to
afford care. Premium support generally does not actually lower the cost of health care –
it merely shifts those costs onto others.
Traditional Medicare offers a guaranteed benefit package which generally ties payments
to the specific services beneficiaries use. This ensures all beneficiaries have access to
any doctor accepting Medicare. It also keeps coverage affordable by defraying costs
over a large national risk-pool. Under premium support, rather than a guaranteed
benefit package, the government would provide a fixed dollar amount – often referred to
as a voucher – to all beneficiaries who could then choose among competing private
health insurance plans or traditional Medicare.
The value of the voucher is typically tied to a general economic index and not to actual
health costs, which generally rise faster than other costs. As a result, the price of plans
would increase faster than the value of the voucher, which would lead to seniors being
priced out of the plan they chose. Right now, people with Medicare can count on
obtaining Medicare’s package of benefits when paying the premium determined by law.
Premiums are the same nationwide, and they typically increase by a percentage each
year to reflect growth in Medicare spending (for Part B services) per person.
Private plans could also offer different cost-sharing or limited provider networks. If a
person wanted a more generous plan (such as seeing any doctor of their choice), they
pay the premium difference out of their own pocket. Conversely, plans could potentially
offer very low premiums that are attractive to poorer beneficiaries, but which force the
person to pay very high deductibles and copays if they ever get sick. Furthermore, the
premium support system would inevitably raise premiums and co-pays for people who
stay in the traditional Medicare program, because over time healthier and wealthier
beneficiaries would likely purchase private plans, leaving behind poorer and lesshealthy beneficiaries and weakening the Medicare risk-pool. Gradually, a premium
support program will make care less affordable for older Americans, and threaten the
guaranteed benefits upon which they rely.
It is important to note that Medicare Advantage is not the appropriate comparison for a
premium support model. Currently under Medicare, all beneficiaries are generally
entitled to the same set of benefits whether they are in traditional Medicare or private
Medicare Advantage plans. MA plans have some flexibility to offer different cost9

sharing, but are required to at least cover the same benefits as traditional Medicare.
Premium support proposals generally only require private insurers to cover the same
actuarial value of Medicare coverage, not the same benefits. This can result in insurers
crafting plans to appeal to certain customers – whether through particular geographic
provider networks or cost-sharing design – that generally favor healthy consumers over
the chronically ill.
We strongly oppose the Innovation center pursing a defined contribution program in
Medicare as it would risk harming beneficiaries without ensuring affordable, high-quality
care for all.
5. How can CMS further engage beneficiaries in development of these models
and/or participate in new models?
The Innovation Center’s attempts to make care more “consumer-driven” should not be
based solely on giving beneficiaries more information, choices, and decisions to make.
Nor should “engagement” be limited to providing feedback on proposals. Consumers
should be incorporated into the structure of new payment and delivery models; i.e.,
have a defined role in the decision-making process and in the governance caredelivering entity. The Health Care Payment Learning and Action Network (LAN), a
community of providers, payers, patients, and policy-makers, has worked to build
consensus around consumer protections and priorities in alternative payment models.
We urge the Innovation Center to support the LAN’s work and utilize its
recommendations.
Additionally, AARP has published a checklist of consumer protections in new Medicare
payment and delivery models. It discusses concrete steps CMS, plans, and providers
can take to make it easier for consumers to engage in their care delivery. We urge CMS
and the Innovation Center to implement the following recommendations:


Develop standard consumer communication templates for CMS and providers.
Templates should be developed jointly with focus groups and experts to include
information about the model’s design, how it affects consumers’ cost and care, how
it affects providers, and what are consumer rights and options.



Develop customized scripts for 1-800-MEDICARE. These scripts would help ensure
that consumers can access model-specific information from a widely known and
trusted source.



Develop model-specific training for State Health Insurance Assistance Programs
(SHIPs). Trainings would capitalize on SHIPs valuable individualized services and
their connections to state-specific resources.



Ensure meaningful consumer participation in model design, monitoring, and
evaluation. By building consumers’ perspectives directly into new models and
consulting regularly with consumers and providers, CMS can improve how models
function for consumers.
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Avoid unintended consequences of beneficiary incentives in model design.
Incentives that increase patient costs may drive them away from needed care.



Establish an independent ombudsman program. Such a program or programs would
assist with consumer issues and questions and help monitor model successes and
challenges.



Publicize all audit and evaluation results and incoming data in a timely manner.
These transparent data would permit consumers, their families, and third parties to
assess success and challenges with models, plans, and providers.



Share with consumers meaningful information about financial incentives included in
model designs. Understanding their providers’ incentives will allow consumers to
trust the model.

6. Are there payment waivers that CMS should consider as necessary to help
healthcare providers innovate care delivery as part of a model test?
The Medicare program currently protects consumers with rules that limit how much
physicians, and other health professionals who accept Medicare, can charge Medicare
patients. These rules provide important financial protection for Medicare beneficiaries.
AARP strongly opposes waiving these protections.
Two types of Medicare protections should be maintained: limits on balance billing and
limits on private contracting.
Medicare’s Limits on Balance Billing
The amount a Medicare beneficiary with traditional Medicare may have to pay for a
physician’s or other health professional’s services depends on the provider’s level of
participation in the Medicare program. The vast majority of physicians – about 95
percent – are “participating providers,” which means they agree to accept Medicare’s
approved payment amounts as full payment for the Medicare-covered services they
provide for all Medicare patients they see. Patients may be billed for any Medicare costsharing (such as deductibles, copayments, and co-insurance) that applies, but cannot
be balance-billed for additional charges.
A small proportion of physicians – about 4 percent – accept Medicare insurance but are
“non-participating providers.” These providers are allowed to balance-bill patients, but
by law the amount they balance-bill cannot exceed 15 percent of the Medicareapproved payment amounts for non-participating physicians (which are 95% of the
amount for participating physicians). The Medicare beneficiary is responsible for paying
the additional balance billing amount, along with any deductible and standard
coinsurance amounts that may apply.
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Medicare’s Limits on Private Contracting
Less than 1 percent of physicians choose to completely opt out of Medicare, and
instead have “private contracts” with Medicare beneficiaries. These doctors choose not
to accept any payments from the Medicare program at all. Medicare beneficiaries who
want to use these physicians’ services must agree to a “private contract” and pay all of
the charges for contracted services
A key protection for beneficiaries is the requirement that physicians who enter into
private contracts must do so for all Medicare beneficiaries they treat and for all
Medicare-covered services; they may not pick and choose the patients or services for
which they will bill Medicare. These rules prevent doctors from choosing patients based
on the severity of their illness or other characteristics or charging different patients
different amounts. These rules also reduce the likelihood of fraudulent billing, help
maintain access to care for Medicare beneficiaries, and protect patients from high outof-pocket costs.
Advocates of weakening Medicare’s balance billing and private contracting protections
for consumers have suggested that these rules make it difficult for Medicare patients to
find doctors who accept Medicare. Research, however, indicates that Medicare
beneficiaries have good access to physician services – similar to, or better than,
privately insured people ages 50–64. According to the Medicare Payment Advisory
Commission, most Medicare beneficiaries report that they never have to wait longer
than they want to get an appointment. In 2015, 82 percent of Medicare beneficiaries
needing an appointment for illness or injury during the past 12 months reported that
they never had to wait longer than they wanted, as did 72 percent of those seeking an
appointment for routine care.
Further, while some people with Medicare, like some people with private insurance, do
encounter difficulties obtaining physician services, allowing physicians to charge
Medicare beneficiaries higher amounts in balance bills or through more private
contracts will not solve these problems. As described above, almost all physicians see
Medicare patients and accept Medicare insurance.
Medicare’s rules for balance billing and private contracting are important financial
protections for Medicare beneficiaries. Half of all beneficiaries in traditional Medicare
already spend about 18 percent of their income on premiums and other medical
expenses. Without Medicare’s consumer protections, Medicare beneficiaries would face
higher out-of-pocket costs from balance billing and private contracts. Higher payments
would be difficult for many beneficiaries to absorb. Higher payments would also likely
lead to more limited access to physicians for many beneficiaries, as well as greater
financial distress, especially for people with high health care needs. Patients would
experience considerable uncertainty about how much services would cost, which could
cause some to forego necessary care, and others to incur unexpected, unaffordable
out-of-pocket costs.
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7. Are there any other comments or suggestions related to the future direction of
the Innovation Center?
AARP has long supported the Innovation Center as a way to develop and test new ways
to deliver person- and family-centered care. While reducing costs throughout our health
care system is of great importance, lowering spending must not come at the expense of
access or quality. We urge CMS to prioritize models that improve outcomes and
increase quality, rather than merely save money.
Thank you again for the opportunity to comment on the Innovation Center’s future
direction. We look forward to working with you to improve the health and well-being of
older Americans, and the millions of people whose lives are touched by CMS’s work
each day. If you have any questions, please feel free to contact me, or have your staff
contact Andrew Scholnick of our Government Affairs staff.
Sincerely,

David Certner
Legislative Counsel and Policy Director
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Re: Innovation Center New Direction—Request for Information
The American Association on Health and Disability and Lakeshore Foundation appreciate the
opportunity to provide a response to the above-referenced Request for Information (RFI).
The American Association on Health and Disability (AAHD) (www.aahd.us) is a national nonprofit organization of public health professionals, both practitioners and academics, with a
primary concern for persons with disabilities. The AAHD mission is to advance health
promotion and wellness initiatives for persons with disabilities.
The Lakeshore Foundation (www.lakeshore.org) mission is to enable people with physical
disability and chronic health conditions to lead healthy, active, and independent lifestyles
through physical activity, sport, recreation and research. Lakeshore is a U.S. Olympic and
Paralympic Training Site; the UAB/Lakeshore Research Collaborative is a world-class research
program in physical activity, health promotion and disability linking Lakeshore’s programs with
the University of Alabama, Birmingham’s research expertise.

On October 23, AAHD joined No Health Without Mental Health and two other national
mental health organizations in submitting comments to the CMS Innovation on focus area #7
Mental & Behavioral Health Models. We refer you to this submission and highlight a few of the
recommendations below.
On November 17, our colleague organization – Partnership To Improve Patient Care –
submitted comments on patient engagement and person-centeredness. Both AAHD and the
Lakeshore Foundation associate ourselves with these detailed and appropriate recommendations.
[Many persons with disabilities prefer terminology referring to themselves as “persons,” (or
beneficiaries, or consumers) rather than “patients.” This is particularly true outside of the acute
care medical facility setting.] But we fully endorse the PIPC concepts, particularly:
1. Need for clear and consistent process for patient and beneficiary engagement
2. Need for detailed criteria for person-centeredness in the CMMI evaluation
3. Need to build and strengthen beneficiary safeguards
Guiding Principle: Beneficiary Choice –Clarity in Communications
The first and second guiding principles in the RFI address choice and tools needed to exercise
choice. We support beneficiary empowerment so they can make the best choices possible. To
make that happen, all beneficiary communication about a demonstration, both at the start and
throughout, should be in consumer-tested simple language, and accessible to individuals with
disabilities and to those with limited proficiency in English.
Guiding Principle: Beneficiary Choice--Tools and Assistance, Including Publicly Reported
Quality Measurements
Among the guiding principles set out in the RFI is giving beneficiaries “the tools and
information they need to make decisions that work best for them.” To exercise informed choice,
beneficiaries need easy-to-use and accessible tools that allow them to compare options. They
also need to have free personalized assistance available to help them understand their options and
their chosen coverage, something that is especially important for the many older adults and
persons with disabilities who have difficulties using online resources.
We have been actively involved with committees of the National Quality Forum since 2012.
We strongly reaffirm patient reported outcomes (PROs), CAHPS (Consumer Assessment of
Healthcare Providers and Systems), patient and recipient documented experience and
perspective as part of the value determination. We emphasize the value of shared decisionmaking tools. Systems serving persons with intellectual and other developmental disabilities for
20 years have used person-centered mechanisms and processes to document personal experience
and provide accountability and change in such systems [through the National Core Indicators
(NCI) and Council for Quality and Leadership, Personal Outcome Measures (POM)].
During the past several years, NCI has been modified and piloted for persons with physical
disabilities and aging recipients of home and community-based services and supports and POM
has been modified and piloted for persons with severe mental illness. CMS needs to continue to
innovate, modify, expand, and pilot existing tools, such as NCI & POM to larger populations.
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The National Quality Forum has submitted multiple reports to CMS and other entities within
HHS, using consensus, identifying multiple measure gaps. These documented gaps provide an
agenda for CMS innovation.
Guiding Principle: Beneficiary Choice--Voluntary participation
The RFI stresses the importance of provider choice and incentives, favoring voluntary
demonstrations. We urge that, more importantly, beneficiary participation in any demonstration
that impacts their receipt of services should also always be voluntary. Demonstrations are, by
their very nature, trials of untested systems meant to address deficiencies. Testing those systems
should be a choice available to beneficiaries and not mandatory.
Beneficiaries with multiple chronic conditions and significant disabilities have often spent
months or years developing provider networks that work well for them. They should always be
given the option to keep their providers and not be required to disrupt their care to participate in
a demonstration.
Medical/General Health-Behavioral Health Integration
Evidence-based value-added models of integrated care are limited in number. However, the ones
that are out there, clearly show value. More effective models need to be developed, tested and
disseminated with incentives and supports to allow for wide-scale implementation.
An important conclusion from the accumulating data on value from adult integrated medical-BH
care management, is that the necessary components of integrated care are: targeting of highneed, high-cost patients; longitudinal care management assistance; and a treat-to-target,
measurement-based, multi-disciplinary medical-BH approach.
CMS should direct the Innovation Center to set a firm new prioritized direction towards
accelerating the development of additional effective integrated care models in the medical
setting.
CMMI should support and incentivize integrated care models that will work in the real world of
clinical practice. This includes finding innovative, step-by-step approaches for behavioral health
integration into small and medium-size practices, e.g. 5 clinicians or less, which constitute well
over 50% of U.S. primary care sites.
At the same time, there has to be recognition that patients with serious and persistent mental
illness will still have specialty BH services available to them, and their medical care augmented
in an expanded medical-BH setting when needed.
We encourage HHS and CMS to convene the state intellectual/developmental disability
administrators and state mental health administrators, to address integrated services and supports
for persons with co-occurring intellectual and developmental disability and mental illness. State
ID/D systems have co-occurrence data and examples of integrated delivery (see NCI).
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Thank you for the opportunity to comment.

Sincerely,

E. Clarke Ross, D.P.A.
Public Policy Director
American Association on Health and Disability

Member, National Quality Forum (NQF) workgroup on persons dually eligible for Medicare and
Medicaid (July 2012-July 2017) and NQF population health task force (2013-2014)
http://www.qualityforum.org/) and NQF representative of the Consortium for Citizens with
Disabilities (CCD) Task Force on Long Term Services and Supports ( http://www.c-c-d.org/).
2017 member, NQF MAP workgroup on Medicaid adult measures. 2016-2017 NQF duals
workgroup liaison to the NQF clinician workgroup. 2015-2016 and 2014-2015 NQF duals
workgroup liaison to the NQF PAC/LTC workgroup. Member, ONC (Office of the National
Coordinator for Health Information Technology) Health IT Policy Committee, Consumer
Workgroup, March 2013-November 2015; Consumer Task Force, November 2015-April 2016.
(http://www.healthit.gov/policy-researchers-implementers/federal-advisory-committeesfacas/consumer-empowerment-workgroup). Member, SAMHSA Wellness Campaign National
Steering Committee – January 2011-September 2014.
(http://promoteacceptance.samhsa.gov/10by10/).

Roberta S. Carlin, MS, JD
Executive Director
American Association on Health and Disability

Amy Rauworth
Director of Policy & Public Affairs
Lakeshore Foundation (www.lakeshore.org)
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November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-5522-P
P.O. Box 8013
Baltimore, MD 21244-8013
Re: Centers for Medicare and Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The American Bankers Association (ABA) Health Savings Account (HSA) Council appreciates the
opportunity to provide comments on the Centers for Medicare and Medicaid Services (CMS): Innovation
Center New Direction Request for Information (RFI).
The HSA Council is an organization of banks, insurers and technology leaders committed to increasing the
adoption velocity of health savings accounts in the United States. The HSA Council represents its members
before Congress, the White House and U.S. Courts in order to preserve the ability of Americans to pay for
health care using an HSA. The number of individuals with HSAs – tax advantaged savings accounts
combined with high deductible health plans - has grown substantially over the last decade, with roughly
17 million individuals owning those accounts in 2014.1 The Council currently represents approximately 94
percent of HSA account holders.

Overview
The HSA Council sees substantial value in looking to HSAs or HSA-like principles to improve health and
provide value to the overall system, including consumers, employers, and payers. The pairing of a high
deductible health plan with an HSA has been a popular product innovation that has helped to advance
consumer-directed care, encourage greater use of preventive services, and reduce health care spending.
The value of HSAs to the health care system have been well documented and lend themselves (as
explained below) to innovation; our expectation is that HSA ownership will continue to grow over the next
decade as consumerism and advances in technology continue to make those products appealing.2
We believe it is important to remove the current barriers associated with both the use and accessibility
of HSAs, particularly seeing them as a vehicle to increase affordable choices for Medicare beneficiaries
that build on the program’s existing benefits and protections and uniquely appealing to an aging
population managing retirement concerns. Our estimates suggest that about 300,000 Medicare

1
2

Source: AHIP Center for Policy Research 2005-2014 HSA/HDHP Census Reports
https://www.financial-planning.com/news/schwab-ceo-walt-bettinger-talks-technology-hsas-at-impact
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beneficiaries owned HSAs prior to becoming eligible for Medicare; we expect that number to grow to 6.5
million by 2026.3 We see benefits to the Medicare program through reduced spending and cost growth
associated with lower and more efficient use of health care services by participants. Additional
opportunities exist to leverage HSA models to improve the cost and quality outlook for Medicaid
enrollees.
It has been a longstanding goal within the Innovation Center (also referred to as CMMI) and focus of the
Administration to link innovations in coverage design and consumer-focused incentives with payment and
delivery system reform to create greater value. HSA concepts and tools can provide a solid foundation for
achieving this goal – recognizing that consumer engagement is increasingly viewed as a missing link in
efforts to better align payer and provider incentives through alternative payment model (APM) design. In
our view, addressing this issue requires offering individuals a product flexible enough to adapt to their
health care needs and empowering them to make nuanced choices in their use of services.
The HSA Council supports a fundamental set of features, which are necessary to ensure the optimal
operation of HSAs. For example, HSA accounts are owned by the individuals who choose them; may be
used for any permitted health care expense under section 213(d) of the United States tax code4; and, is a
financial trust paired with an HSA-qualified health plan described under section 223 of the United States
tax code. Importantly, we also believe that HSAs should continue to be administered by any bank of the
owner’s choosing, are non-forfeitable and can be passed down to beneficiaries, enjoy three distinct tax
advantages5, and are convertible to cash. These animating factors collectively emphasize the financial
incentives for individuals, which are linked to spending wisely for health care services and improved health
– all to the benefit of a value-based health care system.
CMS has defined in this RFI core guiding principles to guide the new direction of the Innovation Center. In
this letter, we provide comments based on the application of these principles, and their alignment with
the commitment of the HSA Council to expand the use of HSAs, which include our key set of features, in
improving health and value for the health care system. We also provide input on the different potential
model categories outlined in the RFI, as well as responses to the specific questions posed in the RFI:

Do you have comments on the guiding principles or focus areas?
The HSA Council specifically supports and would like to stress the importance of the following guiding
principles in the consideration and development of new models, as well as any adjustments made to
existing models:
Choice and competition. We believe in the importance of offering individuals choice in their health care
as it enables them to be more active consumers, incentivizing providers to be transparent and accountable
about cost and quality, and enabling the selection of care options that address unique health concerns
3

Internal HSA Council analysis, 2016.
Under section 223 of the United States tax code, the only benefit not covered by cost sharing is preventive care, and
taxpayers are ordinarily not required to provide the IRS with specific documentation substantiating their purchases.
5 The three tax advantages are: no taxation of the money going into the account, no taxation of the money as it builds
up inside the account, and no taxation of the money as it comes out of the account, provided it is spent on health care.
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and circumstances. Choice also unleashes market forces that make health care more affordable with
greater quality and product choice and encourages innovation in products and services. Consumer
sentiment for greater choices and better quality is growing across the health care sector, and many private
entities are seeking to offer products that meet consumers’ shifting demands.
Unfortunately, these same choices are not expanding for seniors to the same extent. The Medicare
program today corrals beneficiaries into standardized approaches that do not reward their use of highperformance providers or services that benefit their health and often deter them from using beneficial
non-covered benefits, such as dental or vision care. As a result, innovation in the over-65 market faces
barriers. New models should ensure expanded choices of types of coverage that reflect innovations in the
commercial sector, such as HSAs, and allow those choices to apply to seniors in both the fee-for-service
and Medicare Advantage (MA) programs. We would suggest further that CMMI include in this specific
guideline an emphasis on the value of “individual freedom” and “control” in decision-making.
Provider choice and incentives. We support this guideline that CMMI proposes to use in prioritizing
voluntary models that reduce burdensome requirements and unnecessary regulations to allow physicians
and other providers to focus on providing high-quality care, while encouraging beneficiaries to participate.
We would emphasize that only when individuals have choices of providers and incentives to use highperformance ones will we see the greater value in the health care system desired by many stakeholders.
The design of HSA models offers individuals substantial freedom and incentives to select providers,
rewards choice and quality and reduces costs to the system. They also can reduce burdensome
requirements on patient and provider interactions, particularly when patient spending has not yet
reached the deductible. We envision testing models that rely on a voluntary framework and that test HSA
ownership in both fee-for-service and Medicare Advantage.
Patient-centered care. Patients should be empowered in their health care decisions with flexibility and
information animating their choices; we support CMMI in advancing those concepts. In our view, realizing
the goals of patient-centered care requires more than provider efforts to redefine their care models – it
relies also on benefits and services that engage patients and incentivize them to address specific health
issues, such as chronic disease. HSA models, with their deductible design features, directly place patients
at the center of their care decisions, in some cases enabling a stronger relationship with providers.
Additionally, HSAs encourage participation in preventive care and positive health outcomes.6 In the under
65 population, owners of HSAs have higher participation rates in preventive care than non-HSA owners.7
We hope CMMI will take a broad view of patient-centered care for purposes of evaluating proposed
models.
Benefit design and transparency. We also see the value in data-driven insights to ensure cost-effective
care that leads to improvements in outcomes and believe that appropriate benefit design in a transparent
“What the evidence shows about patient activation: better health outcomes and care experiences; fewer data on
costs,” Millwood, Health Affairs, February 2013, https://www.ncbi.nlm.nih.gov/pubmed/23381511
6

8th Annual Cigna Choice Fund Experience Study, April 2014 https://www.cigna.com/assets/docs/business/smallemployers/874630_executive-summary_final.pdf
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framework can facilitate those goals. HSA models offer many opportunities to gain insights into consumer
behavior and response to incentives in an environment that is transparent about prices and quality;
further exploration of those models can help to advance the objectives of CMMI. For example, we have a
line of sight into spending for current HSA owners and identify spending for preventive care, prescription
drugs, dental services and vision. We believe that HSA plan design allows for customizable approaches to
patient needs and reduce inefficiencies associated with spending under standard benefit designs that
many patients do not need or use. By their design, HSAs can allow evaluators to analyze where
beneficiaries are spending their money.
Transparent model design and evaluation. Our many years of experience with the evolving HSA sector
underscore the importance of partnerships and collaborations with public stakeholders and individuals
with expertise across the country. The combined input of our member organizations relating their
experience implementing and managing HSA programs informs our view of the effectiveness of those
models in improving the cost and quality outlook. We also engage with current and potential owners of
HSAs to gain insight into their experience with HSA products and interests in owning one in the future.
Furthermore, evaluation of HSA models can provide needed insights into health care expenditures and
better quantify the value derived from individual spending choices.
Small-scale testing. We concur about the importance of testing smaller scale models that can support
future expansion. Carefully scaling initiatives to broader populations depends on initial, measurable
outcomes and appropriate stage-gating in advancing projects. Initial results can inform important
programmatic revisions and small-scale testing can facilitate such an approach. We believe this kind of
approach can align well with testing the impact of voluntary HSA-type models in the Medicare population.
Opportunities exist to initiate HSA pilots in the fee-for-service and MA programs, for example, that can be
revised and scaled with limited up-front infrastructure needs (though actual program rollout will yield
important insights for successful and efficient scaling). Furthermore, approaches for those types of models
could mitigate adverse selection by testing similar models for both fee-for-service and MA populations,
while also considering geographic implications.
We also would like to offer additional guiding principles that CMMI may wish to consider adding to their
recommended list. They include a focus on 1) health care literacy and 2) simplicity and accessibility:
Health care literacy. We believe that CMMI’s guidelines would benefit from an additional focus on
ensuring that models they sponsor have a positive impact on health care literacy. As millions of seniors
struggle to manage financial considerations in retirement and the related impact of health care and longterm care, it will be increasingly important for them to understand their health care benefits, including
coverage, available incentives, and how they can pursue activities related to their health to improve their
financial position. Many of these Medicare eligible individuals will have participated in an HSA prior to
enrolling in Medicare. Offering an HSA option in traditional Medicare and Medicare Advantage plans
would allow Medicare beneficiaries to continue to use a healthcare benefit that they are familiar with.
Simplicity and accessibility. As CMMI advances innovation in health care, we believe it should include as
a guiding principle that approaches must be simple for beneficiaries and providers to participate and be
4|Page

easily accessible. Essentially, we believe in the benefits of a consumer-facing approach that makes any
model’s features easy for customers to understand and sign up. HSAs, for example, have evolved to be
popular, consumer-facing products, in large part because of their simple and accessible approach.8

What model designs should the Innovation Center consider that are consistent with the
guiding principles?
Below we provide additional recommendations for elements of potential models the Innovation Center
may wish to pursue. In doing so, we will draw on our experience with HSA products in the commercial
population combined with extensive thought leadership and operational analysis for HSA models that
serve Medicare beneficiaries in fee-for-service and Medicare Advantage programs as well as models that
target working seniors in Medicare and Medicaid populations.
In addition, the HSA Council believes CMMI should incorporate HSA model designs as a stand-alone focus
area for further development. While there are certainly opportunities to incorporate HSA concepts into
the other focus areas as we have described above, we further believe there is substantial benefit to CMMI
to fully explore HSA models by soliciting broad stakeholder feedback.
Consumer-directed care and market-based innovation models. HSAs are a leading example of how to
advance consumer-directed care in the health care system in a way that empowers consumers and
unleashes market competition. The HSA Council believes HSA-based approaches should apply to the
Medicare program to leverage the ability of those products to improve the health care system’s cost and
quality outlook. An increasing number of individuals will reach age 65 having experienced innovative
consumer-directed coverage approaches offered by their employers; they will be looking for similar
options as they age into Medicare and a new HSA option in Medicare would allow them to continue with
those products in a meaningful way. They will continue to seek nuanced choices and to spend wisely on
their personal health care needs.
Numerous studies have shown those more involved or engaged in their care have better outcomes, and
those under 65 who own an HSA have significantly higher participation rates in preventive care than nonHSA owners. 9,10
We envision a Medicare HSA in the fee-for-service program would have the following basic parameters:
Medicare would offer an option to all fee-for-service beneficiaries over age 65 in a given area to enroll in
a Medicare HSA approved by CMS that would preserve Medicare’s protections with a different benefit
Independent study showed 90% satisfaction rates with Health Equity,
https://healthequity.com/doclib/casestudies/cs_dow.pdf and Watson Wyatt Worldwide and National Business
Group on Health 2009 survey showing an 82% satisfaction rate with their HSA,
https://www.nefousehealthinsurance.com/survey-finds-health-savings-account-hsa-owners-satisfied/
8

“What the evidence shows about patient activation: better health outcomes and care experiences; fewer data on
costs,” Millwood, Health Affairs, February 2013, https://www.ncbi.nlm.nih.gov/pubmed/23381511
9

8th Annual Cigna Choice Fund Experience Study, April 2014 https://www.cigna.com/assets/docs/business/smallemployers/874630_executive-summary_final.pdf
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design and the establishment of beneficiary-controlled savings accounts.11 As with commercial HSAs, the
coverage approach would include a high deductible (for example $3,500) that includes an integrated
prescription drug and medical benefit and coverage of preventive benefits; Medicare would contribute
some portion of that amount to the account on an annual basis, and amounts could vary by age,
geography or other factors.12 Individuals could add their own contributions to the account and build up
savings amounts over time. After the individual satisfies their deductible, Medicare would cover 100
percent of participating beneficiaries’ costs (effectively trading off Medicare’s cost sharing for a high
deductible). Individuals with Medicare Supplemental plans would not be permitted to participate.
The Innovation Center could test the impact of including that option in several areas by comparing metrics
to those for fee-for-service individuals, including: overall spending on a per person basis, use of preventive
or other qualified services and related outcomes, participation and beneficiary satisfaction. Potential
program savings might come from reduced enrollment in Medicare Supplemental plans and related
reductions in utilization of services, estimated by the Congressional Budget Office to be 18 percent.
Different types of deductible approaches could be tested initially with refinements in subsequent phases
of a demonstration and different approaches to qualified expenditures and covered preventive benefits
could also be examined. Approaches might also include inclusion of care management models or highperformance network approaches for spending above the deductible. We believe there is substantial
opportunity to use an HSA platform to assess the promise of consumer-direction in Medicare.
Medicare Advantage (MA) Models. Medicare HSA approaches could work for Medicare Advantage
beneficiaries. We envision such an approach would preserve Medicare’s protections but have the
following basic parameters: Medicare would require all Medicare Advantage plans in a given area to offer
their members an opportunity to enroll in a Medicare HSA approved by CMS. As with commercial HSAs,
the coverage approach would include a high deductible (for example $3,500) that includes an integrated
prescription drug and medical benefit and preventive benefits; Medicare would contribute some portion
of that amount to the beneficiary’s account on an annual basis, and amounts could vary by age, geography
or other factors. Individuals could add their own contributions to the account and build up savings
amounts over time. After the individual satisfies their deductible, Medicare would cover 100 percent of
participating beneficiaries’ costs (trading off cost sharing for a high-deductible).
As with the fee-for-service option, the Innovation Center could test the impact of including that option in
several areas by comparing metrics for non-participating Medicare Advantage enrollees, including: overall
spending on a per person basis, use of preventive or other qualified services and related outcomes,
participation and beneficiary satisfaction. Different types of deductible approaches could be tested
initially with refinements in subsequent phases of a demonstration and different approaches to qualified
expenditures and covered preventive benefits could also be examined. Evaluation approaches also could
examine different outcomes for fee-for-service and Medicare Advantage enrollees. We believe there is

Opportunities also exist to apply this approach to Medicare beneficiaries under age 65, though may require different
parameters.
12 HSA Council, Internal Analysis 2015 (Mark Litow and Roland King) developed a formula to assess appropriate
deductible and contribution by age and geography and other factors, and could provide assistance to the agency in
developing a demonstration pilot.
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substantial opportunity to use an HSA platform to assess the promise of consumer-direction in Medicare
Advantage.
State-based and local innovation, including Medicaid-focused models. We recommend that the
Innovation Center prioritize testing and advancing models that integrate HSA principles into state
Medicaid programs. Those approaches can help states achieve their objectives in increasing engagement,
improving positive health behaviors, and enhancing self-sufficiency in low-income populations who rely
on Medicaid for their health care. They could advance broader state goals in reforming their programs
and align with related initiatives intended to modernize health care delivery, including for long-term care
services and supports. We offer Indiana’s HIP 2.0 program as an excellent example of one type of approach
for a Medicaid HSA model; we believe that model and related approaches would be useful areas for CMMI
to explore as they advance innovation in the Medicaid program. Over the long term, successful
approaches such as this could easily be scaled as an option for all state programs.
Physician specialty models. We understand the Innovation Center is focusing on ways to engage and
improve the health of individuals with chronic conditions with this category. As they consider models in
this area, we recommend consideration of inclusion of consumer perspectives and look to the value of a
Medicare HSA model (described above) in facilitating the use of services of high-performance providers
in given specialties (such as through an above-the-deductible benefit design feature). As a companion
element, qualified expenditures and preventive benefits could include emphasis on the services and
supports Medicare beneficiaries require in managing their chronic conditions.

Do you have suggestions on the structure, approach, and design of potential models?
We envision a Medicare HSA in the fee-for-service or Medicare Advantage program would share the
following basic parameters: Medicare would offer an option to all fee-for-service beneficiaries or require
Medicare Advantage plans to offer in a given area to enroll in a Medicare HSA approved by CMS. As with
commercial HSAs, the coverage approach would include a high deductible (for example $3,500) that
includes an integrated prescription drug and medical benefit and coverage of preventive benefits with
establishment of an HSA account; Medicare would contribute some portion of that amount to the account
on an annual basis, and amounts could vary by age, geography or other factors.13 Individuals could add
their own contributions to the account and build up savings amounts over time. After the individual
satisfies their deductible, Medicare would cover 100 percent of participating beneficiaries’ costs.
We see value in testing and evaluating the impact of different aspects of a Medicare HSA option for
beneficiaries. Metrics for comparisons could include overall spending on a per person basis, use of
preventive or other qualified services and related outcomes, participation by various factors, and
beneficiary satisfaction. Potential Medicare program savings might come from better use of preventive
care to manage chronic conditions, selection of lower cost providers or use of generic drug alternatives,
and reduced enrollment in Medicare Supplemental plans and related reductions in utilization of services.

13

Litow and King have identified a formula to assess appropriate deductible and contribution by age and geography
and other factors, and could provide assistance to the agency in developing a demonstration pilot.
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Opportunities exist to test different parameters in the context of a CMMI demonstration program.
Different types of deductible and contribution approaches – including those that vary by age, gender,
geography, and/or health status - could be tested initially with refinements in subsequent phases;
likewise, different approaches to qualified expenditures, covered preventive benefits, and indexing over
time also could be examined. Variants also might include inclusion of care management models or highperformance networks for spending above the deductible. Evaluators could assess the impact of different
scopes of benefits, benefit parameters (such as maximum out-of-pocket limits), rules for how often
beneficiaries could change plans (to help address potential adverse selection), and the uniformity of
benefits. We are interested in approaches that would help to communicate the value of the approach to
beneficiaries and encourage participation. Small-scale testing will allow us to create and advance a model
that beneficiaries find meets their needs, and we would gain substantial insights in the rollout.

How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
The consumer-driven focus of these HSA models will offer Medicare beneficiaries the choices, freedom
and flexibility they need. The agency can encourage participation in a new Medicare HSA option by
emphasizing that the option is personalized, tailored, and accountable to them, but that also provides the
security of traditional Medicare. Additional support from CMS would be in stressing the financial benefits
of the product, including the opportunity to build savings for the future.
This enhanced degree of flexibility and choice contributes to the high levels of patient satisfaction
reported by patients with an HSA.14 In fact, it is uncommon for those who have an HSA to switch to a
traditional plan, once they have had their HSA for a year. This is a great indicator, not only of their
satisfaction levels but of their potential engagement in their own health via their HSA.

Conclusion
The HSA Council believes choice and competition, patient-centered care, optimal benefit design and price
transparency, as well as small-scale testing, can be reinforced greatly through the application of HSA and
HSA like principles. As CMS continues its work to design the new path for the Innovation Center, we
suggest great attention be paid to the opportunities presented for the patients as well as the overall health
care system by HSA concepts integrated into current and future focus areas. We also encourage the
agency to ensure the fundamental set of features necessary for the optimal operation of HSAs are
maintained as these efforts are underway.
Thank you for engaging stakeholders in charting a new direction for the work of CMMI. The ABA HSA
Council welcomes the opportunity to work with the agency to further develop and implement potential
payment models in a meaningful and impactful way to accomplish our mutual goals.

Independent study showed 90% satisfaction rates with Health Equity,
https://healthequity.com/doclib/casestudies/cs_dow.pdf and Watson Wyatt Worldwide and National Business
Group on Health 2009 survey showing an 82% satisfaction rate with their HSA,
https://www.nefousehealthinsurance.com/survey-finds-health-savings-account-hsa-owners-satisfied/
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Please contact Kevin McKechnie, Executive Director, ABA HSA Council, should we be able
to provide any additional information. We look forward to working with you to advance this work in
the weeks and months to come.
Sincerely,

J. Kevin A. McKechnie
Executive Director
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November 20, 2017
American Board of Family Medicine
1648 McGrathiana Pkwy, Suite 550
Lexington, KY 40511
Re: Centers for Medicare & Medicaid Services: Innovation Center New
Direction Request for Information (RFI)
Dear Administrator Verma:
The American Board of Family Medicine and is pleased to respond on behalf
of its more than 90,000 physician-Diplomates to this Request for
Information. The ABFM is one of 24 core, physician certifying boards that
supports its Diplomates in ongoing self- and practice-assessment, quality
improvement, and life-long learning. The ABFM is a Support and Alignment
Network for TCPI. In this role, the ABFM pledged $2 for every $1 supplied by
CMS. We are providing our national primary care registry, PRIME, free to
PTN-enrolled family physicians. We’re also giving Maintenance of
Certification credit to these physicians. The ABFM is also supporting CPC+
and AHRQ’s sister effort, EvidenceNOW, with PRIME Registry support
including building out modules to meet what were supposed to be EHR
requirements when a prominent EHR vendor balked at meeting its CPC+
Track 2 certification obligations. The ABFM continues to invest its own
resources in supporting primary care clinicians in succeeding under the
Quality Payment Program, specifically to reduce burden and increase
meaningfulness of participation.
As an invested partner representing the specialty that provides 1-in-5 health
care visits, we have general comments related to this RFI:
1) Primary care needs support in moving to new, desirable models of
care. It was a tragedy that OMB required separation of the payment
demonstration (CPC+) from the transformation facilitation
demonstration (TCPI); however, both demonstrations are just
beginning to hit stride in helping front-line practices transform. They
deserve to run their course. They deserve adequate evaluation.
Securing the payment processes and infrastructure they have built
should be considered now.

November 20, 2017
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2) The goal of moving all clinicians into existing Alternative Payment
Models is threatening CMS’ intention of improving value in
healthcare. Specifically, it is forcing small practices—those that
demonstrably do better with reducing unnecessary hospitalizations1
and reducing total costs2—into health systems rarely value the
contributions of broad-scope primary care.3,4 Most health systems
push primary care to either feed patients to more their more lucrative
services, or they push down population health, care-transition, and
high-complexity patient care without adequate resources. CMS should
consider APM policies that enhance the value of primary care services
and that require sufficient resourcing of primary care practices in
order to make them more effective for its goals.5-7 Alternatively, we
propose that CPC+ be expanded to specifically help small practices
remain viable, and to provide them with resources needed to provide
more robust care. CPC+ could be designated as an APM option or
physician specialty option for primary care specialties.
3) We are concerned that TCPI does not have a sufficient evaluation plan.
EvidenceNOW had its evaluator (ESCALATES) as part of its design so
that participating organizations understood how to support the
evaluation at the launch. The ABFM Vice President for Research &
Policy serves on the ESCALATES advisory team and the quality and
quantity of the evidence pouring out of the ESCALATES team is
impressive. The evaluator for TCPI was not selected until after the
first year of the project and, as we start the third year as a SAN, it is
still unclear how the program is being evaluated. We know that frontline practices need transformation support, and we hope that
evaluation will be able to identify which PTNs are able to move
quality, costs, and outcomes.
4) Because of the scale of its resources and the rigor of its methodology,
the Innovation Center plays a unique role in testing new care and
payment systems. We urge you to continue investing in the
Accountable Health Communities model and other models that test the
integration of medical and social services, including through the colocation of social services in clinical settings and through navigator
programs that support patients to access available social services. We
also urge you to continue investing in Alternative Payment Models
that support the kind of flexible spending that enables allocation of
resources to meet the needs of their patients.
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Responses to your specific questions:
What model designs should the Innovation Center consider that are
consistent with the guiding principles? We encourage you to expand the
CPC+ demonstration and designate it as an APM, particularly for preserving
small practices. This will enhance choice and competition, as well as
physician choice and innovation. The $100 million CMS has allocated to
helping rural practices over five years amounts to less than $300 per
practice, and the QPP, as currently configured, is causing considerable
distress for small and rural practices who believe that they cannot survive.
We hear regularly from them as they seek help from the PRIME Registry.
QPP is contributing to burn out for these front-line physicians who cannot
see a path to viability outside of being absorbed by large systems that see
them as RVU-generators and don’t respect their true value to population
health.
The ABFM is pleased to answer any questions that this response generates.
Most sincerely,

Robert L. Phillips, Jr MD MSPH
Vice President for Research & Policy
Member, National Academy of Medicine of the National Academies of
Science
1.
2.
3.
4.
5.
6.
7.

Casalino LP, Pesko MF, Ryan AM, et al. Small Primary Care Physician Practices Have Low
Rates Of Preventable Hospital Admissions. Health Affairs. 2014.
Bazemore A, Petterson S, Peterson LE, Phillips RL. More Comprehensive Care Among Family
Physicians is Associated with Lower Costs and Fewer Hospitalizations. The Annals of Family
Medicine. 2015;13(3):206-213.
Liaw WR, Jetty A, Petterson SM, Peterson LE, Bazemore AW. Solo and Small Practices: A Vital,
Diverse Part of Primary Care. The Annals of Family Medicine. 2016;14(1):8-15.
Shields MC, Patel PH, Manning M, Sacks L. A Model For Integrating Independent Physicians
Into Accountable Care Organizations. Health Affairs. 2010.
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10.1097/MLR.0000000000000047.
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Comment in re pon e to Innovation Center New Direction Informal Reque t for
Information (RFI)
The ABIM Foundation appreciate thi RFI a an opportunity to hare with
HHS/CMS/CMMI the le on we have derived from our experience engaging dozen
health y tem . phy ician practice , and medical education and training program
in the ucce ful implementation of Choo ing Wi ely recommendation , and to
ugge t that the e le on “roll up” to a model of clinician engagement in quality
and value-improvement that hould compel CMMI attention.
The ABIM Foundation i a public charity who e mi ion i to advance medical
profe ionali m a a force for improving the quality of health care. In recent year ,
our work ha focu ed primarily on advancing medical profe ionali m in the area of
teward hip of health care re ource , including the Choo ing Wi ely® campaign
and the Teaching Value and Choo ing Wi ely® Challenge. With the upport of the
Robert Wood John on Foundation, we have been working directly with health
y tem , medical ocietie , tate-wide improvement collaborative and other to
timulate internalization of the CW campaign and implementation of it
recommendation , with out tanding re ult on targeted and locally- elected
problem of overu e. In partner hip with Co t ofCare.org, ACP and other , we have
introduced the concept of wa te and fnancial “harm ” a alient patient-centered
con ideration in medical education and training program .
We appreciate that CMMI’ Tran forming Clinical Practice Initiative (TCPI), and
perhap other CMMI program , are working to align to and leverage the work
phy ician and health y tem already are doing to addre overu e through
Choo ing Wi ely. However, TCPI and other phy ician-level “pay for performance”
program are not ideal mechani m to cultivate the intrin ic motivation that i the
hallmark of medical profe ionali m and the energy ource for Choo ing Wi ely.
Indeed, P4P y tem have at be t a mixed record of improving quality and
outcome . And in fact, they have been widely cited a being de-motivating and a
ource of phy ician burnout.
A CMMI i aware, mo t Choo ing Wi ely recommendation are too clinically
nuanced to be ea ily pecifed a traditional quality “mea ure ” that can be tied to
fnancial reward . Organizational and clinical leader hip working to implement the
Campaign have had to rely on other tactic and motivator . Ba ed on our
ob ervation of their experience, the element that ucce ful implementation of
Choo ing Wi ely have in common include 1) “bottom-up” phy ician taf election of
locally relevant “overu e” improvement opportunitie and trategie to addre
them, 2) defned in patient-centric way (e.g., unnece ary “needle tick ” ver u
unnece ary blood-draw ), paired with 3) upportive “intel in ide” information
y tem to track progre and provide feedback, in environment that 4) accept
imperfect mea ure a decent indicator , 5) focu on collap ing variation toward a
clinically appropriate mean, and 6) inject a bit of collegial competition, and 7)

provide non-fnancial reward and recognition, including peer recognition and higher
level of practice autonomy and tru t. Focu ing, activating, and re ourcing
phy ician profe ionali m turn out to be an excellent recipe for ucce .
Many of CMMI’ other innovation model experiment with incentive and ri kharing arrangement at the organization level, which i appropriate, yet without
regard for how quality and value-improvement proce e are implemented “in ide”
tho e organization . In many ca e , formal phy ician pay-for-performance y tem
per i t “under the hood”. Again, our experience ugge t that phy ician incentive
hould be tructured to take advantage of phy ician ’ intrin ic motivation – the
de ire to be a healing agent in a tru ting and re pectful relation hip with their
patient . Phy ician (and their fellow clinician ) know where the “pain point ” – the
ob tacle to optimum patient care -- are in their y tem and practice . When
provided with an opportunity to fag and fx tho e i ue that they and their patient
butt into, they engage.
There are abundant, well documented example of the power of thi approach to
achieve re ult in larger y tem . The e include organization with uniquely wellre ourced culture uch a Kai er and large Blue Cro plan (MA, MI), large
academic organization (UCLA, UCSF, Utah). However, ba ed on our experience, we
believe the “bottom up” principle for quality and value improvement i exten ible to
organization of any ize, a long a there i committed leader hip and the
element highlighted above.
We would welcome an opportunity to work with CMMI to develop and te t a model
that can defne the minimum precondition nece ary to activate, focu and
re ource phy ician ’ intrin ic motivation to upport clinical change, to include nonfnancial recognition and data and upport to improve on indicator that are
relevant to their local practice. It i our hypothe i that if the e other element are
pre ent and reinforced by Federal policy, thi approach will outperform current P4P
program that primarily u e fnancial incentive . And that thi new approach will
increa e patient and phy ician well-being.
The ABIM Foundation would very much welcome the opportunity to hare our
learning and recommendation with you in further detail.
Thank you again for thi opportunity to provide input a CMMI con ider promi ing
new direction .
Le lie Tucker, Senior Policy Advi or
ABIM Foundation

Novembe 20, 2017
Seema Ve ma
Administ ato
Cente s fo Medica e and Medicaid Se vices
Hube t H. Humph ey Building
200 Independence Avenue, SW, Room 445‐G
Washington, DC 20201
Re: Cen er for Medicare and Medicaid Innova ion: Reques for Informa ion
on Cen ers for Medicare & Medicaid Services: Innova ion Cen er New
Direc ion
Dea Administ ato Ve ma:
We a e pleased to espond to the equest fo info mation ega ding the Cente fo
Medica e and Medicaid Innovation (CMMI) New Di ection. We app eciate you
continued leading ole in safegua ding the health of Ame ica’s futu e by p oviding
cove age to ove 130 million Ame icans and look fo wa d to ou continued
collabo ation to imp ove health ca e access and quality.
The Ame ican Chi op actic Association (ACA) is the la gest o ganization in the
United States (US) ep esenting docto s of chi op actic. ACA is leading the
chi op actic p ofession in the most const uctive and fa - eaching ways – by wo king
hand in hand with othe health ca e p ofessionals, by suppo ting meaningful
esea ch, and by using that esea ch to info m chi op actic p actice. ACA membe s
pledge to adhe e to the highest standa ds of ethics and patient ca e, cont ibuting to
the health and well-being of the estimated 35 million individuals ac oss the US who
seek chi op actic ca e each yea .
The Palme Cente fo Chi op actic Resea ch (PCCR) is the most highly-funded
chi op actic esea ch cente in the US Within the past 10 yea s, the PCCR has been
awa ded g ants f om the National Institutes of Health, National Cente fo
Complementa y and Integ ative Health, the US Health Resou ces and Se vices
Administ ation and the Depa tment of Defense, in addition to p ivate foundation
g ants. Since 2000, these g ants have totaled mo e than $40 million.
The Spine Institute fo Quality™ (Spine IQ™) is a p ivate, not-fo -p oft o ganization
with the mission to defne quality, demonst ate value and build t ust in conse vative
spine ca e delive y by leve aging multi-disciplina y models, measu es, education
and esea ch using clinical data egist ies. The goal of Spine IQ is to use thei CMSapp oved Spine IQ Conse vative Spine Ca e QCDR, powe ed by P emie , to suppo t
the inc eased utilization of evidence-based conse vative spine ca e th ough
p actitione benchma king and education, esea ch, and patient education. Integ al
to this efo t is integ ation of conse vative spine ca e with allopathic t eatment and
the use of data to develop evidence-based multi-disciplina y clinical spine ca e
pathways.
Guiding Principles
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CMMI outlines new guiding p inciples fo new model designs that p omote
competition in the ma ketplace based on quality; outcomes and cost; p ovide
choice and incentives with a focus on volunta y models; patient-cente ed ca e;
beneft design and p ice t anspa ency; t anspa ency model design and evaluation;
and small-scale testing. We sha e CMS’ goal of foste ing “an afo dable, accessible
healthca e system that puts patients f st” and st ongly suppo t the new di ection
and guiding p inciples. We encourage CMMI o con inue o serve as a leader
in es ing value-based care models, incorpora ing he lessons learned in o
new models. CMMI’s agile p ocesses have afo ded the oppo tunity to test mo e
models, develop apid cycle evaluations and efne models, develop c osscontinuum and multi-paye app oaches, and p ovide data di ectly to p ovide s. We
reques ha CMMI con inue o develop and es mul i-payer models as
par of he Heal h Care Plan Learning Ac ion Ne work (HCP-LAN) o
provide for grea er innova ion and da a collec ion.
We suppor he ransparen model design and evalua ion, and small-scale
es ing - we recommend CMMI provide ei her oppor uni ies for funding or
direc ed assis ance o smaller associa ions or groups. The e a e seve al
o ganizations with innovative model concepts that do not have the fnancial o staf
inf ast uctu e to fully develop models. Simila challenges we e identifed with the
development of clinical quality measu es and the assistance CMS p ovided th ough
g ant funding to clinical specialty societies, clinical p ofessional o ganizations, and
independent esea ch o ganizations to develop quality measu es unde the
Medica e Access and Child en’s Health Insu ance P og am Reautho ization Act of
2015 (MACRA) se ves as a viable model fo CMMI.
CMMI Models
Expand d Opportuniti s for Participation in Advanc d APMs
CMS al o eek guidance from the takeholder on way to capture
appropriate data to drive the de ign of innovative payment model and
trategie to incentivize eligible clinician to participate in Advanced
APM .
Seve al challenges that healthca e p ovide s have faced with implementing va ious
alte native payment models (APM) include inadequate data captu e and sha ing,
lack of physician pa ticipation, and coo dination of quality measu es ac oss
p og ams. We recommend CMMI encourage APM model developmen o
leverage he efor s associa ions and physicians have inves ed in o MIPS
adop ion. Fo example, the fexibility fo APMs to develop quality measu es
comparabl to those used in MIPS adds a laye of administ ative bu den when
t ansitioning f om MIPS to APMs. Adding mo e measu es is in opposition of two of
CMS’ new initiatives: Meaningful Measu es and Patients befo e Pape wo k. The
investment in developing the inf ast uctu e to utilize the measu es in the Quality
catego y of MIPS is lost when moving to an APM that equi es clinicians to adopt a
new set of measu es. Ha monization of measu es will allow fo mo e apid
development of APMs - as measu e development can be ve y labo intensive - and
inc ease pa ticipation since physicians will be familia with the measu es, and EHR
vendo s and egist ies a e al eady captu ing the data of the MIPS measu es.
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Additionally, associations and physicians have devoted signifcant fnancial and staf
esou ces to the development and implementation of EHRs and egist ies. The
equi ement of egist ies in APMs, simila to the equi ement fo pa ticipants to use
Ce tifed EHR technology, will assist with ove coming these challenges and allow fo
a pathway fo t ansition f om MIPS to APMs. Info mation f om clinical data egist ies
is used to compa e the efectiveness of dife ent t eatments fo the same disease o
condition, to evaluate dife ent app oaches to ca e. Since this info mation is
inc easingly used to ensu e that payment is adjusted based on the quality of ca e
p ovided and to give patients the info mation they need to make bette choices,
utilizing egist ies with APMs is a logical p og ession.
We encourage CMMI o necessi a e he use of MIPS measures and
regis ries in model developmen o facili a e he ransi ion from MIPS o
APMs.
As a par ner wi h Premier for he Spine IQ Conserva ive Spine Care
Regis ry, we agree wi h he da a sharing commen s submi ed by Premier
regarding par icipan s in all APMs and Advanced APMs need mon hly da a
on an ongoing basis o be successful in he program. Also, we suppo t
P emie ’s ecommendation that CMS p ovide useful and actionable agg egate
egional data and met ics that se ve as benchma ks fo pa ticipants in APMs and
help identify oppo tunities fo imp ovement and info m ca e inte vention st ategies.
Since Medica e benefcia ies have the ight to seek ca e f om any p ovide that
accepts Medica e, it can be a challenge fo p ovide s and supplie s to monito the
se vices eceived by thei aligned patients. The et ospective administ ative claims
dataset p ovided by CMS is valuable, but it ep esents se vices that have al eady
been p ovided and do not make available to APMs a point-of-ca e oppo tunity to
delive the ight ca e at the ight time while avoiding unnecessa y se vices. The
agency should conside testing ways to ofe a point-of-se vice notifcation system
that would allow the accountable o ganization to know when a benefcia y’s
eligibility is being checked by a p ovide and a nea eal-time oppo tunity to
inte vene app op iately to coo dinate thei ca e, edi ect the patient to an
app op iate setting, o engage with healthca e p ovide s who may not be
pa ticipating within the o ganization.
Physician Sp cialty Mod ls
One potential option may be to include pecialty phy ician management of
a defned population of benefciarie with complex or chronic medical
condition , including multiple chronic condition . Thi may include the
peciali t erving a the primary ource of care and providing care
coordination for medically complex benefciarie .
The e is an u gent need fo innovative solutions to the public health dilemma
c eated by the high p evalence of spine- elated conditions and the esultant opioid
c isis. A ecent pape published in The Spine Jou nal p oposes a model that places
conse vative ca e at the fo ef ont of the patient expe ience fo those sufe ing f om
spine- elated conditions. This model calls fo the integ ation of clinicians who a e
al eady well-t ained in evidence-based spine-ca e management (such as docto al
level physical the apists and docto s of chi op actic) to se ve as “P ima y Spine
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P actitione s” (PSPs) by wo king within multi-disciplina y healthca e delive y teams
to delive “f st-line management, case coo dination, and follow-up of patients with
spine elated diso de s”. As such, the PSP would eithe wo k with an ACO, a PCMH o
as pa t of vi tual multi-disciplina y team. The PSP model could potentially impact
health ca e delive y by inc easing spine ca e value and by se ving as a substitute
fo p ima y ca e, thus f eeing PCPs to concent ate on conditions that a e bette
suited to pha maceutical management.
We look forward o he oppor uni y o discuss fur her developmen of his
model, i s impac on heal h sys ems, and how o overcome barriers of
adop ion.
M ntal and B havioral H alth Mod ls
CMS i actively exploring potential model focu ed on behavioral health,
uch a opioid , ub tance u e di order, dementia,
including focu area
and improving mental healthcare provider participation in Medicare,
Medicaid, and CHIP through model that enhance care integration and/or
utilize epi ode payment. CMS i intere ted in takeholder ’ view of the
be t payment model and tate and local intervention to improve care in
the e area .
In 2014, the Palme Cente fo Chi op actic Resea ch eceived a g ant (R34
AT008427) entitled Collabo ative Ca e fo Vete ans with Spine Pain and Mental
Health Conditions, f om the National Cente fo Complementa y and Alte native
Medicine at NIH to explo e the integ ation of chi op actic se vices into the
management of US milita y vete ans sufe ing f om a combination of ch onic low
back pain and mental health co-mo bidities. Wo k in this a ea is c itical given the
high co elation between spine pain and conditions such as anxiety and dep ession.
One goal of this p oject is to develop a consensus-based clinical ca e pathway
designed to assist docto s of chi op actic in ecognizing and add essing mental
health conce ns among vete ans as pa t of a multi-disciplina y team th ough the
use of app op iate efe al, co-management, documentation, and communication
st ategies. Examples of the pathways include t eatment f equency and du ation fo
acute, uncomplicated episode; acute complicated episode; and ch onic condition.
The esults of this p ocess a e outlined in an a ticle ecently accepted Jou nal of
Manipulative and Physiological The apy and the pathway is cu ently being pilottested by a multi-disciplina y team at the VHA in Iowa City. The esults f om this
wo k will be exceptionally well aligned with CMS’s desi e to explo e “potential
model focu ed on behavioral health, including focu area
uch a
opioid , ub tance u e di order, dementia, and improving mental
healthcare provider participation in Medicare, Medicaid, and CHIP through
model that enhance care integration and/or utilize epi ode payment”
We look forward o he oppor uni y o work wi h CMMI on he
implemen a ion of hese psychosocial care pa hways as a model on
behavioral heal h focused on opioids and improving men al heal hcare
provider par icipa ion hrough models ha enhance care in egra ion and
u ilize episode paymen .
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In summa y, we believe that the Spine IQ QCDR, the P ima y Spine P actitione
Model and the development of multi-disciplina y clinical ca e pathways designed to
bette integ ate docto s of chi op actic as membe s of multi-disciplina y spine ca e
team p ovides a unique oppo tunity to imp ove the quality and consistency of spine
ca e delive y, an a ea that is in despe ate need of innovative solutions.
We app eciate the oppo tunity to submit these comments on the new di ection fo
the Cente fo Medica e and Medicaid Innovation. If you have any questions
ega ding ou comments o need mo e info mation, please contact Angela Kennedy,
Senio Vice P esident of Education and Health Policy at the Ame ican Chi op actic
Association.
Since ely,
Ame ican Chi op actic Association
Palme Cente fo Chi op actic Resea ch
Spine Institute fo Quality
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November 20, 2017
Via Email
Seema Verma
Administrator - Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building, Room 445-G
200 Independence Avenue, SW
Washington, DC 20201
Re: CMS Request for Information: Innovation Center New Direction
Dear Administrator Verma:
The American College of Cardiology (ACC) appreciates the opportunity to provide
input on the CMS Request for Information: Innovation Center New Direction.
The ACC is the professional home for the entire cardiovascular care team. The
mission of the College and its more than 52,000 members is to transform
cardiovascular care and to improve heart health. The ACC leads in the formation of
health policy, standards and guidelines. The College operates national registries to
measure and improve care, offers cardiovascular accreditation to hospitals and
institutions, provides professional medical education, disseminates cardiovascular
research and bestows credentials upon cardiovascular specialists who meet stringent
qualifications.
General Comments:
The College believes that alternative payment models have significant potential to
enhance patient care and shares the CMS goals of improving quality of care while
lowering the costs for Medicare and Medicaid. ACC appreciates prior CMS initiatives
to create pathways to reward specialists for delivering quality care through valuebased payment models. Considering the proposed rule (CMS-5524-P) that would
cancel the episode payment models and cardiac rehabilitation incentive payment
models, ACC is specifically requesting that CMS be transparent and seek input
and guidance of specialty societies in the design of future models prior to
soliciting applications and securing participant agreements. CMS should be
cognizant that providers invest significant infrastructure and human capital resources
in preparation for participation in APMs.
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In the cancellation proposed rule CMS noted that providers interested in participating in Advanced
APM’s may have that opportunity to engage during calendar year 2018 via the new voluntary
bundled payment model(s) (also referred to as BPCI Advanced). CMS should remain mindful of the
potential for bias selection for voluntary models and ensure safeguards are incorporated into the
model design to account for this. ACC supports additional incentives for participation in CMMI
models and the reduction of barriers to participation as a way of increasing model sample sizes and
achieving strong movement towards alternative payment models. Timeliness in releasing the model
(s) is particularly important to give providers adequate time to prepare and transition into a BPCI
Advanced arrangement for calendar year 2018. Similar to the current BPCI initiative, which
included several cardiovascular conditions, ACC is supportive of a cardiovascular model that
includes episodes of care beyond AMI and CABG.
In this letter, ACC is offering comments related to physician specialty models, increasing Advanced
APM participation, patient-centered care, state and local models, small scale models, and Medicare
Advantage models.
Physicians Specialty Models
ACC strongly supports the concept of physician specialty models. These types of models are an
opportunity to address the needs of patients with complex medical conditions through value-based
payment arrangements that increase quality of care while reducing cost. At present, there are no
opportunities for participation in A-APMs that focus on care provided by cardiologists and
few opportunities for participation in CMMI APMs that do not qualify as A-APMs. ACC
strongly requests that CMS increase the number of physician specialty models that qualify as
A-APMs under the MACRA statute.
To the degree possible, CMS should work with specialty societies to develop these models. For
instance, physician specialty models should focus on high-impact measures that the applicable
specialty society helps determine. ACC’s National Cardiovascular Disease Registry (NCDR)
captures measure data used for quality performance reporting. The College strongly advocates for
the use of the NCDR registries to support measurement efforts for the future models being
proposed.
ACC supports physician specialty models that are centered around an episode of care as in the BPCI
model. The College believes it is important that these models are centered around large
homogeneous groups of patients and are triggered by a procedure or clearly defined acute
event.
ACC also supports physician specialty models with a specialist physician serving as the primary
source of care for a population with complex or chronic conditions. In developing these models,
CMS should be cognizant that it may be difficult for a specialist physician to address patient
comorbidities that are not related to the patient’s primary medical condition. CMS could develop
chronic care models where specialist physicians receive a chronic care management fee without
serving as the primary source of care. For instance, this type of model would work well for patients
with complex congenital heart disease.
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Increased Advanced Alternative Payment Model (A-APM) Participation
ACC supports the reduction of barriers to participation in A-APMs for clinicians. The College
believes that reducing those barriers will incentivize clinician participation and increase quality of
care while reducing costs. For example, ACC supports the Core Quality Measure Collaborative
(CQMC), which is intended to coalesce on a set of quality measures that all payers use. CQMC
makes up the Cardiovascular Specialty Measure Set in MIPS. ACC continues to believe that
harmonization of quality measures across payers is important to for reducing clinician burden.
Additionally, ACC requests that CMS work with Congress to reduce the payment and patient
thresholds for Qualified Provider determination per the MACRA statute. ACC believes that as those
thresholds increase they will become increasingly difficult for clinicians to achieve.

Patient-Centered Care:
ACC strongly supports efforts to develop CMMI models that incentivize the delivery of patientcentered care. To achieve that goal, ACC recommends that CMMI model designs include flexibility
in providing beneficiaries incentives for completing care services. ACC envisions that flexibility to
include incentives, such as providers being able to cover the costs of patients making and attending
care appointments. Additionally, ACC strongly supports incentivizing patient-centered care through
flexibility in cost-sharing for high value care services, such as cardiac rehabilitation. Medicare does
not pay physicians for many services that would benefit patients and help reduce avoidable
spending, such as: responding to patient phone calls about new symptoms or problems;
communicating with other physicians about patients’ diagnosis, treatment planning, and care
coordination; and proactive outreach to high-risk patients to ensure they get preventive services.
Flexibility in cost-sharing could be applied to cardiac rehabilitation and intensive cardiac
rehabilitation services that in the recent cancellation proposed rule (CMS-5524-P) CMS noted there
was “strong evidence base and other positive stakeholder feedback.” ACC provided extensive
comments in the September 30, 2016 letter on the proposed cardiac rehabilitation incentive payment
initiative (CMS–5519–P) and requests that CMS carefully consider these for future planning
purposes. Specific comments focused on site-specific vs. condition-specific physician supervision
waiver, opportunities to use the incentive payment to support beneficiary engagement incentives to
promote a heart healthy lifestyle and lower patient co-payments for services and considering sharing
of incentive payments between appropriate institutions. While CMS noted that reassessment of the
stakeholder feedback for a potential voluntary initiative may be considered in the future, there is no
mention of this model in the New Direction RFI.
Finally, ACC requests that CMS work with the College to improve patient care coordination
using available resources including ACC quality programs and our well-established registries
which have great potential to improve the quality of patient care while potentially lowering
costs for patients. In ACC’s April 18, 2017 comment letter (CMS-5519-IFC), the College
highlighted two programs: Patient Navigator and Surviving AMI (SAMI). ACC welcomes the
opportunity to educate CMS on the value these resources might provide.
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State-based and Local Innovation
ACC strongly supports the role of the Physician-Focused Payment Model Technical Advisory
Committee and believes its scope should be expanded to include APMs involving Medicaid and
CHIP. The College recognizes that CMS believes that the MACRA statute precludes PTAC from
considering those types of models. We request that CMS work with Congress to expand the mandate
of PTAC.
ACC strongly supports harmonization of measure reporting across different payers and the work of
the Core Quality Measure Collaborative. CMS should incentivize states to simplify reporting and
focus on high-priority measures with input from specialty societies.
Small Scale Testing
ACC encourages CMMI to develop model designs that include robust sample sizes and evaluations.
Through this, ACC seeks to ensure that both CMS and provider resources are being invested in
models with strong potential for improving the quality of care patients receive and lowering costs.
Medicare Advantage Innovation Models
ACC supports models that provide flexibility in cost-sharing for high value services as in the ValueBased Insurance Design model. Again, cardiac rehabilitation and intensive cardiac rehabilitation are
strong examples of high value services that could be incentivized through flexibility in cost-sharing
and reducing other barriers. The College does caution CMS to account for differences in opinion
between providers and health plans on what constitutes a high value service.
Conclusion:
ACC is committed to working with CMS and providers to enable success in the value-based
payment environment. The College looks forward to ongoing discussion and collaboration with
CMS in creating opportunities for cardiologists and the cardiovascular team to participate in
Advanced APM’s and other value-based payment initiatives.
If you have any questions or would like additional information regarding any recommendations,
please contact Bryant Conkling, Associate Director, Payment Reform.

Sincerely,

Mary Norine Walsh, MD, FACC
President
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The American College of Clinical Pharmacy (ACCP) appreciates the opportunity to
provide the following statement to the Center for Medicare and Medicaid Services (CMS)
as part of the Innovation Center’s Request for Information (RFI) on a new direction to
promote patient-centered care and test market-driven reforms that empower beneficiaries
as consumers, provide price transparency, increase choices and competition to drive
quality, reduce costs, and improve outcomes.
ACCP is a professional and scientific society that provides leadership, education,
advocacy, and resources enabling clinical pharmacists to achieve excellence in patient
care practice and research. ACCP's membership is composed of almost 18,000 clinical
pharmacists, residents, fellows, students, scientists, educators and others who are
committed to excellence in clinical pharmacy practice and evidence-based
pharmacotherapy.
ACCP believes that in order to achieve a health care system that delivers better care,
smarter spending, and healthier people and communities, it is vital to establish a truly
team-based, patient-centered approach to health care consistent with evolving delivery
and payment models currently delivered under private and commercial health plans.
The burden of chronic health conditions has far reaching implications for long-term
sustainability of the Medicare program. Over 68% of Medicare beneficiaries have two or
more chronic conditions and over 36% have four or more chronic conditions. In terms of
Medicare spending, beneficiaries with two or more chronic conditions account for 93%
of Medicare spending, and those with four or more chronic conditions account for almost
75% of Medicare spending.
Medications are the fundamental treatment intervention in each of the eight most
prevalent chronic conditions in Medicare patients. In addition, a significant number of the
Merit-based Incentive Payment System (MIPS) performance measures established under
the Medicare Access and CHIP Reauthorization Act (MACRA) directly relate to
medication use.
Given the central role that medications play in care and treatment of seniors, particularly
those suffering from chronic conditions, combined with the continuing growth in the
range, complexity and cost of medications -- and greater understanding of the genetic and
physiologic differences in how people respond to their medications -- the current system
consistently fails to deliver the full promise medications can offer.
Comprehensive medication management (CMM) is a direct patient care service, provided
by clinical pharmacists working as formal members of the patient’s health care team that
has been demonstrated to significantly improve clinical outcomes and enhance the safety
of medication use by patients.
Beneficiary access to CMM services is increasingly available in Medicare Advantage
(MA) plans as part of their efforts to drive innovation, improve quality and outcomes, and
lower costs. Yet Medicare’s current benefit structure lacks a team-based and patient-

centered medication management service for the vast majority of beneficiaries. Although
a very limited number of Medicare beneficiaries enrolled in Part D can access the
“medication therapy management” (MTM) program, the services provided are delivered
by Prescription Drug Plans (PDPs), not clinicians, and are entirely disconnected from
patients’ care teams. While ACCP believes that Part D MTM represents an important first
step in recognizing that medication management services are an essential component of
any drug coverage benefit, by structuring this program as an administrative – rather than
medical – benefit, Part D MTM falls significantly short of its intended goals.
The team-based service of CMM is supported by the Patient Centered Primary Care
Collaborative, (PCPCC), in which ACCP as well as the major primary care medical
organizations are actively involved. CMM helps ensure that seniors’ medication use is
effectively coordinated, and in doing so enhances seniors’ health care outcomes,
contributing directly to Medicare’s goals for quality and affordability. CMM can “get the
medications right” as part of an overall effort to improve the quality and affordability of
the services provided to Medicare beneficiaries.
In “getting the medications right,” CMM also contributes to enhanced productivity for
the entire health care team, allowing all team members to more fully focus on their own
particular patient care responsibilities. By fully utilizing the qualified clinical
pharmacist’s skills and training to coordinate the medication use process as an
interdependent team member, physicians and other team members are essentially freed to
maintain focus on respective patient care activities that align with professional
responsibilities as defined by scope of practice that reflect their particular area of
expertise.
As CMS continues to evaluate the future of the Innovation Center and its role in
promoting patient-centered care and shifting Medicare payment policy for providers
toward value of care and away from volume of services, ACCP urges you to assure
inclusion of practices and programs that optimize the use of medications by America’s
seniors via CMM services. Provided under collaborative, patient-centered payment and
delivery structures, these important services align exceedingly well with the purposes of
MIPS and APM programs and facilitate the full inclusion of clinical pharmacists in teambased care structures, even in the situation where these clinicians are not currently
recognized as MIPS-eligible providers themselves in current statute.
ACCP would also like to bring to your attention an important study currently underway
examining the feasibility and scalability of implementing CMM in contemporary primary
care medical practices. The study is being conducted by the University of North
Carolina’s Eshelman School of Pharmacy through a grant of more than $2.4 million from
ACCP and the ACCP Research Institute.
Areas of ongoing work within the CMM grant include:


Measuring the impact of CMM on clinical quality measures, health care costs, and
the return on investment that can be realized from CMM







Evaluating the role of a defined process of improvement cycles for scaling up the
delivery of CMM services
Developing, implementing, and validating a measure of fidelity to CMM
Assessing provider perception of the value and influence of CMM on medical
provider well-being in primary are settings
Developing strategies for deploying resources to accelerate CMM implementation
and practice improvement
Assessing patient engagement and satisfaction with CMM services.

We would welcome the opportunity to provide further information, data, and results from
this important study, as well as connections with successful practices that provide CMM
services. This would allow an enhanced and specific focus for Innovation Center efforts
to integrate CMM services into Medicare payment and delivery system reform that will
modernize and sustain the program for the future.
In summary, we thank you for the opportunity to provide feedback as part of the
Innovation Center’s mission to drive quality, reduce costs, and improve outcomes. ACCP
is dedicated to advancing a quality-focused, patient-centered, team-based improvement in
health care delivery that (1) helps assure medication optimization, (2) enhances patient
safety (3) promotes value-based rather than volume-based care to patients and (4)
contributes to greater affordability and sustainability for the Medicare program. CMM is
the foundation of that better approach.

November 20, 2017
VIA ELECTRONIC SUBMISSION (CMMI_NewDirection@cms.hhs.gov)
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMMI Request for Information
P.O. Box 8016
Baltimore, Maryland 21244-8013
Re:

Centers for Medicare & Medicaid Services (CMS): Innovation Center New
Direction

Dear Administrator Verma:

On behalf of the American College of Osteopathic Family Physicians (ACOFP), we
appreciate the opportunity to respond to the Centers for Medicare & Medicaid Services
(CMS) Innovation Center (CMMI or the Innovation Center) Request for Information.
The ACOFP is the professional organization representing more than 20,000 practicing
osteopathic family physicians, residents, and students throughout the United States who
are deeply committed to advancing our nation’s health care system by improving health
care delivery and outcomes, and ensuring that patients receive high-quality care.
Generally, we are supportive of CMS’ guiding principles and efforts to emphasize focus
on patient-centered, value-based care. Value-based care emphasizes wellness and
prevention, which are at the core of our osteopathic philosophy and training.
Overall, as an organization with many osteopathic family medicine physicians in small
and rural practices, we urge CMS to consider how best to include these physicians in
Alternative Payment Models (APMs), reduce regulatory burdens, and test value-based
payment models that improve quality and reduce costs. We offer several suggested
guiding principles and comments on specific focus areas outlined, including increasing
participation in Advanced APMs and physician specialty models.
Our full comments are detailed on the following pages. Thank you for the opportunity to
share these with you. Should you need any additional information or if you have any
questions, please feel free to contact Rodney Wiseman, DO, FACOFP, dist. ACOFP
President or Deborah Sarason, ACOFP Manager of Practice Enhancement and
Quality Reporting.
Sincerely,

Rodney M. Wiseman, DO, FACOFP dist.
ACOFP President

1. Guiding Principles
ACOFP supports CMMI’s efforts to establish fundamental guiding principles to be applied to new
demonstrations. We believe that these principles will ensure consistency across models and assist
participants in better understanding the scope, purpose, and goals of each model. We agree with the
guiding principles the Innovation Center has outlined and specifically support: promoting choice and
competition in the market; focusing on voluntary models and reducing burdensome requirements;
ensuring patients are the center of the models; and small scale testing. In addition to these guiding
principles, we also suggest CMS consider the additional principles described below.
Ensure Beneficiary Access to High Quality Care
ACOFP supports the transition to value-based care, but we urge CMS to ensure that any new models
do not limit beneficiary access to needed care. Our overarching concern with any delivery system
reform is that providers will be incentivized to reduce care provided that may have been otherwise
clinically appropriate or necessary. Further, primary care has many benefits including improving
patient outcomes and reducing downstream costs. We are concerned that certain model designs may
circumvent or not sufficiently integrate wellness and prevention services, reducing the availability of
high quality primary care.
Ensure Models Do Not Adversely Impact or Unnecessarily Exclude Solo, Small, and Rural Practices
Solo, small, and rural practitioners face unique challenges and barriers. These difficulties are
recognized across CMS as evidenced by recent changes to the Merit-based Incentive Payment System
(MIPS) that provide additional bonus points and protections for such practitioners. Further, these
practitioners often treat underserved and vulnerable populations. In order to ensure solo, small, and
rural practices continue to provide high quality care for these patients, ACOFP urges CMS to adopt a
guiding principle that ensures potential models do not adversely impact these providers.
In addition, ACOFP is concerned that many of these providers are excluded from care redesign efforts
as models have not been developed with these practices in mind. We believe this guiding principle is
necessary to not only protect these providers and the patients they serve, but also to ensure they can
meaningfully participate and contribute to the redesigning our health care system.
As part of this guiding principle, we also believe it is important that CMS consider Medicaid and dually
eligible individuals in the design and development of all future models. Especially in rural settings,
dual eligible individuals pose greater challenges, are often higher cost, and would benefit from
additional focus on their health and social needs.
Ensure Stakeholders Provide Feedback and Can Effectively Participate in Models
As part of any new model or demonstration, we urge CMS to ensure stakeholders and potential
participants have sufficient opportunity to provide comments on the design, development,
implementation, and evaluation of those models. While we appreciate the guiding principles of
transparent model design and evaluation, we suggest CMS broaden this principle to ensure that
stakeholders have defined opportunities to provide feedback and input not just in the design phase,
but also during development and implementation.
Further, ACOFP believes there should be consistent provision of necessary waivers from existing
Medicare laws and regulations. Specifically, we urge CMS to consider laws that must be waived and

to provide such waivers consistently across models so that participants in different models do not
face complex or varying legal requirements. Often regulatory barriers inhibit true innovation and
care redesign that are needed to improve outcomes while reducing costs. This is especially evident
among solo, small, and rural practitioners who could benefit from additional administrative support
and alternative tools to provide high quality care.
ACOFP also believes any model should include interim evaluations, reports, and updates so that
participants can monitor progress, identify issue areas, and make adjustments as needed. This ties in
to providing beneficiaries with high quality care. At times, the lag in data delivery has negatively
impacted practitioners’ ability to adapt and improve care for their patients. It is critical that outcomes
data be shared with practitioners in a timely manner.
2. Potential Models
As a general comment, we suggest CMS focus on proven system reforms that improve outcomes and
reduce costs. There are many studies and reports that illustrate the cost-saving potential of certain
health care services and delivery system reforms. We suggest CMS focus and rely on such data to
guide principles and potential APMs. By testing prior studies, CMS can ascertain whether these efforts
are applicable to the Medicare population and if they can and should be scaled more broadly. ACOFP
welcomes the opportunity to collaborate with CMS on any such efforts that focus on the use of
primary care services and potential cost savings associated with those efforts.
Expanded Opportunities for Participation in Advanced APMs
ACOFP supports CMS’ efforts to increase the number of eligible clinicians who participate in
Advanced APMs. Currently, there are limited opportunities for eligible clinicians to participate in
Advanced APMs, especially for solo, small, and rural practitioners. Such practitioners are essentially
precluded from participating in an Advanced APM. Further, the opportunities for primary care
participation are limited, despite the expansion of the Comprehensive Primary Care Plus (CPC+)
Model. We encourage CMS to ensure a wide variety of Advanced APM options are available to
accommodate osteopathic family medicine and that account for the unique challenges facing solo,
small, and rural practitioners.
To partially address this concern, we suggest reducing the reporting burden and requirements for
MIPS eligible clinicians participating in APMs. Our members who participate in CPC+ and are part of
an Accountable Care Organization, still have to report quality data through MIPS instead of through
the Advanced APM. These providers must perform duplicative administrative work, which is an
added burden that is a barrier to care delivery redesign. As described in more detail below, we urge
CMS to consider the cost saving potential of primary care services and develop an Advanced APM
that rewards the utilization of wellness and prevention services as these often reduce the need for
more expensive specialty care.
Consumer-Directed Care & Market-Based Innovation Models
ACOFP strongly supports CMS efforts to better inform consumers about the cost and quality
implications of different choices. Specifically, we support efforts to improve price and quality
transparency. As noted throughout these comments, primary care services are essential to avoiding
unnecessary, high-cost specialty services. Further, most of our members practice in independent
physician offices, meaning beneficiaries have lower out-of-pocket costs and reduced cost-sharing
compared to receiving services in hospital outpatient departments.

As part of this, ACOFP supports and appreciates CMS’ recently finalized policy to reimburse
nonexcepted hospital off-campus provider-based departments (HOPDs) at 40 percent of the
Outpatient Prospective Payment System payment rate. We suggest CMS test a model that would
increase the reimbursement to physician offices to match the payment in HOPDs, while keeping the
beneficiary cost-sharing at the original amount. Any subsequent savings could be shared with
beneficiaries who choose a less costly service or care setting assuming quality and other outcomes
remain constant.
Physician Specialty Models
We support CMS’ focus on engaging physicians in APMs, specifically independent physician practices.
ACOFP believes CMS should explicitly include independent primary care practices in this
consideration as well. The opportunity for independent practices to participate in an Advanced APM
is limited. To ensure primary care physicians, especially solo, small, and rural practitioners who may
not have the capacity to take on the added administrative burdens, have a sufficient opportunity to
participate in Advanced APMs, we suggest waiving certain administratively burdensome
requirements or providing additional incentive/bonus prepayments to assist these practices in
becoming APM compliant (i.e., using Certified Electronic Health Record Technology).
When the original Meaningful Use program was implemented, it was clear that solo and small
practices, especially those in rural areas faced significant challenges to meet the requirements (e.g.,
lack of access to broadband internet, insufficient skilled IT workforce, and insufficient financial
capital to implement electronic health record systems). Further, individual Rural Health Center
providers were not eligible for the Meaningful Use incentive payment. Now that this is a required
component of reporting, CMS should provide the incentive payments that were not originally
available for these rural providers.
Another option would be to integrate primary care utilization as a performance metric among certain
physician specialty models. When managing beneficiaries with complex or chronic medical
conditions, we disagree that specialty physicians are the best-suited practitioners. Rather, ACOFP
believes primary care and family medicine physicians should be integrated at a higher rate to treat
these beneficiaries and avoid or reduce the need for specialty care.
Mental and Behavioral Health Models
ACOFP supports CMS’ focus on developing models that treat behavioral health, including opioid
abuse and substance use disorders and dementia. Primary care providers are uniquely situated to
manage and treat beneficiaries suffering from these conditions. However, the current payment
system does not sufficiently reimburse or incentivize the delivery of these services. We suggest a
payment model that would incentivize the provision of mental and behavioral health services in the
primary care setting. Any payment model should measure and reward high quality patient outcomes
and cost savings as key metrics. Further, we believe it is critical to integrate primary care physicians
in any contemplated model to ensure that the providers positioned to manage chronic conditions
lead overall care delivery.
Program Integrity
ACOFP agrees with CMS that program integrity, specifically reducing fraud, waste, and abuse are
critical to any models or demonstrations. We believe and suggest CMS layer program integrity on top

of all models tested. However, we urge CMS to ensure that program integrity efforts be implemented
in a way that does not interfere with the doctor-patient relationship or add unnecessary
administrative burdens to practices. The flexibilities afforded by delivery system reform can result
in significant savings and the potential for gainsharing. We believe these arrangements must be
closely monitored to ensure beneficiaries are not harmed by participating in a model and to ensure
that the integrity of the Medicare program is sustained.

November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Room 445–G, Hubert H. Humphrey Building
200 Independence Avenue SW
Washington, DC 20201
Re:

Centers for Medicare & Medicaid Services: Innovation Center New Direction Request
for Information

Dear Administrator Verma:
On behalf of the American College of Physicians (ACP), I am pleased to share our comments on
the Centers for Medicare and Medicaid Services’ (CMS) Innovation Center New Direction
Request for Information (RFI). The College is the largest medical specialty organization and the
second-largest physician group in the United States. ACP members include 152,000 internal
medicine physicians (internists), related subspecialists, and medical students. Internal medicine
physicians are specialists who apply scientific knowledge and clinical expertise to the diagnosis,
treatment, and compassionate care of adults across the spectrum from health to complex
illness.
I.

Overarching Recommendations

The College strongly supports the move to value-based payment and the role that the Center
for Medicare and Medicaid Innovation (CMMI) plays in designing, testing, and implementing
new payment models that move health care toward this goal. As ACP notes in our recent paper1
outlining the College’s forward-looking agenda, the College supports continued implementation
of Medicare’s new Quality Payment Program (QPP), as established by MACRA, and
improvements to make it more meaningful for clinicians and patients, including the creation
more opportunities for physician-led alternative payment models (APM). Along these lines,
ACP has been active in providing feedback on the implementation of the QPP via its letters on
both the 2017 and 2018 proposed rules, as well as on the Measure Development Plan and
other requests for information and feedback from the Agency. ACP encourages CMMI to
continue to accelerate the transition from fee-for-service (FFS) payment systems to bundled
1

https://www.acponline.org/acp_policy/policies/forward_looking_policy_agenda_2017.pdf

and risk-adjusted capitation payments, hybrid FFS + bundled/capitated payments, and other
payment systems that incentivize value rather than volume. Our key APM recommendations
focus on:




Continuing flexibility and a phased-in approach to participation that will allow physicians
and other clinicians to be successful;
Allowing multiple pathways for patient-centered medical homes (PCMHs) to qualify as
Advanced APMs, including options that do not require physicians to bear more than
nominal financial risk; and
Prioritizing the testing of models involving physician specialty/subspecialty categories
for which there are no current recognized APM/Advanced APM options.

In recognition that all clinicians are not willing or able to move directly into models with
significant payment at risk, there should be pathways to help clinicians transition to models
with increasing levels of risk at stake. Additionally, ACP encourages CMS to develop an
expedited process for CMMI to develop, test, and expand APMs. This should include a pathway
for testing models recommended by the Physician-Focused Payment Model Technical Advisory
Committee (PTAC), as well as models from Medicaid and private payers.
CMMI “New Direction” Guiding Principles
The College’s comments below on these guiding principles are summaries of what is further
outlined in our remarks on the potential models in section II of this letter. There are a number
of components of these principles that ACP supports; however, we also have significant
concerns about some of the language used in terms of what it will mean for the
implementation of the key concepts. For instance, as discussed further below, promoting
patient choice and competition is a laudable goal, but the current measurement systems and
means of sharing the information with consumers are simply not ready to support a rapid
implementation of that approach. We therefore recommend that the Agency proceed with
great care to ensure that patients and their families do not experience unintended negative
consequences by relying on potentially flawed or unclear data to choose a clinician or type of
payment structure.
1. Choice and competition in the market – Promote competition based on quality,
outcomes, and costs.
ACP supports transparency of valid and reliable information, including quality, outcomes, and
cost data. We agree that this potentially can have the result of empowering consumers,
physicians, payers, and other stakeholders to reduce health care spending and improve quality
of care. However, the College recommends caution in terms of moving too quickly toward
systems that depend significantly on consumer choice based on quality, outcome, and cost
data. The currently available performance measures, measurement systems, and means of
sharing performance information with consumers, which would be the basis for and means of
patients and families making their health care decisions, are not adequate. Until quality
measures are developed that appropriately assess high priority areas and improved patient
2

outcomes, patients will not have valid and reliable data available with which to properly assess
quality. These data also need to be provided to patients and their families in usable and useful
formats for decisionmaking. In announcing new initiatives related to “Meaningful Measures”
and “Patients Over Paperwork,” CMS Administrator Seema Verma acknowledges the challenges
with administrative tasks, regulatory burdens, and the quality measures that currently are used
by Medicare—and ACP is hopeful that the work under those initiatives can lead to an
environment that would eventually be able to support a greater, and more informed, ability of
consumers to make choices based on quality and cost.
2. Provider Choice and Incentives – Focus on voluntary models, with defined and
reasonable control groups or comparison populations, to the extent possible, and
reduce burdensome requirements and unnecessary regulations to allow physicians and
other providers to focus on providing high-quality healthcare to their patients. Give
beneficiaries and healthcare providers the tools and information they need to make
decisions that work best for them.
The College agrees that physician participation in payment models of their choice should be
voluntary. ACP also understands the need to have defined control groups or comparison
populations to allow proper analysis of the effectiveness of models in improving quality and
decreasing costs. However, we recommend that CMS make every effort to minimize the
amount of qualified APM applicants who are randomized into control groups and therefore
unable to benefit from enhanced payments or other potential incentive payments that
participants in the model receive.
Additionally, ACP strongly supports efforts to reduce burdens and unnecessary regulatory
requirements, as outlined in ACP’s policy paper titled, “Putting Patients First by Reducing
Administrative Tasks in Health Care,”2 which was published in Annals of Internal Medicine in
March 2017 and recently supported by the American Congress of Obstetricians and
Gynecologists. This will better allow participants in APMs to make the transformational
practice changes needed to test new and innovative ways to deliver better quality care at lower
costs. Physicians and patients must also have the tools and information that they need—in
usable and useful formats—to make informed decisions about participation in new payment
models and benefit designs.
3. Patient-centered care – Empower beneficiaries, their families, and caregivers to take
ownership of their health and ensure that they have the flexibility and information to
make choices as they seek care across the care continuum.
ACP strongly supports patient-centered care as it needs to be the critical underpinning of all
delivery systems and payment models, whether they are APMs or not. This is why the College
has long advocated for testing and implementation of the Patient-Centered Medical Home
2
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(PCMH) model and the Patient-Centered Medical Neighborhood/Patient-Centered Specialty
Practice model3—both of which are incentivized in various ways within the Quality Payment
Program. Additionally, as the College has recommended in numerous comment letters, CMS
must work to ensure that patients, families, and the relationship of patients and families with
their physicians are at the forefront of the Agency’s thinking in the development of both the
Merit-based Incentive Payment System (MIPS) and APM pathways.
However, the College does have significant concerns with the language within this principle in
terms of how it may ultimately be operationalized. As noted above, current quality and cost
measures and the system used to collect and share the data from these measures are simply
not adequate at this time. Again, ACP calls on CMS to move forward with caution in terms of
developing and implementing programs that depend significantly on consumer choice based on
quality, outcomes, and cost. Otherwise, there is a real risk of patients experiencing poor
outcomes and even harm if they are making decisions based on potentially flawed or unclear
information. Additionally, patient participation in such programs should be voluntary, and
participants in models should not have financial penalties imposed simply for failing to achieve
health goals and outcomes.
As discussed in more detail in this letter under CMS’s proposals for Consumer-Directed Care &
Market-Based Innovation Model, ACP has major concerns that models that impose coverage
limitations or financial penalties on patients who fail to meet health goals will
disproportionately hurt poorer patients (such as Medicare-Medicaid dual eligibles) who cannot
afford to contribute additional out-of-pocket funding to their care. Patient-centered care
should help patients, especially poorer patients with the greatest need, improve their health,
not punish them if they are unable to achieve better outcomes, especially when personal and
population-based health outcomes are largely determined by social determinants that are
beyond the patient’s control.
4. Benefit design and price transparency – Use data-driven insights to ensure costeffective care that also leads to improvements in beneficiary outcomes.
ACP’s newly released position paper on “Improving Health Care Efficacy and Efficiency Through
Increased Transparency”4 provides detailed recommendations that CMS should consider in
terms of operationalizing this principle. In this paper, the College outlines our support for
transparency of reliable and valid price information, expected out-of-pocket costs, and quality
data that allows consumers, physicians, payers, and other stakeholders to compare and assess
medical services and products in a meaningful way. However, it is also important to note that
price should never be used as the sole criterion for choosing a physician, other health care
professional, or health care service. Additionally, payers, plans, and other health care organi3

https://www.acponline.org/system/files/documents/advocacy/current_policy_papers/assets/pcmh_neighbors.pdf
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zations must work to develop patient-targeted health care value decision-making tools that are
written for patients at all levels of health literacy that make price, estimated out-of-pocket cost,
and quality data available to consumers. And, as noted earlier, this information should be
communicated in an easy-to-understand way.
5. Transparent model design and evaluation – Draw on partnerships and collaborations
with public stakeholders and harness ideas from a broad range of organizations and
individuals across the country.
The College supports the need for transparency in model design and for CMS to collaborate
with a broad range of stakeholders—and would strongly recommend that those stakeholders
include specialty societies, frontline clinicians, and patients and families. Stakeholder
collaboration should be incorporated into the development, testing, and implementation of
alternative payment models with a focus on ensuring that those models are truly leading
toward improved quality and value that is meaningful not only to payers and clinicians, but also
to patients and their families.
Further, collaboration with stakeholders is a critical component of decreasing unnecessary
administrative tasks that lead to clinician and patient burden. This is why ACP has been
conducting outreach as part of our Patients Before Paperwork initiative5 to engage key
stakeholders, including CMS, in collaborative discussions and activities to address the
fundamental components of successful delivery and payment models, such as improving EHR
interoperability and usability, addressing problems with the current performance measurement
system, and reducing tasks that may no longer be necessary within a value-based payment
system focused on patient outcomes (e.g., certain prior authorization requirements).
6. Small Scale Testing – Test smaller scale models that may be scaled if they meet the
requirements for expansion under 1115 A(c) of the Affordable Care Act (the Act). Focus
on key payment interventions rather than on specific devices or equipment.
The College supports testing smaller scale models and using 1115A(c) authority to expand
models that prove successful. However, we note that testing on a more limited scale restricts
the number of physicians who can participate in Advanced APMs. CMS should take steps to
expedite reviews of models that are undergoing small-scale testing and take immediate steps to
expand the models should data show that it meets the criteria under 1115A(c). As noted later in
our comments on expanded Advanced APM opportunities, few primary care physicians have a
patient-centered medical home (PCMH) option available in the Advanced APM pathway due to
small-scale testing. CMS should take steps to accelerate review of the Comprehensive Primary
Care Initiative (CPCi) and Comprehensive Primary Care Plus (CPC+) models and expand them
nationally should the data meet the 1115A(c) expansion criteria.
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II.

Potential Models
1. Expanded Opportunities for Participation in Advanced APMs

CMS Proposal:
In April 2015, Congress passed the Medicare Access and CHIP Reauthorization Act of 2015
(MACRA) that repealed the Sustainable Growth Rate formula for updating the Medicare
physician fee schedule, and replaced it with a series of fixed statutory updates and a Quality
Payment Program that includes the Merit-Based Incentive Payment System (MIPS) and
Advanced APMs. CMS administers the Quality Payment Program, and the Innovation Center
bears primary responsibility for development of policies and operations relating to Advanced
APMs. Eligible clinicians who are Qualifying APM Participants (QPs) for a year from 2019
through 2024 receive a lump sum APM incentive payment and, beginning for 2026, a
differentially higher update under the Medicare physician fee schedule. Eligible clinicians who
are QPs for a year are also not subject to the MIPS reporting requirements and payment
adjustment.
CMS expects that the number of eligible clinicians choosing to participate in Advanced APMs
will grow over time. To facilitate this growth, CMS seeks comment on ways to increase
opportunities for eligible clinicians to participate in Advanced APMs and achieve threshold
levels of participation to become QPs. CMS has received feedback from the healthcare provider
community on the extensive and lengthy process that is required for a model to qualify as an
Advanced APM. CMS seeks feedback from stakeholders on ways the Administration can be
more responsive to eligible clinicians and their patients, and potentially expedite the process
for providers that want to participate in an Advanced APM. CMS also seeks guidance from the
stakeholders on ways to capture appropriate data to drive the design of innovative payment
models and strategies to incentivize eligible clinicians to participate in Advanced APMs.
ACP Comments:
As noted above, ACP strongly supports expanding the options that are available for internal
medicine physicians and subspecialists to participate in value-based models through the
Advanced APM pathway. Currently, there are few APMs available for internal medicine
physicians, especially subspecialists, to participate in through the Innovation Center, and those
that include the most participants, such as the Medicare Shared Savings Program ACOs in Track
1, do not even qualify as Advanced APMs due to strict financial risk requirements. Those
Advanced APMs that are available are often very limited in scope and only allow participants in
certain regions or who meet very limited criteria. Many specialists and subspecialists lack any
Advanced APMs that are relevant to their specialization. And for primary care physicians, a
patient-centered medical home model that is an Advanced APM simply is not available yet.
ACP recommends that CMMI take into account a number of options and considerations to
make Advanced APMs more readily available including:
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Expand opportunities for primary care physicians to participate in medical home
models as Advanced APMs. Additional medical home models should include both
models that meet the medical home model nominal amount standard, as well as by
using 1115A(c) authority to expand PCMH models that do not have a nominal risk
requirement. The details of ACP’s recommendations regarding medical home options
can be found in our comments on the 2018 QPP rule.6
o In this context, the College also would like to re-iterate our strong support for
the Comprehensive Primary Care Plus (CPC+) program. As indicated in our
November 8, 2017 testimony before the Energy and Commerce Health
Subcommittee on “MACRA and Alternative Payment Models: Developing
Options for Value-based Care,”7 ACP believes that CPC+ offers the potential of
greatly strengthening the ability of internists and other primary care clinicians, in
thousands of practices nationwide, to deliver high value, high performing,
effective, and accessible primary care to millions of their patients. The success
of this program will depend on Medicare and other payers providing physicians
and their practices with the sustained financial support needed for them to meet
the goal of providing comprehensive, high value, accessible, and patientcentered care, with realistic and achievable ways to assess each practices’
impact on patient care. The College is committed to working with CMS on the
ongoing implementation of this program to ensure that it is truly able to meet
such requirements of success. Further, ACP recognizes that, in addition to CPC+
being a currently available advanced APM, it is also an ongoing research project
whose methodology needs to be as sound as feasibly possible. Therefore, any
new primary care programs that are to be tested by CMMI should be conducted
in such a way as to not negatively impact the CPC+ methodology.
Apply medical home model standards to specialty practice models. On the MIPS side,
certified/recognized PCMHs and comparable specialty practice models are treated the
same when it comes to receiving full credit for improvement activities. For APMs, CMS
should allow comparable specialty practice models that are Advanced APMs to qualify
for the medical home model nominal amount standard as well as utilize the non-riskbearing standard for PCMHs that meet the criteria for expansion under 1115A(c).
Eliminate arbitrary limits on number of clinicians in an organization to be considered
an Advanced APM. We urge CMS to remove any limitations on Medical Home Models
based on the number of clinicians in the organization that owns and operates the
practice site. A TIN may have many practice sites under it but only one or two that are
primary care and therefore able to be recognized PCMHs—or, more specifically, CPC+
practices. These practice sites are then not able to receive the bonus payments for being
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an advanced APM when they are performing the same functions as other CPC+
practices.
Maintain or reduce nominal amount standards for risk to create stability as models
are being developed. Groups that are designing APMs expend significant time and
resources during the development process, potential review by the PTAC, and possible
work with CMS to further refine and implement. By the time this process, which can
take years, is completed and a model is being tested, nominal amount standards will
likely have changed or increased over what they were during the development process.
In order to expand the available Advanced APMs, CMS should at a minimum maintain
the current nominal amount standards indefinitely so that groups developing models
know what risk target they need to meet. To bring models and participants into the fold
more rapidly, a reduction in the arbitrary nominal amount standards should be
considered.
Consider adding flexibility to the nominal risk standards for other-payer Advanced
APMs. Models that are being implemented by other payers often do not necessarily fit
neatly within the CMS-defined nominal amount standard for Medicare Part B models as
well as other design structures in Medicare models. More flexible standards for other
payer APMs will expand options for participating in Advanced APMs.
Create lower nominal amount standard for models focused on small practices and
those in rural areas and health professional shortage areas (HPSAs). In recognition of
the challenges that small and rural practices face in accepting the general nominal
amount standard of risk, CMS should allow these practices to join Advanced APMs
under a lower nominal risk standard (e.g., the medical home model standard). This
would include small and rural practices that are part of a medical home model and
those that join larger APM entities.
Consider the upfront costs of participating in APMs as well as the ongoing
maintenance costs when determining whether models meet nominal financial risk
criteria. Significant “at risk” capital requirements are necessary to start and maintain
APMs such as ACOs. The College reaffirms its belief that Track One MSSP ACOs should
qualify as meeting the nominal risk requirement for determining an Advanced APM. This
position was more fully articulated in a joint comment letter signed-onto by the College
dated March 25, 2016.8
Ensure that reporting and other administrative tasks within current and new advanced
APMs are developed, implemented, and monitored in a manner that ensures they do
not add unnecessary burden to the clinician practice and/or to their patients and
families. This approach is aligned with the Administration’s recently announced
“Patients Over Paperwork” initiative and with the College’s “Patients Before
Paperwork”9 initiative that has been in place since 2015, as well as our policy paper
“Putting Patients First by Reducing Administrative Tasks in Health Care.”10
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2. Consumer-Directed Care & Market-Based Innovation Models
CMS Proposal:
CMS believes beneficiaries should be empowered as consumers to drive change in the health
system through their choices. Consumer-directed care models could empower Medicare,
Medicaid, and CHIP beneficiaries to make choices from among competitors in a market-driven
healthcare system. To better inform consumers about the cost and quality implications of
different choices, CMS may develop models to facilitate and encourage price and quality
transparency, including the compilation, analysis, and release of cost data and quality metrics
that inform beneficiaries about their choices. CMS will consider new options for beneficiaries to
promote consumerism and transparency. For example, beneficiaries could choose to
participate in arrangements that would allow them to keep some of the savings when they
choose a lower-cost option, or that incentivize them to achieve better health. Models that we
are considering testing include allowing Medicare beneficiaries to contract directly with
healthcare providers, having providers propose prices to inform beneficiary choices and
transparency, offering bundled payments for full episodes of care with groups of providers
bidding on the payment amount, and launching preferred provider networks. CMS solicits
feedback from patient and consumer advocacy groups, the healthcare provider community, as
well as experts in the technology industry, and other stakeholders that can provide creative
ideas on how to operationalize these principles in models that best serve patients in terms of
cost, quality, and access to care.
ACP Comments:
As discussed earlier in our comments on the Guiding Principles, the College recommends
caution in terms of moving too quickly toward systems that depend significantly on consumer
choice based on quality, outcomes, and cost. The currently available performance measures,
measurement systems, and means of sharing performance information with consumers, which
would be the basis for and means of patients and families making their health care decisions,
are not adequate. Until quality measures are developed that appropriately assess high priority
areas and improved patient outcomes, patients will not have valid and reliable data available
with which to properly assess quality—and then these data also need to be provided to
patients and their families in usable and useful formats for decision-making. In announcing
new initiatives related to “Meaningful Measures” and “Patients Over Paperwork,” CMS
Administrator Seema Verma acknowledges the challenges with administrative tasks, regulatory
burdens, and the quality measures that currently are used by Medicare—and ACP is hopeful
that the work under those initiatives can lead to an environment that would eventually be able
to support a greater, and more informed, ability of consumers to make choices based on quality
and cost.
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As outlined in ACP’s newly released paper titled “Improving Health Care Efficacy and Efficiency
Through Increased Transparency,”11 price should never be used as the sole criterion in choosing
a clinician, health care service, health plan, or payment model. Therefore, transparency of
reliable and valid price information, expected out-of-pocket costs, and quality data that allows
consumers, physicians, payers, and other stakeholders to compare and assess medical services
and products in a meaningful way is critical.
Along these lines, the College recommends that CMS and other stakeholders work together to
ensure proper patient education and that health literacy efforts are undertaken to promote
better, more accessible, and objective information about any cost and quality information, costsharing requirements, patient incentives, etc. that may be associated with a beneficiary
choosing to participate in a model. Comparison data on quality and price must be available in a
format that allows consumers to directly compare performance across entities. CMS should
also consider partnering with advocacy groups to host listening sessions and provide other
materials to ensure that consumers are educated on new models and their potential impact on
their care and relationships with physicians. More broadly, patient representatives should have
a role in discussions related to benefit design, payment model development, and related
patient education efforts.
The College also recommends that CMS consider supporting the development of all-payer
claims databases (APCDs), which can play an important role in standardizing information that
can be analyzed for use in APM development and price transparency. These databases should
be setup in a manner that they can be expanded to incorporate information beyond claims such
as qualified clinical data registry (QCDR) and vital statistics information.
ACP does not support Consumer-Directed Care and Market-Based Innovation Models
that would “incentivize them [patients] to achieve better health” if that means penalizing
patients who are unable to achieve desired health outcomes. While the College supports
voluntary models that offer the support needed to help patients achieve better health, such as
no-cost access to evidence-based smoking cessation, weight loss, and care coordination
services, such must models not penalize patients that fall short of meeting desired health goals
and outcomes. Models that would impose coverage limitations, financial penalties, or reduced
access to care for failure to achieve health goals will disproportionately impact poorer patients
who lack funds to pay for the additional out-of-pocket costs that may be imposed. Social
determinants of health such as socioeconomic status, inadequate housing and transportation,
lack of access to healthy foods, and racial and ethnic health disparities are known to negatively
impact patients’ health. Accordingly, Consumer-Directed and Market-Based Innovation Models
must not punish patients by withholding benefits or imposing financial penalties on them for
behaviors or actions that may be associated with social determinants that are largely beyond
their control. Models should recognize these factors and seek to identify causes, effects, and
11
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methods prevention of social determinants of health and their impact on patients while
avoiding penalizing patients. Quality and other performance measures utilized in these models
must also include risk adjustments that reflect the increased risk of disadvantaged patients.
ACP strongly recommends that models that are intended to promote behavior change by
offering supportive services to patients be designed to allocate health care resources fairly
without discriminating against a class or category of people. Furthermore, health plans should
not interfere with the ability of patients to communicate freely with physicians and other
health care clinicians. The physician should not be required to reveal information about the
patient that could jeopardize the patient-physician relationship, as discussed in an ACP paper
on Medicaid policy.12 A physician cannot properly treat a patient who is untruthful about
adherence to a medical plan for fear of loss of health benefits. Programs that use negative
incentives may interfere with the physician’s ability to exercise independent medical judgment
in developing an individual plan of care.
With regard to testing consumer-directed models including those that allow beneficiaries to
contract directly with clinicians such as direct patient care models, as outlined in our paper
titled, “Assessing the Patient Care Implications of ‘Concierge’ and Other Direct Patient
Contracting Practices: A Policy Position Paper From the American College of Physicians,”13 the
College supports physician and patient choice of practice and delivery models that are
accessible, ethical, and viable and that strengthen the patient–physician relationship. ACP
believes that physicians in all types of practices must:



Honor their professional obligation to provide nondiscriminatory care, serve all classes
of patients who are in need of medical care, and seek specific opportunities to observe
their professional obligation to care for the poor and
Be transparent with patients and offer details of financial obligations, services available
at the practice, and the typical fees charged for services.

Further, physicians in practices that choose to downsize their patient panel for any reason
should consider the effect these changes have on the local community, including patients'
access to care from other sources in the community, and help patients who do not stay in the
practice find other physicians. Additionally, the College has recommended that physicians who
are in or are considering a practice that charges a retainer fee should consider the effect that
such a fee would have on their patients and local community, particularly on lower-income and
other vulnerable patients, and ways to reduce barriers to care for lower-income patients that
may result from the retainer fee. These recommendations are also relevant for programs
developed that incorporate either or both of these elements—of reduced patient panel size
and charging of a retainer fee.
12
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The College has also called for independent research on direct patient contracting practices
(DPCP) that addresses the following:
 The number of physicians currently in a DPCP, where DPCPs are located
geographically, projections of growth in such DPCPs, and the number of patients
receiving care from DPCPs;
 Factors that may undermine the patient–physician relationship, contribute to
professional burnout, and make practices unsustainable and their effect on
physicians choosing to provide care through DPCPs;
 The impact and structure of DPCP models that may affect their ability to provide
access to underserved populations;
 The effect of DPCPs on the health care workforce;
 Patients' out-of-pocket costs and overall health system costs;
 Patients' experience with the care provided, quality of care, and outcomes; and
 The effect of physicians not participating in insurance and therefore not
participating in national quality programs, interoperability with other electronic
health record systems, and the associated effect on quality and outcomes.
The College notes that Administrator Verma recently announced a potential new Direct Primary
Care project that may be tested or implemented by the Innovation Center. ACP looks forward
to learning details of that project once available—and plans to provide feedback to the Agency
regarding its implementation to ensure it is aligned with our recommendations as outlined
above. Additionally, we would like to reiterate our comments from earlier that any new
primary care project should not jeopardize the important research methodology of CPC+.
3. Physician Specialty Models
a. Specialty Models
CMS Proposal:
The Innovation Center is interested in increasing the availability of specialty physician models to
improve quality and lower costs and engage specialty physicians in alternative payment models,
especially for independent physician practices. One potential option may be to include specialty
physician management of a defined population of beneficiaries with complex or chronic
medical conditions, including multiple chronic conditions. This may include the specialist
serving as the primary source of care and providing care coordination for medically complex
beneficiaries. Another option may be paying healthcare providers for limited episodes of care
based on quality measure performance and competitive pricing. For cancer care in particular, a
model could test full prepayment for Medicare and Medicaid beneficiaries, with care provided
in collaborative networks, possibly incorporating elements from the existing Oncology Care
Model. CMS solicits feedback from the provider community, patient and consumer advocacy
groups, and other stakeholders regarding their best ideas for new physician specialty models
and appropriate quality measures.
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ACP Comments:
Overall, the College supports increasing the availability of models that are targeted to
specialists and subspecialists. These groups currently have very few options, and many
specialties and subspecialties lack an Advanced APM that has a focus related to their area of
specialization. Many specialty-specific models are undergoing or have completed a review
through the PTAC. CMMI should implement an accelerated platform for testing models that the
PTAC makes a recommendation of at least limited testing. This should include models for both
primary care and non-primary care specialists and subspecialists.
While we agree that more models are needed for non-primary care specialists/subspecialists,
ACP is concerned that CMMI appears to be looking at models in which specialists assume the
role of the primary care physician, taking on the care coordination role of the broad spectrum
of needs that a medically complex patient may have. While there may be limited circumstances
under which this model would be appropriate (such as for an oncologist treating a cancer
patient), specialty APMs should consider how appropriate interaction between specialists and
primary care physicians should occur rather than attempt to replace the primary care role in
the care continuum with a non-primary care specialist.
Developing specialty APMs that do not embrace the roles that primary care physicians and
specialists play in managing the patient’s overall care in addition to any chronic and episodic
treatment/care needs will result in siloed, fragmented care, to the detriment of the patient’s
health needs. Models should encourage specialists and primary care physicians to coordinate
care. This is important so that if a specialist does provide the plurality of services for a period
(such as in cancer care), the oncologist is not acting in isolation from the patient’s other
physicians. Incentives can encourage accountability for the totality of a patient’s care
integration across primary care and specialty silos. This will help avoid redundancy in services
and fragmentation across multiple physicians.
As an example of a more appropriate way of interfacing a primary care PCMH with a
specialty/subspecialty practice, the College strongly recommends that CMS consider the
concepts outlined in our position paper on “The Patient-Centered Medical Home Neighbor: The
Interface of the Patient Centered Medical Home with Specialty/Subspecialty Practices”14
(PCMH-N), which was developed through representatives of ACP’s Council of Subspecialty
Societies (CSS). The concepts in that paper expand upon the typology of specialist roles offered
by Forrest.15 The College believes that the following clinical interactions between the PCMH
and the PCMH-N (specialist/subspecialist) may be appropriate:
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Preconsultation exchange—intended to expedite/prioritize care—a preconsultation
exchange either answers a clinical question without the necessity of a formal specialty
visit (“curbside consultation”) and/or better prepares the patient for specialty
assessment.
Formal consultation—to deal with a discrete question/procedure—is a formal
consultation limited to one or a few visits that are focused on answering a discrete
question. The specialty/subspecialty practice would not manage the problem on an
ongoing basis.
Co-management:
o With Shared Management for the disease—the specialty/subspecialty practice
provides guidance and ongoing follow up of the patient for one specific condition
but will not manage the illness on a day to day basis.
o With Principal care for the disease—both the PCMH/primary care practice and
specialty/subspecialty practice are concurrently active in the patient’s
treatment, but the specialty practice’s responsibilities are limited to a discrete
group or set of problems.
o With Principal care of the patient for a consuming illness for a limited period—
the specialty/subspecialty practice needs to temporarily become the first contact
for care of the patient because of the significant nature and impact of the
disorder. However, the PCMH/primary care practice still receives on-going
treatment information, retains input on secondary referrals, and may provide
certain, well-defined areas of care.
Transfer of patient to specialty/subspecialty PCMH for the entirety of care—this refers
to situations in which the specialty/subspecialty practice assumes the role of the
PCMH/primary care practice after consultation with the patient’s current personal
physician, and approval by the patient. This situation is best represented by a
specialty/subspecialty practice that is seeing a patient frequently over a relatively long
period for the treatment of a complex condition that affects multiple aspects of his or
her physical and general functioning. Representative examples include:
o An infectious disease practice caring for a patient with HIV/AIDS with complex
medical and treatment issues.
o A nephrology practice caring for a dialysis patient with end-stage renal disease.

These recommendations have since been operationalized through the development of ACP’s
High-Value Care Coordination Toolkit. This toolkit includes:




Pertinent data sets (PDS) of patient information not typically included in a generic
referral request to help ensure an effective and high value clinical engagement by the
referred to out-patient specialist/subspecialist;
Model Specialty Out-Patient Referral Request and Response Checklists;
Recommendations to help referring physicians and other healthcare professionals
engage in an effective “patient- and family-centered” referral process; and
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Care coordination agreements that define expectations and responsibilities for the
practices involved in a referral relationship.

This toolkit, as well as other educational and practical resources, are also being incorporated
into ACP’s work on our Support and Alignment Network (SAN) grant, as part of the CMS
Transforming Clinical Practice Initiative (TCPi). The efforts of our SAN, as well as the many
Practice Transformation Networks (PTNs) and other SANs with whom we are coordinating, to
improve care coordination across primary care and specialists is critically important and should
be incorporated into any new CMMI projects for physician specialists.
Additionally, the College reiterates its recommendations from our comments on the QPP
proposed rule16 regarding how to address concerns about the limited number of opportunities
now accessible for non-primary care specialists/subspecialists to participate in recognized APMs
and Advanced APMs:
● As we previously noted, a period of stability and predictability for Advanced APMs in
which the nominal amount standard remains constant is essential. Setting a bar for the
nominal amount standard that is uncertain in a few years will create a moving target as
groups are trying to properly design and test proposals for submission through the PTAC
process or direct implementation by CMMI. CMS should also maintain the current
standards for any new models being implemented for at least the initial years of
implementation to ensure stability in model testing.
● Priority consideration and testing of models involving physician
specialties/subspecialties with no current recognized APMs and Advanced APM options
available should be provided through the PTAC and CMMI along with a clear pathway
for models recommended by PTAC to be implemented as APMs under QPP, as detailed
below.
● CMS must create a platform to accelerate the testing of bundled payments and similar
episodes of care payment models. Bundled and episode of care payment models are
best aligned with the type of services provided by many of our subspecialists. To
accomplish this, CMS should consider extending the Bundled Payment for Care Initiative
(BPCI) and expanding it beyond the current inpatient-based tracks or instituting a new
ambulatory-based bundled payment initiative.
Additionally, a major problem faced by most bundled payment APMs being considered by our
subspecialist members is how participants in these developing payment models will be able to
meet the necessary qualifying participant (QP) payment amount or patient count thresholds.
The bundled services within the developing models only cover a relatively small number of the
overall patients within their panels. Alternative means of addressing this issue include:
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● Providing increased flexibility for eligible clinicians to participate in multiple Advanced
APMs and combining payment/patient count amounts when determining whether the
threshold has been obtained. CMS’ decision to allow CPC+ practices to participate
within the Medicare Shared Saving Program is an example of the type of flexibility that
may assist physicians and other eligible health professionals to become QPs while
engaged in a recognized bundled payment advanced payment model.
● Developing pathways using the “virtual group” language in MACRA allow practices to
combine their Advanced APM activities and related payment/patient count amounts
when determining whether the QP threshold has been obtained.
b. Physician-Focused Payment Model Technical Advisory Committee (PTAC)
Recommended Models
CMS Proposal:
In addition to creating MIPS and Advanced APMs, MACRA also creates incentives for physicians
to participate in Alternative Payment Models (APMs), including the development of physicianfocused payment models (PFPMs). Section 101(e)(1) of MACRA creates the Physician Focused
Payment Model Technical Advisory Committee (PTAC). PTAC makes comments and
recommendations to the Secretary on proposals for physician-focused payment models
submitted by individuals and stakeholder entities. The Secretary may choose to recommend
Innovation Center testing of models recommended by PTAC.
ACP Comments:
ACP supports the PTAC and its important role in evaluating and making recommendations on
physician-focused payment models. The College would like to reiterate recommendations from
our comments17 on the QPP proposed rule for CY 2018 on some improvements that can be
made to accelerate the process for making additional Advanced APMs available.
The College recommends that CMS provide a clear pathway for models recommended by
PTAC to be implemented as APMs under MACRA. As a part of this process, CMS should
establish a date by which the Secretary will post an initial response to recommendations
received from the PTAC. In order to maximize the availability of APMs to specialists and
subspecialists, ACP recommends that CMS post a response within 60 days of the receipt of
recommendations from the PTAC.
ACP also urges CMS to make technical assistance available to stakeholders that are
developing PFPMs for PTAC review. Organizations that seek to propose PFPMs through the
PTAC often lack sufficient expertise in at least a few areas that are needed to fully develop
proposals for review, causing changes to be made throughout the PTAC process. CMMI should
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offer technical assistance to organizations as needed throughout the development process
based on expertise gained in the design and testing of other models.
Access to appropriate data that is needed to design the payment structure underlying a model
also presents challenges. ACP encourages CMS to provide access to data and analytics to assist
stakeholders in the process of developing APM proposals that can benefit from refinements
prior to submission to the PTAC. For groups without sufficient resources to hire analytics
consultants, CMS should consider providing the claims analysis that is necessary for submission
with proposals to the PTAC.
4. Prescription Drug Models
CMS Proposal:
CMS wants to test new models for prescription drug payment, in both Medicare Part B and Part
D and State Medicaid programs that incentivize better health outcomes for beneficiaries at
lower costs and align payments with value. Models that better align incentives and engage
beneficiaries as consumers of their care can continue to improve patient outcomes while
controlling drug costs. Models that contemplate novel arrangements between plans,
manufacturers, and stakeholders across the supply chain, including, but not limited to
innovative value based purchasing arrangements, and models that would increase drug pricing
competition while protecting beneficiaries’ access to drugs are of particular interest.
ACP Comments:
Prescription drug pricing and costs are of considerable interest to ACP members. ACP believes a
truly competitive marketplace can help to keep prescription drug costs reasonable for
consumers; however, the current marketplace is broken and is not efficiently self-regulating.
ACP’s position paper “Stemming the Escalating Costs of Prescription Drugs” puts forth several
recommendations with regards to lowering the cost of prescription medications through
transparency, competition, and multi-stakeholder engagement, including the following:
● There should be transparency in the pricing, cost, and comparative value of all
pharmaceutical products:
a. Pharmaceutical companies should disclose:
i. Actual material and production costs to regulators;
ii. Research and development costs contributing to a drug's pricing,
including those drugs which were previously licensed by another
company.
b. Rigorous price transparency standards should be instituted for drugs
developed from taxpayer-funded basic research.
● Medicare and other publicly funded health programs should have the flexibility to
negotiate volume discounts on prescription drug prices and pursue prescription drug
bulk purchasing agreements.
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● Legislative or regulatory measures to develop a process to reimport certain drugs
manufactured in the United States should be pursued, provided that the safety of the
source of the reimported drug can be reasonably assured by regulators.
● Policies or programs that may increase competition for brand-name and generic solesource drugs should be established.
● Research into novel approaches to encourage value-based decision making should be
conducted, including consideration of the following options:
a. Value frameworks;
b. Bundled payments;
c. Indication-specific pricing;
d. Evidence-based benefit designs that include explicit consideration of the
pricing, cost, value, and comparative effectiveness of prescription medications
included in a health plan's benefit package.
Potential Prescription Drug Models should take into consideration the variation among drug
classes with regard to the availability of alternative treatment options and the existing
reimbursement rates for certain drugs. In certain drug classes, there are very few options for
treatment or difference in price among drugs. Additionally, any Prescription Drug Model should
not place the primary responsibility of keeping costs down on the prescriber.
ACP outlined ways physician engagement would be beneficial to potential drug pricing models
in a May 2016 letter regarding CMMI’s proposed Part B Drug Pricing Model. These benefits
include a heightened understanding of how physicians measure effectiveness of drugs in
patients long-term and ways to capture this information.
The College is also an active participant and partner in the Campaign for Sustainable Rx Pricing
(CSRxP). The Campaign works foster a national dialogue focused on innovation and affordability
in drug pricing, through support of market-based reforms that address the underlying causes of
high drug prices in the U.S. through increased transparency, competition, and value. We
encourage CMS to consider CSRxP’s recommendations as the Agency considers developing
prescription drug models.
5. Medicare Advantage (MA) Innovation Models
CMS Proposal:
CMS wants to work with Medicare Advantage (MA) plans to drive innovation, better quality and
outcomes, and lower costs. CMS seeks to provide MA plans the flexibility to innovate and
achieve better outcomes. CMS is currently implementing an MA plan model, the Medicare
Advantage Value-Based Insurance Design (VBID) model, that provides benefit design flexibility
to incentivize beneficiaries to choose high-value services; but this model could be modified to
provide more flexibility to MA plans and potentially add additional states. More generally, CMS
is interested in more models in the MA plan space and regulatory flexibility as necessary for
purposes of testing such models. CMS is potentially interested in a demonstration in Medicare
Advantage that incentivizes MA plans to compete for beneficiaries, including those
18

beneficiaries currently in Medicare fee-for-service (FFS), based on quality and cost in a
transparent manner. CMS is also interested in what additional flexibilities are needed regarding
supplemental benefits that could be included to increase choice, improve care quality, and
reduce cost. Additionally, CMS seeks comments on what options might exist beyond FFS and
MA for paying for care delivery that incorporate price sensitivity and a consumer driven or
directed focus and might be tested as alternatives to FFS and MA.
ACP Comments:
ACP supports transparency in the development of payment models, including those MA plans
that are designed as alternative payment models. While most MA plans currently operate on a
fee-for-service basis, they have the flexibility to test alternate payment structures as well as
offer supplemental services that are not covered under traditional Medicare. Along these lines,
the College suggests that CMMI consider ACP’s recommendations in our recent position paper
on “Promoting Transparency and Alignment in Medicare Advantage”18 in contemplating how
MA fits within the drive toward more value-based care, which include the following:
● MA plans must become transparent in their processes, policies, and procedures for how
they develop and administer their MA plans and portfolios for all key stakeholders to
ensure program integrity. This includes transparency in payment structure and design
as well as financial and quality-based incentives to ensure that elements that prove
successful can be considered for incorporation into other APM designs.
● All payment models and incentives, including new alternative payment models,
implemented by MA plans with participating physicians should foster high-value care to
all beneficiaries, and aim to engage participating physicians in designing and
implementing value-based payment. They should also encourage delivery system
reforms that allow them and other members of the clinical care team to share in savings
associated with providing high-value, coordinated primary and comprehensive care.
● Increased research is necessary on the effects of excessive administrative tasks on
physicians and beneficiaries who participate in MA plans as well as research on best
practices to help reduce excessive and burdensome administrative tasks and further
align administrative processes within the MA Program and across traditional Medicare.
● The quality measurement systems for both MA plans and traditional Medicare should
align to promote high-quality care for all beneficiaries, streamline quality reporting
across Medicare programs, encourage administrative simplification, and provide
beneficiaries with a clear and understandable means to compare benefits and options
across Medicare programs.
● Processes and requirements for risk stratification and capturing severity of illness should
be transparent and align across all MA plans.
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● MA plans should provide beneficiaries with a clear and understandable means to
compare benefits and options when deciding between an MA plan and traditional
Medicare.
● More research on how federal payments to the MA Program are utilized by MA
Organizations is needed. Specifically, ACP calls for further research on the types of
payment models used and prices paid by Medicare Advantage Organizations (MAOs) to
contracted physicians, hospitals, and other clinicians compared with the models used
and prices paid by traditional Medicare and commercial health insurance plans.
Additionally, as the College notes in our comments19 on the QPP proposed rule for CY 2018,
ACP supports the idea of allowing an additional pathway for Qualifying Participant (QP)
determination through the patient count test for clinicians participating in Advanced APMs in
the MA program as long as they are able to clearly demonstrate they are participating in a
qualifying payment arrangement that meets the Advanced APM criteria for QPP. The College
recommends CMS use their authority to reconsider the types of beneficiaries included in the
overall patient count for QP determination to include MA beneficiaries earlier than the
proposed 2019 implementation of the Other Payer option. A simple and understandable
attestation process that requires only the necessary information to determine Advanced APM
qualifications should be developed to minimize burden.
Other-payer value-based payment designs often differ in structure from the strict criteria that
CMS established for determining whether Medicare APMs are considered Advanced APMs. This
includes differences in financial incentives and risk as well as variables like use of quality
measures and use of EHRs. While Medicare Part B APMs are limited to quality measures that
are comparable to those used in MIPS and require use of CEHRT rather than just use of EHRs,
APMs from other payers including MA plans may not use identical wording in contracts.
Therefore, we further recommend that CMS consider using significant flexibility in determining
whether other-payer APMs can be considered Advanced APMs for the purposes of QP
determinations under the other-payer combination option in QPP.
6. State-Based and Local Innovation, including Medicaid-Focused Models
CMS Proposal:
States play a critical role in innovation and delivery of high quality care. CMS wants to partner
with states to drive better outcomes for people based on local needs. CMS and the Innovation
Center have worked with states on a variety of initiatives including the State Innovation
Models, Innovation Accelerator Program, Strong Start and Medicaid Incentives for the
Prevention of Chronic Diseases Model. These efforts and a variety of successful State-led
models provide lessons learned for advancing innovation. Through this model focus area, States
could drive reform and innovation. Healthcare providers and states would work with CMS to
19
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develop state-based plans and local innovation initiatives to test new models. Models would
vary based on the needs and goals of each state for improving care and lowering costs, but
could include providing states with more flexibility for multi-payer reforms as well as increasing
opportunities for physicians serving Medicaid and CHIP populations to participate in valuebased payment models. Models specific to Medicaid populations would also be considered.
CMS would rely on authority under sections 1115 and 1115A of the Act in developing and
implementing such models.
ACP Comments:
In general, the College is supportive of state- or local-level innovative models and again would
recommend that our earlier feedback regarding how best to increase and improve participation
in Advanced APMs be considered—including maintaining or reducing nominal amount
standards for risk to create stability as models are being developed; creating lower nominal
amount standard for models focused on small practices and those in rural areas and health
professional shortage areas (HPSAs); making other payer Advanced APM requirements more
flexible; and allowing successful state and local models to be expanded through 1115A(c)
authority to allow the model design to be used as a Medicare Advanced APM option, including
medical home and specialty practice models with or without a risk-bearing requirement. For
example, Medicaid medical home models such as the Arkansas PCMH model have shown
success in improvements in quality and decreases in costs20 that warrant consideration by the
Innovation Center for expansion under 1115A(c).
ACP also appreciates the Administration’s interest in creating opportunities for physicians
serving Medicaid and CHIP populations, where reimbursement rates are often significantly
lower than for Medicare. Any new projects aimed at those populations must also ensure that
the measures they use are appropriately risk adjusted including adjustments for socioeconomic
status and other factors such as patient frailty. Failing to properly risk adjust creates a system
that inappropriately penalizes physicians with higher numbers of lower income or frailer
patients, which could cause physicians to cherry-pick the patients that will be less costly at the
detriment of those most in need of care.
It is also important that models designed for Medicaid and CHIP populations ensure that these
patients continue to have access the same high quality services that are available across the
entirety of the program. Testing new payment models for these vulnerable populations should
not be used as a mechanism to test limiting access to services or care that are otherwise
available to other patients within the program. It is critical that these new innovative models
are used to enhance patient care and improve outcomes rather than creating large variations in
the services covered/provided to Medicaid and CHIP beneficiaries across different states.

20

http://humanservices.arkansas.gov/pressroom/PressRoomDocs/DMSpatientcentermhawardsNRoct15.pdf

21

7. Mental and Behavioral Health Models
CMS Proposal:
CMS is actively exploring potential models focused on behavioral health, including focus areas
such as opioids, substance use disorder, dementia, and improving mental healthcare provider
participation in Medicare, Medicaid, and CHIP through models that enhance care integration
and/or utilize episode payment. CMS is interested in stakeholders’ views of the best payment
models and state and local interventions to improve care in these areas.
ACP Comments:
ACP supports the integration of behavioral health care into primary care and encourages its
members to address behavioral health issues within the limits of their competencies and
resources. To achieve this, public and private health insurance payers, policymakers, and
primary care and behavioral health care professionals should work toward removing payment
barriers that impede behavioral health and primary care integration. Stakeholders should
ensure the availability of adequate financial resources to support the practice infrastructure
required to effectively provide such care. The College also supports increased research to
define the most effective and efficient approaches to integrate behavioral health care in the
primary care setting.
Regarding the guiding principles, we concur that benefit design is important, especially related
to pain management and treatment of substance use disorders. We strongly support further
research and broader access to non-pharmacologic pain management. To accelerate the
development of high-quality evidence for non-opioid pain treatments, ACP supports:
•
•
•

PCORI-funded and AHRQ-funded research addressing safety, quality, comparative
effectiveness, and cost effectiveness of non-opioid pain management strategies;
Large randomized controlled clinical trials whenever possible; and
Encourages the incorporation of patient-centered and patient-reported outcomes in
new research to appropriately characterize and assess potential benefits of these
therapies.

ACP also believes that to facilitate improved access to non-opioid methods of pain control, CMS
should reduce cost sharing and eliminate the need for prior authorization for non-opioid pain
management strategies.
We strongly encourage comprehensive coverage of evidence-based treatment of substance use
disorders. CMS must reduce barriers that impede access to substance use disorder treatment
services, including medications to treat opioid use disorder (methadone, buprenorphine, and
naltrexone) and to medications for overdose prevention (naloxone). Public and private insurers
should remove onerous limits on medications for overdose prevention and medication-assisted
treatment, including burdensome prior authorization rules or lifetime limits on buprenorphine
that prevent medically necessary care. For example, California's Medi-Cal program no longer
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requires physicians to have a Treatment Authorization Request before using buprenorphine to
treat opioid use disorder.
ACP does not endorse any specific model but several approaches to integrated behavioral
health care in the primary care setting have received substantial validation in the literature,
including the following:






The PCMH model, with its emphasis on whole-person primary care, care coordination,
and delivery of care by a team of professionals, is an excellent foundation for this
integration of care.
The Improving Mood–Promoting Access to Collaborative Treatment model for
depression has been effective in multiple health care systems with several populations
and various comorbid conditions.21
Crystal Run Healthcare and Essentia Health, have sought to better integrate behavioral
health in the primary care setting within an accountable care organization framework.22
Montefiore Health System’s Henry Chung, MD and colleagues have developed a
“continuum-based framework” designed to guide small and medium-size practices to
integrate behavioral health into the primary care setting.23

ACP is also strongly supportive of the Collaborative Care model as an evidence-based approach
for integrating physical and behavioral health services that can be implemented within a
primary care-based Medicaid health home model, among other settings. Collaborative care
includes: (1) care coordination and care management; (2) regular/proactive monitoring and
treatment to target using validated clinical rating scales; and (3) regular, systematic psychiatric
caseload reviews and consultation for patients who do not show clinical improvement.
The low physician reimbursement structure finalized by CMS for the collaborative care model
has limited the primary care physician participation in the model. The reimbursement structure
does not allow the primary care physician to sustain a care manager and provide the level of
care needed to sustain this model in the primary care office. CMMI must make sure physician
payment rates are set at levels to ensure there is sufficient participation.
8. Program Integrity
CMS Proposal:
CMS is seeking comment on ways that CMS may reduce fraud, waste, and abuse and improve
program integrity. The costs and effectiveness of different approaches to program integrity
could be tested to help CMS find the ideal balance between burdens on patients and additional
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workload created for the physician and effectiveness of the review. Such an approach could be
tested as part of a new model and/or be layered on top of other models.
ACP Comments:
ACP supports healthcare resources being allocated in a prudent manner that emphasizes
evidence-based care and mitigates inefficiencies, waste, and fraud. However, efforts to reduce
fraud, abuse and waste under the healthcare system should not create unnecessary burdens for
physicians who do not engage in illegal activities.
Fraud and abuse laws and their enforcement are an onerous burden on practicing internists.
These laws have created an atmosphere in which physicians feel that almost all of their
behavior is suspect. In particular, many physicians believe that inadvertent billing and coding
errors made in the context of a complex system are being treated as fraud. The College seeks
to: 1) reduce unnecessary burdens for physicians who do not engage in illegal activities and 2)
prevent and punish fraud. ACP’s position paper, “Putting Patients First by Reducing
Administrative Tasks in Health Care: A Position Paper of the American College of Physicians,”24
outlines a number of suggestions for how to reduce burdens on physicians who are meeting
program integrity requirements.
To increase program integrity, CMMI could promote consistency by creating template or model
fraud and abuse waivers that will generally apply to future models. Currently, the waivers’
requirements vary by model. This may lead to clinician confusion and may make it more
difficult to manage a growing portfolio of models. When contemplating template waivers, CMS
should consider examining the pre-participation and participation waivers in the Medicare
Shared Savings Program.
Additionally, ACP recommends that CMS consider waiving the reviewing medical record
documentation of any history and/or any physical examination in determining the level of
service. Rather, the only documentation reviewed should be the level of medical decisionmaking or time, particularly when counseling or coordination of care comprises more than 50%
of the encounter. This will immediately improve care because it will allow physicians to spend
more time with their patients, and will help to unclutter the medical record because
documentation will be consistent with what physicians actually need to document to provide
patient care.25 26
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III.

Conclusion

ACP appreciates the opportunity to provide feedback on the Innovation Center’s New Direction
RFI. We hope that CMS carefully considers our recommendations on accelerating the
development of new and expanded options for Advanced APM participation, while also
considering the challenges that exist in moving too quickly toward consumer-driven care and
market-based models involving price transparency. The College looks forward to continuing to
work with CMS to support the transition to innovative value-based care models and the
development of performance measures that are truly meaningful to physicians and their
patients. These new measures can better contribute to improved patient quality and outcomes
and reduced costs, ultimately allowing enhanced price transparency for patients, physicians,
and payers.
Thank you for considering our comments. Please contact Brian Outland, PhD, Director of
Regulatory Affairs, if you have questions or need additional information.
Sincerely,

Jacqueline W. Fincher, MD, MACP
Chair, Medical Practice and Quality Committee
American College of Physicians
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November 13, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Attention: Innovation Center New Direction
P.O. Box 8013
Baltimore, MD 21244-8013
Dear Administrator Verma,
The American College of Preventive Medicine (ACPM) is pleased to submit comments in
response to a recently proposed informal request for information (RFI) – ‘Center for Medicare
and Medicaid Innovation (Innovation Center) New Direction’ – released by the Centers for
Medicare & Medicaid Services (CMS). Founded in 1954, ACPM is a professional medical
society of more than 2,700 physicians employed in government, clinical settings, industry, health
plans, academia, and other entities worldwide. ACPM is committed to improving individual and
population health through evidence-based health promotion, disease prevention, and systemsbased approaches to improving health and health care.
In an opinion editorial published in The Wall Street Journal, you indicated that there must be a
‘shift away from a fee-for-service system that reimburses only on volume and move towards a
system that holds providers accountable for outcomes and allows them to innovate.’ ACPM
agrees.
The College’s broad physician membership and unique mission bridge clinical medicine and
public/population health in addressing health system challenges. As such, ACPM has led several
recent efforts to think differently about how health care can produce better outcomes more
effectively and efficiently. The College has partnered with the CDC to promote the
understanding and acceleration of Health Systems Transformation1 and to improve the adoption
of underutilized, evidence-based practices for six leading costly and disabling conditions (6|18
Initiative).2
The Innovation Center plays a crucial role in catalyzing new thinking and evidence-based
demonstration projects that enhance the prevention and management of chronic
diseases. Chronic conditions such as high blood pressure, cholesterol, heart disease and diabetes
are highly prevalent among Medicare beneficiaries. Diabetes affects more than 25% of
Americans 65 and older.3 In 2016 alone, Medicare is estimated to have spent 42 billion USD
more on beneficiaries with diabetes than it would have spent if those beneficiaries did not have

diabetes. Hence the Medicare Diabetes Prevention Program (MDPP), the Innovation Center’s
premier model geared towards prevention, was established under the Healthcare Innovation
Awards because it met the statutory criteria for expansion. The model is a structured behavior
change intervention that aims to prevent the onset of type 2 diabetes among Medicare
beneficiaries diagnosed with prediabetes.3 This model, expected to be rolled out next year, will
play a significant role in delaying and or preventing type 2 diabetes among Medicare
beneficiaries, half of whom are at risk for diabetes or have prediabetes.4
ACPM is also currently engaged in efforts to raise awareness and incentivize providers in
various practice settings to screen, test and refer their patients to a CDC-approved National
Diabetes Prevention Program (NDPP). One of the barriers that prevents providers from
engaging their patients in lifestyle behavior change is lack of reimbursement. But through
MDPP, the Innovation Center is taking the lead to address this barrier, thereby setting an
example for private payers throughout the country.
ACPM agrees that consumers need to be better educated and patients better engaged and
empowered to seek value and quality in health care. But in many cases, truly consumer- and
patient-centric knowledge, skills and support are absent or inadequate. ACPM, which convened
leading medical specialties nearly a decade ago to address the “root cause” of 75% of US health
care spent on common chronic diseases,5 is committed to improving what the public and patients
know about the cause of disease and to assist their providers to prevent, treat and reverse illness
with new approaches. ACPM led the creation of a Lifestyle Medicine Core Competencies
Program (LM Program)6 now available to physicians and providers nationwide to better assist
patients to reduce or eliminate costly and often risky prescription drugs and live longer and better
through the evidence-based application of healthy behaviors.
Through the Million Hearts Risk Reduction Model (also established under the Healthcare
Innovation Awards) ACPM has offered this 30-hour LM program, at no cost, to providers who
participate in this model. Providers are enabled to gain competencies in lifestyle medicine and,
by counseling their patients effectively towards positive behavior change, they may help reduce
the risk of heart attack and stroke among their patients. These providers are able to offer a
highly innovative, evidence-based program to their patients, a choice that is currently not
pursued by many physicians practicing in the traditional fee-for-service environment.
ACPM believes that the following specific areas, relevant to the Innovation Center achieving its
mission, warrant development and trial:


Development, testing and deployment of evidence-based shared decision-making aids for
lifestyle/behavioral change vs. prescription drug management of the most common and
costly preventable chronic conditions including hypertension, hyperlipidemia, type 2
diabetes, depression and musculoskeletal injuries. Patients cannot be empowered if they
are not adequately informed. Well-designed decision-aids have been shown to improve
outcomes and reduce costs (for select preference-sensitive surgeries) but are largely
absent for the most costly and prevalent diseases. These decision-aids have not emerged
and are unlikely to receive developmental support from private sources such as
pharmaceutical companies or health systems, particularly if the outcome is reduced
utilization of drugs and costly interventions.







Consumer-directed health plans using accounts (health reimbursement arrangements and
health savings accounts) particularly with value-based incentives and tools can be further
enhanced by improving education about the effectiveness of basic clinical preventive
services. Despite being paid for at 100%, their persistent underutilization needs to be
better understood and remediated. New educational and benefit design approaches using
value-based incentives (likely using new insights from behavioral economics) should be
tested.
Expanded use of telehealth moving care into the home, school, worksite and communities
should be promoted as more convenient, less costly and likely safer than current
traditional fee-for-in-person-only service models. Health coaching as an extension of
physician and provider in-office visits could be accelerated by CMMI initiatives.
Design and expansion of group- and population-based interventions either in-person or
using telehealth technologies to initiate and sustain behavior change and optimize care
management. Some leading health plans promote payment for such visits but the lack of
consistency and demonstrated effect (similar to DPP) impedes broader use and
subsequent reduction in disease burden and medical costs vs. “usual care” practices. In
addition, the Innovation Center should consider instituting trials of intensive disease
reversal programs, for more rapid study and payment adoption.

ACPM firmly believes that the Innovation Center fosters a more effective, affordable and
accessible healthcare system. We agree that more can and should be done. We applaud the
inclusion of state-based and local models focused on Medicaid, and models focusing on mental
and behavioral health. In order for providers and consumers to stay engaged, we propose the
establishment of a panel composed of providers from multiple specialties, including preventive
medicine physicians, who are in the front line, continually interacting with patients and
communities to improve health at the individual and population levels. This panel of providers
and other stakeholders can continuously give feedback to ensure that the Innovation Center is
achieving its goals.
The Innovation Center is a positive disruptor, empowered with the ability to harness the talent of
providers, payers and healthcare leaders throughout the country and incentivize the most
effective programs that reduce cost, and improve quality of care and health outcomes. We urge
CMS to retain the Innovation Center as a vehicle to accelerate the transformation of health
systems and enhance our population’s health.
The College looks forward to our continued partnership with the CMS to ensure the ongoing
success of the Centers for Medicare and Medicaid Innovation.
Sincerely,

Michael A. Barry, CAE
Executive Director
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October 18, 2017
Submitted electronically via: CMMI_NewDirection@cms.hhs.gov
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
P.O. Box 8013
Baltimore, MD 21244-1850
RE:

Centers for Medicare & Medicaid Services: Innovation Center New Direction

Dear Administrator Verma:
ACRO is pleased to respond to your request for information (RFI) regarding the CMS Innovation
Center and ideas regarding a new direction to promote patient-centered care and test market-driven
reforms that empower beneficiaries as consumers, provide price transparency, increase choices and
competition to drive quality, reduce costs, and improve outcomes. In particular, ACRO was pleased
to note the following excerpt from the RFI relating to paying healthcare providers for limited
episodes of care based on quality measure performance and competitive pricing:
•

For cancer care in particular, a model could test full prepayment for Medicare and
Medicaid beneficiaries, with care provided in collaborative networks, possibly
incorporating elements from the existing Oncology Care Model.

ACRO believes that such a model for radiation oncology could improve quality, increase adherence
to nationally accepted guidelines and avoid unnecessary costs. We consider the language in the RFI
relating to the testing of full prepayment for cancer care episodes as another positive step
towards realizing a new, better way for paying for cancer care. We also note that prospective case
rate payments combined with utilization monitoring have the potential to improve the quality of
care by reducing over- and under-treatment. Such models have been in existence in the private
sector since 2012 1.
Over the last several years, community based radiation oncologists have grown increasingly
concerned about payment instability under the Medicare Physician Fee Schedule. It is for this
reason that Congress unanimously enacted the Patient Access and Medicare Protection Act, P.L.
1

Falit, Benjamin, MD, JD, et al., Design and Implementation of Bundled Payment Systems for Cancer Care and
Radiation Therapy, 11 April 2014

114-115. This legislation contained two key provisions. First, the bill prohibited specified
adjustments to the Medicare Physician Fee Schedule for certain radiation therapy services in 2017
or 2018. Second, the bill required that HHS submit a report to Congress on a potential episodic
alternative payment model for radiation oncology.
ACRO appreciated the opportunity to participate in the Radiation Therapy Public Forum on May 3,
2017 and continues to appreciate the dedication and hard work the CMMI Patient Care Models
Group has undertaken towards development of this report to Congress. CMMI has been engaged
with the stakeholders in this project and we look forward to this report being released.
In that light, we resubmit to CMMI as an addendum to this letter ACRO’s comments to the CMMI
Patient Care Models Group which reflects the College’s recent thinking in this regard. Consistent
with the evidence regarding payment volatility included in that letter, we believe any new episodic
payment model for radiation therapy should – as noted in this RFI – test full prepayment for
Medicare and Medicaid beneficiaries. This could be achieved through the development of new
radiation therapy episodic case rate codes which are valued using historical claims data to arrive at a
prospective case rate for year 1 represented by a G-code in the Physician Fee Schedule and then
updated by the update factor in the Physician Fee Schedule for year 2 and subsequent years.
As we have indicated in previous correspondence and meetings we believe a prospective case rate
approach would empower beneficiaries as consumers, provide price transparency, increase choices
and competition to drive quality and reduce costs. Beneficiaries often compare prices of health care
products when purchasing products online. However, there are many barriers to comparing costs
for healthcare services. Prospective case rate payments for individual cancer types will help
beneficiaries compare healthcare services and potentially save thousands of dollars. We would be
supportive of price transparency to achieve this goal for our patients. Also, as we had mentioned in
our May 29, 2017 communication, we believe that our radiation therapy APM will encourage
quality care, adherence to guidelines, and accreditation unencumbered by choice of modality or
number of treatments which are often adversely encourage by the fee-for-service model. Finally, a
prospective payment case rate removes the need to wait for payment reconciliation (and related
payroll issues) from current retrospective APM models.
Thank you for your consideration. Please feel free to contact Jason McKitrick
if you have any questions concerning our comments.

Sincerely,

Sincerely,

Eduardo Fernandez MD, PhD, FACRO FASTRO
President
American College of Radiation Oncology

Sheila Rege, M.D. FACRO
Chair, Economics Committee
American College of Radiation Oncology

ADDENDUM

May 29, 2017
Dear CMMI Members of the Patient Care Models Group:
We appreciated the opportunity to participate in the Radiation Therapy Public Forum on May 3,
2017. We remain impressed with the in-depth data analysis and transparency the CMMI Patient
Care Models Group has shared with us. We believe there is urgency in developing an episodic
Advanced Alternative Payment Model (Advanced APM) for radiation oncology (RO APM) for
non-facility settings. We appreciate the dedication and hard work the CMMI Patient Care
Models Group has undertaken towards development of this report to Congress.
ACRO believes that an Advanced APM for radiation oncology will improve quality, increase
adherence to nationally accepted guidelines and avoid unnecessary costs. Case rate payments
combined with utilization monitoring may have the potential to improve the quality of care by
reducing over- and under-treatment. A national managed care organization (Humana 21C
contract) introduced case rate payments at one multi-site radiation oncology provider while
maintaining only fee-for-service payment at others. 1 After the introduction of case rates, there
were no significant changes in guideline-based care in breast, lung, and skin cancer. However,
patients with bone metastases and prostate cancer were significantly more likely to have received
guideline-based care (RR = 2.0 and 1.1, respectively, p<0.05). For the aggregate of all cancers,
the under-treatment rate significantly declined (p = 0.008) from 4% to 0% after the introduction
of case rate payments, while the over-treatment rate remained steady at 9%, with no significant
change (p = 0.20).
SUMMARY OF RECOMMENDED COMPONENTS
The main components of the ideal model should include:
• Similar to the Humana/21C working model; 15 Primary Disease Groups should be
included (Breast, Lung, Prostate, UGI, LGI, HN, non-melanoma Skin, CNS) as well as 2
secondary disease groups (Bone Mets, Brain Mets)
• Payment model targets all radiation services 77xxx during a 3-month period following
the initiation of the trigger code (77261 or 77262 or 77263).
• Payment can be based on prior 2 or 3 year reference period (i.e. 2014-2016 for 2018 CY)
1
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•
•
•

Adjustment should be considered to account for geographic variation or rural areas
A 2.75% discount can be applied on payments.
Proposed requirements for practices:
o Provide 24/7 patient access to an appropriate clinician who has real-time access to
patient’s medical records
o Use certified Electronic Health Record
o Accreditation by ACRO, ACR or ASTRO
o Utilize data for continuous quality improvements
o Document a care plan for every RO APM patient that contains the 13 components
in the Institute of Medicine Care Management Plan to include treatment goals,
care team, psychosocial support, and estimated patient out-of-pocket costs.
o Treat patients with therapies consistent with nationally recognized clinical
guidelines (NCCN or ASTRO or ACR appropriateness criteria) or provide a
rationale for not following the clinical guidelines
o APM covers Medicare fee for service (APM-FFS) and other payers (APM-OP).
Other payers may include commercial payers, state Medicaid agencies or other
government payers (including Tricare, FEHBP and state employee health plans)
o Commit to participation in RO APM for its 5 year duration; and begin
performance within 90 days of APM-FFS performance period
o Similar to the Humana/21C and Kaiser/UCSD model, we would not advocate a
total cost of care model. At our in person meetings, we discussed models with no
extra per beneficiary per month payment during radiation episode. We would
suggest a registry or other mechanism to study complications as this model
evolves.
o Potential Payment methods discussed below
o One bundled payment allowed in each 90 day period (similar to 21C Humana
model)

Participant monitoring activities will include tracking of claims data, patient surveys, site visits,
analysis of quality measurement data, medical record audits, tracking of patient complaints and
appeals.
SCOPE OF PROPOSED PAYMENT MODEL
Similar to Slide 10 of the May 3 presentation; we would propose that process of care in radiation
oncology be broken down into a series of categories:
• Patient Evaluation (Evaluation and Management Codes 99xxx)
• Preparing for Treatment (includes clinical treatment planning codes 77261, 77262, 77263
as well as simulation and isodose planning)
• Medical radiation physics, dosimetry, treatment devices and special services (77xxx)
• Radiation Treatment Delivery (77xxx)
• Radiation Treatment Management (77xxx) and
• Follow-up care management (99xxx)
The decision to recommend radiation is made by the radiation oncologist following evaluation of
the patient at the time of new patient or follow-up patient visit. The act of integrating the
2

patient’s overall medical condition and extent of disease with a plan for therapy would trigger
the clinical treatment planning process (77261, 77262, 77263) the 90 day episode performance
period. The billing of one of these codes would be the trigger to begin the episode for the RO
APM model. Clinical treatment planning is a separate and discrete step in the process of care.
Within clinical treatment planning, the radiation oncologist develops the specific parameters of
the radiation, including the overall clinical, physical and technical aspects of radiation required
for safe and effective treatment of the patient. As per slide 10 from the May 3 CMMI
presentation, all 77xxx codes related to technical preparation and special services, treatment
delivery and management would be included. This model would target physician group practices
that prescribe radiation for cancer and should be centered on a 90 day episode of care triggered
by 77261, 77262 or 77263. The 90 day episode would include all radiation treatments (77xxx
codes) delivered during this period payable under one bundle (e.g. new lung cancer diagnosis
with sequential bone metastatic disease within the initial 90 day period). Patients who begin
another course of radiation after completing the 90 day episode will trigger a new episode for
another 90 day time period.
This model will include approximately represents 90% of all cancers requiring radiation
treatment. Examples are listed below.
Primary Disease Groups
Breast

Respiratory

Prostate

Upper GI

Lower
GI

GYN

Head
&
Neck
C01C14
C30C32
C77.0

ICD 10s

C50
D05

C33-34

C61

C15-17
C22-25

C18C21

C51-C57

Comments

All
Invasive
and in
situ
disease

All NSCLC
and SCLC

Esophagus,
stomach,
small
bowel,
liver,
biliary,
pancreas

Colon,
rectum,
anus

Endometrium,
cervix,
vagina, vulva

Skin

CNS

C44

C70C72
C75.1C75.3
D32D33
D35.2D35.3
Includes
benign
diseases

Excludes
Melanoma

Secondary Disease Groups
ICD 10s

Bone Mets
C79.5 & C90.0

Brain Mets
C79.3

QUALITY MEASURES AND PERFORMANCE
We would propose quality measures for an RO APM would be based on certain measures
contained in either MACRA or the Oncology Care Model (OCM). Specifically, Table I includes
sample MACRA quality measures and Table II includes certain measures from the OCM. We
believe additional patient safety measures should be developed over time (beyond year 1) as part
3

of an RO APM relating to radiation therapy physics as follows: (1) percentage of cases with
physics plan check before initiating treatment; (2) percentage of cases with equipment quality
assurance checks (e.g., output, safety, etc.) before treatment begins; and (3) percentage of
patients that have had a review of their verification films prior to initiation of therapy.
This robust set of quality measures will continue to improve quality for cancer patients in the
freestanding and hospital-based setting. In order to promote and advance best practices,
participating practices will be required to collect and report data on these measures. CMS could
leverage claims data and the data reported by practices to provide actionable feedback in the
form of regular monitoring reports to participating practices to support continuous quality
improvement. Practices would also be expected to utilize their own data along with the data in
the monitoring reports to continuously improve their performance and achieve the goals of the
RO APM.
TABLE I
MIPS ID
Number

NQF/PQRS

CMS EMeasure
ID

§
!

0384/143

157
v4

!

0383/144

N/A

!!

0382/156

N/A

National
Quality
Strategy
Domain
Person
and
CaregiverCentered
Experience
and
Outcomes

Data
Submission
Method

Measure
Type

Measure Title and
Description

Measure
Steward

Registry, EHR

Process

American
Medical
AssociationPhysician
Consortium
for
Performance
Improvement

Person
and
CaregiverCentered
Experience
and
Outcomes

Registry

Process

Patient Safety

Claims, Registry

Process

Oncology:
Medical and
Radiation – Pain
Intensity
Quantified:
Percentage of
patient visits,
regardless of
patient age, with a
diagnosis of
cancer currently
receiving
chemotherapy or
radiation therapy
in which pain
intensity is
quantified.
Oncology:
Medical and
Radiation – Plan
of Care
for Pain:
Percentage of
visits for patients,
regardless of age,
with a diagnosis of
cancer
currently receiving
chemotherapy or
radiation
therapy who report
having pain with a
documented plan
of care to address
pain.
Oncology:
Radiation Dose
Limits to Normal

American
Society of
Clinical
Oncology

American
Society for
Radiation
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Effective
Clinical Care

Registry

Process
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0216/New

Effective
Clinical Care

Registry

Outcome

Tissues:
Percentage of
patients,
regardless of age,
with a diagnosis of
breast, rectal,
pancreatic or
lung cancer
receiving 3D
conformal
radiation
therapy who had
documentation in
medical
record that
radiation dose
limits to normal
tissues were
established prior
to the initiation of
a course
of 3D conformal
radiation for a
minimum of two
tissues.
Proportion not
admitted to
hospice:
Percentage
of patients who
died from cancer
not admitted to
hospice.
Proportion
admitted to
hospice for less
than 3
days: Percentage
of patients who
died from
cancer, and
admitted to
hospice and spent
less
than 3 days there.

Oncology

American
Society of
Clinical
Oncology

American
Society of
Clinical
Oncology

TABLE II
Purpose
Practice Requirements

Practice Requirements

Practice Requirements

Quality Domain

Recommended practice requirements or
quality measure
Percentage of beneficiaries who are
treated with therapies consistent with
nationally recognized clinical guidelines
Provide and attest to 24 hour, 7 days a
week patient access to appropriate
clinician who has real-time access to
practice’s medical record
Attestation and Use of ONC certified
EHRs

NQF #/ Federal
Programs

Source
Reported by
Practice
Reported by
Practice

Collected by CMS
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Performance-based
payment

Person-and CaregiverCentered Experience
and Outcomes

Quality Monitoring

Communication and
Care Coordination
Communication and
Care Coordination

Quality Monitoring

Quality Monitoring

Population Health

Percentage of RO APM beneficiaries
that receive psychosocial screening and
intervention at least once per RO APM
episode
Mortality rates of RO APM
beneficiaries, risk adjusted
Percentage of face-to-face encounters
between an attributed RO APM
beneficiary and a participating practice
which include medication reconciliation
Number of RO APM beneficiaries
enrolled in clinical trials at any point
during an RO APM episode

Reported by
Practice

National Claims
Data
Reported by
Practice

National Claims
Data

EXAMPLES OF IMPROVING EFFICTIVENESS AND EFFICIENCY
Radiotherapy plays a major role in treatments of the cancers outlined above. The use of a
Multidisciplinary Team has helped to standardize the practice in the US.
We read with interest the “Proactive Palliative Care and Palliative Radiation Model” which
enrolled 646 patients during its three year funding period of 20122015 https://www.ruralhealthinfo.org/community-health/project-examples/919
From that proposal:
According to studies cited in the Health Care Innovation Awards (HCIA) First Annual Report,
"Nearly 16% of cancer patients receive chemotherapy within two weeks of death, and 7.2% of
cancer patients are admitted into the ER within one month of death." This aggressive care not
only causes financial burden but can also reduce a patient's quality of life, since patients'
physical and emotional symptoms are often ignored in order to focus on the cancer treatment.
A better treatment for these patients is early integration of palliative care. Cancer patients who
receive early palliative care are less likely to experience depressive symptoms, and they live an
average of 2.7 months longer than patients receiving standard care. Plus, each patient saves an
average of $4,855 with early palliative care.”
We believe an RO APM will promote stricter adherence to guidelines and may promote
physician utilization of shorter radiation courses for patients receiving palliative radiotherapy.
FLEXIBILITY FOR PRACTITIONERS
This model leaves it up to the medical provider to choose which radiation treatment modality
would work best for the individual patient. Post payment audits of stage, treatment intent, total
dose, fractions and tumor volumes will be done to ensure adherence to guideline such as: NCCN
guidelines, ACR appropriateness criteria or ASTRO guidelines. Radiation modalities include:
•
•
•
•
•

Low dose rate (LDR) brachytherapy
High dose rate (HDR) brachytherapy
Two dimensional conventional radiation therapy (2D)
Three-dimensional Conformal Radiation Therapy (3D-CRT)
Intensity Modulated Radiation Therapy (IMRT)
6

• Image Guided Radiation Therapy (IGRT)
• Stereotactic Radiosurgery (SRS)
• Stereotactic Body Radiation Therapy (SBRT)
• Proton Beam Radiation Therapy (PBT)
• Intra-Operative Radiation Therapy (IORT)
• Neutron Beam Therapy
• Hyperthermia
*CMS advanced RO APM will allow providers to select one or more of the above treatment
modalities.
PAYMENT METHODOLOGY
We have discussed our preference for a prospective payment similar to what is done in the
commercial arena. Such an approach also would be consistent with Congressional rationale for
the provision included in the Patient Access and Medicare Protection Act of 2015, which passed
the Congress by unanimous consent, to (1) freeze Medicare reimbursement in the non-facility
setting and (2) request the report to Congress on the development of an RO APM in the nonfacility setting. Congressional letters sent to CMS at the time expressed concern about the
viability of access to radiation therapy services in the non-facility setting and noted an interest in
working with CMS to “ensure community-based radiation oncologists have the payment stability
necessary to ensure our constituents have access to the radiation oncology care they need.” 2
Volatility in Medicare reimbursement in the non-facility setting has been significant since 2010
even as the site-of-service payment differential between hospital-based radiation therapy and
freestanding has continued to increase. The chart below expresses the aforementioned volatility
in terms of proposed and final physician fee schedule regulations.

2

Congressional Letter to CMS Acting Administrator Andy Slavitt, September 25, 2015. Led by Senators Burr and
Stabenow and signed by 40 Senators.
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VOLATILITY IN MEDICARE PAYMENTS FOR
RADIATION ONCOLOGY
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As a result, we believe any new RO APM which builds on the underlying physician fee schedule
in order to (1) require physicians to continue to bill under the physician fee schedule and then (2)
receive retrospective performance bonuses will be inherently unworkable in the non-facility
setting. As noted, such an approach also would continue to maintain unacceptable site-of-service
differentials in Medicare payments.
It appears clear based on the private sector experience and our development of radiation therapy
episodic case rates, that an RO APM is possible. However, we believe the only way such an
approach would be viable on a going forward basis is through a prospective case rate which is
delinked from the physician fee schedule. This could be achieved through the development of
new RO APM case rate codes which are valued using historical claims data to arrive at a “base
rate” for year 1 and then updated by the update factor in the physician fee schedule for year 2
and subsequent years.
OPPORTUNITY TO ALIGN QUALITY WITH VALUE
Technologic advances have led to better visualization of tumor and tumor motion. This results in
radiation being accurately delivered to tumors and less need for a “margin” of normal tissue to be
radiated. With this precision, radiation oncologists are able to deliver more dose each day
(hypofractionation). Novel treatment modalities (e.g. CyberKnife) allow courses of radiation to
be shortened from 39 to 5 (e.g. prostate cancer). Brachytherapy may have advantages for select
8

patients with cancer. In the FFS model, there are reduced incentives for physicians (both
independent and hospital based) to adapt these newer short treatment courses (often with fewer
RVUs). In the APM model, physicians are free to choose the modality and number of treatments
unencumbered by payment issues.
Evaluable goals for quality of care would include adherence to national guidelines and review of
treatment volumes (e.g. accreditation) and patient outcomes (tumor registry data). Eventually
development of a registry to ensure patient safety may be considered.
INTEGRATION AND CARE COORDINATION
Radiation Oncologists play a central role in ensuring that patients have reduced side effects and
reducing cancer pain. Radiation Oncologists also ensure smooth transition for patients back to
their primary care physician or the medical oncologist for ongoing surveillance. Most radiation
oncologists have the necessary infrastructure in place to provide patient education on side effects
and follow up and to offer survivorship programs. All radiation oncologists use qualified
electronic health records (EHRs) to operate the radiation equipment. It is anticipated that
radiation oncologists will build upon their already established infrastructure to provide an
improved continuum of care due to incentives. This payment model also continues to explore
alternative approaches that may also prove effective in improving care for patients while
reducing spending as data develops (e.g. fewer radiation fractions with improved technology
such as CyberKnife therapy for prostate cancer where radiation can be delivered in 5 fractions).
Improved tracking and communication with other providers is likely to occur as a result of the
radiation oncologists efforts. This will be a benefit of the model to improve the coordination of
patient care. Also, giving the radiation oncologist the flexibility of choosing which modality
(e.g. IMRT rather than 3D-CRT) to use to reduce side effects will result in the provider
customizing each patient’s treatment to reduce radiation dose to normal organs. Patient safety
will be ensured because of strict policy of adherence to treatment guidelines.
However, it is unlikely that the radiation oncologist will be able to control the total cost of care.
We would advocate for an emphasis on quality care, adherence to guidelines, accreditation rather
than on total cost of care for this model in the early stages.
PATIENT CHOICE
Individual patients have different goals of treatment. For prostate cancer, for example, some
patients may want preservation of bladder function over preservation of erectile function. One
modality may be chosen over the other (e.g. prostate implants versus external beam radiation).
Since payment is not a driver for physician behavior; this model will incentivize patient choice
and engagement. We do not believe that this model will worsen disparities among Medicare
beneficiaries (e.g. by race, ethnicity, gender or disability). There may continue to be a disparity
based on geography since urban larger institutions may be able to offer more modalities (e.g.
proton beam therapy) compared to smaller rural areas. However, this is true even under the fee
for service model.
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PATIENT SAFETY
As incentives are flipped (i.e. less care may be more profitable for institutions); ensuring patient
safety will be crucial. However, in oncology, local tumor registries track patient outcomes and
treatment types (e.g. mastectomy versus breast conservation surgery; and survival rates as
compared to county, state or nation). Therefore, it will be important to incorporate data available
via tumor registries to ensure patient safety.
HEALTH INFORMATION TECHNOLOGY
Participants in the new model must be committed to the effective use of health IT prior to
participation.
We anticipate that providers under this model would publish cost and quality of care data to the
physician compare website. In this manner, patients and payers would have access to episodic
cost data and outcomes data for a given practice.
We believe interoperability of electronic health records is an important element to guide better
decision-making.
INTEGRATION WITH OTHER MODELS e.g. OCM
Providers who are participating in other models e.g. OCM will have the option of (1) excluding
those payments 77xxx from the OCM model or (2) not enrolling patients eligible for the other
model in this radiation APM model. Under no circumstance can a provider bill twice for the
radiation service (77xxx).
Also, codes paid under this advanced APM for radiation should only include codes 77xxx with a
90 day global.
CONCLUSION
Thank you for your consideration. Please feel free to contact Jason McKitrick
if you have any questions concerning our comments.

Sincerely,

Sincerely,
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Eduardo Fernandez MD, PhD, FACRO FASTRO
President
American College of Radiation Oncology
5272 River Road, Suite 630
Bethesda, MD 20816

Sheila Rege, M.D. FACRO
Chair, Economics Committee
American College of Radiation Oncology
5272 River Road, Suite 630
Bethesda, Maryland 20816
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November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMMI New Direction
P.O. Box 8011
Baltimore, MD 21244-1850
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The American College of Rheumatology (ACR), representing over 9,500 rheumatologists
and health professionals, appreciates the opportunity to provide input on the Centers for
Medicare & Medicaid Services: Innovation Center New Direction request for information.
Rheumatologists provide highly specialized, ongoing, face-to-face and primarily nonprocedure-based care for Medicare beneficiaries with acute and chronic conditions that can
be difficult to diagnose, treat, and often cause disability and premature death. These
conditions include rheumatoid arthritis, systemic lupus erythematosus, and vasculitis.
Rheumatologic diseases including arthritis are the leading cause of disability in the
country, and early and appropriate treatment by a rheumatologist is vital to controlling
disease activity, preventing and slowing progression, improving patient outcomes, and
reducing the need for costly downstream procedures and care. We welcome the
opportunity to share our suggestions as CMMI moves toward an innovative payment
system embracing quality and value.
Guiding principles and focus areas
The ACR is pleased that the Centers for Medicare and Medicaid Services (CMS) is engaging
with stakeholders on the new direction of the Centers for Medicare and Medicaid
Innovation (CMMI). We believe the guiding principles and focus areas of CMMI align with
our priorities. We strongly support Provider Choice and Incentives, Patient-centered care,
Benefit design and price transparency. We are pleased to see a focus on increased
participation in advanced alternative payment models (APMs), specifically physicianfocused specialty models and prescription drug models. We also encourage CMMI to
pursue state level initiatives; we believe working at the state level with relevant
stakeholders on payment innovation is extremely important.
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Model designs consistent with CMMI guiding principles
The ACR agrees that a well-crafted physician-focused APM must be flexible to be viable and
attractive to the diverse range of providers who provide care in a wide variety of practice
settings across the country. Toward that end, the ACR is currently developing a
Rheumatoid Arthritis (RA)-specific APM with adaptability in multiple dimensions. Not only
is it designed to guide future reimbursement from CMS, but also it will serve as a template
for payment reform and new contract negotiations with third-party commercial payers.
Importantly, the RA template can also be easily adapted or expanded for use with other
diseases. We believe this approach, based on flexibility in multiple domains, is innovative
and will enhance uptake of value-based reforms.
Structure, approach, and design of potential models
We feel there are several pragmatic barriers to participation in an APM by subspecialists
such as rheumatologists. Many of these barriers are related to the fact that
rheumatologists’ practices are small. This increases the burden of financial risk and
reduces opportunities for economy of scale. In order to move significant numbers of
physicians into APMs, the financial risk and patient thresholds must be reduced. We
strongly suggest to CMS a proposal to lower the threshold for requirements to make
“qualifying participant” in an advanced APMs more achievable for smaller practices. We
propose CMS lower the patient count threshold from 20% to 10%, lower the payment
threshold from 25% to 15% and consider delaying or softening the planned year-over- to
year increases in these thresholds. We believe the current thresholds are too stringent for
small practices and specialty practices. This has been identified as a major impediment to
APM participation, in our efforts to develop a condition specific APM for rheumatologists.
We look forward to working with CMS on ways to mitigate risk and encourage providers to
participate in the APM track.
The ACR’s APM addresses the treatment of RA, a life-long condition whose appropriate care
varies depending on the stage of the disease. The APM reflects the varied involvement of
the rheumatologist during these distinct stages, splitting payment into an initial stage for
diagnosis (including, for example, communication with primary care physicians), followed
by ongoing care stratified by disease severity and recognizing other illnesses that
complicate treatment. This model aligns payment with physician work and reimburses for
services that have traditionally been undervalued. Quality measures are built into the APM
to ensure that treatment adheres to best practices. We believe the services provided by
cognitive specialists such as rheumatologists are undervalued in the current system, and
the additional training and expertise of rheumatologists are not recognized. Additionally,
non-face-to-face care and chronic disease care coordination reimbursement as currently
configured is inadequate for the time and effort required to comply with current codes In
the ACR’s RA-APM, these valuable services which may prevent costly or unnecessary
procedures are appropriately reimbursed while simultaneously designed to lower overall
costs.
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Potential challenges or risks associated with suggested models
The ACR appreciates the opportunity provided by the agency’s decision to encourage the
development of physician-focused APMs, and we hope that CMS will make it less
burdensome for physician-focused APMs to achieve "advanced" status by reducing nominal
risk. As above, the current nominal risk criterion makes it untenable for smaller practices
to attempt the APM track. Smaller groups engaged in physician-focused APMs cannot be
expected to assume or be able to manage the same degree of financial risk as large
organizations such as ACOs. We continue to urge CMS to allow the set-up cost of physicianfocused APMs to serve as the financial risk, at least on an interim basis.
Options beyond FFS and MA for paying for care delivery
For a number of reasons, the ACR strongly supports parity between Medicare and Medicaid
payments. This will improve patient access and help compensate for the increased
administrative burden associated with providing care for Medicaid beneficiaries –
including difficulties with formularies, imaging, and referrals in network. We applaud
CMS’s decision in the Quality Payment Program (QPP) year 2 final rule to allow physician
participation in Medicare Advantage (MA) APMs to count toward the threshold for
advanced APM participation. We believe the addition of MA patients to non-MA patient
databases will help reduce the skewing of performance measures, which have been
observed by rheumatologists to vary by patient insurance. Further, by combining all
patients in one group the data will be more comprehensive and reliable.
Further engagement of beneficiaries in development of models
The ACR believes that stakeholder engagement is of utmost importance during the
development and testing of any model. We encourage transparency throughout the process
and strongly suggest any new payment models go through the full public rule making
process.
Additionally, we suggest that CMS host roundtables with patients and providers who would
be impacted by any proposed models. We believe public engagement with CMS can help
facilitate the development of attractive models with greater and more rapid uptake. We
hope that CMS will gain more understanding of regional differences by engaging at the
state, regional and local levels. We suggest CMS consider a listening tour or even shadow
physicians to better understand the day-to-day realities of specialty and sub-specialty
practice. The ACR would be happy to assist in coordinating such outreach. We further
invite CMS to meet and discuss with the ACR Executive Committee or Board of Directors
how any proposed models might affect rheumatology practices.
Furthermore, the Physician-Focused Payment Model Technical Advisory Committee
(PTAC) has expressed the desire to provide technical assistance to the organizations
developing APMs. Currently PTAC does not have the authority to work with an
organization until a proposal has been submitted. We recommend that PTAC have the
option to work with interested groups before submission to enhance feedback, speed
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development, and increase the likelihood of success. We would further suggest CMS put in
place processes for CMMI to engage with groups developing and submitting APMs.
Future direction of the Innovation Center
We urge CMMI to consider Congress’s role in making health policy changes, improving the
sharing of data from CMMI testing, and strengthen beneficiary safeguards. Strengthening
safeguards should ensure that all models are small-scale, voluntary tests. We believe
models should be tested in a limited population to minimize unintended consequences. We
feel that greater transparency, improved data sharing, and a broader collaboration with
relevant stakeholders will help to ensure that demonstrations are widely embraced and
supported, in contrast to recent episodes that saw widespread resistance from patients and
the healthcare community.
Further, we believe innovative payment models, specifically physician focused APMs are a
way of also reducing administrative burden on providers. Time and energy can be saved if
administrative burdens for filling out paper work such a prior authorizations or reducing
the amount of “clicks” needed to enter information for MIPS is reduced. We believe the
more rheumatologists that are able to participate in APMs, the more time they can spend
with their patients managing their complex care needs.
The ACR is dedicated to ensuring that rheumatologists and rheumatology health
professionals have the resources they need to work with CMS and provide patients with
high-value care. We believe that for CMS, clinicians, and patients to achieve their objectives,
payment programs must be aligned with high-value patient care. The ACR appreciates the
work that CMS does and the opportunity to respond to this CMMI request for information.
We look forward to being a resource to you and to working with the agency.
Please contact Kayla L. Amodeo, Ph.D., Director of Regulatory Affairs, if you have questions
or if we can be of assistance.
Sincerely,

David I. Daikh, MD, PhD
President, American College of Rheumatology

November 20, 2017

The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Ave, SW, Mail Stop 314G
Washington, DC 20201
For electronic submission to CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
On behalf of the American College of Surgeons (ACS), we are writing to
provide feedback on the Centers for Medicare & Medicaid Services (CMS)
Innovation Center New Direction Request for Information. CMS is seeking
feedback on a new direction to promote patient-centered care and test marketdriven reforms, specifically with respect to new alternative payment models
(APMs).
APMs can create opportunities for physicians to improve quality and outcomes
for their patients while lowering the growth in Medicare spending. Many
believe that the fee-for-service (FFS) environment is highly siloed with no
shared risk or accountability. However, APMs are designed to create a
mechanism for sharing risk and accountability. In addition, they can be more
closely aligned with the team-based nature of the practice of medicine.
Creating payment methodologies and incentives that better match the way that
care is actually delivered will optimize patient satisfaction, outcomes, and
value.
Recognizing that the Medicare payment landscape is changing, the ACS has
worked to prepare our membership for participation in APMs, including
bundled payments and Accountable Care Organizations (ACOs). The payment
structure and incentives in the Medicare Access and CHIP Reauthorization Act
of 2015 (MACRA) indicate that over time the surest way to succeed will be for
physicians to transition into new payment models designed to provide
additional flexibility in care design to those willing to take on financial risk.
1. Do you have comments on the guiding principles or focus areas?
Guiding principles:



Provider choice and incentives: We support the guiding principle that
CMS should focus on voluntary models and seek models that reduce
regulatory burden; however, to be considered “voluntary” providers
should have access to a similar opportunity in the FFS environment.
The goal of MACRA is to provide incentives to move providers toward
payment systems that better value high quality care and efficient use of
resources, which will often be participation in APMs. However,
MACRA was not intended to penalize those who make the choice to
stay in FFS. Therefore, in order to make APMs truly voluntary, we
believe the Innovation Center should continue to provide positive
incentives and participation opportunities to move providers toward
APMs and avoid punitive measures intended to penalize those that
continue to provide appropriate care delivered under FFS. FFS is a
legitimate Medicare participation and evaluation pathway that was
explicitly provided for by Congress in MACRA.
With that said, ACS supports the aspect of this guiding principle that
focuses on models that give providers the tools and information they
need to make decisions that work best for them whether that be in FFS
or hopefully in the future through greater participation in APMs. The
ACS Brandeis model, for example, aligns with this guiding principle
because it provides a payment tool that allows practices to create care
pathways that are most suited for the resources in their community and
fit the most appropriate care from the perspective of quality, safety and
cost. This payment model is created around episodes of care that
incentivize team-based shared savings and can support innovations in
care appropriateness through numerous clinical care models. There is
no prescriptive care model that must be followed to qualify; rather the
ACS Brandeis model offers a payment model for existing and future
care models. The ACS Brandeis model is in some respects a tool that
allows practices to have a solid payment model base so that they can
create innovative care pathways suited to the patient and the way the
care team functions most efficiently.
The ACS Brandeis model uses the current FFS chassis as a basis for
retrospective payments and total cost of care comparisons. It also
contemplates a move to prospective payments for a subpopulation as
the providers become more acquainted with the population, their care
teams, and the overall risk management. Moving to prospective
payments will shift the overall care management to care rather than
claims adjudication.



Transparent model design and evaluation: This guiding principle
focuses on drawing partnerships and collaborations with public
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stakeholders and harnessing ideas from a broad range of organizations
and individuals across the country. We strongly support engagement
with stakeholders, especially with physician groups to develop
physician-focused payment models (PFPMs). We urge CMS to
continue to support the PFPM Technical Advisory Committee (PTAC)
as a pathway for physicians to bring forward and receive feedback on
models.
Payment model design has several aspects to consider, not all of which
reside solely in the physician community. Physicians may best
understand the necessary clinical care models, however, the variations
in a population and other aspects of risk are not readily available to
physicians and are better understood through the payer perspective.
Designing new payment models requires identifying the many facets
necessary for a successful model design and identifying where best to
find the resources and tools for modeling and testing.


Small scale testing: CMS plans to test smaller scale models that may
be scaled if they meet the requirements for expansion under 1115A(c)
of the Affordable Care Act. We do not oppose using small scale testing
as long as CMS has the flexibility to do larger scale testing if needed.
We also urge CMS to be flexible in considering what constitutes a
small scale test. For some models it may make more sense to limit
voluntary testing to a limited number of sites, rather than arbitrarily
narrowing the scope of the model. For example, although the ACS
Brandeis model is inclusive of many specialties and types of episodes,
it could be tested at a level somewhat less than a national plan such as
with Medicare Advantage (MA) plans, within the context of an ACO,
or at the state level. Individual delivery system level testing is too
narrow and will not provide enough information to validate the concept
or promote subsequent scalability.

Focus areas:


Expanded opportunities for participation in Advanced APMs:
CMS seeks comment on ways to increase opportunities for eligible
clinicians to participate in Advanced APMs and achieve threshold
levels to become QPs. As CMS refines policies for implementing
Advanced APMs, we request that CMS keep in mind the goals of
MACRA, which include streamlining and reducing administrative
burden while improving payment accuracy.
One way in which CMS could improve the underlying policies in order
to support this focus area is to follow-up on the Agency’s previous
3

comments about the complications associated with calculating the
denominator when it comes to determining QP status. Given the care
that surgeons and specialists often provide and the types of APMs
currently available, we remain concerned that it will be incredibly
difficult for specialist APM participants to reach the QP thresholds and
fear this will create a disincentive for specialists to move into APMs.
We believe that is important for CMS to return to one of the issues the
Agency itself identified when originally outlining its methodology for
defining the “Attribution-Eligible Beneficiary” denominator of the QP
threshold calculations:
We note that specialty-focused or disease-specific APMs may
have attribution methodologies that are not based on
evaluation and management services. Therefore, we anticipate
needing targeted exceptions, especially related to the sixth
factor of the definition of attribution-eligible beneficiary, for
such APMs so that the attributed beneficiary population is
truly a subset of the attribution-eligible population. Such
exceptions would be made either through rulemaking or using
available waiver authority and would be announced when the
APM is announced.1
Indeed, in the Final Rule, CMS went on to state,
We are also finalizing that, for Advanced APMs that do not
base attribution on evaluation and management services and
for which attributed beneficiaries are not, in fact, a subset the
attribution-eligible beneficiary population based on the
requirement to have at least one claim for evaluation and
management services furnished by an eligible clinician who is
in the APM Entity for any period during the QP Performance
Period, then we will modify the definition of attributioneligible beneficiary for that Advanced APM only in order to
identify the appropriate attribution-eligible population based
upon the attribution methodology of the Advanced APM (for
example, a combination of evaluation and management
services and/or other Part B covered professional services).2
1

Medicare Program; Merit-Based Incentive Payment System (MIPS) and Alternative Payment
Model (APM) Incentive Under the Physician Fee Schedule, and Criteria for Physician-Focused
Payment Models: A Proposed Rule, 81 Fed. Reg. 28,323 (May 9, 2016).
2

Medicare Program; Merit-Based Incentive Payment System (MIPS) and Alternative Payment
Model (APM) Incentive Under the Physician Fee Schedule, and Criteria for Physician-Focused
Payment Models: Final Rule with Comment, 81 Fed. Reg. 77,452 (November 4, 2016).
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We believe that CMS needs to seriously consider this finalized
exceptions process to better define “attribution-eligible beneficiaries” in
the context of specialty-focused APMs. Without a fair process for
acknowledging that every patient that a specialty sees is not necessarily
a candidate for a condition-specific model or episode, CMS will be
creating a disincentive for specialists to move into new and innovative
APMs.
We also urge that CMS maintain flexibility when applying the
Advanced APM criteria because not all APM structures are the same
and the criteria should remain adaptable to allow for innovation in
meeting the stated goals of MACRA. We also support alignment
between the Medicare Option and the All-Payer Combination Option,
to the extent that it is possible. This will allow for the same payment
models to be more easily implemented across payers. In addition, we
urge CMS to create a smooth continuum between MIPS, MIPS APMs,
and Advanced APMs (under both the Medicare Option and the AllPayer Combination Option). We believe the ability to transition from
MIPS to MIPS APMs to Advanced APMs is in accordance with
MACRA and allows for physicians to participate in the QPP in the way
that is most suitable for their level of preparedness and best reflective
of the participation options that are even available to them.
In response to these incentives and the new pathway for APM
development available through the creation of the PTAC, the ACS has
embarked on a multi-year effort to develop a new APM option. The
model that we have developed, the ACS-Brandeis Advanced APM is
broadly applicable to the full range of health care providers, reflective
of our belief that optimal care is best provided by a coordinated
multidisciplinary team recognizing each member’s expertise.
Coordinated surgical care provides best outcomes, lowers costs, and
increases patient satisfaction. Our episode based measurement
framework coupled with the Episode Grouper for Medicare allows for
quality and cost measurement designed around the patient and the full
team of providers who have influence over the patients experience and
outcomes.
Since our model and others that are reported on favorably by the PTAC
are most likely to be tested through Innovation Center authority, and
PTAC proposals are intended to be innovative in improving care to the
patient, it is vital that the Innovation Center remain flexible in its ability
to test novel payment constructs and not be subject to arbitrary
restrictions that could have unintended consequences.
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Consumer-Directed Care & Market-Based Innovation Models:
CMS is considering developing models to facilitate and encourage price
and quality transparency by providing beneficiaries with cost and
quality data to inform them about their choices. We are concerned that
such models could be harmful to the physician/patient relationship.
Most patients will not be able to process cost and quality data in a way
that allows them to make healthcare decisions. Patients have informed
us that the most important aspect of consumer-directed care is that their
surgical treatment aligns with their goals. Patients want to set their
goal, and then work with their physician, who acts as a knowledge
translator, to align their treatment with the goal. Such goal alignment is
the central measure for consumer-directed care.
CMS also indicates that it is considering testing models that allow
beneficiaries to contract directly with healthcare providers and having
providers propose prices to inform beneficiary choice and transparency.
While we support collaborative discussion on the patient’s goals, we do
not agree that patients should contract directly with providers. Indeed,
this would run directly contrary to stated goals around price
transparency.



Physician specialty models: CMS is interested in increasing the
availability of specialty physician models to engage specialty
physicians in APMs and is considering including specialty physician
management of a defined population of beneficiaries with complex or
chronic conditions. We believe that single specialty models are more
limited given that most care today is team-based and involves more
than just one specialty; however, we believe that well-designed
payment models should be available for providers to explore and use as
options to participation in the QPP.



Prescription drug models: CMS is interested in testing new models
for prescription drug payment in Medicare Part B, Medicare Part D, and
in State Medicaid programs. In addition to exploring prescription drug
models, we urge CMS to allow for the incorporation of Part D pricing
data into other currently existing models and those under development.
To make this possible it is critical that total Part D drug pricing data
(not simply patient out of pocket costs) are made available so that those
who are developing APMs can build Part D drugs into the models.
Short of Part D drug pricing data, CMS has provided ACOs with
pharmacy costs. Testing models inside the ACO or MA environment
may provide an effective sandbox for innovative work in this area.
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Medicare Advantage (MA) Innovation Models: CMS is interested in
creating more models in the MA plan space. We are supportive of
including MA as an integral part of payment reform. More than 31
percent of Medicare beneficiaries are enrolled in an MA plan and these
numbers are increasing.3 If enrollment in MA continues to grow, it may
supersede Medicare APMs as a vehicle for encouraging delivery system
reform in many markets. MA plans have the potential to tailor their
efforts to local market conditions and to be more flexible in designing
new models to suit the varying circumstances of providers. MA plans
are also often superior to Medicare in giving providers useful data for
managing care. In some cases, MA plans have been developing and
implementing APMs for longer than Medicare. MA plans are smaller
and more nimble. They tend to have local knowledge of their markets
and would serve as a series of test cases with the ability to test clinical
care models, quality measurement and cost details.
With respect to Advanced APMs under the QPP, eligible clinicians who
meet or exceed minimum revenue thresholds coming from Advanced
APMs or minimum percent of Medicare beneficiaries seen through
Advanced APMs are eligible to receive a 5 percent lump-sum incentive
payment on covered professional services under the Medicare physician
fee schedule from 2019 through 2024. However, for the 2017 and 2018
QP Performance Periods, current regulations specify that only Medicare
FFS revenue and patients can be counted in this test. Other Payer
Advanced APMs, including MA arrangements, are not available until
the 2019 QP Performance Period. We previously commented that CMS
should alter its regulations to allow clinicians’ contracts with MA plans
that meet the risk, quality, and certified electronic health information
technology requirements to be included under the QP determinations
for the 2017 and 2018 QP Performance Periods and eligibility for the 5
percent Advanced APM bonus in payment adjustment years 2019 and
2020. We urge CMS to capitalize on the opportunities to learn from
and test innovative models for Medicare beneficiaries by allowing MA
patients who participate in models that meet the Advanced APM
criteria to count toward the patient count threshold for the 2017 and
2018 QP Performance Periods.

2. What model designs should the Innovation Center consider that are
consistent with the guiding principles?
3

Jacobsen G, Casillas G, Damico A, Neuman T, Gold M. Medicare Advantage 2016 Spotlight:
Enrollment Market Update. The Henry J. Kaiser Family Foundation.
https://www.kff.org/medicare/issue-brief/medicare-advantage-2016-spotlight-enrollmentmarket-update/. Published May 11, 2016. Accessed November 20, 2017.
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The ACS-Brandeis Advanced APM, which we described above, is one that is
consistent with the Innovation Center’s guiding principles and we look forward
to CMS implementing this model as quickly as possible. Because this model is
broadly applicable to the full range of health care providers, it creates
opportunities for a greater representation of specialists to participate. We urge
CMS to include enough types of episodes to ensure that the test is robust
enough to assess the model’s impact at scale. Ultimately, we believe that
coordinated surgical care provides best outcomes, lowers costs, and increases
patient satisfaction. Our episode based measurement framework coupled with
the Episode Grouper for Medicare allows for quality and cost
measurement designed around the patient and the full team of providers
who have influence over the patients experience and outcomes.
We would seek caution from CMS in building out too many individual clinical
condition models. It is conceivable that delivery systems would be
overwhelmed in trying to support 30 or 40 different payment models attached
to differing delivery of care models. Payment models that apply across many
patients or conditions will allow for ease of adoption and overall
implementation. We can see several models that would apply for long term
chronic conditions and models for acute care that would apply to many
providers. We also envision these models will have retrospective FFS as their
chassis but should have an ability to migrate to more prospective population
based payments. Ultimately, a prospective payment model reduces the
administrative costs for claims adjudication and allows those resources to assist
with population management.
3. Do you have suggestions on the structure, approach, and design of
payment models?
The major tenet of the Advanced APM is the transfer of risk to the care
providers. We are concerned that those assuming the risks may not have the
same level of familiarity with risk management as most payers. The criteria for
Advanced APMs as described in the Quality Payment Program require a
specified amount of downside risk, but no specified upside risk. The study of
behavioral economics often notes that people require asymmetrical risk, that is,
a greater upside potential than downside penalties, in order to overcome the
uncertainty of taking on new risk. As CMS continues to refine risk in the
future, we urge the agency to continue support of models with asymmetrical
risk structures. For physicians and potential APM Entities to be willing to take
on the additional financial risk associated with Advanced APMs, it is necessary
that the risk proposition be asymmetric with potential gains outweighing
potential losses. This is particularly important for retrospective models where
there is not a separate care coordination fee or other additional up-front
8

payment. Such models are typically episode-based, which mainly affect
specialists.
We would also encourage CMS to consider creating toolkits that assist
providers in assuming fiscal risk in payments. The toolkits would provide
educational assistance with understanding actuarial risk in assuming care for a
population. Building the right team, the right processes of care, and the right
clinical models across the episode define the basics of operational risks.
Physicians typically have an understanding of clinical risks and must also have
a complete assessment of the operational risk or care may prove to be
substandard.
4. What options might exist beyond FFS and MA for paying for care
delivery that incorporate price sensitivity and a consumer driven or
directed focus and might be tested as a model and alternative to
FFS and MA?
From our perspective, value-based payment models span a continuum from fee
for service to fully capitated, population based payments. These incentive
models have to achieve actionable adoption at the point of care in order to be
effective. Experience suggests that FFS is too granular and ACO based
payments are too blunt. Defining effective units of care in between these
extremes provides the next area of exploration. Bundled payments tend to be
provider centric, in small teams and may define a focus area for establishing
quality, appropriate care while limiting wasteful use of resources. The
downside is that bundles have already committed to the episode of care as
appropriate when in fact that very episode may be the source of avoidable
waste. An episode of care may encompass a procedure or care for a condition.
The condition episode is the ideal approach for defining a subset of patients
and their care team and to create incentives that drive to the most appropriate,
patient goal oriented care solutions. Some conditions will end up with a
procedural episode and some patients will avoid procedures. It is this race to
the most appropriate care that needs to drive economic incentives.
Ultimately, a fee for service chassis, which is what has been used for risk
assumption in existing bundles or episodes, should lead to development of
prospective payments. These prospective payments would exist in a Per
Member Per Month (PMPM) format. The advantage of a PMPM payment is
that it allows for the assumption of risk for an entire population or a subset,
such as cancer risk or total joint risk. The assumption of PMPM based risk
requires significant understanding of the population being served (actuarial
risk), of the clinical model and operational team (clinical and operational risk)
and an ability to withstand fiscal penalties (risk based capital reserves, stop loss
and re-insurance).
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Clearly most of the delivery systems lack the expertise to execute effectively
on all these levels. CMS would need a transition plan and educational plan to
develop these advances in risk assumption.
The ACS Brandeis model is an example of a fee for service model of
procedural or condition based episodes with risk. This same model can migrate
to PMPM models once experience with all the risk elements has developed.
These more advanced models require enhanced data and analytic capabilities in
order to move toward prospective payment models. At that time, such PMPM
models can reward value, encourage efficient use of resources, and promote
stability by allowing providers to have a full view of the resources available to
deliver care to patients in the most patient-centric way possible.
5. Are there payment waivers that CMS should consider as necessary
to help healthcare providers innovate care delivery as part of a
model test?
Waivers with respect to access to information are needed in several areas to
enable stakeholders to develop APMs. Access to patient cost data, patient data
in ACOs, patient cost in MA plans and other areas are needed. Currently,
those interested in developing APMs only have access to Medicare Part A and
B data, but more data is needed to assess and manage costs in new payment
models.
The ACS appreciates the opportunity to comment on the Innovation Center
New Direction Request for Information and looks forward to continuing
dialogue with CMS on these important issues. If you have any questions about
our comments, please contact Vinita Ollapally, Regulatory Affairs Manager in
the ACS Division of Advocacy and Health Policy.
Sincerely,

David B. Hoyt, MD, FACS
Executive Director
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Barbara S. Levy, MD, FACOG
Vice President, Health Policy

November 14, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201
Re: Request for Information on the Innovation Center New
Direction
Dear Administrator Verma:

On behalf of the American Congress of Obstetricians and Gynecologists (ACOG), representing over
58,000 physicians and partners in women’s health, I am pleased to have the opportunity to respond to the
Center for Medicare and Medicaid Services’ (CMS) Request for Information (RFI) on the Innovation
Center New Direction. We believe the health care delivery system transformation underway has the
potential to expand access, improve care experience and outcomes, and lower costs for all people.
However, unless alternative payment and delivery system models recognize the centrality of reproductive
health to women’s well-being, significant opportunities will be lost. Obstetrician-gynecologists (ob-gyns)
are the primary or exclusive source of health care for many patients, particularly women of reproductive
age. We believe that advancing health among women of reproductive age requires strategies that elevate
comprehensive reproductive care in integrated systems.
ACOG looks forward to working with CMS in the ongoing development of health system transformation
at the national and state level. We believe that improving the delivery of women’s health care and health
outcomes should be a priority as new payment and care delivery models are designed, implemented, and
evaluated. It is with these goals in mind that we submit the following comments.
Guiding Principles
Choice and competition in the market – Promote competition based on quality, outcomes, and costs.
We appreciate CMS’ interest in empowering beneficiaries to make choices and direct their own care in
the health care system. In considering options for model development, we urge CMS to promote access to
high-quality care for low-income women and to design approaches that account for their unique needs
and experiences. In particular, we strongly urge you not to undercut the cost-sharing protections built into
Medicaid.
Market-based approaches typically shift cost burdens to enrollees as a way to encourage them to choose
among marketplace options for coverage or benefits. However, imposing premiums and cost-sharing on
low-income individuals and families may make coverage cost-prohibitive to obtain or maintain.
Additional cost-sharing requirements may discourage women from seeking needed care, including
preventive services that will keep them healthy and avoid unnecessary health care costs. A better

approach is to employ incentives and enhancements, rather than imposing cost-sharing or modifiable
premium amounts that may limit access to all care, not just low-value services.
In addition, enrollment rules and programs should prioritize women’s continuous access to care. This is
especially important for women who are pregnant or wish to become pregnant. Market-based models
must not penalize low-income enrollees based on their premium payment histories or inability to keep up
with cost-sharing requirements.
The alternative payment models (APMs) and delivery system reforms developed to date are not designed
to accommodate women’s preferences for ob-gyns as their primary provider. For adults, primary care
providers are being defined almost exclusively as family practice and internal medicine providers. For
example, in the National Committee for Quality Assurance (NCQA) patient-centered medical home
(PCMH) model, which has been adopted for many projects supported by CMS, ob-gyns are typically
unable to earn the PCMH designation. Similarly, the Comprehensive Primary Care Plus (CPC+)
demonstration excludes ob-gyns. Further, while it is permissible under regulation for ob-gyns to be
considered a part of Medicare and Medicaid medical homes under the Medicare Access and CHIP
Reauthorization Act of 2015 (MACRA) Quality Payment Program, 1 there are no current models in either
program that include ob-gyns. This trend counters research demonstrating that for many women, their
preferred provider for primary care is, in fact, their ob-gyn.
Provider Choice and Incentives – Focus on voluntary models, with defined and reasonable control
groups or comparison populations, to the extent possible, and reduce burdensome requirements
and unnecessary regulations to allow physicians and other providers to focus on providing highquality healthcare to their patients. Give beneficiaries and healthcare providers the tools and
information they need to make decisions that work best for them.
ACOG supports voluntary payment models and encourages CMS to continue pursuing these models.
However, ACOG recognizes the utility of mandatory models to get sufficient volume and provider
engagement to determine whether the model is effective. If the agency changes course and undertakes
mandatory models, ACOG believes models that require participation should be limited to upside-only risk
and include mechanisms that reduce regulatory and administrative burdens for ob-gyns and other health
care providers.
We also support CMS’ principle to support beneficiaries and health care providers with tools and
information to make appropriate care decisions. We believe market-based and consumer-driven models
must be founded on quality standards and tools that enable all women to participate and benefit. There is
much work to be done to develop quality strategies and measures that are relevant to outcomes and
experiences of reproductive-age women. Innovative insurance programs that incentivize women to choose
among plans and providers must also provide sufficient information about clinical quality, patient
experience, and cultural competence in order for women to assess those choices. Timely access to
accurate quality and cost data is imperative to transforming our health system to one that rewards value.
We strongly encourage CMS to take the lead in engaging stakeholders and leveraging its resources as the
payer for more than a hundred million covered lives across Medicare and Medicaid to facilitate the
development of these tools.

1

42 CFR 414.1305.
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Patient-centered care – Empower beneficiaries, their families, and caregivers to take ownership of
their health and ensure that they have the flexibility and information to make choices as they seek
care across the care continuum.
As noted above, we strongly believe that data is central to transitioning to value-based care. However,
this principle assumes that patients and their families can navigate the health system without outside
support. ACOG would strongly encourage CMS to broaden this principle to focus not just on flexibility
and information, but also on structural support. Patients and their families cannot make empowered
decisions without access to timely, accurate data. We therefore believe that CMS should be at the
forefront of developing sources of this data and ensuring that it is presented to patients and their families
in a meaningful, digestible, and culturally and linguistically appropriate format.
Similarly, while programs aimed at promoting healthy behaviors among beneficiaries may have promise,
it is critical to build models that adjust for social determinants of health. Due to the intersection of
racism, sexism, classism, xenophobia, and other systemic barriers to care, people of color in the United
States are disproportionately unable to access and benefit from quality health care. Various contextual
factors—such as poverty, poor housing, food insecurity, mental health issues, and substance abuse—
intersect with and greatly influence health outcomes. These same factors are barriers to accessing
resources that enable and promote healthy behaviors. Expecting ob-gyns and other health care providers
to be held responsible for ameliorating these factors will set the health care system up for failure. It is
imperative that CMS work with other agencies in the Department of Health and Human Services to
address social determinants instead of forcing the health care system to backfill social services or be held
financially accountable for poor health outcomes.
Benefit design and price transparency – Use data-driven insights to ensure cost-effective care that
also leads to improvements in beneficiary outcomes.
Value-based insurance design (VBID) is not realistic or feasible in Medicaid under the current statutory
framework for the program. Imposing cost-sharing and other out-of-pocket costs to influence which
services beneficiaries seek out within the Medicaid program will undermine the important protections
embedded within the program to ensure that low-income patients are able to receive necessary acute and
preventive care. It is also imperative that the mandated benefits that are required in the Medicaid
program are preserved and the amount, duration, and scope of these benefits are not unduly restricted by
states purporting to innovate. While we support incentivizing patients to seek evidence-based care in a
cost-effective manner, we do not believe that this principle adequately protects Medicaid beneficiaries.
As CMS explores Medicaid models in the future, it should keep a watchful eye on these consumer
protections and not let them be jeopardized in the name of innovation.
Transparent model design and evaluation – Draw on partnerships and collaborations with public
stakeholders and harness ideas from a broad range of organizations and individuals across the
country.
ACOG appreciates this opportunity to provide input on future models and welcomes additional
opportunities to provide feedback on models in development and the assessment of their effectiveness. In
particular, ACOG supports models being subject to notice and comment periods to promote transparency
and stakeholder engagement.
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As health care financing systems shift from primarily fee-for-service payment models to ones that reward
quality and value, payers and providers need quality strategies that are appropriate for their patient
populations, including women of reproductive age, that are in alignment. CMS can play an important role
in addressing this gap by testing strategies for Medicaid or multi-payer use. Currently, strategies to
measure and improve reproductive health have not been adequately developed and made available across
systems. Examples of appropriate goals for reproductive health include:
•
•
•
•

Reduced rates of unintended pregnancy;
Reductions in health disparities among racial and ethnic groups of reproductive-age women;
Improved maternal and infant health outcomes; and
Prevention of sexually-transmitted infections.

Small Scale Testing – Test smaller scale models that may be scaled if they meet the requirements
for expansion under 1115 A(c) of the Affordable Care Act (the Act). Focus on key payment
interventions rather than on specific devices or equipment.
CMS could play a foundational role in small-scale testing by funding pilots to test various payment and
delivery approaches that achieve the goals of rewarding quality and value, and then promoting best
practices across federal programs, as appropriate. CMS should expedite small-scale testing of promising
models, particularly those recommended for testing by the Physician-Focused Payment Model Technical
Advisory Committee.
In addition, progress must continue in the development and selection of evidence-based quality measures
for assessing improvement efforts. A robust set of reproductive health care quality indicators would
include patient-reported outcome measures and patient experience measures as well as clinical quality
measures. A small number of clinical quality measures are included across the Medicaid core sets, the
Marketplace measure set, and the consensus obstetrics and gynecology set, specifically cervical cancer
and chlamydia screening. Additional endorsed measures that should be added and aligned for multi-payer
use include contraceptive care and counseling, depression screening, body mass index assessment, and
tobacco cessation counseling. Patient experience measures should account for language and cultural
competence among other indicators of access and quality.
Potential Models
Expanded Opportunities for Participation in Advanced APMs
ACOG welcomes the opportunity to provide comments on ways to increase opportunities for eligible
clinicians to participate in Advanced APMs. In particular, we strongly encourage CMS to develop
medical home models, such as a model similar to the Comprehensive Primary Care Initiative (CPCI) and
CPC+, that include ob-gyns. As noted above, under the regulations of the Quality Payment Program, obgyns can be considered a qualifying provider type in Advanced APM medical home models in both
Medicare and Medicaid. Developing new medical home models, whether specific to women’s health or
inclusive of ob-gyns within a broader primary care framework, would allow Medicare-participating obgyns to participate in the Advanced APM track of the Quality Payment Program. It would also provide
ob-gyns with the financial resources and support necessary to make infrastructure transformation within
their practices that may not otherwise be feasible. Expanding the opportunities for providers to participate
in Advanced APMs will help facilitate broad health system transformation.
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Consumer-Directed Care & Market-Based Innovation Models
As noted above, we have reservations with the application of consumer-directed models of care in the
Medicaid program. Specifically, consumer-directed care should not undercut the protections built into the
Medicaid program. If states and their managed care organizations want to influence beneficiaries’
behavior, they should employ incentives, not impose cost-sharing or modifiable premium amounts.
Additionally, value-based payments and consumer-driven health plans are not necessarily compatible as
they are currently designed. 2 CMS must engage in thoughtful design to ensure that ob-gyns and other
health care providers are not penalized for patients’ non-compliance with recommended treatments or
referrals because of the cost-prohibitive out-of-pocket spending associated with that care. Otherwise, the
efficient delivery of high-quality care will not be achievable and the efforts to improve the health care
system will be irreparably undermined.
State-Based and Local Innovation, including Medicaid-focused Models
ACOG supports expanding the opportunities for Medicaid APMs, and would encourage the adoption of
models that promote alignment across payers, including private payers. Including Medicaid in the
creation and adoption of value-based payment models, not just Medicare, is imperative to improve the
care and health outcomes for women of reproductive age.
Ob-gyns are trained to provide primary care services to women throughout their life course, not just
during their reproductive years. Preventive counseling and health education are essential and integral
parts of the practice of ob-gyns as they advance the individual and community-based health of women of
all ages. 3 During the annual well-woman examination, ob-gyns provide screening, evaluation,
counseling, and immunizations, among other services. They provide nutritional and exercise counseling;
cardiovascular disease screening; diabetes screening, diagnosis, and management; risk counseling and
discussion of psychosocial topics, including mental health issues and substance use disorders; and cancer
screening, including colon and lung, as well as breast, cervical, endometrial, and ovarian.
Research shows that six in ten women who access care from women’s health providers that serve lowincome women consider them their main source of care, and four in ten women consider these providers
their only source of care. 4 Furthermore, an ob-gyn is often the only doctor a woman sees on a regular
basis. 5
Women of reproductive age, such as those in Medicaid, are a unique patient population and many of their
primary care needs can effectively be met and managed by ob-gyns. Ignoring this significant portion of
the population and foreclosing ob-gyns’ opportunity to improve their practice infrastructure and invest in
care coordination activities is a disservice to the millions of women enrolled in Medicaid and is a huge
2

Fisher, E. S., and Lee, P. V. (2016). Toward lower costs and better care – Averting a collision between consumerand provider-focused reforms. N Engl J Med, 374:903-906.
3
American College of Obstetricians and Gynecologists. The scope of practice of obstetrics and gynecology.
Approved by the Executive Board on February 6, 2005.
4
Guttmacher Institute. Specialized Family Planning Clinics in the United States: Why Women Choose Them and
their Role in Meeting Women’s Health Care Needs. (Nov. 2012).
http://www.guttmacher.org/pubs/journals/j.whi.2012.09.002.pdf.
5
Undem, T., and Stewart, E. (2014). Perception is everything: How women view their OB/GYN providers.
Congressional Leadership Conference. Mandarin Oriental, Washington, DC. 2 March 2014.
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lost opportunity for aligning the health system and realizing potential cost-savings to the Medicaid
program.
As a result of the overemphasis on Medicare to date, the health care system at-large continues to lag in
capacity to incentivize appropriate, high-quality primary care for women of reproductive age. In its next
phase of innovation, CMS should test modifications to existing models or invest in new models that are
more appropriate to this key population. The Strong Start program, which includes a Maternity Care
Home to help improve birth outcomes, could be explored as a foundation. Strong Start evaluations show
strong associations between care coordination and improved outcomes for pregnant women. 6 An
expanded care coordination model, for all women of reproductive age with Medicaid, would serve to
recognize in a broader sense that women have different health care needs and rely on a different set of
providers than other populations served by public programs.
Mental and Behavioral Health Models
We strongly urge the Innovation Center to develop and promote behavioral health models reflecting the
value women place on their ob-gyns. When it comes to behavioral health, research shows that women
have greater health care needs in addition to greater barriers accessing care. For instance, women are
twice as likely as men to say they have been diagnosed with a mental health condition (29 percent of
women vs. 15 percent of men), with the most frequently diagnosed issues among all women being
depression (20 percent) and anxiety (20 percent). 7 More than half (54 percent) of women seeking mental
health care face access barriers around coverage, cost, and/or wait times. 8
To address women’s behavioral health needs, innovative models must 1) center care in the settings where
women access care the most; and 2) specifically take into account the needs of women of reproductive
age. As noted above, women are more likely to develop strong relationships with their ob-gyns than with
their GPs, with two in three women saying they would trust an ob-gyn to provide routine care and help
them manage their care.
Women are also disproportionately affected by the opioid crisis and its underlying issues. For example,
adolescent women are more likely than adolescent men to misuse prescription drugs, which puts them at
risk for developing opioid use disorders. 9 In rural areas, where the opioid crisis has been especially
severe, pregnant women and women experiencing partner violence are among populations with higher
prevalence of misuse of prescription pain relievers. 10 In an increasing number of states, opioid overdose
and opioid-associated conditions are becoming the top cause of maternal mortality.
For these and other reasons, the need to prioritize access to reproductive health is especially acute in the
context of the opioid crisis, a National Public Health Emergency in which reproductive-age women have
unique risks. The final report of the President’s Commission on Combating Addiction and the Opioid
Crisis recognizes the need to invest in models of care and prevention strategies specific to pregnant
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Strong Start evaluations are available on the CMS website: https://innovation.cms.gov/initiatives/strong-start/
PerryUndem Research and Communication, “Examining the Mental Health Care Needs and Preferences of Women
Ages 18-44” (2017).
8
PerryUndem, 2017.
9
Department of Health and Human Services, Office of Women’s Health, Final Report: Opioid Use, Misuse, and
Overdose in Women, July 2017.
10
Medicaid and CHIP Payment and Access Commission, Report to Congress, June 2017.
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women. 11 Ensuring healthy pregnancies means ensuring that women have access to preventive care and
the full range of FDA-approved contraceptive methods. Any models of care aimed at increasing women’s
access to behavioral treatment and prevention should include strong protections against coercive
reproductive health interventions.
ACOG is aware that CMS is undertaking development of an episode-based payment model for maternity
care for pregnant women with opioid use disorders. ACOG supports focusing resources to improve care
linkages for this medically complex population. However, we strongly caution against an episode
payment that has downside risk. Patients with an opioid use disorder are a complex patient population
and pregnant women with this substance use disorder can be even more challenging to care for because of
the stigma attached to their condition. Any disincentive, real or perceived, that ob-gyns or other
maternity care providers face in caring for this subpopulation will likely limit access to care.
Additionally, it is essential that any model of care that targets pregnant and parenting women with
substance use disorders, including opioid use disorders, expands access to outpatient treatment. Parenting
women, along with many pregnant women, have caretaker responsibilities that are not compatible with
inpatient treatment.
Questions
Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models.
We have identified specific risks and challenges to some of the above models. However, we also urge
CMS to consider how different models, including those currently in existence and those that are
developed, integrate with one another and impact one another. It is also imperative that CMS take into
consideration how physicians and other health care providers are impacted by multiple models in which
they are simultaneously participating.
Again, thank you for the opportunity to comment on the Innovation Center New Direction. We hope you
have found our comments helpful. We look forward to working with CMS as it continues its payment
and delivery system transformation work. Should you have any questions, please contact Emily Eckert,
Health Policy Analyst, or Elizabeth Wieand, Program Director of Payment and Delivery System Policy.
Sincerely,

Barbara S. Levy, MD, FACOG, FACS
Vice President, Health Policy

11

Office of National Drug Control Policy, President’s Commission on Combating Addiction and the Opioid Crisis,
Final Report, November 2017. https://www.whitehouse.gov/sites/whitehouse.gov/files/images/Final_Report__11-22017.pdf
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Novembe 20, 2017
Ms. Seema Ve ma
Administ ato
Cente s fo Medica e and Medicaid Se vices
7500 Secu ity Bouleva d
Baltimo e, MD 21244

Dea Administ ato Ve ma:
On behalf of the mo e than 30 million Ame icans living with diabetes and the 84 million mo e
with p ediabetes, the Ame ican Diabetes Association (Association) app eciates the oppo tunity
to p ovide comments on the Cente s fo Medica e & Medicaid Se vices (CMS) Innovation
Cente New Di ection Request fo Info mation eleased on Septembe 20, 2017.
Diabetes impacts people of all ages, aces, and egions of the count y. Eve y yea , diabetes and
p ediabetes cost the U.S. economy oughly $322 billion. People with diabetes have health ca e
costs 2.3 times g eate than those without diabetes. Not su p isingly, diabetes has a
substantial impact on the Medica e and Medicaid populations. An estimated 12 million
Ame icans ove age 65 (o 25.2 pe cent) have diabetes. Mo eove , nea ly half of Ame icans age
65 o olde have p ediabetes, putting them at high isk fo developing diabetes. Cu ently, one
out of eve y th ee Medica e dolla s is spent ca ing fo somebody with diabetes. Fu the , adults
with diabetes a e disp opo tionately cove ed by Medicaid.i Access to affo dable, adequate
health cove age is c itically impo tant fo all people with, and at isk fo , diabetes. Fo low
income individuals, access to Medicaid cove age is essential to managing thei health. Given
the significant impact diabetes has on the Medica e and Medicaid populations, we ecommend
the Innovation Cente conside diabetes as it develops and tests innovative app oaches and
models to imp ove quality and value of ca e fo Medica e beneficia ies.
We would fi st like to acknowledge the wo k the Innovation Cente did to test and expand
evidence-based diabetes p evention p og ams fo senio s at isk fo diabetes. Th ough a pilot
that en olled mo e than 8,000 Medica e beneficia ies, the Innovation Cente found senio s can
p event o delay the onset of type 2 diabetes by pa ticipating in a community-based diabetes
p evention p og am. The CMS Office of the Actua y estimated that pa ticipation in the
diabetes p evention p og am saved the Medica e p og am app oximately $2,650 pe en ollee
ove 15 months of the p og am.ii We a e pleased CMS will begin to cove the Medica e
Diabetes P evention P og am (MDPP) expanded model sta ting in Ap il 2018 on a nationwide
basis fo beneficia ies at isk of developing diabetes. The Association looks fo wa d to
continuing to wo k with CMS to implement the MDPP.
Simila ly, we st ongly ecommend CMS explo e oppo tunities to imp ove the health of
Medicaid en ollees at isk fo developing diabetes by p oviding cove age fo evidence-based
diabetes p evention p og ams. Fo example, type 2 diabetes can be p evented o delayed

th ough the National Diabetes P evention P og am (National DPP), an evidence-based lifestyle
inte vention p og am based on the clinical esea ch that p evented o delayed diabetes in 71
pe cent of pa ticipants ove 60 yea s old.iii Resea ch shows that even afte 10 yea s, study
pa ticipants who completed the p og am we e one-thi d less likely to develop type 2 diabetes.iv
Despite the st ong evidence base fo this p og am, National DPP is cu ently cove ed fo
Medicaid beneficia ies in only seven states. Two of those states, Ma yland and O egon, a e
pa ticipating in the Cente s fo Disease Cont ol and P evention (CDC) Division of Diabetes
T anslation pa tne ship with the National Association of Ch onic Disease Di ecto s to test
implementation and delive y of a sustainable Medicaid cove age model fo the National DPP.
Acco ding to the CDC, if just 13 pe cent of the 84 million Ame icans with p ediabetes
pa ticipate in the National DPP, national spending on medical costs will dec ease by $3.1 billion,
and 2.3 million yea s of living with diabetes can be ave ted ove 10 yea s.v The Association
encou ages CMS to conside additional demonst ations to p ovide the National DPP to
Medicaid en ollees.
As CMS etermines its future irection for the work of the Innovation Center, the Association
urges CMS to consi er the following principles:
• Ensure mo els targeting cost savings o not jeopar ize patient outcomes an quality
care;
• Consi er a whole-person approach to care;
• Ensure innovation mo els o not eter in ivi uals from obtaining nee e care;
• Communicate clearly to emonstration enrollees; an
• Seek opportunities to a ress health inequity an health isparities.
Ensu e models ta geting cost savings do not jeopa dize patient outcomes and quality ca e;
Conside a whole-pe son app oach to ca e
The Association believes the ove a ching goal of CMS Innovation Cente demonst ations should
be to imp ove access to, and quality of, ca e. Diabetes is a complex, lifelong ch onic illness
equi ing continuous medical ca e with multifacto ial isk eduction st ategies beyond glycemic
cont ol. It is the leading cause of new cases of adult blindness, non-t aumatic lowe -limb
amputations and kidney disease in the United States.vi People with uncont olled diabetes o
with diabetes complications have medical costs as high as eight times that of people with wellcont olled o non-advanced diabetes. vii Fo tunately, we know diabetes complications can be
avoided o delayed with adequate management of blood glucose.viii Studies show intensive
diabetes management can delay the onset and p og ession of diabetic neph opathy, which is
the leading cause of end stage enal disease.ix
Each yea , the Association publishes Standard of Medical Care in Diabete (Standard of Care)
to p ovide clinicians, patients, esea che s, paye s, and othe inte ested individuals with the
components of diabetes ca e, gene al t eatment goals, and tools to evaluate the quality of
ca e.x These guidelines meet the Institute of Medicine standa ds fo guideline development,
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have an evidence base with documented validity ove time, inco po ate multiple como bidities,
and have become the inte national gold standa d fo diabetes management. The Standard of
Care unde go a fo mal eview p ocess by the Association’s P ofessional P actice Committee
which pe fo ms an extensive lite atu e sea ch and updates the Standard of Care annually
based on the quality of new evidence.
Of cou se, scientific evidence is only one component of clinical decision making, and ou
p actice ecommendations a e w itten with a patient-cente ed, individualized app oach.xi
Individual ci cumstances, such as como bid and coexisting diseases, age, education, disability,
and, above all, patients’ values and p efe ences, must be conside ed and may lead to diffe ent
t eatment ta gets and st ategies.
Inte ventions va y among individuals with diabetes, and the apies change ove the lifespan of a
pe son with diabetes. While tools such as p ima y and specialist physician se vices, blood
glucose testing supplies, p esc iption d ugs, diabetes self-management education and suppo t,
and medical nut ition the apy a e commonly used to manage diabetes and p event
complications, each individual’s specific needs will va y, which is why t eatment must be
patient-cente ed. Therefore, we recommen CMS ensure any emonstration mo els
targeting cost savings o not jeopar ize patient outcomes an quality care, an instea
consi er a whole-person approach to iabetes care.
Ensu e innovation models do not dete individuals f om obtaining needed ca e
Diabetes is a complex, ch onic illness equi ing continuous medical ca e with multifacto ial isk
eduction st ategies beyond glycemic cont ol. Ongoing patient self-management education and
suppo t a e c itical to p eventing acute complications and educing the isk of long-te m
complications. The Association, including its scientific and medical expe ts, believes necessa y
benefits fo the management, p evention, and ca e of diabetes include:
• Diabetes sc eening fo individuals at high isk;
•

Se vices as dete mined by a t eating health ca e p ovide ;

•

P esc iption medications;

•

Du able medical equipment, such as blood glucose testing equipment and supplies, and
insulin pumps and associated supplies;

•

Se vices elated to p egnancy, including sc eening fo diabetes; monito ing and
t eatment fo women with p e-existing diabetes and gestational diabetes; and postnatal
sc eening;

•

A yea ly dilated eye exam by an eye-ca e p ofessional with app op iate follow-up ca e
as medically needed;

•

Podiat ic se vices;
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•

Diabetes education, including diabetes self-management education and suppo t
se vices; and

• Medical nut ition the apy se vices.
When people a e not able to affo d the tools and ca e necessa y to manage thei diabetes, they
scale back o fo ego the ca e they need. People with uncont olled diabetes o with diabetes
complications have medical costs as high as eight times that of people with well-cont olled o
non-advanced diabetes.xii Fo tunately, we know diabetes complications can be avoided o
delayed with adequate management of blood glucose.xiii Studies show intensive diabetes
management can delay the onset and p og ession of diabetic neph opathy, which is the leading
cause of end stage enal disease.xiv Consi ering this, the Association urges CMS to ensure any
innovation mo els it implements o not eter in ivi uals with iabetes from obtaining
nee e care.
Communicate clea ly to demonst ation en ollees
CMS seeks feedback on a new di ection fo the Innovation Cente to p omote patient-cente ed
ca e and test ma ket-d iven efo ms that empowe beneficia ies as consume s, p ovide p ice
t anspa ency, inc ease choices and competition to d ive quality, educe costs, and imp ove
outcomes. Inhe ent in any effo t to empowe beneficia ies as consume s and inc ease choices
and competition must be the goal of clea communication to beneficia ies. Medica e and
Medicaid a e inc easingly complex p og ams to navigate. Beneficia ies must know and
under tand the info mation being p esented to them in o de to make good choices fo
themselves. Fo example, when p esenting plan options to beneficia ies, the e must be clea
communication about the costs (e.g., p emiums, deductibles, copays, coinsu ance, costs of
thei pa ticula p esc iption d ugs), p ovide netwo ks, and cove age ules. Beneficia ies must
unde stand this info mation in o de to make a wise decision fo themselves. In any mo el
being teste seeking to empower beneficiaries an increase choices an competition, we
urge CMS to carefully consi er what critical information must be clearly communicate an
un erstoo by the beneficiary an assess whether this actually occurs.
Seek oppo tunities to add ess health inequity and health dispa ities
Latinos, Af ican Ame icans, Ame ican Indians, Alaska Natives, Asian Ame icans, Native
Hawaiians, and Pacific Islande s a e mo e likely to develop diabetes and to suffe its associated
complications.xv In addition, socioeconomic and ethnic inequalities exist in the p ovision of
health ca e to individuals with diabetes. Eliminating dispa ities will equi e individualized,
patient-cente ed, and cultu ally app op iate st ategies as well as system-level inte ventions.
St uctu ed inte ventions that a e developed fo dive se populations and that integ ate cultu e,
language, finance, eligion, and lite acy and nume acy skills positively influence patient
outcomes. The Association strongly urges CMS to seek opportunities to a ress health
inequity an health isparities through the Innovation Center.
Acco ding to the Cente s fo Disease Cont ol and P evention’s (CDC) Guide to Community
P eventive Se vices, community health wo ke s p ovide cultu ally app op iate out each and
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services and can serve an important ole in improving health and enhancing health equity in
underserved o minority communities.xvi In 2007, the Health Resources and Services
Administration identified five prevailing models of care engaging community health workers,
including as members of the care delivery team and patient navigators.xvii The CDC’s Guide to
Community Preventive Services recommends interventions that engage community health
workers for cardiovascular disease prevention, diabetes prevention and diabetes
management.xviii The Medicare Diabetes Prevention Program expanded model is helping to
establish the role of community-based services and community health workers in the Medicare
program as it relates to diabetes prevention. We urge CMS to further explore and invest in the
role of community health workers in the care and treatment of people with diabetes in the
Medicare and/or Medicaid population in future demonstrations.
Thank you for the opportunity to provide comment on the Request for Information. Should
you have any questions on the comments or recommendations we provide, please contact
Krista Maie , Interim Vice President, Public Policy & Strategic Alliances.
Sincerely,

D . LaShawn McIve , MD, MPH
Senio Vice P esident, Gove nment Affai s & Advocacy
Ame ican Diabetes Association
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November 20, 2017

Submitted electronically to CMMI_NewDirection@cms.hhs.gov

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
RE: Innovation Center New Direction – Request for Information
Dear Administrator Verma:
On behalf of the American Gastroenterological Association (AGA), the trusted
voice of the gastroenterology community, I am pleased to provide comments on
the Centers for Medicare & Medicaid Services (CMS) Innovation Center’s request
for information on a new direction to promote patient-centered care and test
market-driven reforms that empower beneficiaries as consumers, provide price
transparency, increase choices and competition to drive quality, reduce costs,
and improve outcomes.
Founded in 1897, AGA represents more than 16,000 members from around the
globe who are involved in all aspects of the science, practice, and advancement
of gastroenterology. AGA has long been a leader in the development of episodes
of care and value-based care models. We have developed episode and bundled
payment models for colonoscopy, gastroesophageal reflux disease (GERD), and
obesity. Moreover, we have collaborated with other specialty organizations on
disease management and care coordination models for inflammatory bowel
disease (IBD), as well as other gastrointestinal conditions such as gastrointestinal
bleeding, abdominal pain, and diarrhea. AGA and its members are deeply
committed to advancing patient-centered care through innovative care delivery
and payment models.

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Innovation Center New Direction – Request for Information
November 20, 2017
Page 2 of 4

While the CMS Innovation Center has worked to increase the number and variety of models
available to ensure that a wide range of clinicians have the option to participate, efforts to
create models that recognize the role of specialty care and specialty physicians have largely
fallen short. This is problematic as two-thirds of Medicare physicians are specialists1 and
specialty physicians often care for the most complex and costly Medicare beneficiaries. AGA
applauds the CMS Innovation Center’s stated intention to increase the availability of specialty
physician models. As noted in the request for information, for Medicare beneficiaries with
complex or chronic conditions, including Crohn’s disease and ulcerative colitis (collectively
referred to as IBD), specialists are often a primary source of care. As such, developing models
focused on chronic conditions managed by specialists has the potential to improve quality and
outcomes and reduce costs. Moreover, it creates a pathway for specialty physicians to move
away from the traditional fee-for-service model and into payment models that better focus on
providing high-value care. Currently, no such pathway exists.
As the CMS Innovation Center’s direction is examined and refined, AGA urges CMS to consider a
more nuanced approach to existing model design factors or principles. Specifically, we
recommend that the CMS Innovation Center –
1. Consider physician specialty models of all sizes and scope. Do not limit models based
only on number and/or percentage of beneficiaries and practitioners included in the
model.
2. Allow physician specialty models that may be operationalized using proprietary
technology. Do not dismiss such models as operationally unfeasible.
3. Utilize the broad authority allowed the CMS Innovation Center to waive Medicare laws
and regulations to expand physician specialty models.
Below we discuss each recommendation in more detail.
***

Consider physician specialty models of all sizes and scope. Do not limit models based only
on number and/or percentage of beneficiaries and practitioners included in the model.
The CMS Innovation Center’s objective to design alternative payment models (APMs) that
encompass as many beneficiaries and providers as possible has resulted in models focused on
primary care. As a result, specialty physicians that manage Medicare beneficiaries with

1

Medicare Non-Institutional Providers by Specialty Calendar Year 2016. https://www.cms.gov/fastfacts/. Accessed November
15, 2017.

complex and/or chronic medical conditions have largely been excluded from existing APMs
even though they are often a primary source of care for these beneficiaries. As the CMS
Innovation Center works to expand the availability of specialty models, AGA urges CMS to
consider alternate criteria for evaluating the reach or scale of specialty models. Models that
reach small beneficiary populations should not be ruled out based solely on scope. Physicians
specialty models that standardize care will improve quality and outcomes for Medicare
beneficiaries. Additionally, substantial savings may be achieved by implementing models across
multiple specialty areas or chronic conditions. Individually, such models may affect only a
small number of Medicare beneficiaries or physicians, but collectively will generate
substantial savings that continue to accrue over time.

Allow physician specialty models that may be operationalized using proprietary
technology. Do not dismiss such models as operationally unfeasible.
Health information technology (health IT) is at the center of current chronic disease
management (CDM) programs. Health IT supports CDM by facilitating clinical decision making,
health information exchange, patient education, and remote patient monitoring. Health IT
utilized in CDM includes electronic health records (EHRs), integrated voice response (IVR), and
telehealth applications that allow patients and care teams to interact outside of face-to-face
office visits. APMs that incorporate or utilize health IT to manage and coordinate care for
chronic disease populations should be embraced.
AGA recognizes and appreciates the CMS Innovation Center’s concern regarding models that
utilize proprietary technology, but encourages the agency not to dismiss such models. Project
Sonar is an IBD CDM model that incorporates the proprietary technology, SonarMD™, to
facilitate disease management and care coordination for patients with IBD. The SonarMD™
technology provides an off-the-shelf solution to the systems, processes, and other
infrastructure necessary to implement chronic disease management and care coordination in
an IBD patient population. In the absence of an off-the-shelf solution, physicians and physician
practices would need to develop independently the necessary systems, processes, and
infrastructure. As such, the availability of a proprietary technology may facilitate, rather than
hinder, participation in the model.
If concerns remain that utilization of proprietary technology might limit participation, AGA
suggests the CMS Innovation Center establish standards that allow physicians to participate
using homegrown systems, processes, and infrastructure. In the example of Project Sonar, this
may require practices to adhere to nationally endorsed clinical guidelines and care pathways
and to utilize clinical decision support and patient engagement tools. Physician specialty
models that demonstrate improved care and reduced costs should not be overlooked
because of proprietary technology.

Utilize the broad authority allowed the CMS Innovation Center to waive Medicare laws
and regulations to expand physician specialty models.
The Affordable Care Act gave the CMS Innovation Center broad authority to waive existing
Medicare laws and regulations to test APMs. The only requirements for doing so is that the
APM is intended to improve quality, maintain or reduce costs and existing benefits, and
coverage are not restricted. Despite this broad authority, the CMS Innovation Center is
reluctant to test models that expand Medicare benefits to cover services that are safe and
effective, but do not fall under an existing Medicare benefit category. Such an approach limits
the ability of physicians, including specialists, to utilize the full range of clinical tools available to
them. For example, oral enteral nutrition may be used as a first-line or adjunct therapy to
induce remission in an acute Crohn’s disease episode, but it is non-covered by Medicare when
administered orally. Disease-focused APMs should allow coverage for safe and effective
therapies that improve quality and outcomes and maintain or reduce costs, but do not fall
under an existing benefit category.
***
AGA continues to be frustrated by the lack of APMs available to specialty physicians. This is
especially problematic given the intent of the Medicare Access and CHIP Reauthorization Act
(MACRA), and CMS more specifically, is to move physicians away from the traditional fee-forservice model and into payment models that better focus on providing high-value care. If the
Quality Payment Program established under MACRA is expected to achieve the goal of
transforming the delivery of health care, the role of specialists and specialty care must be
embraced. AGA urges the CMS Innovation Center to develop APMs appropriate for
specialists.
Thank you for the opportunity to submit feedback on the CMS Innovation Center’s request for
information on a new direction to promote patient-centered care and test market-driven
reforms that empower beneficiaries as consumers, provide price transparency, increase choices
and competition to drive quality, reduce costs, and improve outcomes. Should you have any
questions or require additional information, please contact Jessica Roth, Director, Regulatory
Affairs.
Sincerely,

Timothy C. Wang, MD, Chair

November 20, 2017

SUBMITTED ELECTRONICALLY VIA
CMMI_NewDirection@cms.hhs.gov

Amy Bassano
Center for Medicare and Medicaid Innovation
ATTN: CMMI New Direction – Informal Request for Information
2810 Lord Baltimore Boulevard
Baltimore, MD 21244‐2613

Re: CMMI New Direction – Informal Request for Information

Dear Ms. Bassano:
The American Geriatrics Society (“AGS”) greatly appreciates the opportunity to comment on the Center
for Medicare and Medicaid’s Innovation’s (CMMI) informal request for information (RFI) on its new
direction. The AGS is a not‐for‐profit organization comprised of over 5,000 physician and non‐physician
practitioners who are devoted to improving the health, independence, and quality of life of all older
adults. The AGS provides leadership to healthcare professionals, policy makers, and the public by
implementing and advocating for programs in patient care, research, professional and public education,
and public policy. Our mission is to improve the health, independence, and quality of life of all older
people.
Older persons with chronic illnesses and geriatric conditions frequently do not receive the
recommended standard of care, and account for a disproportionate share of healthcare expenditures.
Improved care for patients with multiple chronic conditions has been identified as one approach that
has high potential for cost savings by reducing preventable hospitalizations as well as helping older
adults with multiple chronic conditions have a higher quality of life and age in place. Studies have shown
that models of geriatrics care can make a critical difference.
The RFI includes six guiding principles. We are especially supportive of those around provider choice,
patient‐centered care, transparency and participation among stakeholders, and testing of small scale
models. Patient‐centered care in particular is critical for our population and should also consider the
importance of effective healthcare teams that include professionals with the expertise needed to
provide this type of care. Coordination of care across settings is also key. Ultimately, the success of
models tested by CMMI will depend not only on operationalizing these guiding principles, but also on
the skills and training of healthcare providers delivering the care to older patients with complex
conditions.
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COMMENTS ON POTENTIAL MODEL AREAS DESCRIBED IN RFI
Physician Specialty Models
Older adults with complex and chronic conditions often suffer from overly fragmented, specialty‐driven
care. For this population, isolated physician specialty models do not have proven effect. Engagement
between primary and specialty care and care planning are essential to high‐quality care for older adults.
CMS should prioritize models that promote collaboration between primary care providers and
specialists.
Prescription Drug Models
Pharmacists have been proven to be very effective in managing transitions from the hospital to the
home by seeing patients in clinics, office practices, and in the home for post‐discharge and/or post‐
acute care. These interventions help avoid the use of potentially inappropriate medications among
Medicare patients who are frequently on multiple medications. CMS should pursue approaches that
integrate appropriately trained pharmacists in healthcare teams outside of the pharmacy.
Medicare Advantage (MA) Innovation Models
MA plans continue to be a focus of innovation initiatives and provide opportunities to improve the
health and function of individuals who live with multiple chronic conditions. MA plans should engage
geriatrics trained leadership for input in creating a business plan to incorporate geriatrics‐specific
approaches to care. Where possible these plans should adopt proven geriatrics models or key
components of evidence‐based models. MA plans could also be required to adopt payment policies
that traditional Medicare deems valuable, such as payments that support Advanced Primary Care,
whether through specific procedure codes or care management fees.
State‐Based and Local Innovation, including Medicaid‐focused Models
The AGS welcomes opportunities to partner with states on developing local innovations, particularly for
dually eligible populations such as nursing home patients. However, there is a need for support for
carefully designed and implemented waivers to create opportunities for state and local innovations.
Mental and Behavioral Health Models
Behavioral health needs are significant throughout life for many patients, and are especially important
for older adults. Parity is a high priority for the AGS. Behavioral healthcare services should be integrated
into primary settings of care wherever possible, with specific training for the needs of older adults.
Telehealth solutions, like online cognitive behavioral therapy, may be an option for these patients and
others in rural areas. The AGS is part of the Leaders Engaged on Alzheimer’s Disease (LEAD) coalition
that has made recommendations around evidence‐based models of dementia care that could be
scaled and tested by the Innovation Center.

GERIATRICS CARE MODELS
Studies have shown that models providing coordinated and interdisciplinary geriatrics team‐based care
can make a critical difference, especially for persons with multiple chronic conditions, by preventing
complications and enhancing the quality and efficiency of care provided across the healthcare
continuum. Models, for example, that reinforce the patient‐provider relationship might prove superior
to usual care and other new financial models that are potentially cumbersome for and confusing to
older adults, their family caregivers, and their medical providers.
AGS Comments on CMMI New Direction
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CMMI has already invested in the development of some innovative care models for geriatric patients.
The Enhanced Care and Coordination Provider (ECCP) Initiative, for example, is focused on reducing
avoidable hospitalizations for long‐stay nursing home residents. The final evaluation report of Phase 1
describes positive results, particularly for those care models that directly provided services to residents.
Following initial development and testing, CMMI should support approaches for scaling up models like
the ECCPs to reach a greater number of frail older adults.
In addition, we urge CMMI to identify and apply policy levers that support the market expansion or
adoption into Medicare of other geriatrics care models that have been shown to improve care for
beneficiaries with chronic conditions. Below we have highlighted a few of these models. This list is not
meant to be comprehensive or prioritized. AGS leadership would welcome the opportunity to discuss
these and other specific care models in further detail.
Programs for All‐inclusive Care for the Elderly (PACE) is a managed‐care program that was developed to
enable individuals to live independently in the community, rather than a nursing home, with a high
quality of life. Several evaluations of the program have shown PACE to be effective in creating cost‐
savings and improving quality of life for frail older adults.
There is an opportunity now for CMS to move forward without delay on innovative PACE‐like models
that could address the needs of multiple populations and align with CMMI’s future direction. The AGS
supports the following recommendations submitted by and outlined in further detail by The National
PACE Association (NPA).
●

PACE‐like Pilot: At‐Risk Medically Complex Beneficiaries
NPA recommends that CMS implement a PACE‐like pilot to address the needs of medically
complex Medicare and/or Medicaid beneficiaries who are at‐risk of needing nursing home level
of care. NPA shared a framework for this pilot—At Risk Medically Complex—with CMS in
September 2016. Such a pilot would aim to delay nursing home eligibility and improve other
patient‐centered outcomes, such as function and mental health, by streamlining care delivery
for at‐risk medically complex beneficiaries, through the integration of medical care and long‐
term services and supports (LTSS), thereby creating efficiencies for states.

●

PACE‐like Pilot: Medicare‐only Beneficiaries
NPA has also outlined a pilot program focused on expanding Medicare beneficiaries’ access to
PACE in states that have not elected PACE as a Medicaid option. Expanding access to PACE
would provide Medicare beneficiaries with a more coordinated, integrated, and cost‐effective
alternative to existing LTSS options. This pilot also has the potential to delay Medicare
beneficiaries’ spend‐down to Medicaid thus creating savings for states.

●

PACE as an Advanced Alternative Payment Model (APM)
NPA recommends that CMS recognize PACE as an Advanced APM. CMMI should use its
demonstration and waiver authorities to recognize the PACE model as currently configured as
an Advanced APM and to allow PACE contract clinicians to apply their PACE patient care towards
reaching Qualifying Participant status.
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Patient‐Centered Medical Homes (PCMHs) for Older Adults actively engage patients and their
caregivers in care provided by clinicians in primary care practice. Studies show that PCMHs have many
benefits, including better quality, patient experience, continuity, prevention, and disease management.
For more information visit: https://pcmh.ahrq.gov/
A PCMH model for older adults could focus on medically underserved communities, rural areas, and
primary care providers' practices. In addition to total costs of medical care compared to usual FFS (or
MA) medical care, important metrics would include patient satisfaction, quality of life, mental health,
hospital admissions/readmissions, utilization of subspecialty consultations, and physical functioning and
independent living of beneficiaries. Higher payments to providers (e.g., as planned under MACRA) would
create a financial incentive for small group practices or alliances of solo practitioners to participate in
the PCMH and patients could be incentivized to participate based on the additional services and benefits
offered (e.g., pharmacist consultation). More information about PCMHs for older adults can be found in
a recent White Paper entitled Patient‐Centered Medical Homes and the Care of Older Adults.
The Independence at Home (IAH) Demonstration model provides home‐based primary medical care to
older adults with severe chronic illness and disability. An interdisciplinary team coordinates all medical
and social services, providing better clinical care and patient experience. Each program delivers 24/7
medical care to help avoid preventable emergency room visits and hospitalizations. In 2012, CMS
launched the Medicare IAH demonstration which was active through September 2017 in 16 sites around
the country and had enrolled over 10,000 beneficiaries. CMS found that IAH practices saved over $35
million during the first two performance years. Years 1 and 2 cost savings is 11 percent annually,
produced by the IAH demonstration that saved money. CMS accrued $19 million in IAH demonstration
savings and almost $17 million in savings were earned by 9 out of the 17 programs that saved more than
5 percent. Year 5 concluded on September 30, 2017. Legislation to extend the demonstration passed the
Senate (S.870), and advanced out of the full House Energy and Commerce Committee (H.R.3263) in
September 2017. We look forward to the two year extension included in these bills and are working with
the American Academy of Home Care Medicine and others on legislation to convert the IAH
demonstration into a permanent, national Medicare program. For more information visit:
https://innovation.cms.gov/initiatives/independence‐at‐home/.
Maximizing Independence (MIND) at Home intervention is designed to systematically assess and help
address unmet needs that may be barriers to persons with Alzheimer’s disease or related dementias
remaining in their home, while maintaining their health and wellbeing and that of their caregiver. MIND
at Home links people with dementia and their caregivers to community‐based agencies, medical and
mental healthcare providers, and community resources. The model is delivered by a Memory Care
Coordinator and an interdisciplinary team who use six basic care strategies—resource referrals,
attention to environmental safety, dementia care education, behavior management skills training,
informal counseling, problem‐solving—as well as ongoing monitoring, assessment and planning for
emergent needs. Research studies funded by an innovation grant from CMMI and multiple private
foundations have shown improvements in patient and caregiver outcomes related to this intervention.
For more information visit: http://www.mindathome.org/
GRACE Team Care™ provides home‐based, integrated geriatric care by a nurse practitioner and social
worker who work with the office‐based primary care physician and a larger interdisciplinary team to
develop an individualized and person‐centered care plan incorporating chronic disease management
and protocols developed for the treatment of 12 targeted geriatric conditions (e.g., dementia,
depression, falls, etc.). GRACE has improved care quality and outcomes, and lowered the cost of care in
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high‐risk Medicare beneficiaries by reducing emergency department and hospitalization rates. The
GRACE program has been successfully applied to a variety of health systems and health plans such as
MA, ACOs, medical groups, and VA Medical Centers around the country. For more information visit:
http://graceteamcare.indiana.edu/home.html
Guided Care is driven by a highly skilled registered nurse in a primary care office, who assists three to
four physicians in providing high‐quality care for patients with complex and chronic conditions. Under
the program, the nurse provides eight services including: assessing, planning care, monitoring, coaching,
chronic disease self‐management, educating and supporting caregivers, coordinating transitions
between providers and sites of care, and access to community services. A one year pilot study in urban
Baltimore, Maryland, found that Guided Care recipients experienced more improvement in the quality
of their care compared to similar patients who received usual care. In addition, insurance claims
revealed that the costs of healthcare were lower for the Guided Care patients than for the usual care
patients. For more information visit: http://www.guidedcare.org/
Acute Care for Elders (ACE) is an interdisciplinary service that generally incorporates a modified hospital
environment (e.g. safe mobility and a homelike atmosphere); early assessment and intensive
management to minimize the adverse effects of hospital care; early discharge planning; and patient‐
centered care protocols. Over the last two decade, these units have been introduced in hospitals
nationwide. Research evaluating outcomes for older adults admitted to ACE versus usual care has shown
improved processes of care, prescribing practices, physical functioning, restraint rates, and patient and
provider satisfaction as well as reduced nursing home placement, length of stay, costs, and
readmissions. For more information visit: http://www.uhhospitals.org/cleveland/services/geriatric‐
services/services/acute‐care‐for‐the‐elderly
The Hospital Elder Life Program (HELP) is a comprehensive, evidence‐based, patient‐care program that
provides optimal care for older persons in the hospital. HELP was originally designed to prevent delirium
among hospitalized older adults but multiple studies have demonstrated that the program also prevents
functional and cognitive decline and decreases length of stay and nursing home placement. HELP does
this by keeping these patients oriented to their surroundings, meeting their needs for nutrition, fluids,
and sleep and keeping them mobile within the limitations of their physical condition. The program has
also shown cost savings. For more information visit: http://www.hospitalelderlifeprogram.org/
Home‐Based Primary Care Model is a healthcare service provided to Veterans with complex healthcare
needs and for whom routine‐clinic based care is not effective. Under the model, a VA physician
supervises the healthcare team that provides skilled services, case management, and help with activities
of daily living (e.g., bathing, dressing, fixing meals, or taking medicines). This program is also for
Veterans who are isolated or their caregiver is experiencing burden. For more information visit:
https://www.va.gov/GERIATRICS/Guide/LongTermCare/Home_Based_Primary_Care.asp
A strong home‐based community support system is as essential a resource as the hospital or doctor’s
office and must be recognized as such. This area has the greatest potential and policy need. The Home‐
Based Primary Care model should be replicated outside of the Veterans Health Administration as similar
models have shown to improve care for non‐VA patients. For example, the ElderPAC program at the
University of Pennsylvania linked house call teams with a local Area Agency on Aging. Their goal was to
improve care for older individuals with multiple chronic conditions and complex social needs. Seniors
who were managed in this program were more likely to remain independent in their homes; had lower
long‐term nursing home use; had lower mortality rates; and had lower Medicare and Medicaid costs.
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ADDITIONAL CONSIDERATIONS FOR MODELS
Beneficiary Engagement
CMS asks how they can further engage beneficiaries in model development. We ask that CMS consider
the addition of beneficiary/surrogate engagement as a required component of innovations grants. One
option would be an assessment tool for all practices to assess their model and best practices. Metrics
should be public and known to all peers and patients.
The AGS also urges CMS to develop a plan to encourage beneficiaries to designate a primary care
provider (PCP). We recommend that CMS educate its beneficiaries that having a regular source of
primary care is an important part of care, and that for most people high‐quality health care starts with
having a relationship with a trusted PCP. Primary care is a key feature of all high‐performing healthcare
systems. We also encourage CMS to move to use of the patient relationship categories and codes to
help define the mutual expectations of physicians and patients.
Flexibility
Flexibility is important as we continue to form innovative partnerships and break down the silos of
health care. For example, hospitals and skilled nursing facilities (SNFs) are partnering to improve
communication and care quality. These partnerships could involve more resource sharing that could
raise the level of care for patients in both settings, although for this to be feasible a hospital needs to be
discharging a concentrated number of patients to a smaller number of SNFs. Interpretation of
regulations around limited discharge options are a barrier to expanding high value networks between
hospitals and post‐acute care settings. While hospitals should not limit a beneficiary’s options, it would
be helpful for CMS to explicitly allow promotion of these “high value” networks to encourage
strengthening of these partnership arrangements.
Telehealth
Geriatrics health professionals are not available to everyone based on geography and other barriers –
thus greater flexibility is needed with telehealth and other waivers for innovative ways to extend the
reach of specialized medical care. Telehealth has the potential to improve outcomes for chronically ill,
multi‐morbid patients, including homebound older adults and those living in underserved areas. Patients
often have to travel long distances to reach a provider and this can be especially challenging for older
adults who may have multiple medical appointments and difficulty traveling. Telehealth support has also
shown to improve care for patients in SNFs and assisted living facilities by decreasing emergency
department utilization and hospitalization. Home health monitoring systems have shown similar
improvements and better compliance and patient satisfaction.
Qualification as an Advanced Alternative Payment Model (APM)
These models all require investment of resources to implement. The AGS believes the investment of
such resources should qualify as meeting risk thresholds to allow these models to qualify as Advanced
APMs under MACRA. However, CMS’s current interpretation of the financial risk criterion is not aligned
with its policy goals to encourage development of, and participation in, APMs. Given the relatively small
number of APM entities and clinicians participating in such entities, CMS could better achieve its goals
by developing inclusive policies regarding Advanced APMs that encourage the development of, and
participation in APMs generally. CMS should be encouraging these activities not only for large
healthcare networks that can take on significant financial risk immediately, but also for smaller
organizations and a variety of provider types, who, relative to their size and structure, are taking on
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substantial risk in their own right. In addition, CMS should commit to ensuring that comparable
opportunities and risks exist for physicians in all parts of the United States to participate in Advanced
APMs. High‐quality, patient‐centered care can come in all shapes and sizes, and CMS should not limit its
ability to promote transformative care by so narrowly defining payment models that will meet the
definition of Advanced APMs. The AGS urges CMS to include additional ongoing projects as Advanced
APMs and to continue to work collaboratively with the provider community to develop new models.
Rigorous and Transparent Evaluation of Models
The evaluation of models is both critical and complex. Sometimes the best ideas do not prove to be
effective when implemented. Metrics should be clearly identified prior to program initiation and
systematically assessed during implementation. The identification of appropriate metrics, with
systematic and synthesized input from consumers, stakeholders, and researchers should be part of the
development of RFPs and independent from the funded implementation. Consistent with the flexibility
principle indicated above, the implementation team should be encouraged to identify additional
measures and engage stakeholders during the work. Whenever possible, comparator groups should be
identified prior to the start of implementation. Appropriately de‐identified results and data, both
positive and negative, should be publicly available in order to ensure full learning from the investment
of public resources. Finally, all evaluations should systematically consider adherence to the proposed
intervention to allow better understanding of reasons for positive or negative findings and to allow
learning for future efforts.

****************
Thank you for the opportunity to submit these comments. We would be pleased to answer any
questions you may have.

Sincerely,

Debra Saliba, MD, MPH, AGSF
President
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November 18, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-4159-P
P.O. Box 8013
Baltimore, MD 21244-8013

Dear Ms. Verma,
The American Health Care Association and the National Center for Assisted Living
(AHCA/NCAL) represents over 13,000 skilled nursing facilities (SNFs), or 1.063
million beds, and more than 209,000 assisted living residence (ALR) beds. With such a
membership base, the Association represents the vast majority of SNFs and a rapidly
growing number of ALRs.
We appreciate the opportunity to comment on future areas of focus and related guiding
principles for demonstrations conducted by the Center for Medicare and Medicaid
Innovation (CMMI). As you consider our recommendation and comments, we
encourage you to consider demographic trends and the combined impacts of payment
adequacy and regulatory burden on providers which deliver post-acute care (PAC) and
long-term care (LTC) to older adults and persons with disabilities.
In terms of PAC and LTC financing and service delivery systems, we encourage CMMI
to consider the following when designing Medicare and Medicaid demonstrations:
-

An increasing number of older adults will need long-term services and supports.
Recent research shows more older adults will have disabilities and will need
long-term services and supports than in recent years. In the early 2000s,
disability rates among older adults decreased due to innovations in medical care
and new medications. Such interventions produced lower Medicaid spending.
However, as this population with multiple chronic conditions ages, their costs
now are increasing rapidly. CMS data indicate disability starting at younger
ages. Roughly 52 percent of people turning 65 today will require long-term
services and supports at some point. Age 85 previously was considered the
trigger age.

Mark Parkinson
PRESIDENT & CEO

1
AHCA Response to CMMI New Directions Request for Information

-

At the same time as the demographic boom which will impact public payers, such as
Medicare and Medicaid, and providers reliant upon such payers is a startling decline in
family care giving capacity. Research by health economists has estimated the value of
family caregiving at approximately $370 billion per year. As this capacity for informal,
unpaid family caregiving declines, affordable innovative approaches to Medicare and
Medicaid financing are needed coupled with (emphasis added) affordable private
financing solutions. Specifically, the private long-term insurance market significantly
has contracted and coverage options which remain are unaffordable to the population of
adults likely to spend down to Medicaid. We urge CMMI to explore private LTC
financing options as part of its new directions effort.

-

In terms of payment, Medicare and Medicaid margins often are mischaracterized.
Frequently cited is the Medicare fee-for-service, only, margin for skilled nursing centers.
These margins often are described as double digit and represent inaccurate payment.
However, payment policymaking should consider total payer impacts as well as
regulatory burden associated with participating in public payer programs such as
Medicare and Medicaid. The Medicare Payment Advisory

-

The number of people with disabilities is increasing among persons all ages and varies
widely by state. Similar to the phenomenon noted above among older adults, numbers of
persons with disabilities are increasing due to medical advances and still-not-well
understood congenital disability causes. Of note, disability rates are increasing among
children at a startling rate, particularly neurological and behavioral disabilities. Thus,
the aged disability age wave will be followed by a second wave of young adults with
disabilities who will need Medicaid-financed long term services and supports.

-

At the same time as the demographic boom which will impact public payers, such as
Medicare and Medicaid, and providers reliant upon such payers is a startling decline in
family care giving capacity. Research by health economists has estimated the value of
family caregiving at approximately $370 billion per year. As this capacity for informal,
unpaid family caregiving declines, affordable innovative approaches to Medicare and
Medicaid financing are needed coupled with (emphasis added) affordable private
financing solutions. Specifically, the private long-term insurance market significantly
has contracted and coverage options which remain are unaffordable to the population of
adults likely to spend down to Medicaid. We urge CMMI to explore private LTC
financing options as part of its new directions effort.

In terms of payment, Medicare and Medicaid margins often are mischaracterized. Frequently
cited is the Medicare fee-for-service, only, margin for skilled nursing centers. These margins
often are described as double digit and represent inaccurate payment. However, payment
policymaking should consider total payer impacts as well as regulatory burden associated with
participating in public payer programs such as Medicare and Medicaid. The Medicare Payment
Advisory Commission (MedPAC) indicates that the total margin for SNFs is 1.6% which is razor
thin when considering the requirements for participating in Medicare and Medicaid.
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Below, we offer recommendations on five demonstration areas: 1) Observation Stays; 2)
Advanced BPCI; 3) Three-Day Stay Requirement; 4) PAC-LTC Provider-Led Entities; 5) Duals
Integration Concept; and 6) Medicaid Innovation Recommendations. We conclude with
responses to CMMI questions.
Conclusion
Again, thank you for the opportunity to provide input on CMMI’s future activities and we look
forward to an opportunity to speak with CMMI staff in the near future. Questions or requests for
a meeting should be directed to Mike Cheek.
Sincerely,
Transmitted Electronically
Michael W. Cheek
Senior Vice President
Reimbursement Policy
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1. Observation Stays
We believe that our observation stay comments and recommendation align with principles three
and four and address focus area two. Below, we offer CMS a clear pathway to resolve the
observation stay problem through the issuance of subregulatory guidance, an approach that
would not require the promulgation of new, onerous regulations. We also provide a legal
argument showing that CMS already has the authority needed to implement the solution.
Legal Argument: CMS Has Authority to Define Inpatient Care
Under a 2008 decision of the Second Circuit Court of Appeals, the Secretary of Health and
Human Services (HHS) has authority under the Medicare statute to count the time a patient
spends in the hospital, regardless of inpatient or outpatient classification, toward satisfying the
skilled nursing facility (SNF) 3-day rule for Medicare coverage of the SNF stay1. In its decision,
the Court recognized that neither the statute nor regulations define the word “inpatient,” and that
the Secretary defined “inpatient” in the Medicare Benefit Policy Manual as occurring after a
formal physician order for admission. Although the Court upheld the Secretary’s position in
litigation, it acknowledged that the Secretary has the authority to change the interpretation of
“inpatient” to include time spent in observation as an outpatient:
“[W]e note that the Medicare statute does not unambiguously require the construction we have
adopted. If CMS were to promulgate a different definition of inpatient in the exercise of its
authority to make rules carrying the force of law, that definition would be eligible for Chevron
deference notwithstanding our holding today.” 2
CMS Already Has Set Precedence for Defining “Inpatient” for Purposes of Satisfying the SNF 3day Rule
CMS already allows certain hospital stays to count in qualifying a patient for Part A-covered
care in a SNF, even when the hospital stay itself is not a Part A-covered hospital stay. We
provide two examples:
1. In the context of hospice services, CMS has recognized that “general inpatient care” in a
hospital, although “not equivalent to a hospital level of care under the Medicare hospital
benefit,” nevertheless qualifies a hospice beneficiary for Part A-covered SNF services3;
and
2. A three-day stay in a foreign hospital may qualify a beneficiary for Part A SNF coverage
if the foreign hospital is qualified as an “emergency hospital.”4
And in fact, the argument for counting days spent as an outpatient under observation for
purposes of satisfying the SNF 3-day rule is far stronger than either of the above examples, since
Estate of Landers v. Leavitt, 545 F.3d 98 (2nd Cir. 2008).
Ibid.
3 Medicare Benefit Policy Manual, Chapter 9, §40.1.5, accessed at: http://www.cms.gov/Regulations-andGuidance/Manuals/Downloads/bp102c09.pdf.
4 Medicare Benefit Policy Manual, Chapter 8, §20.1.1, accessed at: http://www.cms.gov/Regulations-andGuidance/Manuals/Downloads/bp102c08.pdf.
1
2
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the consensus is that care in the hospital is indistinguishable whether the patient is formally
admitted as an inpatient or called an outpatient.
Furthermore, CMS already has clarified that a beneficiary stay spanning at least three days does
not actually need to be Medicare-covered in order for it to satisfy the SNF 3-day rule. In
describing why a beneficiary continues to be eligible for Part A SNF coverage after a hospital
withdraws its Part A claim and resubmits it as a Part B claim instead, CMS wrote:
“…the 3-day inpatient hospital stay which qualifies a beneficiary for ‘posthospital’ SNF benefits
need not actually be Medicare-covered, as long as it is medically necessary. In addition, the
status of the beneficiaries themselves does not change from inpatient to outpatient under the Part
B inpatient billing policy. Therefore, even if the admission itself is determined to be not
medically necessary under the policy, the beneficiary would still be considered a hospital
inpatient for the duration of the stay, which, if it occurs for the appropriate duration, would
comprise a ‘qualifying’ hospital stay for SNF benefit purposes so long as the care provided ruing
the stay meets the broad definition of medical necessity.”5
CMS concludes that a patient’s receiving “medically necessary” care in the hospital, not the
classification of the care as “inpatient,” is the key factor for determining the patient’s eligibility
for Part A SNF coverage.
Cost and Scoring Challenges
As discussed, above, we see no barrier to CMS directly addressing the issue of observation stays
and their impact on beneficiaries. However, AHCA recognizes the cost challenges associated
with counting observations stays for the purposes of eligibility for SNF care. We note that past
approaches largely have focused on counting all (emphasis added) observation stay days and
stays resulting in very large cost estimates typically in the range of $50 billion. A more focused
approach which better identifies beneficiaries who receive observation-level care but who would
benefit from SNF care should be developed.
Recommendation
Specifically, to reduce the costs and aid beneficiaries who need SNF care and/or incur substantial
out of pocket expenses, we recommend convening a Technical Expert Panel (TEP) of physicians
with SNF experience and physicians with expertise in observation medicine, hospital
representatives, beneficiary groups, and SNF providers. Such a TEP would discuss approaches
to identifying patients who, while classified as observation would benefit from SNF care and aid
in broader population management efforts (i.e., reduced rehospitalizations, reduced outpatient
costs, etc.). The recommendations of this TEP would, in turn, be used to design a demonstration.
AHCA would be happy to lead such demonstration design effort if CMMI is receptive to the
concept.
2. Bundling and Advanced BPCI
We believe our bundling recommendations address principles four and five and focus area one.
AHCA recognizes CMMI’s interest in a phase two to BPCI and the need to include elements so
5

78 Federal Register 50495, 50921 (August 19, 2013).
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physician may participate in the new BPCI and have such participation count as engagement in
an advanced alternative payment models. SNF’s are greatly interested in participating in
bundling arrangements, particularly in the opportunity to hold the bundling or share risk and,
whienf appropriate, gainshare. To aid CMMI in understanding SNF perspectives on a
redesigned Advanced BPCI, AHCA undertook an extensive qualitative research project. To
gather primary information, AHCA commissioned a series of highly structured focus groups
among SNF providers participating in the current BPCI. Below is a summary of our key items
which AHCA recommends be addressed in Advanced BPCI. Of note, the items which include
red text are the Association’s critical items.
Recommendations
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Recommendation
1. Continue Model 3
and make necessary
modifications to ease
participant
challenges
High Priority Concept Paper
Available -- “A Possible
Framework for Designing a
Chronic Condition Episode for
use in EPMs”

Issue(s)
SNF Participation: There is strong interest among SNFs to participate
in BPCI, and Model 3 offers the only real opportunity to play a
meaningful role. CMMI should maintain Model 3 (or other PAC-only
bundle models) in any future iteration of BPCI.

Action(s)
•
•

Episode Definition: Episodes defined by MS-DRG assigned in the
hospital create difficulties in the PAC setting. DRGs do not accurately
predict cost and care delivered in PAC settings. DRG-based episodes
are narrowly defined and result in volumes that are too low for any one
facility to be able to effectively manage risk. AHCA suggests substituting
procedure or diagnosis codes to allow patient identification at time of
admission to the PAC provider.
Moving Target Prices: Shifts in target prices were invisible to most
participants, and while some data contractors/conveners helped them
track changes, most did not know what their target prices were from
quarter to quarter or what drove any changes.
Patient Identification: Identifying patients who fall within episodes
continues to be one of the largest operational challenges in BPCI. This is
directly linked to DRG-defined episodes, and the delay that often occurs
with final assignment of the DRG. AHCA member interviews indicate
identification error rates between 20 and 40%, making the program
almost unsustainable. This causes providers to either over-inform or
under-inform patients, creating confusion. Providers also invest extra
time and resources trying to confirm DRG assignment with the hospital,
often met with resistance or annoyance.
Low-Volume Challenges: DRG-based episodes are narrowly defined,
and therefore the average SNF does not see sufficient volumes in any

•
•

•

Maintain Model 3 and/or
add other PAC-only models
to Advanced BPCI
Define non-DRG-based
episodes by using ICD-10
codes to define episodes for
two different types of
medical care: recovery from
single acute condition
hospitalization (such as
infections); and severe
chronic conditions (may be
multiple)
Establish static target pricesetting methodology
Explore alternative
methodologies for
identifying BPCI patients,
including using non-DRG
coding at the point of PAC
admission
Consider setting volume
threshold requirements
(e.g., 50% or more of
available clinical episodes)
to protect facilities from
large losses due to low
volume
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Recommendation

Issue(s)

Action(s)

one episode to be able to adequately spread risk. Most Model 3
participants who had low volumes have failed in achieving savings. CMS
may want to consider volume thresholds that providers must meet if they
want to participate.

2. Continue Model 2
with increased
opportunities for SNF
participation

Model 2 hospitals have very little incentive to share in risk (and gains)
with PAC providers, even though the episodes that lead to financial
savings are usually a result of efficiencies gained in the PAC portion of
the episode (due to higher cost variations that exist in PAC than in acute
care hospitals). CMMI should explore ways to incentivize Model 2
hospitals to partner more meaningfully with PAC providers.
Model 2 Patients Discharged to Model 3 PAC: For Model 2 patients
discharged to a provider who is also a Model 3 episode initiator for that
same episode, CMMI should develop a sharing methodology that would
split the loss or the gain between the Model 2 and Model 3 participant.
Model 2 Patients Discharged to non-BPCI PAC: CMMI should create
incentives for Model 2 providers to gainshare with PAC providers that
are not in Model 3. CMMI may specify requirements for PAC providers to
become gainsharing partners with Model 2 providers (e.g., they must
perform certain care management functions for the hospital); PAC
providers should have the opportunity to benefit from the savings that
they create. Having such an option would allow more small PAC
providers to participate in BPCI without bearing full risk and without
needing to work under a third-party convener.

•

•

Require a split of the
savings or losses between
Model 2 and Model 3
providers where their
episodes overlap, rather
than allowing one to have
complete precedence over
another
Establish requirements that
non-BPCI PAC providers
would have to meet, that
would benefit Model 2
hospitals, to incentivize
more shared risk and
gainsharing between
hospitals and PAC in Model
2
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Recommendation
3. Replace
Winsorization with
appropriate risk
adjustment policies
High Priority Concept Paper
Available -- “Quality
Measurement in BPCI”

Issue(s)
Most Model 3 participants are in risk tracks where the top and bottom
1% or 5% of nationally distributed cases are excluded from
reconciliation. This approach does not adequately protect the average
PAC provider from the typical risk of abnormally high-cost episodes. A
more appropriate risk adjustment model for post-acute care must be
developed if BPCI is to be scaled nationally, and such a model does not
yet exist.

Action(s)
•

Implement a pilot to collect
data that can be used to
develop a PAC-specific risk
adjustment model for EPMs.

•

Develop a consistent and
limited set of quality
measures that aligns to
those to which physicians
and hospitals are already
subject

•

Limit the number of
reconciliation rounds for any
single episode to two.

CMMI could pilot a data collection approach and develop an appropriate
risk adjustment model for future iterations of bundling models. AHCA
and other industry stakeholders could assist CMMI in this effort.
4. Develop and include
uniform, consistent
quality measures that
are appropriate for
post-acute care
High Priority -- Concept
Paper Available:
“Introducing Appropriate Risk
Adjustment and Risk Mitigation
in BPCI”
5. Limit reconciliation
to 2 rounds

Advanced APMs require the use of quality measures that are consistent
with those provided in the physician Merit-Based Incentive Payment
System (MIPS). Most of those measures are specific to physician
specialty, patient satisfaction, or physician decision-making. There are
not adequate PAC quality measures in MIPS.
Examples could include: maintenance or improvement in functional
status (risk adjusted); reduce health care system acquired infections;
patient satisfaction surveys applicable to PAC (e.g., coreQ, which is
NQF-endorsed); medication review at end of episode; and selected
clinical episode-related measures.
Currently a single episode may require more than 12 months to close out
completely, as DRG assignments shift with resubmissions and
corrections of hospital claims and delays in claims processing. AHCA
believes that CMS should bear some risk for the correct identification of
BPCI patients to episodes and for claims processing delays by limiting
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Recommendation

Issue(s)

Action(s)

the number of rounds of reconciliation for each episode. This could also
help to curb any potential action by hospitals to deliberately adjust claims
to impact episode assignments (e.g., deliberately shifting high-cost
episodes outside of BPCI).
Limiting episode reconciliation to two rounds would pose little risk to
CMS, as relatively few episodes undergo multiple reconciliation rounds,
but it would provide significant protection to any individual PAC provider.
6. Provide more timely
data to BPCI
participants, and
expand audience

Model 3 Awardees: Model 3 participants have reported delays of 3+
months in providing claims data on the reconciliation cycle. Participants
actively managing their programs are trying to interface different sources
of data on their own. CMMI should work to provide better access to realtime data on service utilization based on what they have learned across
all demonstrations.

•

Model 3 Awardee Conveners: Model 3 PAC participants who have a
relationship with a third-party convener have reported challenges with
obtaining their data from the convener. CMMI should impose stricter
data sharing requirements on third-party conveners.

•

Model 2 Non-Participant PAC Providers: PAC providers engaged with
Model 2 hospitals do not have access to any claims data or reports from
CMMI, making it difficult for them to negotiate with hospitals. CMMI
should explore allowing downstream Model 2 PAC providers to have
access to rolled up (de-identified) claims data reports on their patients so
they see the same data/numbers as hospitals and can better prepare for
negotiations and/or process improvements.

•

Share claims data directly
with participants in a timely
manner
Require third-party
conveners to share claims
data in a timely manner with
Model 3 participants.
Consider allowing nonparticipant Model 2
downstream PAC providers
to access rolled up claims
data reports.
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Recommendation
7. Modify SNF 3-day
rule waiver policies
and waive SNF 30day benefit period for
BPCI patients

Issue(s)

Action(s)

SNF 3-day Waiver in Model 2: AHCA member Model 2 downstream
providers have reported very limited use of the SNF 3-day waiver in
BPCI. AHCA believes that 3-day waivers can be very helpful in
operationalizing care redesign and cost containment strategies, but
Model 2 hospitals are cautious to experiment. CMMI could begin to
identify successful models of care under a waiver and educate Model 2
hospitals to help assuage concern over its usage. CMMI could also allow
Model 2 hospitals/physicians to execute agreements with SNFs
individually, if they feel that the SNF should be able to participate in the
waiver, since they are at risk for the spending and quality outcomes.

•

SNF 3-day Waiver in Model 3: CMMI currently does not allow Model 3
participant SNFs to access the 3-day waiver. AHCA feels that CMMI is
missing a savings opportunity and should consider allowing Model 3
SNFs to access the waiver. CMMI could explore policies to discourage
inappropriate admissions, such as disallowing certain populations (e.g.,
long-term care residents) from being admitted under the waiver.

•

•
•

Explore alternate qualitybased criteria for SNFs to
access the SNF 3-day
waiver under Model 2
Consider policies to allow
the SNF 3-day waiver in
Model 3
Disconnect waiver eligibility
from NH Compare ratings
and use alternate quality
indicators as criteria
Allow waivers of the SNF
30-day benefit period
regulation in both Model 2
and Model 3

SNF 3-day Waivers’ Relationship to Nursing Home Compare Rating:
Current program policies put requirements on SNFs who are eligible to
admit patients under a 3-day waiver based on the Five Star rating on NH
Compare. Although referrals are not denied to 1- and 2-star facilities
under BPCI, hospitals are effectively limiting their network to waivereligible SNFs thereby excluding large numbers of available providers in
some MSAs. CMMI should consider more thoughtful criteria to determine
if a SNF should be eligible to use a 3-day waiver, such as focusing on
the QM portion of the Five Star score, or some other measure-based
performance to guarantee quality.
SNF 30-day Benefit Period: If a patient is discharged from a hospital,
under current Medicare rules they are eligible for coverage of SNF care
11
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Issue(s)

Action(s)

only within the first 30 days post-discharge. With 60- and 90-day
episodes it may be appropriate and cost-effective for a patient to go into
a SNF later in the episode for any number of reasons and avoid a costly
hospital readmission. CMMI should consider waiving this regulation for
both Model 2 and Model 3 participants to allow hospitals and SNFs to
partner on new care models for late SNF admission within an episode.
8. Review all overlaps
across models and
demonstrations for
fairness

Overarching Overlap Policies: There is currently no overarching policy
governing how different CMMI models and demonstration models should
interact. Rather, policies have been implemented piecemeal as issues
are identified. CMMI should establish one overarching overlap policy for
all APMs that does not disproportionately favor one provider type over
another.
Model 2/Model 3 Precedence Rules: Under current policy, Model 2
episodes take precedence over Model 3 episodes depending on relative
start dates of participants. As a result, many Model 3 participants are
“losing” episodes to Model 2 while being excluded from gainsharing
opportunities. This challenge for Model 3 participants will likely be
exacerbated with a new iteration of BPCI, as all new Model 3
organizations will lose precedence to any Model 2 if they are in the same
market. CMMI should explore policies that would allow Model 2s and
Model 3s to “split the difference” if their episodes overlap. It could involve
determining what the savings or loss would have been under each
Model, and then splitting the gain or loss between the two providers.

•
•

Establish one overarching
overlap policy for all APMs
Develop a fair Model
2/Model 3 precedence
policy that equally rewards
or penalizes both Models’
participants if their episodes
overlap
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Recommendation
9. Provide adequate
oversight to thirdparty conveners and
establish
performance
requirements

Issue(s)
Convener “Ombudsman”: AHCA member Model 3 participants report
mostly challenging experiences with third-party conveners, primarily
Remedy Partners. Common issues reported are related to fee structure
and amount, the quality of services provided, and the inability to end the
relationship while remaining a participant. Participants felt that fees were
too high for services offered (or lack thereof). AHCA feels that
inappropriate fee structures unnecessarily draw resources out of the
system that should be used to coordinate care, do care redesign, and
invest in quality improvement efforts (e.g., staff, technology). CMMI
should set up a process (e.g., ombudsman) to identify participants’
issues and field complaints about conveners.
Fee Structures: AHCA members report high fees to work with thirdparty conveners. For example, one convener charges a percentage of
projected episodes (based on CMS-provided historical claims data) plus
a 50/50 split of gains and losses with the episode initiator. Many
participants feel that the services received do not justify the high fees.
CMMI should consider capping fees.
Services: Conveners typically offer services such as data analytics,
reports, and shared learning events. Often, they do not provide timely
access to data reports, leaving the provider with no visibility into their
data and no way to access it from another source. Furthermore, if a
convener is taking some threshold of gain/risk (e.g., 25%), they should
be required to take a more active role in partnering with the provider to
manage risk. There are certain activities that have been associated with
successful bundling programs, such as care navigation and patient
identification services, claims review, and regular meetings. CMMI
should consider establishing more stringent requirements on third-party
conveners who are set to make large gains on behalf of their episode
initiating providers.

Action(s)
•

•
•

Establish a process for
participants to elevate
issues, questions and
complaints about conveners
to CMMI
Place a limit or cap on fees
conveners can collect from
episode initiators
Require that any convener
claiming >25% of gains
provide services that have
been associated with
successful programs: timely
and comprehensive data
feedback, care navigation
services that are fully
documented, claims review
and reconciliation with
adequate time for appeals,
regular meetings with EIs,
and demonstrated
accountability in delivery of
required services
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3. Three-Day Requirement
We believe our three-day stay requirement concept addresses principles one, three and
four and focus area two. Of the PAC provider types, only SNFs have a three-day hospital
stay requirement in order to access the SNF benefit. AHCA believes this requirement is
archaic, not in keeping with acute care trends, and, similar to observation stays, creates a
barrier to SNF care. The Medicare Payment Advisory Commission has recognized this in
its work on hospital short stays. In its 2015 Report to Congress, MedPAC states:
“Since the implementation of the acute hospital inpatient prospective payment system
(IPPS), changes in technology and medical practice patterns have substantially
shortened hospitals’ average inpatient lengths of stay and have allowed many inpatient
services to successfully migrate to the outpatient setting. As a result, the issue of whether
a patient requires inpatient care or can be treated safely as an outpatient has received
increasing attention. Medicare’s requirements for medically necessary inpatient
admissions give deference to clinicians and providers and thus are open to
interpretation. One-day inpatient stays are relatively common in the Medicare program,
accounting for over 1 million inpatient admissions (13 percent of the total) in 2012.”
Since this report, the number of short stays significantly has increased. Furthermore,
MedPAC notes that the Two Midnight Rule should be withdrawn and does not address
the problem.
Further complicating access to SNF services and potentially driving up Medicare costs
are CMS actions to move procedures from the Inpatient Only (IPO) List to outpatient
procedures. Most recently for example, CMS moved total knee replacement front the
IPO list. Such clinical courses of care may be appropriate for certain patients for whom
discharge direct to community is feasible. However, due to complications associated
with the procedure or unforeseen challenges in post-surgical outpatient care, SNF care
may be needed and clinically appropriate. However, for such situations, these patients
would have to be admitted to a hospital to access SNF services. Such unnecessary steps
are costly to Medicare, introduce new risks for patients who now would transition among
at least three settings (likely an ambulatory surgical center, a hospital and then a SNF),
and introduces new regulatory burden on providers.
Recommendation
Similar to observation stays, AHCA recognizes the cost implications of eliminating the
three-day stay requirement. As an initial step and in keeping with CMMI’s principle to
start with smaller scale demonstrations, AHCA commissioned research on a strategy for a
partial three-day stay phase down.
Specifically, under AHCA’s proposed policy, the 3-day stay rule would be waived for
certain patients with “short stays” in the inpatient hospital. We define “short stays” as
stays for which the beneficiary is admitted to the inpatient hospital and has a length of
The American Health Care Association and National Center for Assisted Living (AHCA/NCAL) represent more than 13,000 non-profit and proprietary skilled
nursing centers, assisted living communities, sub-acute centers and homes for individuals with intellectual and developmental disabilities. By delivering solutions
for quality care, AHCA/NCAL aims to improve the lives of the millions of frail, elderly and individuals with disabilities who receive long term or post-acute care in
our member facilities each day.
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stay under three days. We modeled the budgetary impacts of this policy by evaluating the
three cohorts of Medicare beneficiaries likely to be affected by this policy:
1. All long-stay nursing facility residents with short stays. The assumption is that
half of these short stays could become new SNF stays; We were not able to use
the 100% SAFs for this analysis since the Carrier file is required to identify
nursing facility residents and CMS does not currently provide a 100% Carrier file.
However, we were able to make a number of assumptions based upon available
data.
2. Non-nursing facility residents with short stays that fall into one of the SNF PPS
RUGs and are followed by Inpatient Rehabilitation Facility (IRF) or Long Term
Care Hospital (LTCH) services within 30 days of discharge from the inpatient
hospital. The assumption here is that a SNF stay would substitute for some
percentage of IRF or LTCH stays; and
3. Non-nursing facility residents with short stays that fall into one of the SNF PPS
RUGs, who receive home health services after the hospital stay and are
readmitted to the hospital within 30 days of discharge. The assumption here is
that a direct admission to a SNF would substitute for the home health episode and
the re-admission for a percentage of these post-acute episodes.
In defining these cohorts, we note that most patients discharged from the short term acute
care hospital are discharged home and that home is generally the first choice of discharge
for patients. A SNF stay is only needed if the patient’s condition requires ongoing 24hour nursing care and the patient’s home is not a safe option for immediate discharge, in
some cases because there is a lack of caregiver support.
We further assume that short hospital stays involve less severe conditions and that
patients who can benefit from a SNF stay in lieu of IRF, LTCH or home health with risk
for hospital re-admission would not necessarily require the length of stay in SNF typical
of patients with longer duration short term acute care hospital stays. Finally, we assume
that the choice of SNF care is not likely to be over-selected as an option by patients, their
families and physicians, and would only be recommended as a discharge option if
medically necessary. Having SNF care as an option for short stay hospital patients at
discharge should operate as a substitute for other post-acute care and to prevent hospital
re-admission when SNF care was not an option due to the 3-day rule. This use of SNF
care for short hospital stays has long been the practice within Medicare Advantage and
this waiver is granted to hospitals and ACOs in some federal demonstrations. The
hospital would determine the medical necessity of SNF care, and would refer only to
SNFs that can provide the level of care needed (e.g., all SNFs do not provide the same
level of clinical services). We discuss the methodology for each cohort in more detail
below.
Nursing Facility Residents with Short Stays
To estimate the number of short stays for nursing facility residents, we first used the
Carrier SAFs to identify the Medicare beneficiaries with a place of service code for a
nursing facility (NF) in the 90 days before hospital admission. We then used the Inpatient
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SAF to estimate the number of nursing facility residents with a “short stay” in FY 2012
and assumed that half of these short stays would result in new SNF stays under the
proposed changes to the 3-day stay rule. We used the annual percentage change in the
CBO baseline for Part A enrollment to project this estimate forward over the FY 2016-25
scoring window.
To calculate the federal government spending for this cohort that would result from
waiving the 3- day stay rule, we started with our previous estimate of the average
standardized payment for SNF PPS stays. Since the SNF stays for this cohort follow
short stays for beneficiaries who otherwise would have been discharged directly to the
NF (instead of receiving some sort of post-acute care), we assume that these beneficiaries
will have below-average lengths of stay and therefore that these stays will be less costly.
We then used the FY 2016 SNF Market Basket update factor to inflate the SNF payments
forward over the scoring window. While we align our estimates with the CBO baseline
where possible, we believe that the annual percent changes in the CBO baseline for SNF
spending per capita captures factors that are not directly related to payment, so we have
elected to use the SNF Market Basket update factor. As noted previously, if CBO were to
use a different methodology, it could reach different conclusions about the impact of this
policy.
To calculate the overall change in Medicare spending for this cohort, we multiplied our
estimate of the number of new SNF stays resulting from this policy by the “short SNF
stay payment rate” for each year of the scoring window. As the last step, we adjusted
these estimates to account for the savings to the federal government that would result
from the beneficiary being in the SNF instead of the NF during their SNF stay. To
estimate the total amount of Medicaid spending that would have occurred in lieu of this
policy, we made the following assumptions:
-

-

-

Since approximately sixty-five percent of nursing facility residents are covered
under Medicaid, 65% of the new stays resulting from the policy change would be
for Medicaid beneficiaries.
The length of stay in the SNF for these beneficiaries – and therefore the amount
of time they would be in the SNF instead of the NF – is 10 days.
The 2016 national average Medicaid per diem payment was about $200, which
was then inflated over the scoring window using the annual percentage change in
the CBO Medicaid baseline for average federal spending on benefit payments per
enrollee for the aged population.
To determine the Medicaid offset for scoring purposes, we calculated the federal
share of our estimated total Medicaid spending by applying a Federal Medical
Assistance Percentage (FMAP) of 60%.

This assumption is grounded in recognition that NF patients are frequently hospitalized
for conditions that require short term hospitalization for conditions that are not severe
enough to require on-going hospitalization but may benefit from a short skilled nursing
stay of follow-on care to prevent re-hospitalization. This is often the case for infections
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and respiratory exacerbations. Per capita projections assume total Part A eligible, and
SNF beneficiaries are, on average much older and as a sub-population, their population
growth rate is different from that of all Medicare beneficiaries. This assumption separates
growth in payment from growth in population and uses the factors most closely
associated with growth in SNF payment.

Non-Nursing Facility Residents with Qualified Short Stays Followed by IRF or LTCH
Services
We used the 2012 Inpatient SAFs to estimate the number of qualified short stays
followed by IRF or LTCH services. After identifying all non-nursing facility residents
with short stays between 2010 and 2013, we then determined the number of these stays
that fell into one of the SNF PPS RUGS. Of these stays, we determined the number that
were followed by LTCH or IRF services within 30 days of discharge from the inpatient
hospital.
We assumed that 50% of the short stays followed by LTCH or IRF services in FY 2012
could be replaced by SNF stays if the 3-day stay rule were to be waived. We used the
annual percentage change in the CBO baseline for Part A enrollment to separately project
the estimates of LTCH and IRF stays forward over the FY 2016-25 scoring window.
For this group of short stays, the net effect of the proposed 3-day stay policy on federal
spending turns on the relationship between the payments for these stays under current law
and those that would occur under the proposed policy. To examine this relationship, we
first estimated the Medicare payments for these cases under current law. We used the
Inpatient SAF to calculate the average FY 2012 standardized payments for the LTCH and
IRF stays included in this analysis.
We projected these payment rates forward over the scoring window using the annual
percentage change in the CBO baseline for per capita inpatient spending, and then
adjusted our estimate of LTCH payments to account for the Inpatient Hospital
Prospective Payment System (IPPS) - LTCH site neutral policy which begin in FY
2016.16 We calculated total Medicare spending under current law for each year of the
scoring window by multiplying the LTCH cases by the adjusted LTCH payment rates and
the IRF cases by the IRF payment rates for the corresponding year and summing these
amounts.
Next, we estimated the Medicare payments for these cases if the 3-day stay rule were to
be waived. We used our previous estimates of the average standardized payment for SNF.
We then use the FY 2015 SNF Market Basket update factor to inflate the payments
forward over the scoring window.

Non-Nursing Facility Residents with Qualified Short Stays Followed by Home Health
and A Hospital Readmission
We used the Inpatient and Home Health SAFs to estimate the number of qualified short
stays followed by Home Health (HH) services and a hospital readmission within 30 days
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of discharge. As with our LTCH/IRF analysis, we first identified the non-nursing facility
residents with short stays between 2010 and 2013 and determined the number of these
stays that fell into a SNF RUG. Of these stays, we determined the number that were
followed by HH services and a hospital readmission within 30 days of discharge from the
inpatient hospital.
Once again, the net effect of this policy on federal spending turns on the relationship
between the payments for these cases under current law and those that would occur if the
3-day stay rule were to be waived. To examine this relationship, we first estimated the
Medicare payments for these cases under current law. We used the SAFs to calculate the
average FY 2012 standardized payments for HH services and the hospital readmission for
the stays included in this analysis. We projected these payment rates forward over the
scoring window using the annual percentage change in the CBO baseline for per capita
home health and inpatient spending, respectively. We then calculated total Medicare
spending under current law for each year of the scoring window by combining the HH
and inpatient payments and multiplying by the number of cases for the corresponding
year.
Next, we estimated the Medicare payments for these cases if the 3-day stay rule were to
be waived using the same methodology as for the IRF/LTCH analysis above. Once
again, we calculated the net impact of this policy by subtracting Medicare payments
under current law from Medicare payments under the new policy. Using a CBO-style
scoring methodology, AHCA believes this approach would save Medicare close to $700
million over a ten year window rather than cost more Trust Fund dollars. Again, we
would welcome the opportunity to discuss our method and proposed approach.
4. Provider-Led Entities
This proposal aligns with principles 2 and 4 and CMMI’s focus on expanding advanced
alternative payment models. A number of AHCA members have launched Institutional
Special Needs Plans and others are experimenting with Accountable Care Organizations.
Some Next Generation ACOs have formed PAC Advisory Groups composed of their
PAC provider networks.
Recommendation
First, we would encourage CMMI to explore a Medicare Advantage model which would
reduce the operational burden and costs. This would test an approach which would allow
for more competition among plans and create new array of beneficiary plan choices
which have more expertise with PAC and LTC populations. Waivers of I-SNP
requirements would include the development of an I-SNP specific set of network
adequacy requirements and the construction of specialty benefits beyond what is
currently allowable under MA rules.
Second, we encourage CMMI to create a care management model that includes
converting the skilled nursing facility setting to serve as a geriatric hospital alternative for
frail older adults with high levels of functional impairment and multiple chronic
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conditions. We believe such a model might serve as the basis for PAC/LTC Provider-Led
ACO.
Under this model, primary care providers, home health, and skilled nursing facilities
would partner with acute care providers, including physician participating in the highly
successful Independence at Home Demonstration, to identify and manage high-risk
patients in the community through intensive care management, transitional care, home
care, and skilled nursing as substitution for inpatient hospitalization. The goal of this
model is to improve outcomes and bend the cost curve by providing care to the highest
risk patients in the most effective care setting.
Guided by a patient-centered medical home model, primary care providers will utilize a
high-touch approach to monitoring high-risk patients for changes in clinical condition (in
addition to providing preventive care). Care managers will route patients to the most
appropriate setting, whether home care or skilled nursing for certain emergent issues. As
mentioned above, many skilled nursing facilities are increasing clinical capabilities to
better manage more complex patients with select acute care needs, such as UTI and
pneumonia.
Peer reviewed research by Ekerstand, N., et al. (Clin. Interv. Aging. 2017 Jun 20;
2017(12): 1239-1249.) indicates that frailty in older adults is as high as 60 percent. In
addition, after hospital discharge, one third of patients experience functional decline,
increasing to greater than 60 percent for patients older than 90. Further, Roger Collier
(CMAJ. 2012 Jan 10; 184(1): 23–24.) states that a third of patients over 70 experience
hospital-induced delirium, a temporary but severe mental impairment that often leads to
longer hospitalizations and poor outcomes, such as pneumonia or blood clots. These
events increase chances that a patient will die within the year. Identifying and testing
alternatives to inpatient hospitalizations, wherever possible, is an important step to
improving outcomes for the frail elderly.
5. Duals Integration
We respect the efforts of the Medicare and Medicaid Coordination Office (MMCO) but
remain deep concerned about the Financial Alignment Demonstration (FAD). States,
plans, beneficiaries and providers all have struggled with the model. We propose the
Innovation Center explore a course of research and testing that is not reliant upon
complex and inefficient plan operations.
Recommendation
Much like our Provider-Led entities recommendation, above, we offer a provider based
concept for duals integration. Healthcare policy makers traditionally view nursing
homes/facilities (NHs) as agents of the fee-for-service status quo and not as active
participants in the evolution of change envisioned by the Affordable Care Act (ACA).
While we believe that achieving these changes will be particularly difficult in rural
communities, we also believe that because NHs are often the largest providers of care in
these areas, with the appropriate incentives and assistance, they can play a leading role in
the new world of healthcare reform.
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Our NHWOW program was designed to address two of CMMI priorities including: 1)
models that test approaches for specific types of providers to transform their financial and
clinical models; and 2) models designed to rapidly reduce Medicare costs in outpatient
and/or post-acute settings. The program will serve fee-for-service Medicare-eligible
beneficiaries using NH and community-based home health and therapy (HH/Th) services.
The demonstration would be funded by a direct grant for care management services plus
a bonus opportunity for reducing cost of care and meeting certain quality of care
measures that may assist in offsetting additional services.
Our NHWOW model positions NHs as centers of innovation responsible for integrating,
coordinating and managing care across the full spectrum of services and providers. Under
our proposed model, the NH provider network will expand to include community-based
long term care providers with all providers linked using our web-based, HIPPAcompliant care and service coordination technology that has been successfully
implemented and used in both Medicaid and Medicare settings. Savings can be achieved
by improving engagement with a “usual source of care” (through Accountable Care
Communities and Health Homes) for the highest risk members, thereby decreasing
inpatient admissions and emergency department visits.
Utilization patterns, population dynamics and healthcare needs, and successful
interventions differ based on eligibility. NHWOW proposes programming that is tailored
to the needs of the population and prioritized to those at highest risk/highest cost for
negative outcomes to realize cost savings through reducing unwarranted variation and
avoidable care – promoting delivery of necessary services to improve quality of care,
functional status, and independence of residents with activities that promote appropriate
utilization of community-based services.
The goal is to reduce avoidable utilization of emergency services as well as potentially
avoidable hospitalizations and re-institutionalization of post-acute NH populations. The
demo would:
•
•
•
•
•

Integrate and care management protocols using existing NH and HH/Th staff;
Centralize provider phone-based care management staff to support NHs with
targeted care management across the targeted rural states;
Provide data analytic tools, predictive modeling and other resources enabling NH
and care management staff to identify at risk beneficiaries and implement
interventions that significantly reduce PAHs and ER visits;
Share best practices and maintain continuous communication and collaboration
among providers and key stakeholders using our integrated technology platform;
and
Support quality of care programs including reporting on selected HEDIS
measures.
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Incentives will be realigned by allowing NHs and HH/Ths to share in savings realized by
avoiding costly hospital and ER services offsetting the loss of incremental rate increases
when members are readmitted to NHs from an inpatient setting. Additionally, through
enhanced collaboration and the expanded NH provider network, NHWOW encourages
and enables early intervention and routine care within the patient’s familiar setting.
NHWOW’s focus is to keep patients in their homes and/or communities breaking down
the existing wall between NHs and home and community-based service providers.
NHWOW provides care management team support through a network of NHs as well as
home and community-based care support providers under the Medicare fee-for-service
arrangements (excluding care for the developmentally disabled) within the identified
areas that have used these types of services within the past 12 months. We propose
waiving the Medicare three-day inpatient stay requirement for SNF benefits developing a
bundling payment service based on historical utilization data and cost. We anticipate a
savings in the range of five percent to be shared between the NHWOW and CMS with
additional shared savings in reduced inpatient re-admissions, and ER visits.
We propose to complete a two year review of past utilization of ER and hospital
admissions, hospital readmissions, home care and NH admission utilization and FFS
expenditures. These rates and expenditures will serve as the baseline to compare savings.
Working with CMS, we will track these same parameters and costs for the pilot period
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and compare actual expenditures and trends that are risk adjusted based on the Medicare
Advantage HCC model.
NHWOW proposes a bundled payment target for both Medicare NH and home-based
services. For services in the bundle, a target will be established similar to the ACO shared
savings demonstrations based on historical FFS data for attributed members trended to
the demonstration period. Savings compared to 100 percent of FFS would be shared
between the NHWOW and CMS. Additional shared savings would be paid for reduced
inpatient re-admissions and ER visits. Please note that CMS would continue making FFS
payments; the NHWOW will not be responsible for paying claims nor making benefit
determinations.
Our initiative combines the expertise and resources of three specialty services providers
with an intimate understanding of the needs of the underserved rural populations residing
in NHs and HH/Ths across the country – Healthcare Management Corporation of
Oklahoma, Collaborative Health Systems (CHS), and APS Healthcare (APS).
The care management program focuses on the transition of care from one patient care
setting to another (e.g., hospital discharge) to ensure members are able to remain in the
least restrictive environment while achieving the best possible clinical outcomes.
Comprehensive Description of the Model and Supporting Evidence Base
Emerging evidence demonstrates that a substantial share of hospitalizations can be
prevented with adequate care management, additional medical in-facility support, better
transitions to and from the hospital, and re-aligned financial incentives.6 Similarly, the
appropriate use of community-based resources could significantly reduce the incidence of
hospitalization and re-institutionalization of individuals who have transitioned from
short-term care back into the home.
A recent study7 determined that the ability of NH staff to prevent hospitalizations
is limited by the availability of evidence-based interventions and tools that can guide staff
and be easily adopted into the patient’s care management. The study also showed that by
providing financial incentives for NHs to use nurse practitioners they were able to reduce
hospitalizations. By integrating clinical decision support tools into the workflow, staff
was able to identify high-risk residents, employ better preventive care, and intervene
earlier to reduce ER utilization and PHA.8
Based on our extensive experience with FFS Medicaid and Medicare as well as other care
organizations, combined with our expertise in developing tools, resources, and processes
to deliver more effective care for our clients and their members, we believe our solution
“Potentially Avoidable Hospitalizations for Elderly Long-stay Residents in Nursing Homes,” by William D.
Spector, Ph.D., Rhona Limcangco, Ph.D., Christianna Williams, Ph.D., William Rhodes, Ph.D., William
Rhodes, Ph.D., and Donna Hurd, MSN; Medical Care, Volume 51, Number 8, August 2013; www.ilwwmedicalcare.com.
6

7
8

Ibid.
Ibid.
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will achieve better patient outcomes, and reduce costs. With NHWOW, we will provide
the short-term resident with coordinated and uninterrupted care whether within or outside
of the NH. This coordinated care across settings will lead to improved outcomes and
reduced ER visits and hospitalizations, and the related physical and emotional upheaval
that can lead to longer-term cognitive and physical dysfunction. By keeping the
individual within familiar surroundings, we are able to minimize the need for crisis
management and instead focus on providing the care, medication, therapy or treatment
that will improve health outcomes.
NHWOW is built on the fundamental premise that patient/family choice is an important
element of quality care. Accordingly, individuals and their families/caregivers will
always maintain the right to “opt out” of the NHWOW program. By educating
individuals/families and providing them with a choice among settings or treatment
facilities or even in-home care, we will empower them to make more informed decisions
that will lead to improved patient health outcomes. And we would envision providing
care management resources and oversight and a robust care management system in
largely rural states where plan penetration and coordination is challenging.
We have the relationships, capabilities and facilities in place to expediently implement
our proposed program. The figure below illustrates our proposed model.

Our approach was built on the Deming Quality model that starts with engaging
stakeholders and leadership at the very beginning of the planning process to take
advantage of differing expertise to build an integrated solution. Part of the initial
planning process involves developing the minimum parameters necessary to include a
specific community within the designated rural areas to participate allowing us to receive
both the commitment and cooperation of the community and its care providers. We will
work closely with the participating facilities, physicians, community organizations,
Medicare beneficiaries and their family caregivers to deploy evidenced-based strategies
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and interventions with a strong focus on keeping residents healthy, stable and in the most
clinically appropriate treatment setting. Our model includes a high level of service
integration, coordination and information sharing using innovative technology linking the
key stakeholders involved in a post-acute resident’s care and support as follows:
1. Field-based care managers will complete Health Risk Assessments
(HRAs) for all participants. These care managers will also update HRAs
with significant changes in health status.
2. Care managers will work cooperatively with NH and HH/Th providers to
enhance communication among and between providers to maximize
preventive care pathways to drive improvements in the quality of care
using our web-based HIPAA-compliant care management tool in partner
facilities.
3. Member-specific care plans that applies predictive models and tools are
developed and identify patients at risk for clinical changes in condition or
functional status that might place them at risk for PAHs or ER use. Risk
stratification algorithms are used to stratify and target the daily tasks of the
care managers based on the patient’s specific needs and risks.
4. Clinicians based at the NHs serve the role of “medical home” to deliver
primary care and coordinate supportive services from within the
community.
5. A provider portal will be used as the NHs interface to view, edit and
approve the individual’s plan of care (POC). The POC will be shared
among all members of the resident’s care management team and will also
be generated electronically allowing the NH staff, resident providers and
other members of this “Circle of Care” staff (all internal or external
providers such as physicians, therapists, etc.) who are able to use this
information in a consultative manner such as clinical rounds as
appropriate. This will facilitate open communication between all care
providers across various settings and provide timely and prospective
preventative review to support the POC and promote optimal care to
reduce PAHs.
6. Support and training will be offered to each provider using a multidisciplinary Circle of Care staffing model that aligns program staff to each
individual facility and affiliated community-based providers. It is expected
that NH staff will also be trained on the system and care management
protocols to provide daily workflow to NH staff who will in turn
coordinate with community-based HH/Th providers outside NHs to
manage the resident’s care and service coordination. NH clinical
leadership will have access to the Circle of Care to discuss individual
cases, share best practices and receive feedback on the impact of their
efforts. This staffing model was based on the need many NHs have
expressed for an added, advocacy-driven and internally-based integrated
team to support the facility’s work.
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Integrating Technology
The Internet-based system that will be used for this program, provides remote access to
secure online patient case detail serving as the foundational tool to support the NHWOW
program. Role-based security ensures secure access and restricted functionality based on
the user’s role in the patient care dynamic. The system has built-in predictive models and
tools to seamlessly integrate and sort patient data to assist in stratifying daily tasks based
on the patient’s need/risk. Additional underlying predictive models based on analyses of
NH-provided data as well as a review of available national data sets will be built into the
system to support this program. This will ensure that information regarding the most
common conditions/situations associated with specific risk indicators (e.g., pneumonia,
dehydration, bedsores, lack of advanced directive, etc.), and identifies prevention
opportunities based on those indicators are incorporated.
Based on clinical reviews and alerts or pathways, NHWOW will generate daily protocols
for staff to follow for those individuals identified with “impactable” needs. Protocols
could include: directing NH staff to engage in care or outreach to the provider of record
to request an intervention authorization or to the family/caregiver to share information
and potential choices. In this way, it serves as more than a shared care management
system. Instead, it acts as a partner involved in patient care, alerting the treating staff on a
daily basis when a resident is in need of clinical attention and indicating what kind of
clinical attention is recommended. Throughout the program, staff will be trained on the
system with savings generated using the processes and tools that will fund ongoing care
management staff and the tools provided by the service partners (CHS and APS) making
the program sustainable at the end of the grant.
Clinical protocols and assessment tools built into the system provide guidelines for
appropriate care. Protocols are triggered based on patient-specific case data that
“percolate” in the system during the nightly systematic review. Each day staff will
receive notifications that prioritize both members and interventions. Information from
every interaction is collected and will be combined with other data to assist in the
development and update of a personalized POC. Each individual’s POC is also generated
electronically and appears on screen in the system and will drive improved information
sharing and communication.
NHWOW systems facilitate open communication and provide timely and prospective
preventive review to support the POC and to promote optimal care offering enhanced
communication channels such as:
•
•

Secure Messaging allowing providers, NH, and grant staff to exchange secure
patient health information (PHI) functioning like a typical email
Provider Portal with HIPAA-compliant access. When a provider logs in, he/she is
presented with a list of residents identified by the system as part of the provider’s
panel that needs engagement that day. Additionally, access to the POC and
individual treatment plan, claims history and a summary of completed
interventions is available. This consolidated overview screen provides quick
reference for interactions and follow up. The provider can also review the primary
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•

and secondary diagnosis, uncoordinated care gaps and the providers who are
attached to the case.
The tool also stores Transition of Care policies and “flags” staff to ensure the
appropriate transition with easy access for transition within each resident’s case
file should a transition be required. These protocols ensure that members
transferring to and from a hospital (IP or ER) will leave and return with the
required information. We have included screen shots below:
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While multiple facilities will be included, each facility will have its own nightly resident
intervention sort. Staff at each facility will receive a workflow listing specific to its needs
for the following morning. Our model does not restrict the number of beneficiaries we
can track in our system; the number of providers able to access the system; or the number
of facilities able to become part of the program, making it both scalable and sustainable.
In addition to the software and health intelligence tools described above that drive
improved staff awareness, case management and sustainable protocols for intervention,
our model also includes supportive training, communications and education initiatives.
1. NHWOW provides data and health intelligence to empower the program.
Aside from building risk triggers into the care management system that drive improved
quality of care, the program incorporates the ability to separately track risk indicators,
trends and outcomes (by facility and as a whole) for the served population. A key
component of the approach to reduce and enhance care for post-acute residents lies in the
care coordination system’s ability to mine beneficiary claims data (that are assumed to be
in the same format as the Medicare Shared Savings Program (MSSP) and are requested
from CMS as part of this proposal) in new ways to predict which residents will need
close intervention and care on a daily and/or routine basis, NHWOW will leverage the
expertise of our Health Intelligence (HI) Team to identify the top ten leading causes of
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preventable ER utilization among all facilities, as well as the leading causes of initial
inpatient admission and hospital readmission and develop algorithms to prospectively
identify residents at risk to mitigate PHA.
Once the causes are known, interventions are based on best practice guidelines that are
aligned to trigger so the workflow tool delivers evidence-based intervention guidance.
Each recommendation has a link to the referenced best practice clinical guideline should
a provider wish further information about the clinical basis for the recommendation.
2. Quality monitoring and reporting capabilities.
We understand the importance of quality monitoring and reporting capabilities to ensure
the program’s success. Because the NHWOW’s proposal partnership currently
administers over 30 MSSPs with over 300,000 beneficiaries through CHS, we offer
unique insight and experience with the dynamics of analyzing and reporting on the
elements captured for the program and the improved health outcomes for the
beneficiaries we serve. Similar to its administration of MSSPs, CHS will be able to
prepare routine real-time reports for monthly meetings to review data, identify best
practices, share issues and monitor results of the recommendations from these sessions.
This will include tracking of avoidance of the top ten “triggers” for PAH. Lean Six Sigma
methodologies will be applied to the proposed quality management and improvement
efforts. Quality reporting will run on a quarterly basis and as quality initiatives are
identified from analyses of these reports and they will become a formal part of the
program’s Quality Work Plan.
3. The program as designed is replicable.
The program processes and clinical protocols for care management are embedded in our
care management system. Training modules will be developed and easily transitioned to
new facilities. Transition to different states is also easily accomplished as triggers and
interventions can be customized to local regulations, prescribing patterns and care
utilization requirements.
Estimated Impact of Proposed Interventions
Fifteen percent of long-term nursing home residents are hospitalized in any given sixmonth period, and 40 percent of these admissions are considered inappropriate9. By
properly managing hospital admissions it is possible to control healthcare costs and
improve patient health outcomes. Through the use of practice guidelines, care paths, and
other tools that assist nursing home staff it becomes possible to recognize, report, and
manage conditions. For example, the implementation of a care path for pneumonia with
the support of a trained nurse has been shown to be effective in reducing hospitalizations
and related costs without greater mortality.
AHCA member organizations have firsthand experience serving these rural communities
and believe that based on similar work in other care management programs with
“Top 10 Nursing Home Strategies to Avoid Hospital Admissions,” by Marge Mercury, RN, MS, CMCE, McKnight’s
Long-Term Care News & Assisted Living, October 30, 2012; http://www.mcknights.com/top-10-nursing-homestrategies-to-avoid-hospital-admissions/article/266072/
9
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Medicare fee-for-service beneficiaries residing in the community we believe we can
significantly reduce post-acute care costs by five percent.
In one large state we already have been able (with the field-based staff and clinical
teams) to decrease hospital admission rates among a 12,000 member subsample of high
risk members (the top five percent) by 10 percent after the initial year program
implementation. We were also able to decrease hospital readmissions by six percent. We
expect this preliminary data to improve as the program progresses.
Participant Recruitment and Enrollment
Instead of relying on traditional outreach strategies, CMS will attribute eligible
beneficiaries based on providers who choose to participate in the NHWOW program.
Members will be selected from existing Medicare fee-for-service (excluding
developmentally disabled) beneficiaries residing in the targeted states of Iowa,
Oklahoma, Kansas, or Nebraska (counties will be specified later) and have used services
from participating NH or HH/Th providers within the most recent 12-month
measurement period. HMC will provide CMS with a list of providers from those who
have agreed to participate in this demonstration and the counties in the service area where
members reside. CMS will determine if the attributed members meet the targeted levels
of 2,000 NHs and 3,000 HH/Ths per state. This may involve multiple iterations because
HMC must balance having a compact service area and participating providers with a
large enough beneficiary base to reach the enrollment target. Some providers expressing
interest in participating in the program may not be selected. Selected beneficiaries and
their families will receive information on the program with information stating that
participation is voluntary, available at no cost to the beneficiary, and the beneficiary can
choose to opt out of participation prior to the beginning of the demonstration period (30day response period). Enrollment will be added quarterly to account for terminations and
to meet the enrollment targets. Beneficiaries and their families will have access to
information on the potential positive benefits of not transitioning to the hospital for
services that can be provided in their current setting as well as the potential health risks of
multiple transitions including the increased risk of infection in a hospital setting10.
Education and Outreach
Our outreach initiatives will target three primary audiences: (1) facility staff, (2)
community stakeholders, medical and other providers; and (3) post-acute residents and
their families or caretakers.
Targeting and Potential Impact
NHWOW plans to target a subset of post-acute Medicare fee-for-service beneficiaries
attributed to participating facilities. Our estimate for the total number of individuals
engaged in the program is proposed to be 20,000 (5,000 per state). Educational materials
and a program website will be developed for beneficiaries and their families.
Participating NHs will identify a communications lead and that staff members will be
“Potentially Avoidable Hospitalizations for Elderly Long-stay Residents in Nursing Homes,” by William D. Spector,
Ph.D., Rhona Limcangco, Ph.D., Christianna Williams, Ph.D., William Rhodes, Ph.D., William Rhodes, Ph.D., and
Donna Hurd, MSN; Medical Care, Volume 51, Number 8, August 2013; www.ilww-medicalcare.com.
10

30

enrolled in a “train-the-trainer” program administered by CHS. These trained NH staff
will in turn, train staff in their facilities and community-based home providers.
The Association and leading members have developed details concepts for operations and
oversight for the NHWOW concept. We would welcome the opportunity to present the
demonstration concept in detail – both day to day operation and financial impact
statements.

6. State Medicaid Reform Models
We believe this recommendation addresses provider burden and incentives and the focus
area of state innovation. AHCA respects CMS’ interest in Medicaid reform and state
needs to address state matching burden. However, Medicaid payments generally are less
than costs associated with resident supports and care. Please view MedPAC’s March
2017 payment reform here and AHCA’s Medicaid Shortfall Report, here. As noted
above, LTC providers are stretched thin, now, just as demand for LTC services will begin
to increase.
Recommendation
In any Medicaid innovation initiative, with respect to state flexibility, CMMI should
carefully consider the implications of reduced access and increasing demand for services.
In addition to more people in need of supports, provider access issues (in the absence of
protections) also will align with a startling decline in family caregiving capacity. We
strongly recommend CMMI include requirements for assurances and documentation with
any Section 1115 or Section 1115A waivers Standard Terms and Conditions showing
state communication and collaboration with the LTC provider community.
AHCA Responses to General Questions
1. Do you have comments on the guiding principles or focus areas?
AHCA supports the guiding principles. In particular, we support small scale testing and
provider choice and incentives. The national, mandatory nature of earlier CMMI
demonstrations has raised serious concerns about patient access and provider stability.
2. What model designs should the Innovation Center consider that are consistent
with the guiding principles?
As the population ages and the proportion of older adults over age 85 increases, the
Association believes CMMI should focus particular attention on innovative approaches to
PAC and LTC while carefully considering implications on access and quality. For
example, Medicaid managed care has been highly problematic for most LTC providers
and Medicare Advantage has produced an array of issues for providers including
regulatory burden (i.e., prior authorization medical documentation) and payment issues
(i.e., timely payment).
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3. Do you have suggestions on the structure, approach, and design of potential
models?
Please also identify potential challenges or risks associated with any of these suggested
models.
As noted under item four of our letter, we believe PAC and LTC providers have the
capacity to serve as leads in ACO and MA models of care. In fact, PAC and LTC
providers are better positioned to coordinate the care, as well as organize provider
networks, for PAC and LTC populations due to their expertise with such patients and
beneficiaries.
4. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might
be tested as a model and alternative to FFS and MA?
AHCA believes that models which coordinate care and emphasize quality and efficiency
but do not introduce a third party payer between primary public payers and providers
should be tested. In Medicaid, examples include Administrative Services Organizations,
such as in Connecticut and care coordination models such as Community Care of North
Carolina. We encourage CMMI to compare managed care plan models with managed fee
for service models. A wide array of literature, including research from the General
Accountability Office and the U.S. Department of Health and Human Services (DHHS),
raises questions about savings traditional managed care is widely believed to produce.
5. How can CMS further engage beneficiaries in development of these models
and/or participate in new models?
In our bundling recommendation, above, we note the need for an Ombudsman Office at
CMMI to address challenges with conveners. AHCA believes this concept, suggested by
SNF members participating in BPCI demonstration sites, could be broadened to all
CMMI programs and should engage both beneficiaries and providers. Furthermore, we
believe a CMMI Office of the Ombudsman should convene stakeholder meetings as
demonstration ideas are developed, provide feedback on
6. Are there payment waivers that CMS should consider as necessary to help
healthcare providers innovate care delivery as part of a model test?
We note that our observation stay and three day stay waiver recommendations address
this question as well as our Medicaid recommendation.
7. Are there any other comments or suggestions related to the future direction of
the Innovation Center?
We believe the Innovation Center would be far more successful with a more transparent
approach to demonstration development than has been past practice. Our Office of an
Ombudsman suggestion is one way for CMMI to offer more transparency. Also, RFIs,
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such as this opportunity are an excellent approach to gathering stakeholder input before
launching a demonstration.
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November 20, 2017

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W., Room 445-G
Washington, DC 20201
RE: Request for Information: Centers for Medicare & Medicaid Services, Innovation
Center New Direction
Dear Ms. Verma:
On behalf of our nearly 5,000 member hospitals, health systems and other health care
organizations, and our clinician partners – including more than 270,000 affiliated
physicians, 2 million nurses and other caregivers – and the 43,000 health care leaders who
belong to our professional membership groups, the American Hospital Association (AHA)
appreciates the opportunity to respond to the Centers for Medicare & Medicaid Services’
(CMS) request for information on a new direction for the Center for Medicare and
Medicaid Innovation (CMMI).
Our members support the health care system moving toward the provision of more
accountable, coordinated care and are redesigning delivery systems to increase value and
better serve patients. They believe that programs implemented by CMMI are an important
step toward determining the best methods to improve the quality of care while also
reducing Medicare expenditures. Based on their experiences with these programs, certain
themes have emerged that apply broadly to payment and delivery system reform. We
believe that CMMI should apply these principles across all of its projects and models:
•
•
•

Transparency – models should be transparently designed and shared so that
participants can make fully informed decisions about participation;
Fully integrated care – models should promote fully integrated care that considers
the ‘whole person,’ including their behavioral and mental health;
Balance risk vs. reward – models should balance the risk versus reward equation in
a way that encourages providers to take on additional risk but does not penalize
those that need additional time and experience before they are able to do so. They
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•

•
•

•

•
•

•

should also consider the investment risk borne by providers who participate in
alternative payment models (APMs) as financial risk;
Guard against fragmentation – models should be evaluated in a holistic fashion so
that they create aligned incentives across the delivery system, including consistent
approaches to measuring cost and quality performance. CMMI should avoid the
uncoordinated proliferation of a large number of models, which could lead to a
“pile on” effect that makes it far more challenging for hospitals, health systems and
post-acute care providers to focus and execute to the best of their ability;
Barriers to clinical integration – models should waive the applicable fraud and
abuse laws that inhibit care coordination to enable participating hospitals to form
the financial relationships necessary to succeed;
Barriers to care coordination – models should provide maximum flexibility to
identify and place beneficiaries in the clinical setting that best serves their shortand long-term recovery goals. This entails waiving certain Medicare program
regulations that frequently inhibit care coordination and work against participants’
efforts to ensure that care is provided in the right place at the right time;
Timely availability of data – model participants should have readily available,
timely access to data about their patient populations. CMMI should actively
explore and dedicate resources to determining methods that would provide
participants with more complete, timely, perhaps real-time data;
Risk adjustment – models should include adequate risk adjustment methodologies
to ensure they do not inappropriately penalize participants treating the sickest, most
complicated and most vulnerable patients;
Regulatory burden – models should seek to minimize regulatory burden to the
greatest extent possible, such as those related to quality reporting requirements, as
discussed in Regulatory Overload, our recent report on the regulatory burden faced
by hospitals, health systems and post-acute care providers;
Partnerships – models should leverage partnerships where appropriate, such as
through coordination with other federal agencies.

In addition, in our detailed comments that follow, we discuss specific concepts and models
that we urge CMMI to consider as it moves forward. We believe these concepts and
models will help move the health care delivery system from volume to value, and ensure
that patients have access to affordable, equitable health, behavioral and social services.
Again, we thank you for your focus on this critical issue and for your consideration of our
comments. Please contact me if you have questions or feel free to have a member of your
team contact Joanna Hiatt Kim, vice president of payment policy.
Sincerely,
/s/
Thomas P. Nickels
Executive Vice President
Government Relations and Public Policy
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AMERICAN HOSPITAL ASSOCIATION
DETAILED COMMENTS ON CMMI RFI
Strategies to Ensure Access in Vulnerable Communities. For millions of Americans
living in vulnerable rural and urban communities, their hospital is an important, and often
only, source of health care. As transformation in the hospital and health care field
continues, certain communities may be at risk for losing access to health care services. As
such, in 2015, the AHA’s Board of Trustees created a task force to examine ways in which
hospitals and health systems can help ensure access to health care services in these types of
vulnerable communities. The task force considered a number of integrated, comprehensive
strategies to reform health care delivery and payment. In their report, they recommended
nine emerging strategies that could preserve access to essential health care services
(including primary care, emergency and observation, and psychiatric and substance use
treatment services) in vulnerable rural and urban inner-city communities.
Some of these strategies are possible to implement under the current legal and
regulatory framework, but most are not. Therefore, the AHA urges CMMI to further
explore, develop and evaluate these strategies. The ultimate goal is to provide
vulnerable communities and the hospitals that serve them with the flexibility necessary to
choose among delivery system options that will allow them to maintain essential health
care services in their community. In addition, while the task force’s focus was on
vulnerable communities, the strategies below have broader applicability and may serve as a
roadmap for all communities as hospitals and health systems begin to redefine how they
provide better, more integrated and more efficient care.
Emergency Medical Center (EMC) Strategy. The EMC strategy would allow hospitals that
may be struggling, for a variety of reasons, to continue to meet the needs of their
community for emergency and outpatient services, without having to provide inpatient
acute care services. Specifically, EMCs would be required to provide the following
services on an outpatient basis:
•
•

Emergency services, which would be available to the public 24 hours a day, 7 days
a week, 365 days a year; and
Transportation services, either directly or through arrangements with transportation
providers, that allow for the timely transfer of patients who require inpatient acute
care services.

EMCs also would be able to offer additional health care services to meet the needs of their
community, including:
•
•

Outpatient services, which could include primary care services, observation care,
infusion services, hemodialysis, population health and telemedicine services;
Post-acute care services, including skilled-nursing facility care, home health and
hospice care; and
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•

Telemedicine services, which would allow EMCs to provide or maintain access to
additional health care services.

The AHA urges CMMI to develop a demonstration program to test the feasibility of
the EMC and its ability to ensure access to emergency services. This demonstration
program should be available to current hospitals in vulnerable rural and urban
communities. It should test at least three payment methodologies for services provided,
including:
•
•
•

Medicare outpatient prospective payment system (PPS) rates plus an additional
facility payment to cover standby costs;
a new fee schedule for EMCs; and
rates of 110 percent of reasonable costs for EMC services.

Virtual Care Strategies. Virtual care strategies, or telehealth services, would allow
hospitals to help maintain or supplement access to critical health care services in
vulnerable rural and urban communities that have difficulty recruiting or retaining an
adequate health care work force. Videoconferencing, remote monitoring, electronic
consults and wireless communications offer a wide-range of benefits, including:
immediate, around-the-clock access to physicians, specialists and other health care
providers that otherwise would not be available in many communities; the ability to
perform remote monitoring without requiring patients to leave their homes; less expensive
and more convenient care options for patients; and improved care outcomes.
The AHA is supportive of CMMI’s continued provision of telehealth waivers within its
demonstrations. However, we urge CMMI to consider a dedicated model that tests
changes to coverage and reimbursement that would lead to more effective and
widespread adoption of virtual care strategies. By both lifting restrictions on the use of
telehealth across risk-based payment models and conducting specific telehealth
demonstrations, CMMI can evaluate its cost-effectiveness and efficacy to support
expanding telehealth across all of Medicare. According to AHA survey data, 65 percent of
U.S. hospitals currently connect with patients and consulting practitioners at a distance
through the use of video and other technology. However, there are many barriers to wide
use of telehealth. Medicare coverage of telehealth services is particularly restrictive with
outdated requirements that limit the areas in which telehealth is covered to only certain
geographic locations, sites of service, types of technology and specific services that are
covered. In order to increase patient access to services in more convenient and efficient
ways and make these strategies work for vulnerable communities, CMMI should eliminate
the geographic and originating site requirements, and remove restrictions on covered
services and technologies.
In addition, we urge CMMI to fund additional research and studies to determine the
cost-benefits of telehealth, using larger sample sizes, diverse geographies and a
broader range of conditions and services. Additional research and experience from
Medicare will help to deflate concerns raised by policymakers that increased access to
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telehealth would lead to increased spending. Also, we believe additional research would
highlight the potential benefits in quality, patient experience and efficiency that can be
achieved by virtual care strategies.
Urgent Care Center (UCC) Strategy. The UCC strategy would allow hospitals that may be
struggling, for a variety of reasons, to maintain an access point for urgent medical
conditions that can be treated on an outpatient basis, without having to maintain
emergency medical services or inpatient acute care services. UCCs assist patients with an
illness or injury that does not appear to be life-threatening, but requires care within 24
hours. They also provide treatment for these conditions during days and hours that primary
care physician offices are closed. Key components of UCCs include:
•
•
•
•

No requirement for an appointment in order to see a health care provider;
Evening and weekend hours;
Radiology and laboratory services provided on-site; and
Capacity to perform procedures like suturing and casting.

Beyond this, services offered by a UCC can vary widely depending on a community’s
needs. For example, UCCs also may function as the primary care practice or “medical
home” for patients. In addition, a UCC could provide enhanced services, such as
observation, home care or therapy.
While this strategy does not necessarily require federal legislative or regulatory
changes to be implemented, the AHA urges CMMI to consider developing a UCC
demonstration program to test different payment rates for UCCs in order to ensure
access to urgent care services in vulnerable communities. We recommend that this
voluntary demonstration program be available to current hospitals that convert to UCCs in
vulnerable rural and urban communities. The demonstration program should test at least
three payment methodologies for UCC services, including:
•
•
•

Medicare physician fee schedule (PFS) rates plus an additional facility payment to
cover standby costs;
a new fee schedule for UCCs; and
rates of 110 percent of reasonable costs for UCC services.

Social Determinants of Health Strategy. While completing its work, the task force
grappled with the reality that, in vulnerable communities, even if quality care is available,
social determinants often prevent individuals from being able to access health care or
achieve health goals. According to the World Health Organization, these social
determinants include the conditions in which people are born, grow, work, live and age and
the wider set of forces and systems shaping the conditions of daily life.
While there are many ways providers could engage to help address the underlying social
conditions affecting their patients, the task force identified three general paths:
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•
•
•

Screening and information: Providers could systematically screen patients for
health-related social needs and discuss with patients the impact this may have on
their health.
Navigation: Providers could offer navigation services to assist certain patients in
locating and accessing community services.
Alignment: Providers could directly partner with community stakeholders to more
closely align and help provide local services to patients.

The CMMI’s Accountable Health Communities (AHC) Model is an excellent first step to
testing whether identifying and addressing the health-related social needs of Medicare and
Medicaid beneficiaries impacts heath care costs and reduces health care utilization.
However, we urge CMMI to expand the scope of this program in four important
ways:
1.
2.
3.
4.

Increase total funding for the program;
Increase the number of bridge organizations;
Expand the period for participation; and
Remove fraud and abuse law barriers.

In addition, the current fraud and abuse laws do not clearly allow hospitals to provide
certain resources to Medicaid or Medicaid beneficiaries because they are viewed as an
“inducement” that is likely to influence the selection of particular providers, practitioners
or suppliers. The AHA urges CMMI to utilize the full scope of fraud and abuse
waivers allowed under the Affordable Care Act as it proceeds with the AHC model.
Furthermore, we urge CMMI to work with Congress to create a patient assistance
safe harbor that would enable hospitals to provide financial or in-kind assistance that
promotes access to care, the ability to engage in a treatment or care plan and better
overall health.
Frontier Health System (FHS) Strategy. The task force also explored the creation of a
strategy to address the unique geographic challenges faced by frontier communities,
including geographic isolation, weather events, disparate road conditions or the availability
of paved roads, lengthy distances and long travel times between patients and health care
providers and low population density. The task force designed the FHS strategy – an
accountable care organization (ACO) that provides a framework for integrated and
coordinated health care in frontier communities.
The FHS would serve as a medical home for all patients in its service area, including
Medicare and Medicaid beneficiaries. The FHS would include frontier health care
providers that join together to provide preventive and primary care, inpatient and
outpatient care, extended care and emergency services across local, secondary and tertiary
settings. However, unlike traditional ACOs, the FHS also would provide:
•

Transportation services, which would allow individuals to receive specialized
medical care outside of their community and return to their hometown for followup care; and
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•

A full range of services, which, in addition to those mentioned above, also includes
swing bed, rural health clinic, ambulance, home-based care and expanded visiting
nurse services.

We urge CMMI to develop a demonstration program to test the feasibility of the FHS
and its ability to ensure access to essential health care services in frontier
communities. The demonstration program should have the following components:
•
•

•

Aligned incentives for all providers within the FHS.
A new payment methodology that could be a combination of different types of
reimbursements, including upfront monthly payments to account for important and
required investments to the FHS care coordination structure; cost-based
reimbursement for health care services provided through the FHS; and pay-forperformance reimbursement or shared savings.
A system of waivers to the current Medicare payment rules that would allow for
successful implementation of the FHS (e.g. increasing the critical access hospital
25-bed limit to 35 beds; waiving the 35-mile ambulance rule; waiving telehealth
restrictions and waiving the fraud and abuse laws to foster the financial
relationships necessary to operate the FHS).

Indian Health Services (IHS). The task force also examined ways in which access to, and
the delivery of, care could be improved for American Indian and Alaska Native Tribes that
receive services from the IHS. They recommended a multi-step strategy to promote care
coordination between IHS facilities and other health care providers. Doing so would
increase access to, and the quality of, care provided for this vulnerable population.
While much that can be done to improve care coordination for this population may
be out of the scope of CMMI, the AHA urges it to examine policy changes that may
be within its purview. For example, providing technical expertise and assistance
necessary for IHS to bill and collect additional reimbursement for services that may be
covered by federal programs. In addition, CMMI could consider evaluating regulations that
best match the needs of IHS facilities.
Global Budgets. The task force also explored global budgets as a way to ensure access to
essential health care services in vulnerable rural and urban communities. They believed
that global budget payment models, if appropriately structured, could provide the
flexibility needed for hospitals in vulnerable communities to provide care in a manner that
best fits a community’s needs and circumstances. Global budgets also may provide
financial certainty, potentially fair payments, and incentives to contain health care cost
growth and improve quality.
CMMI is currently evaluating the effectiveness of global budgets in both Maryland and
Pennsylvania. We urge CMMI to continue these evaluations, including examining
ways to optimize the effectiveness of a global budget model and providing hospitals
with the necessary tools to be successful under the program. The AHA set forth
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recommendations to accomplish both of these goals in our May 2016 comments on the
Centers for Medicare & Medicaid Services’ (CMS) Request for Information (RFI) on
Concepts for Regional Multi-Payer Prospective Budgets.
Rural Hospital-Health Clinic Integration. Many rural hospitals have developed
relationships with various types of health clinics in their communities to ensure and expand
access to health care services. While this is most often seen as a relationship between a
rural hospital and a Federally Qualified Health Center, the task force believed the model
has the potential to be expanded to include relationships between rural hospitals and all
types of health clinics, including, but not limited to, Rural Health Clinics and Community
Health Clinics.
Yet, despite this collaboration, rural hospitals and health clinics are required to meet
separate and distinct regulatory requirements. In addition, each is paid under its own
reimbursement structure, which has its own set of standards and expectations. We urge
CMMI to remain cognizant of these relationships as it evaluates regulations or
policies that affect rural hospitals or clinics, and to promote policies that foster
cooperation and collaboration amongst these providers.
Expanded Opportunities for Participation in Advanced Alternative Payment
Models (APMs). Nearly one year into implementation, the Quality Payment Program
(QPP) continues to have a significant impact not only on physicians and others
clinicians, but also on the hospitals and health systems with whom they partner to
deliver care. There remains strong interest from the field in participating in advanced
APMs to support new models of care, and to qualify for the bonus payment and
exemption from the QPP’s Merit-based Incentive Payment System (MIPS). However,
opportunities to access the advanced APM track remain significantly constrained. In
the calendar year 2018 QPP final rule, CMS estimates that as few as 10 percent of
eligible clinicians will qualify for the advanced APM track in 2018.
The single biggest driver of the limited access to the advanced APM track is CMS’s policy
decision to allow only those APMs with downside financial risk to “count” towards the
advanced APM track. For this reason, the AHA continues to urge CMS to expand its
definition of financial risk to include the investment risk borne by providers who
participate in APMs and to develop a method to capture and quantify such risk. This
approach would enable many of the CMMI models in which significant resources already
have been invested to qualify for advanced APM incentive payments. Furthermore, it
would appropriately recognize the significant up-front investment that must be made by
providers who develop and implement APMs. Indeed, providers who participate in APMs
invest significant time, energy and resources to develop the clinical and operational
infrastructures necessary to better manage patient care. For example, an AHA analysis
estimated start-up costs of $11.6 million for a small ACO and $26.1 million for a medium
ACO.
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Clinicians participating in shared savings-only models are working hard to transform care
delivery; under CMS’s policy, their significant investments and efforts are not sufficiently
recognized. Regardless of whether an APM entails downside risk, providers must acquire
and deploy infrastructure and enhance their knowledge base in areas, such as data
analytics, care management and care redesign. Further, one metric for APM success –
meeting financial targets – may require providers to reduce utilization of certain services,
such as emergency department visits and hospitalizations through earlier interventions and
supportive services to meet patient needs. However, this reduced utilization may result in
lower revenues. Providers participating in APMs accept the risk that they will invest
resources to build infrastructure and potentially see reduced revenues from decreased
utilization, in exchange for the potential reward of providing care that better meets the
needs of their patients and communities and generates shared savings. This risk is the same
even in those models that do not require the provider to repay Medicare if actual spending
exceeds projected spending.
In addition, restricting the advanced APM track to models with downside risk may inhibit
the movement towards APMs. If physicians and other clinicians cannot engage with
existing shared-savings only model participants – which have a head start on building
infrastructure and engaging in care redesign – they instead must start from scratch. While
we acknowledge CMS’s interest in encouraging providers to move toward accepting
increased risk, such an interest must be balanced with the reality that providers are starting
at different points and will have different learning curves. CMS should define financial
risk in a way that provides a path for physicians and other clinicians who are interested in
participating in risk-bearing models – particularly those who are exploring such models for
the first time – rather than serving as a barrier to entry.
However, if CMS is intent on retaining its downside risk qualification criteria, then
the AHA recommends the agency consider how to adapt its existing CMMI models to
meet the advanced APM track’s qualification criteria. The agency recently used this
approach to develop Medicare Shared Savings Program (MSSP) Track 1+, which provides
a more gradual glide path to downside financial risk for current Track 1 MSSP participants
than either Track 2 or 3. CMS should consider a similar approach for models 2, 3 and 4 of
the Bundled Payments for Care Improvement (BPCI) program, which entail downside risk,
but do not meet the quality measurement and electronic health record (EHR) use criteria
for advanced APMs. CMS should examine whether it can identify quality measures that
would be appropriate for pay-for-performance, and develop an EHR attestation process
similar to what it developed for the Comprehensive Care for Joint Replacement model.
Greater Regulatory Relief for APM Participants. AHA continues to call for greater
regulatory relief for all providers participating in APMs. The waiver of certain
Medicare program regulations is essential so that hospitals, health systems and post-acute
care (PAC) providers may coordinate care and ensure that it is provided in the right place
at the right time. Participants should have maximum flexibility to identify and place
beneficiaries in the clinical setting that best serves their short- and long-term recovery
goals. Providing such waivers is also commensurate with the level of risk and
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accountability that CMS is asking participants to assume in its APMs as it shifts the burden
of risk further away from the Medicare program onto providers. Specifically, we urge
CMMI to routinely waive:
•
•
•
•
•
•

hospital discharge planning requirements that prohibit hospitals from specifying or
otherwise limiting the information provided on post-hospital services;
the skilled nursing facility three-day rule;
the home health homebound rule;
the inpatient rehabilitation facility (IRF) ‘60% Rule;’
the IRF ‘Three-hour Rule;’ and
the long-term care hospital ‘25% Rule.’

The application of these and similar fee-for-service (FFS) regulations in an episodepayment scenario clouds the findings on the efficacy of that model, thereby limiting the
potential for lessons learned through the model and its usefulness if, in the future, applied
to a broader population of patients and providers. Further, such relief could grow the
number PAC providers that engage in an APM. The testing of APMs in an environment
free from artificial barriers to care coordination across settings will improve clinical
outcomes and reduce overall costs and variation.
Supplemental Services Models. We urge CMMI to consider creating models that
allow entities such as ACOs and Medicare Advantage plans to provide beneficiaries
with certain services that are not covered by FFS Medicare, such as transportation,
social services and remote patient monitoring services. Alternatively, CMS could
modify the existing program rules to allow this. Under such a supplemental services
model, eligible entities could propose and be funded to provide integrated medical and
social service interventions. In developing this model, CMMI not only would need to
waive rules related to which services are eligible for reimbursement, but also permit plans
and providers to provide unique benefits to different groups of beneficiaries based on their
specific needs.
Many social, economic and demographic factors contribute to an individual’s health status,
and patients may not fully benefit from medical interventions if they do not have safe and
stable housing, transportation to care, assistance with activities of daily living, or adequate
nutrition and physical exercise. These factors often cannot be addressed by medical
services alone, yet can have a negative impact on health outcomes, patient experience of
care and total cost of care. Allowing entities to provide these services would increase their
ability to best address the needs of the population they are managing. As it currently
stands, hospitals and health systems are prohibited from offering supplemental services by
the civil monetary penalty (CMP) restrictions on patient incentives that could influence
Medicare beneficiaries to seek services from a particular provider (existing ACO models
include a waiver of the beneficiary inducement CMP, but it is limited to certain
circumstances only).
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ACO Cost-sharing Waiver. We also urge CMMI to consider modifying the existing
ACO models to allow the programs to waive beneficiary cost-sharing for items and
services that treat a chronic condition or prevent the progression of a chronic disease.
Doing so could help remove a financial barrier that may discourage beneficiaries with
chronic conditions from seeking needed care, which, ultimately, can lead to increased costs
and poor health outcomes. Further, this policy may provide ACOs with a tool to encourage
beneficiaries to seek care from ACO providers.
Expanded Data Sharing with PAC Providers. We encourage CMS to share with all
PAC providers the data needed to engage in local efforts to improve the quality and
cost of care for Medicare beneficiaries. Market-level, patient-specific data on utilization
and outcomes would meaningfully advance PAC efforts to partner with other care
providers in the community to improve care coordination. Absent such data, PAC
providers may have less input in the appropriate design and implementation of APMs. We
believe that CMMI has the capacity to do this given the regular data feeds sent to BPCI
participants, which contain patient-level data on utilized services, providers of care, and
expenditures during an episode. On a related note, currently, some of the PAC quality
reporting programs are only furnishing quality measure feedback in an aggregate and
annual basis, which greatly hinders the transition of these data into actionable
improvements in care and processes. Rather, providers need patient-level data delivered in
a timely fashion to improve patient care and efficiency. At a minimum, we urge CMMI to
share with PAC providers the same level of quality data detail shared with general acutecare hospitals.
Advanced Illness Management Models. AHA encourages CMMI to test new models
that support advance illness management. In particular, models that bring curative and
palliative care providers together in an interdisciplinary approach are needed to address the
otherwise fragmented care for patients with serious health issues. The Coalition to
Transform Advanced Care (C-TAC) presented a model to the Physician-Focused Payment
Model Technical Advisory Committee that includes an advanced care model package of
care delivery services that is patient-centered and incorporates interdisciplinary teams that
can function across inpatient, outpatient and home settings. Such an approach would
coordinate care across settings to support advanced illness management. Moreover, it
would prevent avoidable hospitalization while engaging the patient and their family in care
delivered based on their wishes. This innovative approach would enable insight on
interventions specifically designed to offer coordinated care to improve quality for a highly
vulnerable population.
New Technology Models. The AHA encourages CMMI to prioritize models that
specifically test new technology approaches. Doing so would allow CMS to learn about
the benefits of certain technology functionality before it is required for use under the
meaningful use program and the advancing care information (ACI) category of MIPS. As
discussed above, it also would provide greater understanding of the benefits of telehealth
to support greater coverage of telehealth in the entire Medicare program. Models that
incorporate technology also are consistent with Congressional intent.
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Specifically, the AHA encourages CMMI to test new technology approaches currently
embedded in Stage 3 of meaningful use and the ACI category of MIPS before making
them regulatory requirements for all health care providers. In particular, Stage 3 and
the ACI category currently include significant use of patient-generated data and use of
application programming interfaces (APIs) to connect the app of a patient’s choice to a
health care provider’s electronic medical record. These technologies are still in a
development stage, and have not been widely tested. A CMMI model that specifically
incorporated these items would allow the agency, providers, and consumers to better
understand how these technologies are best used, and how they contribute to improved
health outcomes.
CMS also could greatly decrease administrative burden by removing these requirements
from regulation. A demonstration permitting the use of the technologies will reveal their
true benefits for patients and providers and would spur their adoption where the technology
used makes the most sense and is reasonable and necessary, without heavy-handed
regulatory action. In our Sept. 11 outpatient PPS comment letter to CMS, we
recommended canceling Stage 3 of meaningful use, given the significant regulatory
burdens of the program. The AHA’s Regulatory Overload report found that an averagesized hospital (161 beds) spends nearly $760,000 annually to meet only the administrative
requirements of meaningful use and invests $411,000 in related upgrades to systems during
the year. These resources are better spent on deploying technology that truly improves
care, rather than reporting on prescriptive requirements about the use of technology.
Prescription Drug Models. The price of prescription drugs has increased significantly
over the past several years – from six-digit launch prices for some new specialty drugs to
significant annual increases on all types of drugs, including older generics that are widely
used. These price increases are troublesome. They not only threaten patient access to drug
therapies, but also challenge providers’ abilities to provide the highest quality of care.
Drug costs also are a major factor in the rising cost of health care coverage.
Hospitals bear a heavy financial burden when the cost of drugs increase, and they must
make tough choices about how to allocate scarce resources. A study by NORC at the
University of Chicago last year found that inpatient drug spending increased on a per
admission basis by 38.7 percent from 2013 to 2015. 1 One AHA member hospital put the
challenge starkly: the annual price increases for just four common drugs, which ranged
between 479 and 1,261 percent, cost the same amount as the salaries of 55 full-time nurses.
Managing these skyrocketing cost increases forces difficult choices between providing
adequate compensation to employees, many of whom are highly skilled in professions
facing shortages; upgrading and modernizing facilities; purchasing new technologies to
improve care; or paying for drugs, especially when these price increases are not linked to
new therapies or improved outcomes for patients.

1

NORC at the University of Chicago, “Trends in Hospital Inpatient Drug Costs: Issues and Challenges,”
October 11, 2016. Accessed at: http://www.aha.org/content/16/aha-fah-rx-report.pdf
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The AHA encourages CMS to test new ways of paying for drugs that advances innovation
while simultaneously preserving or enhancing the quality of care for those individuals who
receive Medicare benefits. We particularly support the development of value-based
payment (VBP) models for drugs. While significant strides have been made in developing
VBP models for hospitals and physicians, little work has been done on drug purchasing
models.
CMMI should advance the development and implementation of such arrangements for
drugs purchased under all parts of Medicare, as well as make such models available to the
states and commercial payers. Because little work has been done in this area to-date, we
recommend that CMS undertake a public, multi-stakeholder process to develop potential
VBP models for drugs. This process should begin with an initial meeting between CMS
and a broad group of stakeholders to discuss the scope of potential demonstration projects
(e.g., limited to Parts B or D, condition-specific, etc.) and potential VBP models for
consideration. Subsequently, CMS should issue a request for information for more details
on specific proposals. Based on this information, CMS should follow the standard
regulatory process for proposing, modifying and finalizing VBP models for testing. Drug
purchasers, including hospitals, could use these CMS-developed models in negotiations
with manufacturers for other populations as well.
Examples of potential VBP models include:
Medicare-negotiated Rates. We urge CMMI to implement a model that identifies a
subset of drugs for which CMS would negotiate directly with manufacturers on
pricing. That pricing would then be made available to all Part D sponsors for incorporation
into their benchmark rates. In other words, drug manufacturers would be required to
contract with insurers at the negotiated rate. CMS could evaluate whether such a
negotiation strategy reduced drug prices beyond what private insurers can today achieve,
as well as whether such an approach results in other savings or costs to the system.
Indications-based Pricing. CMMI also should consider models to test indications-based
pricing, which varies the payment for a drug based on its clinical effectiveness for the
different indications for which it has been approved. Such models could spur important
work to determine the clinical effectiveness of particular drugs for their various
indications. They also could entail CMS developing a cross walk for each drug to the
various indications for which payment will vary, and enabling hospital information
systems to operationalize the coding that would be needed to correctly implement
indications-based pricing.
Risk-sharing Agreements Based on Outcomes. CMMI should consider models that
implement voluntary outcomes-based risk-sharing contracts with drug
manufacturers to link price adjustments for a drug to patient health outcome goals.
Under such an arrangement, the outcome-based agreements would tie the final price of a
drug to results achieved by specific patients. Manufacturers would agree to provide
rebates, refunds or price adjustments if the product does not meet targeted outcomes.
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Under such a model, drug manufacturers and providers would agree upon appropriate
outcomes that can be tracked and achieved within a reasonably short period of time. In
addition, hospital information systems would need to be able to readily provide the data to
demonstrate whether the chosen outcome has been achieved. Finally, the outcome would
need to be able to be linked directly to the drug therapy.
Discounting or Eliminating Patient Cost-sharing. The AHA also supports exploration of
models that reduce or eliminate patient cost-sharing for high-value drugs. Linking the
level of cost-sharing to the effectiveness of a drug regimen supports greater compliance
with treatment plans and, therefore, could help decrease unnecessary utilization across the
health care system, such as unplanned emergency department visits and hospitalizations.
The collection and use of comparative effectiveness data to support the determination of
the value of drugs and appropriate levels of beneficiary cost-sharing would be extremely
beneficial. However, we recognize that the federal government does not have the processes
or infrastructure in place at this time to systematically and comprehensively collect and
evaluate such data, and we encourage CMMI to pursue the development of such an
evidence base in collaboration with Patient-Centered Outcomes Research Institute, the
Food and Drug Administration, the National Institutes of Health and emerging publicprivate initiatives.
Feedback on Prescribing Patterns and Online Decision Support Tools. We encourage
CMMI to explore the development and use of clinical decision support tools that
provide prescribers with evidence-based and timely information to help them select
the most clinically effective drugs for their patients and to promote safe prescribing.
The AHA also supports the development and use of provider report cards to enable
providers to compare their performance with their peers at the local, state and national
levels. Similar tools already in use in some hospitals and health systems have been
effective in changing clinicians’ practice patterns to better align with evidence-based
developments and best practices.
Expansion of the Value-based Insurance Design (VBID) Model. VBID holds
tremendous promise for helping patients make the best care choices to manage and
improve their health. VBID uses cost-sharing incentives, as well as other tools, to guide
patients towards the highest value care. CMS is currently testing VBID models through the
Medicare Advantage program in seven states and is expanding it to several more in 2018.
We encourage CMS to further expand the model to make it available to Medicare
Advantage plans in all states on a voluntary basis.
Medicaid Innovation Models. State governments, through both regulatory and waiver
authority, have long used their Medicaid programs as a platform to explore payment and
delivery innovations. The following recommendations build on that history to test
innovations through the Medicaid program.
Behavioral Health Medicaid Models. The growth in Medicaid managed care calls for a
thorough review of the regulatory barriers that interfere with care coordination across
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settings, particularly for behavioral health. We urge CMMI to consider testing
innovative models that prohibit the carve out of behavioral health services from
Medicaid managed care benefits. States currently have the option to carve out certain
services, particularly behavioral health services, from Medicaid managed care benefits.
Such carve-out arrangements create barriers to the integration of behavioral health and
physical health care and inhibit the sharing of information across care settings. The
inability of behavioral health and medical care providers to share information and
coordinate care can have a significant impact on millions of patients; about half of the
Medicaid disabled population have been diagnosed with a mental illness.
In addition, CMMI should explore delivery innovations that could be made under
1115 Waiver authority to eliminate or restrict the scope of the Institutions for Mental
Disease (IMD) exclusion to improve access to care and help reduce costs. The IMD
exclusion prohibits federal Medicaid reimbursement for inpatient care provided to
individuals between the ages of 21 and 64 in IMDs such as private freestanding psychiatric
hospitals with more than 16 beds. CMS recently issued guidance to states regarding the use
of 1115 waiver authority and the IMD exclusion to treat substance use disorder including
opioid abuse. CMMI could explore how providers and state could collaborate on various
treatment protocols including providing treatment in inpatient and community-based
settings.
Social Determinants of Health Medicaid Models. A recent Robert Wood Johnson
Foundation issue brief on Medicaid and social determinants of health found that states do
not typically account for social determinants in their payment models. 2 It described
payment approaches by two states – Massachusetts and Minnesota. Massachusetts
developed a payment adjustment for social risk factors such as poverty, education,
employment, family status and housing. Minnesota is examining its Medicaid population
to identify the key social determinants of health that are predictive of poor health outcomes
or health disparities. CMMI should consider helping states and providers develop their
own state-specific payment methodologies to address social determinants of health.
Housing stability is often cited as one of the key social risk factors in poor health
outcomes. The city of Philadelphia and Arizona’s Maricopa County are two examples
where regions have looked at ways to address homelessness and behavioral health through
Medicaid managed care. 3 In addition, the state of Maryland, through its 1115 waiver, is
exploring ways to pay housing related costs to address homelessness and behavioral health.
CMS’s Medicaid Innovator Accelerator Program (IAP) also is looking at ways to
encourage state Medicaid programs to collaborate with state housing programs through
partnerships. We urge CMMI to support the IAP effort and explore how to integrate
providers of mental and behavioral health into these approaches. In addition, CMMI
should explore partnerships with providers and other regional stakeholders on a substate level to focus on housing and homelessness.

2
3

https://www.healthmanagement.com/wp-content/uploads/SHVS_SocialDeterminants_HMA_July2017.pdf
https://www.kff.org/report-section/linking-medicaid-and-supportive-housing-issue-brief/
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Additional Medicaid Payment Innovations. State Medicaid programs are exploring a
variety of value-based provider payment arrangements. Some of these initiatives are
supported by CMMI and CMS’s State Innovation Models initiative or SIM grants. These
payment innovations include patient-centered care, bundled episodes of care, home health
and accountable care organizations. States have looked to these innovations to improve
care coordination, health outcomes and improve programmatic efficiencies. However,
many researchers and policy makers have noted that while states are exploring payment
innovations at a rapid rate, there is virtually no evaluation of their effectiveness. To help
disseminate the learning from the payment initiatives, we urge CMMI to consider
funding such comprehensive evaluations.
Program Integrity Models. Hospitals take seriously their obligation to properly bill for
the services they provide to Medicare beneficiaries and are committed to working with
CMS to ensure the accuracy of Medicare payments. They acknowledge the importance of
the role of audits in oversight of the Medicare program; however, there is a heavy
regulatory burden associated with these audits. Our recent report on the regulatory burden
faced by hospitals, health systems and post-acute care providers showed that an averagesized hospital with 161 beds incurs over $340,000 in costs each year related to program
integrity. A large part of this is due to the excessive erroneous denials made by Medicare
Recovery Audit Contractors (RACs), which have forced hospitals to shoulder the
significant burden of pursuing appeals in order to receive payment for the medically
necessary services they provide to Medicare beneficiaries. The contingency payment
structure of the RAC program and the resulting volume of inappropriate claim denials are
putting significant strain on the appeals process. Hospitals are experiencing wait times of
close to three years for their appeals to be heard by an Administrative Law Judge (ALJ), let
alone for receiving a decision. This is significant because it is at the third level of appeal,
in a hearing before an ALJ, that hospitals are afforded their first opportunity to present
testimony based on clinical factors that are critical to accurate decisions in denial of
complex hospital claims and receive a review of all evidence by an objective party (that is,
a reviewer who is not a Medicare contractor).
With these challenges in mind, we urge CMMI to consider ways in which it could test
alternative structures, models and oversight of the RAC program. The following
actions would address challenges created by the RAC program, including by
reducing the excessive, unnecessary regulatory burden it imposes on patients and
providers:
•

•

Move RACs to a “Targeted Probe and Educate” model, as has been done for
the Medicare Administrative Contractors. CMS has stated that similar Probe and
Educate models have shown favorable results in terms of decreasing the number of
claim errors after providers received education. Including RACs in such a model
would lead to more favorable results as well as a decrease regulatory burden.
Remove the perverse financial incentives that encourage RACs to deny claims.
The current contingency fee structure is one-sided in that RACs can deny claims
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•

•

•

with impunity. Instead, RACs should be paid similarly to other Medicare
contractors, such as through a cost-based contract.
Spur performance improvement among the RACs by reducing payments to
RACs with a high rate of overturned denials at any and all levels of appeal.
Hospitals bear the significant cost of appealing inappropriate RAC denials, while
RACs are not penalized for inappropriately denying claims when those overturns
occur at the ALJ (third) level of appeal. This reform would curb overzealous RACs
and create a level playing field for both RACs and providers in addressing incorrect
payments.
Codify in regulation the limitation of RACs to considering only the medical
documentation available at the time the admission decision was made in
determining whether an inpatient stay was medically necessary. While CMS
has stated that this is its policy, we continue to have concerns that RACs secondguess physicians’ judgment based on the outcome rather than the facts the
physician had at the time of treatment. CMS also could require that a physician
approve all complex review denials.
Delay the collection of alleged overpayments and accrual of associated interest.
As noted above, hospitals are experiencing wait times of close to three years for
their appeals to be heard by an ALJ. Given that this is the first level of appeal at
which the reviewer is not a Medicare contractor, delaying collections until after an
ALJ decision would reduce the burden hospitals experience as a result of having
substantial amounts of funds tied up in the appeals system as a result of the RACs’
inappropriate claim denials.

Finally, we urge CMMI to consider ways in which to improve the education of all of its
program integrity providers, RACs included. Stricter oversight is necessary to ensure
consistent application of policies in contractor determinations. The agency could, for
example, analyze data on overturned denials and provide additional, uniform education to
contractors on payment policies related to the most common overturns. It could also ensure
that it provides all Medicare contractors with the same guidance and education on
new/modified CMS regulations and guidance.
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November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New
Direction
Dear Administrator Verma:
The American Lung Association appreciates the opportunity to provide
comments on the Centers for Medicare & Medicaid Services (CMS)
Innovation Center’s new direction.
As the leading organization working to save lives by improving lung health
and preventing lung disease, the American Lung Association is the voice of
the 32.2 million Americans living with lung disease.
The Lung Association is encouraged by CMS’ efforts to engage
stakeholders and patients, promote patient-centered care and improve
quality while reducing costs. However, the Lung Association is concerned
that value will only be defined by costs and exclude quality measures
important to patients.
Patient-Centered Care
The American Lung Association recognizes that patient-centered care
should reflect the needs of patients and variations in what they value in
their care. Providing patients with information about care options
empowers them to engage in shared decision making and make decisions
around outcomes they value. Different patients desire different outcomes
from their treatment courses. Asthma patients, for example, may value
asthma control, utilization, adherence, pulmonary function, missed days of
school or work, exacerbations, or others. Patients with lung cancer or
COPD may value quality of life, extension of life, pulmonary function,
symptom management, treatment complications or others in choosing their
treatment.

Advocacy Office:
1331 Pennsylvania Avenue NW, Suite 1425 North
Washington, DC 20004-1710
Ph: 202-785-3355 F: 202-452-1805
Corporate Office:
55 West Wacker Drive, Suite 1150 | Chicago, IL 60601
Ph: 312-801-7630 F: 202-452-1805 info@Lung.org

When patients share their desired outcome with their provider, their provider can work with them
to make meaningful decisions over their care and personalize their treatment. The Lung
Association is encouraged by CMS’ direction towards greater price and quality transparency to
engage patients and provide patients information to make choices about their care. However, the
Lung Association is troubled with the phrase “ownership of their health” when used to refer to
empowering beneficiaries with flexibility and information to make choices as they seek care. The
phrase could potentially be used to penalize patients who may choose treatments with outcomes
that matter to them, but may not align with the cost-driven value.
Although Section 1115A of the Affordable Care Act calls for evaluating payment models against a
“patient-centeredness criteria,” no criteria have been formally developed and released for public
comment. The Lung Association hopes that CMS will pursue the creation of a criteria for patientcenteredness in Centers for Medicare and Medicaid Innovation (CMMI) models moving forward
and allow for meaningful stakeholder engagement. Patients and organizations representing these
patients must be given the opportunity through open comment periods or collaborations to
provide meaningful input in the discussion of what constitutes value in healthcare and to ensure a
patient-centered lens.
Value
High value healthcare is achieving the best care at the lowest possible cost, but value should also
be defined by outcomes that matters to the patient. The Department of Health and Human
Services’ (HHS) created the Health Care Payment Learning and Action Network (LAN) to align
stakeholders and accelerate the transition to value-based payment. One of the seven principles
established was that “Patients must be empowered as partners in healthcare transformation;
changing providers’ financial incentives is not sufficient to achieve person-centered care.” Valuebased frameworks must align quality and value with outcomes.
The Lung Association is concerned that value-based payment may negatively impact patients if
proper patient input is not considered for the following reasons:
a. Value-based reform that only evaluates cost as a singular indicator fails to recognize the
variations of value for patients. As mentioned previously, patients value different
outcomes from their courses of treatment.
b. If the variation in patient values are not incorporated into outcome quality measures,
patients may value what is considered low-value treatments over high-value treatments
due to the outcomes they desire and may potentially be penalized for their treatment
decision.
The Lung Association strongly believes that it is critical that quality measures do not discriminate
against patients with chronic disease, such as those living with lung disease. Chronic disease
treatments have benefits over an extended period of time. Thus, cost savings alone will not
accurately capture the entire value of the treatment if it does not account for this extended period
of time. Similarly, chronic disease patients often use combinations of drugs to treat their condition
or have comorbid health conditions. These factors must be accounted for when establishing the

value of treatments. Quality measures need to be risk-adjusted to ensure that it is applicable to
the patient and the patient’s health condition. It is also important that treatment breakthroughs
that are high-cost but high-value are still encouraged. For patients with lung disease, these
treatments represent a new lease on life that cannot be quantified by cost alone.
Preventive care should also be factored into value considerations. Preventive services can avert
downstream costs and result in cost savings years later. For example, every dollar spent in the
Massachusetts Medicaid Tobacco Cessation Program resulted in an average savings of $3.12 in
healthcare expenditures and a $2.12 return on investment that was realized an average of 1.3
years after receiving cessation treatment.1 Payment models must support these early
interventions that can blunt the onset of chronic disease. Proactively incorporating these
preventive services into the determination of value for treatments will result in better patient
outcomes and less costly exacerbations down the line.
Thus, quality measures must be carefully developed to ensure that outcomes that matter to
patients are recognized and factors that impact outcomes are acknowledged in determining value.
The Lung Association recognizes CMS’ efforts to design, test and implement programs in a way
that drives towards better value for patients. Patients and other stakeholders must be provided
sufficient opportunity to comment to ensure that patient needs are reflected in value
determinations.
Alternative Payment Models
The Lung Association appreciates CMS’ commitment to greater transparency in innovative model
design and evaluation. Alternative payment models such as Accountable Care Organizations
(ACO) and bundled payments are promising for coordinating care between providers to address
conditions like asthma and tobacco cessation services. For many health conditions, cross-sector
integration can align and improve patient health outcomes. Asthma control relies on regular
adherence to pharmacotherapy, active engagement with self-management behaviors and
controlling environmental triggers. MassHealth (Massachusetts Medicaid) utilized different
payment initiatives for asthma, including Patient-Centered Medical Homes (PCMH), bundled
payments for children with high-risk asthma and capitated payments based on quality and shared
savings.2 These alternate payment models provide clinicians the flexibility to offer high value
services traditionally considered social or public health services to better coordinate care.
Similarly, treatment for smoking cessation is not a one-size-fits-all. Tobacco users often require a
combination of pharmacotherapy and counseling to help them quit smoking and patients often try
more than one treatment before finding the right one. Bundling payments for tobacco cessation
can help coordinate different treatment combinations to help smokers successfully quit. Allowing
1

Richard P, West K, Ku L (2012) “The Return on Investment of a Medicaid Tobacco Cessation Program in
Massachusetts.” PLoS ONE 7(1): e29665. doi:10.1371/journal.pone.0029665
2
Farmer SA, Patel K, George M, McStay F, Hart R, McClellan M (2015). A Case Study in Payment Reform to
Support Optimal Pediatric Asthma Care. Accessed at: https://www.brookings.edu/wpcontent/uploads/2016/06/Asthma-Case-Study.pdf

stakeholders to comment and collaborate in the design of these models will ensure that patient
needs are accurately reflected and holistic management treatments are utilized.
Payment models should also recognize guidelines-based care to ensure that current best evidence
is used in making decisions about the care of individual patients. Guidelines-based care provides
the best value by improving outcomes at a reasonable cost. If a treatment protocol is the
recommended standard, any coverage and payment model should utilize the protocol into its
framework such that evidence, patient values and patient outcomes are aligned in the decisionmaking process.
The Lung Association is concerned that alternative payment models provide too great of a risk for
providers who are not ready to take on the downside risks of value-based payment, which may
result in providers leaving the Medicaid network. This will negatively impact Medicaid patients
and will restrict patient choice. It is also important to note that voluntary participation in models
may not provide representative results. Early adopters of new voluntary payment models are
likely plans and facilities that know they will benefit from participation. Closer evaluation is
needed to ensure that challenges to implementing these models more broadly is addressed and
that patients will not lose access to care. Thus, the Lung Association encourages CMS to prepare
providers for changes in payment and consider concerns outlined in the value section above
(ensuring that the health conditions of patients and their values are reflected) in any innovative
models.
The Lung Association acknowledges that innovative models and waivers can offer new
approaches to delivering care that benefits patients. However, any models or waiver approvals
must ensure that healthcare is affordable, accessible and adequate to align with our Consensus
Healthcare Reform Principles (attached). Any proposed market-driven reforms must include
patient protections to ensure patients have access to the treatments they need and that care is
affordable. The Lung Association encourages CMS to work with states applying for Medicaid
waivers to develop proposals that focus on patients and improve health outcomes without
reducing access and affordability.
Thank you for reviewing our comments. The American Lung Association appreciates the
opportunity to comment on CMS’ new direction for CMMI.
Sincerely,

Harold P. Wimmer
National President and CEO

Consensus Healthcare Reform Principles
Today, millions of individuals, including many with preexisting health conditions, can obtain affordable
health care coverage. Any changes to current law should preserve coverage for these individuals,
extend coverage to those who remain uninsured, and lower costs and improve quality for all.
In addition, any reform measure must support a health care system that provides affordable, accessible
and adequate health care coverage and preserves the coverage provided to millions through Medicare
and Medicaid. The basic elements of meaningful coverage are described below.
Health Insurance Must be Affordable – Affordable plans ensure patients are able to access needed care
in a timely manner from an experienced provider without undue financial burden. Affordable coverage
includes reasonable premiums and cost sharing (such as deductibles, copays and coinsurance) and limits
on out-of-pocket expenses. Adequate financial assistance must be available for low-income Americans
and individuals with preexisting conditions should not be subject to increased premium costs based on
their disease or health status.

Health Insurance Must be Accessible – All people, regardless of employment status or geographic
location, should be able to gain coverage without waiting periods through adequate open and special
enrollment periods. Patient protections in current law should be retained, including prohibitions on
preexisting condition exclusions, annual and lifetime limits, insurance policy rescissions, gender pricing
and excessive premiums for older adults. Children should be allowed to remain on their parents’ health
plans until age 26 and coverage through Medicare and Medicaid should not be jeopardized through
excessive cost-shifting, funding cuts, or per capita caps or block granting.
Health Insurance Must be Adequate and Understandable – All plans should be required to cover a full
range of needed health benefits with a comprehensive and stable network of providers and plan
features. Guaranteed access to and prioritization of preventive services without cost-sharing should be
preserved. Information regarding costs and coverage must be available, transparent, and
understandable to the consumer prior to purchasing the plan.

November 17, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, SW, Room 445‐G
Washington, DC 20201
Re: Centers for Medicare and Medicaid Innovation: Request for Information on Centers for Medicare &
Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The American Massage Therapy Association (AMTA) is pleased to respond to the request for information (RFI)
regarding the Centers for Medicare and Medicaid Innovation (CMMI) New Direction.
AMTA is the largest non-profit, professional association serving massage therapists, massage students and massage
schools. Established in 1943 and numbering nearly 80,000 members, AMTA works to advance the profession through
ethics and standards, the promotion of fair and consistent licensing of massage therapists in all states, and public
education on the benefits of massage therapy. We appreciate CMMI’s role in testing innovative payment and service
delivery models that seek to reduce federal health care expenditures while preserving or enhancing patient quality of
care. We believe the practice of massage therapy supports CMMI’s goals on both quality improvement, as well as cost
reduction.
A growing body of peer-reviewed and other research, including research from the NIH shows the benefit of massage
therapy in improving health outcomes while reducing health costs in areas such as: pain management for individuals
undergoing cancer treatment; treatment for newborns with drug withdrawal symptoms resulting from the mother’s
substance abuse; and symptoms associated with a variety of medical conditions, including headaches, fibromyalgia,
low back pain and knee pain, and HIV/AIDS.
Massage therapy is a fully integrated component of pain care in the most respected hospitals in the U.S., including the
Mayo Clinic, M.D. Anderson Cancer Center, Duke Integrative Medicine, the Cleveland Clinic and Memorial Sloan
Kettering Cancer Center. And, it is included in nonpharmacological pain guidelines from the Joint Commission and the
American College of Physicians; and, it is specifically mentioned in guidelines for alternatives to opioids for pain by
the Attorney General of West Virginia.

We believe the practice of massage therapy most closely aligns with the following CMMI potential
models:
Expand opportunities for participation in APMs (Alternative Payment Models):
Massage therapists are not currently considered as eligible professionals for inclusion in APMs. However,
they are licensed health providers in 46 states and Washington, D.C. As such, AMTA encourages a more
flexible approach to include state licensed massage therapists as a cost effective integrative treatment
model, particularly for patients with substance abuse issues, cancer, or chronic pain conditions.
Physician Specialty Models
Massage therapy would be a natural addition to expanded models of care under the existing Oncology
Care Model.
State Based/Medicaid Models
Massage therapy is currently a covered Medicaid benefit in 4 states.
Mental and Behavioral Health
Massage therapy should be included in behavioral health models that focus on areas such as opioids, other
substance abuse disorders and dementia. The U.S. must address patient over-reliance on opioids and other
prescription drugs and it appears evident that the solution lies in a comprehensive approach. Specifically,
we encourage greater attention towards including evidence-based, complementary, non-pharmacologic
approaches such as massage therapy to the treatment of pain that can mitigate the potential for overreliance on opioids to address chronic pain conditions.
Massage therapy is among a list of four non-pharmacologic approaches to pain in a September 18, 2017
letter to American’s Health Insurance Plans, signed by 37 Attorneys General, which urges health
insurance companies to encourage health care providers to prioritize non-opioid pain management options
for chronic pain, as follows:
“When patients seek treatment for any of the myriad conditions that cause chronic pain, doctors
should be encouraged to explore and prescribe effective non-opioid alternatives, ranging from
non-opioid medications (such as NSAIDs) to physical therapy, acupuncture, massage, and
chiropractic care.”

Sincerely,

James E. Specker, Director, Government & Industry
Relations American Massage Therapy Association
Please see attached addendum

ADDENDUM
Massage Therapy as an Alternative to Opioids
Massage therapy is a well-accepted nonpharmacological therapy for managing pain, including a variety
of specific chronic pain issues. It should be an important element of governmental guidelines for
alternatives to opioids, as it already is recognized by the National Institutes of Health (NIH), and included
in nonpharmacological pain guidelines issued by The Joint Commission, as well as the American College
of Physicians (ACP). It is specifically mentioned in guidelines for opioids alternatives by the
Attorney General of West Virginia; and it is referenced in a September 18, 2017 letter from 37 State
Attorneys General to the President and CEO of America’s Health Insurance Plans, which encourages
insurance coverage of alternatives to opioids.
Existing Clinical Recommendations – Massage for Pain
The Joint Commission -- “Nonpharmacologic strategies: physical modalities (for example,
acupuncture therapy, chiropractic therapy, osteopathic manipulative treatment, massage
therapy, and physical therapy) relaxation therapy and cognitive behavioral therapy...”
Joint Commission Perspectives, Volume 34, Number 11, November 2014, pp. 11-11(1).
Clarification to Standard PC.01.02.07.
American College of Physicians – “Recommendation 1: Given that most patients with
acute or subacute low back pain improve over time regardless of treatment, clinicians and
patients should select nonpharmacologic treatment with superficial heat (moderate-quality
evidence), massage, acupuncture, or spinal manipulation (low-quality evidence).”
Chou, R, et al. Nonpharmacologic Therapies for Low Back Pain: A Systematic Review
for an American College of Physicians Clinical Practice Guideline. Ann Intern Med. 2017;
doi: 10.7326/M16-2459.
State of West Virginia Guidelines for Alternatives to Opioids
“That’s why my office created the first substance abuse fighting unit by an Attorney General in
West Virginia. It promotes a focused effort on enforcement, prevention through education and
the pursuit of alternative treatments for injury or pain….Massage therapy has proven effective
in the short-term management of pain, particularly pain isolated to one area of the body such as
the lower back or neck.” --West Virginia Attorney General Patrick Morrisey. Painkiller
Alternatives May Reduce Risk of Prescription Opioid Abuse. May 12, 2017.
West Virginia Attorney General Patrick Morrisey. Best Practices for Prescribing Opioids
in West Virginia. May 2017.
Attorneys General Call to Action for America’s Health Insurance Plans (AHIP)
“When patients seek treatment for any of the myriad conditions that cause chronic pain,
doctors should be encouraged to explore and prescribe effective non-opioid alternatives,
ranging from non-opioid medications (such as NSAIDs) to physical therapy, acupuncture,
massage, and chiropractic care.”
Consumer Use of Massage Therapy for Pain
A national consumer survey commissioned by the American Massage Therapy Association in July
2016 confirmed a trend over the last ten years that consumers seek massage therapy for pain
relief. Among those surveyed who had received a massage in the previous 12 months, 23% did
so for pain relief/pain management, 11% for soreness/stiffness/spasms and 12% for injury

recovery/rehabilitation. American Massage Therapy Association Consumer Survey July 2016.
Research Highlights: Massage Therapy for Pain

Research on the benefits of massage therapy for various types of pain continues to
grow.
A. Crawford C, et al. The Impact of Massage Therapy on Function in Pain Populations—A
Systematic Review and Meta-Analysis of Randomized Controlled Trials: Part I, Patients
Experiencing Pain in the General Population. Pain Med (2016) 17 (7): 1353-1375. “Based
on the evidence, massage therapy should be strongly recommended for pain
management. This is the conclusion of a collaborative meta-analysis of research on
massage therapy for pain conducted by Samueli Institute.”
B. Boyd, C, et al. The Impact of Massage Therapy on Function in Pain Populations—A
Systematic Review and Meta-Analysis of Randomized Controlled Trials: Part II, Cancer
Pain Populations. Pain Med (2016) 17 (8): 1553-1568. “Based on the evidence, massage
therapy shows promise for reducing pain intensity/severity, fatigue, and anxiety in
cancer populations compared to the active comparators evaluated in a new systematic
review. This is the conclusion of a collaborative meta-analysis of research on massage
therapy for pain conducted by Samueli Institute.”
C. Boyd, C, et al. The Impact of Massage Therapy on Function in Pain Populations—A
Systematic Review and Meta-Analysis of Randomized Controlled Trials: Part III, Surgical
Pain Populations. Pain Med (2016) 17 (9): 1757-1772. “The study concludes that
patients should consider massage therapy as a therapeutic option to help manage their
pain and anxiety from surgical procedures.”
D. Nahin RL, Boineau R, Khalsa PS, Stussman BJ, Weber WJ. Evidence-based evaluation of
complementary health approaches for pain management in the United States. Mayo
Clinic Proceedings. 2016;91(9):1292–1306.
E. Elder, W. G., Munk, N., Love, M. M., Bruckner, G. G., Stewart, K. E., & Pearce, K. (2017).
Real-World Massage Therapy Produces Meaningful Effectiveness Signal for Primary Care
Patients with Chronic Low Back Pain: Results of a Repeated Measures Cohort Study. Pain
Medicine, 18(7), 1394-1405. “Results provide a meaningful signal of massage effect for
primary care patients with chronic low back pain…”
https://www.ncbi.nlm.nih.gov/pubmed/?term=RealWorld+Massage+Therapy+Produces+Meaningful+Effectiveness+Signal+for+Primary+Car
e+Patients+with+Chronic+Low+Back+Pain%3A+Results+of+a+Repeated+Measures+Coh
ort+Study
F. Perlman AI, Sabina A, Williams AL, Njike VY, Katz DL. (2006) Massage Therapy for
Osteoarthritis of the Knee. Arch Intern Med. 166(22):2533-8.
G. Braun LA. et al., Massage Therapy for Cardiac Surgery Patients. The Journal of Thoracic
and Cardiovascular Surgery. 2012;144:1453-1459.
H. Field T., Diego M., Delgado J., Garcia D., Funk CG., Rheumatoid Arthritis in Upper Limbs
Benefits from Moderate Pressure Massage Therapy. Complementary Therapies in
Clinical Practice. 2013 May;19(2):101-3. doi: 10.1016/j.ctcp.2012.12.001.
I. Majchrzycki M, Kocur P, Kotwicki T. Deep tissue massage and nonsteroidal antiinflammatory
drugs for low back pain: a prospective randomized trial.
Scientific World Journal. 2014; 287597.
J. American Masage Therapy Association. The Value and Efficacy of Massage Therapy in
Integrated Health Care. 2014

About AMTA
The American Massage Therapy Association (AMTA), the most respected name in the massage therapy
profession, is the largest non-profit, professional association serving massage therapists, massage
students and massage schools. Established in 1943 and numbering nearly 80,000 members, AMTA works
to advance the profession through ethics and standards, the promotion of fair and consistent licensing
of massage therapists in all states, and public education on the benefits of massage.

November 20, 2017

The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health & Human Services
200 Independence Avenue, SW, Mail Stop 314G
Washington, DC 20201
For electronic submission to CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
On behalf of the physician and medical student members of the American Medical Association (AMA),
we commend the Centers for Medicare & Medicaid Services (CMS) for recognizing the need for a new
direction for the Center for Medicare and Medicaid Innovation (CMMI), and for soliciting input from the
AMA and other stakeholders before determining what that direction should be.
Alternative payment models (APMs) can provide significant opportunities for physicians to improve the
quality and outcomes of their patients’ care in ways that also lower growth in Medicare and Medicaid
spending. Many patients develop health problems that could have been prevented, receive tests and
procedures that are not needed, are hospitalized because their health problems were not effectively
managed, or experience complications and infections that could have been avoided. Other patients could
receive different types of treatment than they do today, or be treated in different sites of service, that
would be equally effective but cost less. If these avoidable health problems, services, and costs could be
eliminated, billions of dollars could be saved and patients’ quality of life improved. It is critical that
physicians be involved in designing APMs because only physicians can ensure that alternative ways of
delivering services will safely and appropriately address patient needs and not produce savings by
delivering lower quality care.
The AMA knows of many physicians and medical societies who have developed ways of providing
higher quality care to patients while lowering spending by Medicare and other payers. All too often,
however, these desirable changes in care delivery cannot be implemented due to barriers in the current
payment systems. The two most common barriers are:


Lack of payment or inadequate payment for high-value services. Medicare does not pay
physicians for many services that would benefit patients and help reduce avoidable spending, such as:
responding to patient phone calls about new symptoms or problems; communicating with other
physicians about patients’ diagnosis, treatment planning, and care coordination; and proactive
outreach to high-risk patients to ensure they get preventive services.
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Financial losses for improving health and eliminating unnecessary services. Most of the savings
from improved care delivery will come from reducing avoidable utilization of hospitals, tests,
medications, and post-acute care. Yet under current Medicare payment systems, if physicians keep
patients healthy or successfully prevent disease progression and complications, their fee-for-service
revenues will be lower, which may leave them with insufficient resources to continue providing high
quality care and cover their practice costs.

The AMA has strongly and consistently supported the creation of APMs that will overcome these
barriers. We have conducted numerous education programs about APMs for physicians across the
country and provided technical assistance to physician practices and medical specialty societies in
developing APMs.
Unfortunately, seven years after the CMMI was launched, most physicians still do not have the
opportunity to participate in an APM that can provide them with the resources and flexibility they need to
deliver better care to patients at lower costs. The 2017 Quality Payment Program final rule indicated that
about five percent of clinicians would be qualified APM participants in 2017, and the forecast for 2018 is
similar. The AMA welcomes the new direction for CMMI because we are convinced that it can
implement more and better APMs more quickly and effectively than it has to date.
The balance of this letter recommends that 11 strategies be adopted by CMMI to design and implement
new APMs consistent with the guiding principles outlined in the Request for Information, and discusses
the AMA’s perspective on the list of potential models.
Strategies for Design and Successful Implementation of APMs
The AMA supports the list of guiding principles in the Request For Information (RFI). We would
welcome development and implementation of new APMs that would help to promote market choice and
competition, allow physicians to voluntarily choose to participate in new models, harness ideas from
stakeholders, and utilize small scale testing. We recommend that CMMI deploy the following strategies
to achieve these objectives:
1. Support Physician-Driven Approaches to Innovation in Patient-Centered Care
To date, CMMI has taken a primarily top-down approach to designing APMs, and most of these APMs
are designed for implementation by large provider organizations and health systems, not small and
medium size medical practices. We recommend that CMMI shift to a bottom-up approach that welcomes
APMs designed by physician organizations and encourages models that are feasible for most physician
practices to implement. Since Congress created the Physician-Focused Payment Model Technical
Advisory Committee (PTAC) to encourage the development of physician-focused APMs, CMMI should
make a commitment to test or implement every APM that the PTAC recommends.
2. Provide Adequate Payments to Support High-Quality Care and Limit Accountability to Aspects
of Quality and Cost That Physicians Can Control
Too many of the APMs developed by CMMI have failed to provide the resources physicians need to
deliver new types of services, and they inappropriately transfer insurance risk to physicians. Physicians
tell us that they are willing to take accountability for the aspects of spending and quality they can control
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or influence if they have adequate resources and flexibility to deliver high quality care in the most
appropriate settings. Physicians are willing to participate in APMs that hold them accountable for
decisions on the appropriateness of tests they order, procedures they perform, medications they
administer, and whether patients are discharged to their homes or to expensive facilities, but they are not
willing nor should CMMI expect them to take risk for things they cannot control, such as the prices of
drugs and biologics or the severity mix of their patient population. Most Medicare spending does not go
to physician services, so increasing physicians’ financial risk for Medicare spending on hospitals and
drugs will be a major barrier to increasing their participation in APMs.
3. Eliminate Unnecessary Administrative Burdens in APMs and Waive Regulatory Impediments
We commend CMS for acknowledging the need to reduce burdensome requirements and unnecessary
regulations. Many of the concerns that we hear from physicians about the current payment system have
more to do with administrative and regulatory burdens than with payment rates. Prior authorization,
certification, documentation and reporting requirements, and electronic health record systems that do
more to hinder than support patient care are enormously burdensome. In developing APMs, CMS should
take maximum advantage of opportunities to lessen these burdens by waiving unnecessary and
problematic requirements in existing payment systems. CMMI should not include new administrative
requirements in APMs unless it can be shown that they are essential. Before any administrative
requirement is imposed, potential participants in the APM should be given the opportunity to suggest less
burdensome approaches to achieving the same goal, and then the APM should provide participants with
adequate resources to cover the costs of implementing any administrative requirements. If potential
participants in a payment model identify regulatory barriers to success, CMS should use its waiver
authority to modify or eliminate these barriers. For example, endocrinologists face burdensome
certification requirements to allow their patients with diabetes to obtain diabetic shoes. Allergists face
numerous prior authorization and step therapy barriers to their patients with asthma receiving appropriate
medications. Stark law prohibitions on certain types of referrals prevent linking payments to the volume
of certain services, even if participating physicians reduce the volume of avoidable tests and other
services. Also, payments cannot be tied to the value of services, such as the value derived from
adherence to clinical protocols that shift patients from higher cost, less efficient inpatient rehabilitation
facilities into high quality, lower cost outpatient settings.
4. Require Use of CEHRT Only If It Has the Functionality Needed for the APM
Too many physicians have found that instead of helping them to deliver higher-quality, more coordinated
care, certified electronic health record technology (CEHRT) is reducing the time they can spend with
patients and increasing their administrative costs. CMS should only require physicians and other
providers to use CEHRT as part of APMs if CMS has verified that CEHRT can, in fact, deliver the
information needed by participants in the APM efficiently, effectively, and at an affordable cost. APMs
should be encouraged to leverage technology to support the goals of the APM and help participants
improve communication, patient engagement, collaboration, diagnosis, treatment planning, and quality.
While CEHRT supports some basic, fundamental functionality to help APMs achieve their goals, it is our
experience that CEHRT often needs to be enhanced or supplemented before true usefulness is fully
realized. Any CEHRT requirement must also provide sufficient flexibility as to recognize custom
functionality that “builds on” CEHRT—a concept taken directly from one of CMS’ priorities for new
Advancing Care Information measures in the Quality Payment Program (QPP). Often, these additional
enhancements are layered on top of CEHRT—creating a new and improved experience for patients and
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their care team—and is a greater return on investment than the original purchase of the EHR. The effort
and value of refining the EHR experience based on patient and physician need should be rewarded by
CMS. Going forward, CMS and the Office of the National Coordinator for Health Information
Technology should take greater responsibility for proactively ensuring that CEHRT includes the
capabilities physicians need to enter, retrieve, share, and analyze clinical data in APMs.
5. Encourage Multiple Choices for Delivery of Patient-Centered Care
The AMA agrees with CMS that patients and their families and caregivers should be empowered to take
ownership of their health and to have the flexibility and information needed to make good choices about
the care they receive, but patient choice cannot be successful unless there are multiple good options for
care they can choose among. Rather than trying to determine a single “best” approach to care delivery or
payment, CMMI should proactively plan to test multiple approaches. It should encourage physicians to
propose the types of improvements in care and payment that make sense for the patients they treat in the
specific environment where they practice. We also agree that CMMI APMs should be voluntary.
Physicians should be given the choice of which APM they would like to participate in or whether they
want to participate in an APM at all.
6. Enable Implementation of a Diverse Array of New Models
We were pleased to see the principle on “Small Scale Testing” included in the Request for Information
(RFI). When an APM is designed to support significantly different ways of delivering patient care, the
payment amounts, risk stratification factors, and performance measures must be based on the new
approach to care delivery, not the current approach. However, it is impossible for physicians to
accurately determine the costs or outcomes of a new approach to care delivery without actually
implementing it, and that requires having a payment model that will support the new approach. Firms in
other industries have addressed similar challenges by developing methods for “rapid prototyping” of new
products, and we believe CMMI needs a similar process for APMs. CMMI has already demonstrated that
it can support an array of small-scale projects through the two rounds of Health Care Innovation Awards,
so it should be feasible to implement multiple limited-scale APM tests each year.
7. Refine and Improve Promising APMs Over Time
CMMI has implemented most APMs using a single-step testing and evaluation process, i.e., it decides
how an APM should be structured, implements it for several years, and terminates the APM if it has not
demonstrated statistically significant savings. Only one model has been expanded under this approach, so
it is clear that a different paradigm is needed. Physicians, hospitals, and other health care providers
cannot fundamentally change the way they deliver care in response to temporary payment changes. In
addition, significant changes in care delivery typically take at least one to two years to implement, so it is
not surprising that CMMI has not found sufficient justification in its evaluations of 3-year demonstration
projects to expand other APMs and make them available to all physicians and patients. In our view, it is
unlikely that either CMMI or stakeholders developing APMs can determine how a successful APM
should be designed before it has ever been tried. Instead of trying to assess whether particular APMs
“work” after only a few years, CMMI should assume that every APM will need refinement. CMMI
should focus, therefore, on rapid-cycle improvement and formative evaluation. Then, if an initial
prototype seems to be working on a small scale, the APM can be implemented on a broader scale and a
formal, summative evaluation can be conducted. CMMI has statutory authority to modify the design and

The Honorable Seema Verma
November 20, 2017
Page 5

implementation of models after testing has begun, so we urge CMMI to use a multi-step process for
developing and implementing APMs, beginning with limited-scale testing and then refining and
expanding promising APMs over an extended period of time.
8. Establish and Meet Deadlines to Test CMMI and Stakeholder Developed Models
CMMI has imposed aggressive deadlines on applicants for submitting applications and reports, but the
agency takes 18-24 months to carry out its complex internal process of deciding whether and how to test a
payment model. The entire process should be redesigned to enable limited-scale tests of APMs to be
implemented within 6 months following submission of a detailed proposal and broader-scale tests to be
implemented within 12 months. We are particularly concerned that there seems to be no pathway or
timeline for stakeholder developed APMs to be tested by CMMI, and no integration between the PTAC
process and CMMI such that APMs recommended by the PTAC can be tested or implemented. We urge
CMMI to develop a transparent process with reasonable deadlines for implementing APMs that are
recommended by the PTAC.
9. Help Physicians Obtain the Data and Analytic Support Needed to Design and Implement APMs
CMS needs to create more effective and user-friendly mechanisms through which physicians can access
and analyze CMS claims data and provide financial support to physicians to help them gather and analyze
relevant clinical data that is not contained within claims data.
One of the greatest barriers physicians face in designing and implementing new approaches to care
delivery and payment that will reduce Medicare spending is their inability to obtain data on the full range
of services their patients are receiving today. Most of the savings from improved care delivery come
from lower spending on services such as hospital admissions and post-acute care that are not delivered
directly by physicians, and some of the biggest opportunities for improved care coordination come from
avoiding duplication and conflicts with services delivered by other providers. Physicians do not have
access to information about the other services their patients are receiving that would enable them to
identify and quantify opportunities for savings or take action to achieve these savings.
APM developers also need assistance with technical issues such as risk stratifying patients and risk
adjusting payments. The risk adjustment methodologies used in the Medicare and Medicaid programs to
date are designed to address differences in patient needs among large populations associated with a health
plan or hospital. These methods cannot be appropriately transferred for use in risk adjusting payments
associated with medical practices or with a particular condition. Current risk adjustment methods, for
example, do not take into account patients’ stage of disease, functional status, whether they have a
caregiver at home, and social factors. Factors like these can have a significant effect on treatment plans,
adherence, patient outcomes, and health care costs, but it is expensive and time-consuming for physician
practices to collect these data, particularly given the limitations of current EHR systems.
We recommend that CMMI seek information from specialty societies about the specific types of services
where they think savings are possible through an appropriately-designed APM. CMMI should then create
mechanisms for providing Medicare claims data and analyses regarding those services to physicians in
that specialty who are developing APMs. CMMI should also compensate physician practices that are
willing to collect the types of data that would help in the design of better risk adjustment methods that can
be used for APMs.
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10. Digital Medicine Tools (Telehealth, Remote Patient Monitoring)
The AMA recommends that CMMI seek proposals to test APMs and demonstrations that extensively
utilize digital medicine services and tools including telehealth and remote patient monitoring. (CMMI
has the authority to waive Medicare telehealth requirements as part of its efforts to implement and test
these models but it has only done so on a limited basis to date.) The need to scale patient-centered
services by leveraging new technologies that enhance the quality of virtual interactions between patients
and the health care team and that organize relevant patient data, including physiologic, to support targeted
management of chronic conditions and rapidly manage acute events by the health care team is essential as
clinician shortages persist and the size of the Medicare eligible population grows. This technology can
also be used for e-consults to help address deepening specialty shortages and geographic mismatches
between specialists, patients, and patients’ established medical teams which hamper access and
undermine efficient and high quality care. As detailed in the Government Accountability Office April
2017 Report to Congressional Committees: Telehealth and Remote Patient Monitoring Use in Medicare
and Selected Federal Programs,1 CMS has several models and demonstrations underway that include
waivers of primarily two telehealth statutory limitations: the geographic or originating site restrictions.
We recommend that CMS seek proposals to test waivers of multiple restrictions including: (1) waiver of
both the geographic and originating site restrictions for telehealth services already covered by Medicare;
(2) waiver of all telehealth and remote patient monitoring restrictions for dual eligible beneficiaries
consistent with telehealth and remote patient monitoring benefits offered in states to their Medicaid-only
beneficiaries; and, (3) waiver, at a minimum, of the telehealth geographic and originating site restrictions
and any remote patient monitoring restrictions for one-sided risk accountable care models.
Testing these waivers would provide critical information to address both cost reduction and/or improved
quality of care. First, larger scale testing of waivers of geographic and originating site restrictions are
needed to adequately evaluate whether telehealth services are cost neutral or cost saving. Although the
Veterans Health Administration beneficiary population is much smaller than the number of Medicare
beneficiaries, VHA has successfully deployed telehealth and remote patient monitoring services to a far
larger number of beneficiaries with documented improved health outcomes and lower cost. Congress and
CMS continue to limit telehealth services due to the paucity of telehealth claims in the Medicare program
even though an array of clinical services have been evaluated by CMS and determined to be clinically
appropriate when delivered via telehealth. Second, because dually eligible patients account for a
disproportionate share of the expenditures, the AMA agrees with CMMI that a fully integrated, personcentered system of care that ensures that all their needs are met could better serve this population in a
high quality, cost-effective manner. Digital medicine tools that focus on a host of integrated technologies
that enable virtual care, including two-way audio visual communications in patients’ homes, and access to
the health care team through virtual communications and specialists, will overcome geographic barriers
that could inhibit essential specialty care, facilitate digitization and documentation of encounters that will
help patients, medical homes, and caregivers coordinate and ensure follow-up care.
11. Prevention
The one model that was expanded nationwide after being tested by CMMI was a model focused on
preventive care, the Diabetes Prevention Program (DPP). The AMA recommends that CMMI build upon
1

As of April 2017, CMS was supporting eight models and demonstrations that have the potential to expand the use
of telehealth in Medicare.
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this model by initiating other models focused on improving access to preventive services. CMMI should
also implement the online/virtual model of the DPP to bolster the available evidence confirming that
virtual program participants reach the outcomes seen in the in-person model. The AMA urges CMMI to
proceed expeditiously, as we are concerned that the current access and availability of the in-person DPP is
limited and non-existent in certain markets.
Another example of a preventive model that the AMA would encourage CMMI to pursue is a model test
of a self-measured blood pressure (SMBP) program. Clinical guidelines recommend utilization of SMBP
to confirm the diagnosis of hypertension (in part, to rule out white coat hypertension, which does not
require treatment with medication) and for the monitoring of control of diagnosed hypertension.
Economic modeling has demonstrated that implementation of a SMBP program in a commercial
population results in a net savings of $33 to $166 per member in the first year and from $415 to $1364
over 10 years.2 Currently, Medicare does not cover home blood pressure monitoring devices for patients.
AMA recommends a model test of SMBP, including coverage of the home blood pressure device as well
as reimbursement for clinical team time to educate patients on proper use of their device, physician time
for interpretation of SMBP results, and physician time for adjustment of medication therapy. AMA
believes that it is likely that CMS would observe an improvement in blood pressure control rates, an
improvement in accurate diagnosis of hypertension, and overall cost savings for Medicare with
implementation of such a model.
Focus Areas for APMs
We have a number of comments regarding the eight focus areas proposed in the RFI:
1.

Expanded Opportunities for Participation in Advanced APMs

Participation in current Advanced APMs has been limited because of the limited number of such APMs
and the problematic designs of the existing Advanced APMs. A primary focus of CMMI should be the
development and testing of new, physician-focused APMs using the strategies articulated above. We
recommend that CMS modify its regulations to allow a much larger number of the APMs being tested by
CMMI to qualify as “Advanced” APMs. Practices that participate in APMs that involve delivering care
in new ways with new payment methods are inherently incurring significant financial risk to do so. The
current standards for quality measures, CEHRT use, and financial risk criteria to qualify as an Advanced
APM set the bar unnecessarily high.
2.

Consumer-Directed Care and Market-Based Innovation Models

We support empowering consumers to drive change through the choices they make, but this can only be
effective if there are good choices for consumers to make. Encouraging physicians to develop innovative
care delivery models and payment models and implementing them quickly will give consumers multiple
good choices for care delivery, rather than a choice between the current system and one APM.
In many cases, higher-quality care will be less expensive. However, for some patients, better outcomes
can only be achieved with additional services or more intensive services that will involve higher costs, at
2

Alejandro Arrieta, John R. Woods, Nan Qiao, Stephen J. Jay. Cost–Benefit Analysis of Home Blood Pressure
Monitoring in Hypertension Diagnosis and Treatment: An Insurer Perspective. Hypertension. 2014;64(4):891-6.
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least in the short run. We support testing of models in which physicians have the ability to deliver more
or different services to patients who need them and to be paid more for doing so. Moreover, a portion of
this testing could be done through models in which patients’ responsibilities for costs are determined
differently than they are today. For example:


Allowing patients to contract directly with physicians and physician-led teams to deliver the care they
need, with Medicare contributing what it would have expected to spend under the current payment
system and the patient paying the difference.



Allowing patients to receive care from “direct primary care” practices, where the patient pays the
practice and is reimbursed by Medicare.



Allowing physicians to define a team of providers who will provide all of the treatment needed for an
acute condition or management of a chronic condition, and then allowing patients who select the team
to receive all of the services related to their condition from the team in return for a single pre-defined
cost-sharing amount.

While the AMA supports transparency of cost and quality data, we discourage CMMI from making this
an initial primary focus due to the complexities around public reporting of data and the measurement
science that supports it. Rather, the focus should first be on adoption, testing, and refinement of APMs.
Otherwise, CMMI runs the risk of releasing information about APM entities that is inaccurate and could
lead patients to make inaccurate inferences about cost and quality. Once APM models are stable and
practices have had at least three years’ experience with implementing an APM, then CMMI should focus
its attention on releasing cost and quality information to the public about APMs. If CMMI moves
forward, we recommend that the following public reporting standards be put in place:


Appeals Process and Preview Period: Prior to publicly releasing cost and quality data, APM
entities must have a 90-day preview period to review their data and contest any inaccuracies with
the data. And if an entity files an appeal and flags their demographic data or quality information
as problematic, CMMI should postpone posting the information until the issues are resolved.



Ensure Statistical Reliability and Validity: We request that CMMI be transparent with what it
considers acceptable reliability for public reporting and measuring performance so measure
stewards can develop and test their measures appropriately. As CMS states in the Physician
Compare section of the 2018 QPP proposed rule, “high reliability for a measure suggests
comparisons of relative performance across entities, such as [eligible clinicians] ECs or groups,
are likely to be stable and consistent, and that the performance of one entity on the quality
measure can be confidently distinguished from another.” The AMA strongly agrees with this
statement and encourages CMMI to adopt the same standards when it comes to publicly posting
data on APMs.



Allow APM Entities Three Years to Report on Measures Prior to Public Reporting: Including
measures after one year of reporting does not allow CMMI to adequately evaluate meaningful
trends over time or provide APM entities or physicians with an adequate period to fix data
collection issues. Allowing physicians three years to report on measures prior to posting measure
data on Physician Compare or publicly releasing the information will improve the chances that
only robust and meaningful data is included on the web.
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3.

Physician Specialty Models

CMMI’s highest priority should be expanding the availability of APMs in which specialists can
successfully participate, including additional and expanded APMs for primary care specialists. Instead of
CMMI defining such payment models itself, the agency should commit to implementing conditionspecific APMs that have been developed by physicians and medical specialty societies and recommended
by the PTAC. There are many specialty societies currently working on physician-focused payment
models, including: the American Academy of Family Physicians, American Academy of Hospice and
Palliative Medicine, American Academy of Neurology, American Association of Clinical
Endocrinologists, American College of Allergy, Asthma, and Immunology, American College of
Emergency Physicians, American College of Radiation Oncology, American College of Rheumatology,
American College of Surgeons, American Gastroenterological Association, American Society of Clinical
Oncology, American Society of Radiation Oncology, and others. CMMI could accelerate these efforts
and encourage similar efforts by other specialty societies if it would provide them with access to
Medicare claims data and commit to implementing the APMs they develop after they are approved by the
PTAC.
4.

Prescription Drug Models

High prices and price increases for many prescription drugs are causing serious problems for both patients
and the Medicare program, and better ways of controlling prices are needed. However, CMS should not
attempt to control the prices of drugs by shifting the risk for spending on drugs to physicians under
APMs. Physicians are willing to be accountable for using drugs that are appropriate for their patients and
for using lower-cost choices among drugs that are equally effective, but they must not be penalized for
prescribing the most effective drugs for their patients simply because of their cost.
5.

Medicare Advantage Innovation Models

Despite the fact that Medicare Advantage plans have the flexibility to pay physicians differently, most of
them pay physicians and other providers using standard fee-for-service systems. When they do
implement APMs, they often use different quality measures, attribution systems, risk adjustment
formulas, and other components than other payers do, which increases administrative burdens for
physicians. Although CMS has tried to encourage multi-payer participation in some of its APMs by
selecting states and regions where payers other than CMS are willing to participate, this makes it
impossible for physicians to participate in a CMS APM if they are located in a region with high MA
penetration where the MA plans are unwilling to participate. We recommend that CMMI reverse the
approachit should allow willing physicians to participate in an innovative APM even if only Medicare
patients participate in it, but then both CMMI and the participating physicians should encourage Medicare
patients to choose a health plan (whether it be an MA plan or traditional Medicare) that pays physicians
using an APM that supports effective care.
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6.

State-Based and Local Innovation, Including Medicaid-Focused Models

We recommend that in states or regions where physicians have developed and implemented innovative
APMs with their local payers in order to support better approaches to care, CMS should agree to
participate in these multi-payer models and align itself with the approach that was agreed to locally. This
was done in five states in 2011 for the Multi-Payer Advanced Primary Care Practice initiative. We
recommend that CMMI announce its willingness to participate in similar locally-generated multi-payer
initiatives in the future. In addition, when the Innovation Center implements an APM, it should
automatically grant state Medicaid agencies approval of any State Plan Amendments needed in order for
Medicaid payments to be made consistent with the APM.
7.

Mental and Behavioral Health Models

Better models for delivery of behavioral health services require APMs that support new approaches to
care delivery. Physician practices and specialty societies, such as the American Society of Addiction
Medicine (ASAM) and the American Psychiatric Association, are already working on such APMs. As a
component of our efforts to help bring an end to the epidemic of opioid overdose deaths, the AMA has
been working closely with ASAM to develop a physician-focused APM for managing the treatment of
opioid use disorder. As CMS knows, the opioid epidemic is widespread, growing rapidly, and has
overtaken many other leading causes of death. The treatment model for opioid use disorder requires
interventions that address its medical, psychological and social components, including medicationassisted treatment. The ASAM model aims to broaden coordinated delivery of the full spectrum of
services needed for treatment, improve transitions to outpatient care for patients discharged from more
intensive levels of care, and reduce the number of avoidable emergency department visits and
hospitalizations. Payments under the model would support an evaluation, diagnosis, treatment planning,
and treatment induction phase, followed by a maintenance phase. Patient-centered, comprehensive, and
collaborative treatment plans would cover care from induction through stabilization, treatment, and longterm recovery. It would also support more intensive management when warranted by special
circumstances such as a relapse, comorbidities, or a patient choosing to discontinue the medication.
Payments under the model would be adjusted based on performance on outcome measures. The AMA
urges CMMI to help advance this model so that it can be tested, and to support similar models for patients
that need a range of biopsychosocial services.
8.

Program Integrity

The AMA is firmly committed to eliminating fraud, waste, and abuse from health care. However, broad
brush requirements that impose burdens on physicians, rather than focusing on those providers who have
demonstrated a propensity to commit fraud or abuse, inequitably affect responsible physicians and
providers making it more difficult for them to deliver care to their patients and adding unnecessary
administrative costs to the health care system.
As it relates to CMMI, the AMA is supportive of the fraud and abuse waivers, and would urge for the
continuance of these waivers in current and future models. In developing future waivers, AMA would
prefer broad waivers without any technical requirements that require a fact-intensive analysis. Greater
flexibility is needed to allow for proper testing of innovative models. Detailed technical requirements can
hinder participation in models because physicians will not participate due to concerns about not perfectly
adhering to the terms of the waivers and the incorporated participation agreements. CMMI should
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consider lesser administrative sanctions for potential violations to allow for the ability to correct issues
when they are identified (e.g., failure to post an arrangement on a website).
Additionally, to increase program integrity, CMMI should promote consistency by creating a template or
model fraud and abuse waivers that will generally apply to future models. Currently, the waivers’
requirements vary by model. This may lead to provider confusion and may make it more difficult to
manage a growing portfolio of models. When contemplating template waivers, CMS should consider
examining the pre-participation and participation waivers in the Medicare Shared Savings Program.
CMMI may also want to consider creating a new program integrity model based on provider screening to
identify more sophisticated physicians and providers who are already in compliance with all program
requirements. Once the providers have passed this check and agreed to certain program integrity
measures in a participation agreement, the providers operating under the model could be allowed to
provide identified health care services with the necessary fraud and abuse waivers to provide innovative
and cost-saving care. Similar to the Transportation Security Administration Pre-check program for air
transportation, physicians in this model would have more flexibility in their use of waivers than those
who have not gone through the pre-screening process. This screening should be focused on how
providers are already preventing and monitoring for fraud, waste, and abuse, and corrective actions could
include an appropriate compliance program based on the provider’s resources and size. As part of the
screening, CMMI could also use claims data to identify aberrant claims, cross reference such claims with
other data sets to recognize potentially fraudulent or abusive activity by physicians, and work with the
Office of Inspector General to develop fraud risk scores. These types of comparisons need to take subspecialization and patient mix into account. When a provider is identified based on aberrant behavior or
if an audit identifies potential errors, CMMI should work with the provider to understand the reasons why
the provider was identified, and if there are problems, CMMI should educate the provider or take other
appropriate, corrective actions. The goal of this model should not be to punish physicians for billing
errors or technical flaws.
CMMI also requests information regarding how program integrity should be layered upon models. The
participation agreements already have many program integrity safeguards, including transparency of data
and monitoring for indicators of abuse or gaming. The very design of the waivers is premised on the
expectation that the requirements of the Participation Agreement promote program integrity and mitigate
risks of fraud and abuse. For example, Participation Agreements generally require participant screening
by CMS for program integrity issues prior to and during program participation; certification of
completeness, truthfulness, and accuracy of virtually all data generated and submitted to CMS; patient
protections including notice and freedom of choice; a compliance program with reporting of any probable
violation of fraud; and enhanced CMS monitoring through identification of all participants, site visits, and
multi-year maintenance of record provisions. Thus, program integrity is already layered on top of every
model and provides greater assurance of program compliance and monitoring capabilities than providers
operating outside of the models.
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Conclusion
The most successful examples of innovative payment and delivery reforms around the country were
generated through a partnership between the purchasers and providers of care. We urge CMMI to find
ways to work more collaboratively with physicians and physician organizations, not only to design
specific payment models, but to create a more effective process for supporting the design and
implementation of such models.
We recommend that CMS publicly post all of the comments it receives in response to this Request for
Information and also detail its reactions and responses to those comments. If there are barriers that
CMMI faces in implementing ideas that it believes have merit, we would encourage the agency to inform
stakeholders about those barriers and to seek help in overcoming them.
Thank you for the opportunity to comment. If you have questions, please contact Margaret Garikes,
Vice President for Federal Affairs.
Sincerely,

James L. Madara, MD
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The Honorable Seema Verma
Administrator, Centers for Medicare & Medicaid Services
Department of Health and Human Services
200 Independence Avenue SW
Washington, DC 20002
Submitted electronically to: CMMI_NewDirection@cms.hhs.gov
Re: CMS Innovation Center New Direction Request for Information
Dear Administrator Verma:
The American Medical Informatics Association (AMIA) appreciates the opportunity to provide
input on the CMS Innovation Center Request for Information (RFI) on New Directions. Six years
after the first of CMMI’s many efforts launched, we concur that the time is right to consider the
next evolution of CMS innovation, and AMIA supports the principles articulated by this RFI.
AMIA is the professional home for more than 5,400 informatics professionals, representing
frontline clinicians, researchers and public health experts who bring meaning to data, manage
information and generate new knowledge across the health and healthcare enterprise. As the voice
of the nation’s biomedical and health informatics professionals, AMIA plays a leading role in
advancing health and wellness by moving basic research findings from bench to bedside, and
evaluating interventions, innovations and public policy across settings and patient populations.
A. Guiding Principles
Five years after many CMS Innovation models launched, we concur that the time is right to consider
the next evolution of CMMI. AMIA urges the next evolution in CMS Innovation to not only focus
on payment reforms, but also put a greater emphasis on the interdependency of payment and
delivery reforms, supported by health IT and health informatics. AMIA supports the principles
articulated by this RFI, and we recommend CMMI consider an additional principle: Innovation support:
Leverage innovation and lessons learned so that successful strategies can be duplicated and expanded beyond initial
pilots.
AMIA strongly encourages CMMI to consider ways it can provide innovation support, not
simply financial support, to transform care delivery. AMIA recommends CMMI consider ways
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it can serve as a clearinghouse, or platform, of innovation to avoid waste in having separate
organizations discover innovations independently. Innovation support may include activities such as:
• Dissemination of best practices and education modules developed by successful awardees;
• Creation and dissemination of benchmarks for workforce competencies, especially for data
analytics and IT skills;
• Development of a commons for shared resources, such as workflow redesigns and software
integrations;
• Funding or credit for informatics researchers who develop useful tools, such as dashboards
or other visualizations; and
• Funding for shared informatics tools or services that can be used by any EHR / HIT or
HIE system, including shared clinical decision support services, and tools for population
health, social determinants of health in clinical care, chronic care management and care
coordination.
Another principle that CMMI should seek to adopt or apply regards Program stability – Develop pilots
and test models that include a longer time horizon so that innovations can spread and scale.
As critical leaders and experts within healthcare organizations for data analytics, clinical decision
support, EHR optimization, and other kinds of informatics expertise, AMIA members are keenly
aware of how important culture change is to the success of programs like those tested by CMMI.
AMIA members report that CMMI programs have helped their organizations refocus and
reemphasize their culture on care delivery efficiency and quality. However, they believe that CMMI
should provide more stability in program requirements year-over-year. The rapid cycling of CMMI
program goals and reporting requirements has, at times, made it difficult to progress towards the
larger goals of optimal care at lowered cost. For the vast majority of organizations to be successful in
a value-based payment paradigm, CMMI should acknowledge what is required for lasting change to
occur, including an accurate representation of the time and resources needed.
B. Potential Models
Given the continued digitization of care delivery, we envision that informatics competencies will be
pre-requisites for success across every focus area described in this RFI. Whether considering
computational models to extract data from free text to reduce clinician burden, or risk stratification
of patient populations by including social determinants of health data, or the integration of
consumer-based technology into care decisions, an informatics infrastructure and workforce will
underpin both the intervention and measurement of care.
As such, AMIA strongly recommends CMMI leverage new models and pilots to further
promote and optimize the use of informatics tools and capabilities to support patient care.
CMMI could achieve this goal through direct funding and enhanced application requirements.
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Direct Funding
CMMI could consider funding tools and strategies related to various goals as supplements to
existing or potential models, such as: Developing better outcomes data through novel
documentation requirements currently included within the Review of Systems for E/M code
documentation; engaging patients and clinicians in the use of patient-generated health data;
developing analytic methods for risk adjustment; or enabling quality improvement through machinelearning from large data sets, for example. Such tools and strategies could then be incorporated into
CMMI’s innovation support portfolio, as described above, for other organizations to leverage.
Enhanced Application Requirements
Another approach to optimize the use of informatics to support patient care is through enhanced
application requirements. AMIA recommends CMMI evaluate application requirements
across models to ensure they convey how informatics will be leveraged. Informatics tools and
methods will be at the heart of innovations sought by CMS, and this will require that applicants
describe their informatics infrastructure and capacity, including key personnel. Such a focus on
applications will encourage the private-sector to coalesce on specific data standards and improve
harmonization to assure successful efforts are generalizable. Further, this will require that application
reviewers possess requisite competencies in informatics to discern quality applications.
For instance, the recently funded Accountable Health Communities program funded through
CMMI promotes the capture of social determinants of health data outside established clinical
workflows, which will likely create additional burdens on participating organizations. These burdens
could be mitigated by applying informatics principles that promote the optimal fit of information
systems into workflow, and could help encourage the use of recognized clinical data standards in
CMMI application IT requirements.
Just as clinicians are expected to use medical devices and pharmaceuticals to improve patient
outcomes, so too must we expect them to leverage evidence-based informatics tools and
methodologies. We recognize that evaluating implementation of informatics as an intervention is
difficult, but we strongly believe it is important to take time to think through this increasingly
important dimension of care delivery. Dedication to rigorously reviewing the informatics
components of CMMI grantees will allow for greater involvement and integration with real-world
environments and will improve the generalizability of models beyond the pilot stage.
Finally, AMIA and the informatics community stand ready to assist CMMI as it endeavors
to develop long-lasting, scalable models of care for the 21st century. To this end, we have
membership spanning multiple specialties and care team member types, which could be convened to
review and recommend specific enhancements to potential new model applications.
We hope our comments are helpful as you undertake this important work. Should you have
questions about these comments or require additional information, please contact Jeffery Smith,
Vice President of Public Policy. We look forward to continued partnership and dialogue.
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Sincerely,

Douglas B. Fridsma, MD, PhD, FACP,
FACMI
President and CEO
AMIA

Thomas H. Payne, MD, FACP, FACMI
AMIA Board Chair
Medical Director, IT Services, UW Medicine
University of Washington
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Amy Bassano
Acting Director for the Center for Medicare and Medicaid Innovation
Acting Deputy Administrator for Medicare Innovation and Quality
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Centers for Medicare and Medicaid Services Innovation Center New Direction Request for
Information
Dear Ms. Bassano:
On behalf of the American Medical Rehabilitation Providers Association (AMRPA), we write in
response to the Center for Medicare and Medicaid Innovation’s (Innovation Center) Request for
Information (RFI) seeking feedback on a new direction to foster an affordable and accessible health
care system that puts patients first. AMRPA appreciates the Innovation Center’s solicitation of
comments for Medicare innovations from those who know the landscape best: health care providers.
We believe that proactive stakeholder engagement of this nature will pay dividends in promoting
patient-centered care and testing reforms that empower beneficiaries as consumers, provide price
transparency, increase choices and competition to drive quality, reduce costs, and improve outcomes.
AMRPA is the national voluntary trade association representing more than 600 freestanding
rehabilitation hospitals and rehabilitation units of general hospitals (collectively referred to by
Medicare as inpatient rehabilitation facilities, or IRFs), outpatient rehabilitation service providers,
long-term care hospitals (LTCHs), and several skilled nursing facilities (SNFs). IRFs provide
hospital-level care, which is significantly different in intensity, capacity, and outcomes from postacute care provided in non-hospital settings. AMRPA members help their patients maximize their
health, functional ability, independence, and participation in society so they are able to return to
home, work, or an active retirement.
The majority of our members are Medicare participating providers and, on average, Medicare Part A
payments represent more than 60 percent of IRF revenues.1 In 2015, IRFs served approximately

1

Medicare Payment Advisory Commission, Executive Summary, in REPORT TO THE CONGRESS, MEDICARE
PAYMENT POLICY xviii (Mar. 2017).

344,000 Medicare beneficiaries, representing more than 381,000 IRF stays. 2 Hence, any alterations to
the Medicare payment system have significant implications for these medical providers.
AMRPA shares the agency’s goal of transforming the health care delivery system to streamline
administrative processes and put patients back at the center of their own care. To that end, the
proposals below seek to address CMS’ request for ideas on new innovation models that meet the six
guiding principles, as well as propose solutions to longstanding and worsening statutory and
regulatory obstacles that providers of medical rehabilitation care must overcome to deliver patientcentric, high-quality, efficient post-acute care. In confronting these obstacles, we offer specific
proposals to reduce burdens on IRFs, enhance quality of care, decrease costs, and ensure that patient
and provider decisions are informed by clinical judgment and best practices in the patient’s best
interest, rather than arcane bureaucratic policies.
I.

Innovation Models
AMRPA broadly supports the Innovation Center’s efforts to explore new directions in
innovation by considering additional types of models.
A.

Implementing the Continuing Care Hospital (CCH) Model

One highly promising model is the continuing care hospital (CCH), which would go beyond
the incremental and indirect approaches to managing post-acute care to date. Most current
models seek to bundle post-acute care into an episode that starts with an acute
hospitalization, thus treating all beneficiaries generally the same by squeezing as much
service and care delivery out of the episode as feasible. The CCH takes a very different
approach by putting the patient at the center of his or her own care and creating efficiencies
by tailoring post-acute care only to that patient’s needs and not arbitrary requirements tied to
a particular site of service. By allowing patients to “transition” post-acute care settings
without requiring a physical transfer, post-acute care is more contiguous, less fragmented,
and ultimately both more resource-efficient and patient-centric. By allowing networks of
providers to form a CCH physically or virtually, the CCH mirrors other successful models
that afford providers the necessary flexibility to deliver highly efficient health care.
Congress statutorily directed the Innovation Center to test the CCH model3, but the prior
Administration declined to do so. The model is not only a compelling alternative payment
model (APM) but a promising care delivery system reform that would foster better, more
coordinated, patient-centric care and disincentivize costly, disruptive and needless transfers.
The CCH should be implemented, as it would create important efficiencies, reduce
administrative costs, and ultimately improve the lives of patients.
As noted, CMS does not require any additional authorizing legislation or appropriations to
proceed to launching the CCH model, which the agency is already statutorily mandated to do.
AMRPA has previously submitted the CCH model for the Innovation Center’s consideration
under the Health Care Innovation Awards (HCIA) Round 2 application process. We believe
2
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the model continues to be highly relevant and highlight below its alignment with the
Innovation Center’s guiding principles as outlined in the RFI.
1. Choice and Competition in the Market: Promote competition based on quality, outcomes
and costs.
The CCH would incentivize market-level providers to deliver post-acute care in a way
that achieves high quality and durable patient outcomes in a cost-effective manner. The
CCH recombines the post-acute care services that over time, have devolved to the less
efficient, less effective system present today. These systems have each developed in
response to past cost containment efforts and legislative changes, but they also have
evolved separately, using different case-mix systems to measure the same types of
conditions, depending on the site of care. The incentives also have evolved over time so
that a post-acute care episode of care now consists of multiple different admission and
discharge tools and processes, each with their own reporting requirements, admitting
practices, electronic record systems, and treatment teams.
2. Provider Choice and Incentives: Focus on voluntary models, with defined and reasonable
control groups or comparison populations, to the extent possible, and reduce
burdensome requirements and unnecessary regulations to allow physicians and other
providers to focus on providing high-quality healthcare to their patients. Give
beneficiaries and healthcare providers the tools and information they need to make
decisions that work best for them.
The CCH is a voluntary model and is comprised of a defined test group (post-acute care
providers electing to participate in the model) and control group (fee-for-service
providers). Its success is built on eliminating the current post-acute care silos established
by the fractured Medicare payment and regulatory systems governing post-acute care
settings, and the overall post-acute care delivery system.
3. Patient-Centered Care: Empower beneficiaries, their families, and caregivers to take
ownership of their health and ensure that they have the flexibility and information to
make choices as they seek care across the care continuum.
The CCH is a patient-centered care model in which care is delivered based on patient
need, rather than setting. This provides an opportunity for CMS to realize cost savings
due to efficiencies, and for patients to achieve better outcomes due to improved care
coordination and minimized patient transfer among post-acute care settings. The CCH
organizes care around the patient instead of the provider by consolidating currently
disparate levels of post-acute care into a single enterprise with a single treatment team,
single case-mix adjusted payment system, single admission/discharge, and unified
method for measuring quality.
4. Benefit Design and Price Transparency: Use data-driven insights to ensure cost-effective
care that also leads to improvement in beneficiary outcomes.
The goals of the CCH are to improve the continuity of care, improve quality of care and
beneficiary outcomes, and increase efficiencies by achieving the following.
a. Improve continuity of care:
i. Continued treatment by the same clinical team (physicians, nurses,
therapists, among others) as the patient improves;
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ii. Improved communication about patient needs with the patient and family;
and
iii. Reduce complications associated with transfers of the patient.
b. Improve quality of care and outcomes:
i. Reduce medical complications;
ii. Reduce probability of hospital readmissions/emergency room visits;
iii. Improve functional outcomes at the end of the episode; and
iv. Improve communication and follow-up post-discharge from post-acute
care.
c. Increase efficiencies:
i. Reduce administrative costs of admissions/discharges between post-acute
care providers associated with system paperwork, administrative burden,
and patient transfers;
ii. Reduce duplicative patient assessments at admissions, information
transfer, tests, lab work, and pharmacy reconciliations; and
iii. Reduce discharge planning costs.
5. Transparent Model Design and Evaluation: Draw on partnerships and collaborations
with public stakeholders and harness ideas from a broad range of organizations and
individuals across the country.
The CCH is built on a strong foundation of market-level partnerships among providers
that would allow them to create a physical or virtual entity capable of delivering postacute care in a unified manner. Robust engagement and communication among model
participants and their partners is critical to the success of the CCH. At the time of
AMRPA’s HCIA application, 18 hospital providers voluntarily stepped forward to
participate in the model and submitted application forms with their data, proposed
approaches and identified their target beneficiary populations. These volunteer sites also
submitted Letters of Support from post-acute care provider partners in their respective
geographic areas documenting their community support and outreach.
6. Small Scale Testing: Focusing on key payment interventions rather than specific devices
or equipment.
As described above, the CCH model fits the parameters of small scale testing because its
framework is built on market-level provider organizations with the ability to innovate
post-acute care delivery due to Medicare’s payment interventions and regulatory
flexibilities.
The greatest opportunity to revolutionize post-acute care is a CCH approach that smooths
care transitions and integrates what are otherwise isolated interventions. This approach
parallels recent deliberations by the Medicare Payment Advisory Commission (MedPAC)
examining ways to eliminate physical and regulatory barriers between care settings and
avoiding disruptive care transitions. Several Commissioners have expressed support for
payment models that would allow a patient to be treated at different acuity levels of care
without having to be discharged from one provider entity to another, akin to how patients
move around an acute care hospital (e.g., intensive care, cardiac care units).4 To that end,
AMRPA has been working to develop a CCH-like payment and delivery model, known as
4

Medicare Payment Advisory Commission, Transcript of Public Meeting, Sept. 2015, at 137-39.
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the Continuing Care Network (CCNet), to test in partnerships with Medicare managed care
organizations and the continuum of post-acute care providers. This initiative is discussed
further in section IV.B. below.
AMRPA is eager to collaborate with the Innovation Center on how to bring the CCH model
into fruition and truly reform post-acute care delivery and payment.
B.

Continuation of the CMS Bundled Payment Care Improvement (BPCI)
Initiative

CMS is in the fourth year of the Bundled Payment Care Improvement (BPCI) Initiative. The
project currently has three active models (Models 2-4), two of which include post-acute care.
Model 2 focuses on acute and post-acute care and Model 3 focuses exclusively on post-acute
and hence is more similar to the CCH model discussed above though not as comprehensive.
The BPCI payment structure implemented to date is based on current fee-for-service models
with adjustments. While we strongly urge the implementation of the CCH Model above,
CMS should not lose sight of the experience being gained via the BPCI models. Hence, we
support their continuation and expansion and look forward to CMS’ anticipated
announcement of BPCI Advanced. We wish to express our strong desire to see the BPCI
Advanced program designed in a fashion that offers post-acute care providers opportunities
to play a central role in innovative care models.
When originally announced, CMS stated there would be eight models in the BPCI.5

One of the next four models would be focused on a prospective payment approach for postacute care only. We are particularly interested in seeing that model implemented given our
interest in the CCH. We also recommend that any new models within BPCI should assure
that inpatient rehabilitation services are included in such a bundle. Furthermore, if the
Innovation Center pursues an episode-based approach to bundled payment via BPCI or

5

CMS, Bundled Payments for Care Improvement Initiative Request for Application. August 22, 2011.
https://innovation.cms.gov/Files/x/Bundled-Payments-for-Care-Improvement-Request-for-Applications.pdf
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another program, AMRPA again urges that any such models must include IRF services in the
definition of the episode.
From the patient’s perspective, the value of their care is neither defined by nor confined to
the parameters of a 30 or 60-day bundle, but is in the quality of their rehabilitation, return to
functional well-being and long term recovery. We urge CMS to be equally comprehensive in
its view on value and the return on Medicare’s investment. As the agency is well-aware, there
is compelling evidence that post-acute care site of service decisions can have profound longterm consequences when patients are not treated in the most medically appropriate setting.6 It
would be myopic for the agency to focus only on Medicare expenditures within a
government-defined episode of care and not account for the significance of such important
patient outcomes that bear out over time, including improved functional outcomes, lower
readmissions and mortality rates, and more days spent in the community.
II.

Expanding Opportunities to Participate in Advanced APMs and Market-Based
Innovations
A.

Alternative Reimbursement/Pricing and Regulatory Flexibility

The RFI announces the prioritization of two interrelated objectives: expanding opportunities
to participate in Advanced APMs; and fostering market-based approaches to health care
innovation. Both of these aims are advanced by a proposal AMRPA has long advocated:
affording providers a greater degree of pricing flexibility when participating in APMs.
CMS has encouraged IRFs to participate in APMs. However, Medicare reimbursement for
IRF services is incredibly rigid, with a fixed per-discharge prospective payment system based
largely on factors outside of the IRF’s control (e.g., principal diagnosis in the preceding
hospitalization). In contrast, other post-acute care providers such as nursing home and home
health providers have a greater degree of control over their Medicare charges, namely
through reducing lengths of stay under a per diem payment system. Thus, IRFs are
encouraged to participate in models in which their services are part of a broader bundle, but
are not given sufficient flexibility to control the resources that are utilized under the bundle.
As an example of Market-Based innovations, the RFI suggests allowing providers to offer
bundled payments for full episodes of care with groups of providers bidding on the payment
amount or by launching preferred provider networks. In such a scenario, IRFs should be able
to be responsive to such consumer-directed approaches and not be constrained by an inelastic
Medicare fee structure that would effectively price them out of any episodic/bundled
payment model or exclude them from preferred provider networks.
IRFs are eligible participants of several models within BPCI, are encouraged to be
collaborators in the mandatory Comprehensive Care for Joint Replacement (CJR) model, and
play an active role in other demonstrations and pilots. In addition to pricing, CMS and the
Innovation Center clearly have the regulatory authority to waive all of the offending
requirements in the context of these models, and have made similar concessions for other
providers. For example, in the context of other APMs such as accountable care organizations
6

Dobson & DaVanzo, Assessment of Patient Outcomes of Rehabilitative Care Provided in Inpatient Rehabilitation
Facilities (IRFs) and After Discharge, 2014.
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(ACOs) as well as the CJR, CMS has waived significant regulations such as the wellestablished rule necessitating a minimum three-day inpatient stay prior to covered skilled
nursing facility services.7 Nevertheless, the agency has been unwilling to waive certain
regulatory requirements that must be relaxed to facilitate IRF participation in these programs.
Accordingly, various regulatory requirements should be waived in the context of specific
APMs to allow IRFs to participate.
1. Alternative Reimbursement/Pricing: An increasing number of APMs hold provider
entities, such as acute care hospitals or broader networks of providers, responsible for
post-acute spending. These models encourage IRFs, like other post-acute care
providers, to produce high-quality outcomes at a reduced cost. However, unlike other
post-acute providers such as nursing homes, IRFs are paid on a flat per-discharge
basis for patients. Because Medicare rules do not allow IRFs to “charge less” in this
context, existing bundling programs typically incentivize bundle-holders to steer
patients away from receiving inpatient medical rehabilitation, even when it is
imperative to their recovery. This phenomenon is exacerbated by these programs’
failure to penalize for stinting on medically necessary care or otherwise measure
long-term functional outcomes. For IRFs to be able to compete alongside other
providers in these models, willing participants must be permitted to receive reduced
reimbursement, a per diem payment, or offer a discount from the IRF PPS amount, if
they so choose. Although this likely means that IRFs will be paid below cost for
treating patients in these programs, the alternative—that patients are denied access to
inpatient rehabilitation altogether—is far worse for IRFs, and especially for patients.
Since margins are very small or negative for the majority of IRFs, 8 pricing flexibility
must be voluntary, as should all alternative payment and delivery models being
tested.
2. Regulatory Flexibility: It is critical for IRFs to have sufficient regulatory flexibility
to ensure they are able to deliver the appropriate care in this context. Providers opting
for reduced reimbursement for patients associated with non-CMS 13 (i.e., non-60
Percent Rule compliant) cases should be allowed to include those cases from the
calculation used to determine the threshold compliance. For example, if an IRF treats
a patient who satisfies the 60 Percent Rule at lower pricing under an APM, the patient
should “count” toward satisfaction of the rule. Advances in medicine over the past
four decades have allowed individuals with other serious diagnoses, such as cancer
and organ failure, to not only survive acute care episodes but benefit tremendously
from the intensive, multidisciplinary rehabilitation program provided in IRFs.
However, patients requiring IRF care in categories such as cardiac, pulmonary,
oncology, and transplantation, among others, are often denied admission because they
do not count toward 60 Percent Rule compliance. In addition to imposing enormous
administrative burden on IRFs and the agency, the 60 Percent Rule both impedes

7

E.g., Centers for Medicare and Medicaid Services, Medicare Shared Savings Program: Skilled Nursing Facility 3Day Rule Waiver, Guidance Document v. 3 (June 2017).
8

In FY 2015, 42 percent of IRFs with available data had negative Medicare margins (below 0 percent) and 50
percent of IRFs had margins below 5.0 percent, based on AMRPA analysis of CMS Final Rule FY 2017 Inpatient
Rehabilitation Facility Prospective Payment System rate setting files.
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access to medically necessary, life-altering rehabilitation care without providing any
benefit to patients or providers.
Additionally, the IRF intensity of therapy standard should be relaxed for these cases.
Specifically, the so-called 3-Hour Rule (which CMS has interpreted to rigidly require
three hours of intensive individualized therapy each day a patient is in an IRF) should
not apply to APM cases for which the IRF has elected to receive reduced
reimbursement.
These approaches are consistent with CMS’ recent emphasis on expanding provider
access to APMs, and has been favorably discussed by MedPAC in the context of the
uniform post-acute payment system. CMS has the authority to permit such flexibility,
and to waive these bureaucratic requirements without Congressional approval; the
agency should do so when promulgating any future models or changes to the current
programs.
3. Program Integrity: Administrative Presumption of Coverage under APMs: All
patients admitted to IRFs from acute care hospitals participating in an APM,
regardless of whether the facility is receiving IRF PPS or reduced reimbursement,
should be presumed to be covered in the IRF setting. Acute hospital “bundle holders”
are responsible for the cost and quality of care for their bundled patients. If acute care
physicians choose to discharge patients to an IRF, they should have full discretion to
do so without Medicare contractor interference as their performance metrics and
outcomes in the APM will be impacted by the placement decision. CMS should
instruct its contractors to respect post-acute care referrals and admission
determinations under APMs. Specifically, CMS’ contractors should not be permitted
to deny payment for cases treated under APMs based on pre-payment review or postpayment reopening, unless there is evidence of fraud.
AMRPA members welcome the opportunity to participate and play a central role in patientcentered innovation models that incentivize delivering high quality patient outcomes in a
cost-effective manner. In our view, the regulatory and payment flexibilities outlined above
are fundamental first steps to broadening the base of providers who are able to participate in
CMS’ alternative payment models.
III.

Quality
As the Innovation Center considers ways to promote market-level competition, we remind it
that, fundamentally, quality measurement should encourage all providers to prioritize quality
of care and patient-centric outcomes, rather than utilization management. Safeguards are
needed to ensure that quality of care and patient engagement are not sacrificed to reduce
costs. Any models or interventions should be supported by a strong quality program with
metrics that counterbalance financial incentives to reduce care, as well as promote positive
and long-lasting outcomes, avoid potential adverse events, and demonstrate effectiveness and
efficiency of care. The measures and their timeframes should assess not only immediate
patient safety, but also longer-term indicators of recovery and well-being.
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Short of that, any “innovation” may lack the adequate protections against delaying or
withholding medically necessary care. Attention must be taken in designing quality programs
to ensure that any bias against caring for the most medically complex patients is removed and
that there are no incentives to stint on care. Furthermore, measures of performance and
impact should be meaningful, actionable, and transparent to consumers, patients, family
caregivers, and other stakeholders. As an example, any preferred provider networks should
be required to disclose to beneficiaries information on the quality of care offered by any
provider within the network.
IV.

Medicare Advantage Innovation
With an ever-growing proportion of Medicare beneficiaries enrolled in Medicare Advantage
(MA), it is imperative that managed care be part of any holistic efforts to reform the health
care system. Thus, we believe the RFI does well to focus on MA innovation models as part of
the broader search for meaningful payment and care delivery reforms. Based on collaborative
work that AMRPA has undertaken with the private sector which we discuss below, we
believe there is tremendous potential to enhance post-acute care delivery within managed
care. We hope to expand this work to additional private sector partners but in the meantime,
there is much CMS and the Innovation Center can do to facilitate greater flexibility for MA
plans to partner with their provider networks to structure care in ways that better meets their
enrolled population’s specific needs. Such regulatory flexibility must include the ability to
relax certain outdated and needless Medicare requirements on various providers.
A.

Approaches to Improve MA Enrollee Access to Care

Efforts to enhance regulatory flexibility in MA must appreciate the current environment of
the program and must not compromise beneficiary access to the services to which they are
legally entitled. Rather than relegate patient-physician decision making, new initiatives
should empower MA enrollees with better tools to make more informed decisions with the
help of caregivers and providers.
Independent researchers recently found that MA plan benefits are not designed to adequately
meet enrollees’ post-acute and long-term care needs, and that post-acute provider networks
and cost-sharing restrict access to needed care. The study’s authors identified these practices
as driving a unidirectional flow of higher-cost enrollees from MA back into traditional feefor-service Medicare.9 While Medicare beneficiaries who do not utilize post-acute care
switch between traditional fee-for-service and MA at approximately the same rate, those with
even modest post-acute care utilization are significantly more likely to switch out of MA than
to switch into it, and those with substantial post-acute care utilization are six times more
likely to switch to traditional Medicare than into MA. These dramatic findings prompted the
study authors to question whether current MA policies are designed to meet the needs of
enrollees who use post-acute and long-term care.10

9

Momotazur Rahman et al., High-Cost Patients Had Substantial Rates of Leaving Medicare Advantage and Joining
Traditional Medicare, 34(10) HEALTH AFF. 1675, 1679-80 (Oct. 2015).
10
Id. at 1680-81.
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Unfortunately, within the MA program there are significant—often insurmountable—
administrative hurdles to getting patients the post-acute care they need. Enrollees are
frequently told that their MA coverage does not cover inpatient medical rehabilitation or
plans erect other determination and appeals processes that are almost impossible to navigate
as a hospitalized patient. As a result, MA enrollees currently utilize IRF services at a rate
substantially below the norm – between one-half and one-third of traditional fee-for-service
beneficiaries.11
Instead of following Medicare IRF coverage criteria, today many MA plans improperly apply
private, proprietary decision tools to make coverage decisions that override shared patient
and clinician decision-making, both prospectively and retrospectively. This practice
inappropriately denies claims for IRF-level care and diverts patients who qualify for inpatient
rehabilitation to clinically inappropriate lower-acuity settings, decreasing their prospects for
full recovery. MA plans have established onerous requirements to seek redeterminations of
these initial preauthorization denials and perpetuate delays in the process with limited hours,
unqualified review personnel, and lengthy review periods. As a result, many Medicare
patients, especially inpatients, lack a meaningful opportunity for appeal.
Regulatory simplification is needed in this area, but flexibility (i.e., waiving needless
regulations) must be done with precision and not at the expense of enrollees’ access to care; it
should instead be used to their benefits. Flexibility that ensures medical decision-making is
guided by patients – along with their caregivers and physicians – puts patients themselves
back at the center of their care, rather than blanket bureaucratic policies, regardless of
whether they are written by CMS or managed care organizations.
B.

Continuing Care Network Pilot

AMRPA has been working to develop a new post-acute care payment and delivery model,
known as the Continuing Care Network (CCNet), to test in partnerships with Medicare
managed care organizations and post-acute care providers across the continuum, including
IRFs, skilled nursing facilities (SNFs), long-term care hospitals (LTCHs), home health
agencies (HHAs), and outpatient providers and clinics. The goal of the CCNet model for
payment and care delivery is to break down the current silos and create a full-spectrum postacute care network that takes a patient-focused approach and realigns incentives to improve
outcomes. This approach aligns with the broader evolution in health care of moving toward
unified payments that assess outcomes based on both total quality and costs of care. Pursuant
to the objectives and requirements of the Improving Medicare Post-Acute Care
Transformation (IMPACT) Act of 2014, CMS and MedPAC have already begun exploring
post-acute care payment and delivery reforms.
The CCNet is a collaborative model that utilizes a patient-focused approach to coordinating
and delivering care, while reducing costs and improving patient outcomes. The CCNet will
support changes in the post-acute care model, enabling innovation around topics such as
telemedicine and alternative settings for services. The pilot program will initially focus on
11

MEDPAC, REPORT TO CONGRESS, at 248, tab. 9-6 (Mar. 2017) (finding that 2015 Medicare admissions to IRFs
were 10.3 for every 1,000 FFS patients compared to 3.7 for every 1,000 MA patients, reflecting an greater wider
disparity than in 2014). For orthopedic cases in particular, MA IRF utilization (4 percent) was half of FFS
utilization.
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MA enrollees who have experienced a stroke or lower extremity fracture,12 and require postacute care after discharge from an acute hospital setting. In the CCNet, the patient will be the
center of decision-making, and care coordination will occur across the post-acute care
continuum to ensure that each patient receives the appropriate level of service at the
appropriate time based on their individual needs, goals, and preferences, as informed by
clinician judgment.
AMRPA is eager to work with the Innovation Center to discuss how the CCNet model could
be adopted to meet CMS’ parameters for test models.
V.

Good Governance
A.

Establishing a Post-Acute Care Advisory Council

In order to effectuate some of the most promising and lasting reforms to Medicare payment
systems, and to the broader health care delivery system, CMS and the Innovation Center need
additional opportunities to consult with clinicians and other experts who are closest to the
care delivery. AMRPA believes that formalizing some of this infrastructure would benefit the
Innovation Center and the quality of the models it generates. The absence of a standing body
with expertise in medical rehabilitation, in particular, has caused some foreseeable regulatory
oversights. The creation of a Post-Acute Care Advisory Council would allow issues relating
to Medicare payment models for post-acute rehabilitation services to be informed by experts
in the field.
An Advisory Council dedicated to post-acute rehabilitation care should be formed within
CMS and given a broad mandate to provide recommendations and ongoing advice to the
Administrator, the Innovation Center, and others on issues relating to testing and
implementing Medicare policies for post-acute rehabilitation services. The Advisory Council
would have authority to review and comment on any CMS regulatory changes, innovation
models, or other policies in development impacting post-acute care providers.
B.

Increasing CMS Transparency with Stakeholders

In response to previous RFIs, AMRPA has called on CMS to establish periodic Open Door
Forum (ODF) conference calls on inpatient rehabilitation as a way to provide important
updates on relevant CMS activities and to solicit stakeholder feedback. We believe that
monthly ODF calls—such as those that exist for other Medicare providers, including other
post-acute care providers—would facilitate greater transparency and alignment in medical
rehabilitation policy.
While ODFs are of course not a function of the Innovation Center, we believe that similar
transparency would benefit it as well. First, ODFs should discuss current models, those under
development, and those under consideration that are relevant to particular providers.
Likewise, the Innovation Center should have more routine calls and listening sessions with
interested stakeholders to obtain feedback on models at each of these stages of development
12

The CCNet pilot providers and MA plans may also choose to identify another condition category for pilot
inclusion.
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and implementation. In general, more structured and regular communication between the
Innovation Center and the providers its programs impact would foster a higher level of
understanding of various innovation efforts, and ultimately the “buy in” and success these
initiatives achieve.
In summary, our comments focus on implementing the continuing care hospital (CCH) as a new
model that meets CMS’ guiding principles, maintaining medically necessary care that ensures
quality, improving Medicare Advantage access, establishment of a Post-Acute Care Advisory
Council to help guide the agency’s policymaking, and improving CMS communication with
stakeholders. AMRPA members are committed to big-picture reforms that redefine the value
proposition of medical rehabilitation and truly place patients back at the center of their care. We are
working on some very exciting initiatives with the private sector and welcome the opportunity to
discuss them with CMS when appropriate.
AMRPA appreciates the opportunity to provide comments and we thank the agency for its interest
and willingness to engage stakeholders as it develops a new policy direction for the CMS Innovation
Center. If you have any questions do not hesitate to reach out to Carolyn Zollar, Executive Vice
President for Policy Development and Government Relations of AMRPA or Martie Kendrick,
AMRPA’s Washington Counsel.

Sincerely,

Bruce M. Gans, M.D.
Chair, AMRPA Board of Directors
Executive Vice President and Chief Medical Officer, Kessler Institute for Rehabilitation
National Medical Director for Rehabilitation, Select Medical
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Submitted electronically via CMMI_NewDirection@cms.hhs.gov
November 20, 2017
Seema Verma
Centers for Medicare and Medicaid Services
CMS Innovation Center
7500 Security Boulevard
Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The American Occupational Therapy Association is the national professional association
representing the interests of more than 213,000 occupational therapists, occupational therapy
assistants, and students of occupational therapy. The science-driven, evidence-based practice of
occupational therapy enables people of all ages to live life to its fullest by promoting
participation in daily occupations or activities. In so doing, growth, development and overall
functional abilities are enhanced and the effects associated with illness, injuries, and disability or
minimized. We appreciate the opportunity to provide feedback on the Innovation Center New
Direction.
AOTA supports both the guiding principles and focus areas that this RFI explicitly states. We
applaud CMS’ continued efforts with APMs that recognize the value of addressing social
determinants of health that fall outside of traditional medical domains, shifting the focus to
where people live and function throughout day-to-day life. By creating models that serve this
purpose, CMS demonstrates recognition that the aging population, who will increasingly be high
utilizers of the health care system, have issues that remain unaddressed in the standard fee-forservice reimbursement realm. With that being said, two overarching issues that we find can be
addressed with the guiding principles in mind include a current lack of comprehensive
assessment of functional decline and the issue of unmet Activities of Daily Living (ADLs) needs
upon discharge from the clinical setting.

I.

Appropriately and completely assessing and addressing the issue of functional
decline in conjunction with person-centered goals

Existing Model Recommendation: The Community Aging in Place, Advancing Better Living for
Elders program, or “CAPABLE”
AOTA agrees with CMS for approaching these next steps methodically and evaluating how
models developed consistent with the new directions can complement what has been learned
from existing initiatives. We strongly encourage CMS to begin by assessing the positive results
from a demonstration pilot in Baltimore that was funded by CMMI, titled CAPABLE.

AOTA Innovation Center New Direction
November 20, 2017
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CAPABLE is a person-directed program for older adults with physical disabilities that address
both modifiable individual limitations and the environment.1 This program aims to reduce the
impact of disability among low-income older adults by addressing individual capacities and the
home environment.2 In order to be eligible for participation in the program, participants needed
to be sixty-five years of age or older, dually eligible for Medicare and Medicaid and have
reported having at least some difficulty in performing an average of four of eight ADLs. 3
Additionally, participants had to be living in a house and could not be cognitively impaired, be
receiving skilled home health care services, nor have been hospitalized four or more times in the
previous year.4 This five-month team based intervention was delivered primarily by an
occupational therapist, who made six visits to each participant; a nurse, who made four visits;
and a handyman, who contributed up to a full day’s work by way of providing home repairs,
installing assistive devices, and making home modifications that were prescribed by the
occupational therapist.5
We find in large part that success with the CAPABLE program is found with its procedural and
methodical approach beginning with the identification of functional barriers, followed by
prioritizing patient goals and how the identified barriers interfered with achieving those goals.
Specifically, the occupational therapist conducted a clinical interview for three achievable
functional goals and subsequently, the participant’s performance was observed and difficulties
with tasks were assessed. Following the performance assessment, the therapist assessed the home
for safety issues including but not limited to unsafe flooring, poorly lit entrances, and loose
banisters, and afterwards put in a work order to the handyman that was prioritized with the
participant’s functional and safety goals in mind and within the $1,300 budget set for the
individual dwelling.6 Remaining visits with the occupational therapist focused on interviewing
and creating strategies to discuss with the participant effective methods to achieve his or her
functional goals.7
The study results of the final outcomes of the project identified CAPABLE’s impact on
participants’ abilities to perform ADLs and IADLs, participants’ depressive symptoms, and their
1

Sarah L. Szanton, Bruce Leff, Jennifer L. Wolff, Laken Roberts and Laura N. Gitlin, Home-Based Care Program
Reduces Disability And Promotes Aging In Place, Health Affairs 35 no. 9 (2016): 1558,
doi:10.1377/hlthaff.2016.0140
2
Id.
3
Id. at 1560
4
Id.
5
Id. at 1559
6
Id.; id. at 1560 noting that “the handyman made the financially feasible fixes that were most relevant to the goals
and for the more expensive items, the therapist referred the participant to public benefits”; see also Sarah L. Szanton
et al., Preliminary Data From Community Aging In Place, Advancing Better Living For Elders, A Patient-Directed,
Team-Based Intervention To Improve Physical Function And Decrease Nursing Home Utilization: The First 100
Individuals To Complete A Centers For Medicare and Medicaid Services Innovation Project, The Journal Of The
American Geriatrics Society 63 no. 2 (2015): 372, Table 1. noting that the “Top Ten Common Repairs or
Modifications to Support Functional Goals of CAPABLE Participants” included: Install railings in stairwells, Install
or tighten railings at home entrances, install grab bars in tub area, install nonskid safety treads for tub or shower
floor or supply rubber bath mats, Improve lighting (repairs, motion sensor lights, bulbs), Repair holes, broken tiles,
or tears in linoleum flooring, install raised toilet sears, add chain extensions to ceiling fans and lights, install flexible
shower hoses, install doorbells.
7
Supra, n.1, at 1559
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home hazards in multivariate models.8 It was concluded from the study that from a baseline level
to the five-month follow-up that there was demonstrated improvement in more than half of the
participants in each category9 with favorable results observed uniformly across demographic and
chronic disease groups, i.e. none of the factors that often modify intervention success (age, race,
sex, depression, and chronic illness) had an impact on these improvements.10 The report notes
that due to the high costs associated with ADL difficulty, that the decreased difficulties in this
area will be cost-saving over time.11
AOTA strongly urges CMMI to recognize the value that this program encompasses with regard
to emphasizing the importance of training clinicians to focus on participants’ own functional
goals rather than medically determined disease management goals or in the alternative, imposing
their own onto the participant.12 The dual eligible elderly population with functional limitations
accounts for a high utilization of health care resources and at this rate, that amount of utilization
is only expected to dramatically escalate. However, lack of reimbursement and workforce
training regarding functional limitations, can no longer serve as defenses for inadequately
addressing these patient needs. The CAPABLE data reflects that considerations regarding
function, safety, and ADL needs result in better quality and cost-effective care for the target
population. AOTA urges CMS to continue to support CAPABLE by funding the program in a
subset of MSAs where the delivery model can be tested, and the possibility of permanent
placement in the Medicare program can be assessed more thoroughly.

II.

Addressing the issue of unmet ADLs prior to transitions in between settings, home,
and community

The profession of occupational therapy is built on delivering person-centered care, seeking to
keep the patient at the highest functional level in the least restrictive setting and to reduce
caregiver burden and health care system resource utilization. With respect to potentially
preventable readmissions, several recent studies indicate that returning to the community from a
recent hospitalization with unmet activities of daily living need may be a considerable risk
factor. As the CAPABLE program demonstrates, a functional assessment of an individual’s ADL
needs is critical for success for any model involving the older adult population. The importance
of addressing ADLs is equally important in CMMI’s area of interest with regard to models that
address mental and behavioral health, specifically in the instance of care for patients with
dementia.

8

Id. at 1561, Exhibit 1; see also Alison Pighills et al., A Critical Review Of The Effectiveness Of Environmental
Assessment And Modification In The Prevention Of Falls Amongst Community Dwelling Older People, British
Journal of Occupational Therapy 73(3) (2016), 133 noting that one study obse4rved ‘accident/environment’ factors
to be the second most commonly perceived cause of falls by older people, specifically identifying wet and uneven
surfaces, objects on floors…Consequently, environmental assessment and modification has featured heavily in
multi-factorial intervention strategies designed to prevent falls.”
9
Supra, n.1, at 1561, Exhibit 1
10
Id. at 1561
11
Id. at 1562
12
Sarah L. Szanton et al., at 374
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Existing Model Recommendation: New Ways for Better Days: Tailoring Activities for Persons
with Dementia and Caregivers, or “TAP”
AOTA recommends as an aside that any APM designed for a patient diagnosed with dementia
include a requirement for the development of a functional maintenance program designed to
optimize and maintain function, health and safety at every dementia stage. The prevalence of
dementia related diseases among the elderly continues to rise, as does the cost of dementia to the
Medicare and Medicaid programs. For example, according to the Alzheimer’s Association,
Alzheimer’s is the “most expensive disease in America, costing more than cancer and heart
disease, with most of these costs being borne by Medicare and Medicaid.”13
We find that TAP, an individualized, family-centric program, aligns significantly with the new
direction’s principles geared at promoting person-centered care, reducing costs and improving
outcomes by addressing social determinants of health. This program “provides people with
dementia with activities that are tailored to their abilities and interests and trains caregivers
(formal and informal) in use of activities as part of daily care routines. The program has been
shown in randomized trials to improve quality of life of persons with dementia, and reduce
behavioral symptoms and caregiver time providing care as well as improving engagement and
caregiver sense of efficacy.”14 Caregivers’ inability to sustain care provision over time and
challenging behavioral issues are two significant drivers of medical cost utilization that can be
mitigated by TAP.15
TAP is delivered or supervised by occupational therapists and “offers specially designed
activities that are customized to an individual’s physical, sensorimotor, and cognitive abilities,
thus motivating and enabling activity engagement.”16
Due to the interplay of many functional performance factors including cognitive, physical, and
emotional status as well as the impact of the home environment and caregiver support, it is
difficult to identify the actual functional status potential of a person with Alzheimer’s disease
and related dementias. An occupational therapist in this instance can perform an assessment in
order to identify functional impairment level and functional potential, and subsequently develop
plans to optimize and maintain function, health, safety and quality of life. Furthermore, unlike
traditional neuropsychological examinations that focus on deficit areas and do not identify
strengths, nor include the role of family caregivers and home environments in evaluating
13

Alzheimer’s Association March 2017 Fact Sheet, “Cost of Alzheimer’s to Medicare and Medicaid,” notes that the
average annual per person Medicare spending on seniors with Alzheimer’s Disease and Other Dementias is an
estimated $23,497. http://act.alz.org/site/DocServer/2012_Costs_Fact_Sheet_version_2.pdf?docID=7161, accessed
on November 20, 2017.
14
New Ways for Better Days Tailoring Activities for Persons with Dementia and Caregivers, Johns Hopkins School
of Nursing, https://learn.nursing.jhu.edu/face-to-face/institutes/NewWay-TAP/index.html, accessed on November
17, 2017.
15
See also Laura N. Gitlin, Laraine Winter, Tracey Vause Earland, E. Adel Herge, Nancy L. Chernett, Catherine V.
Piersol, and Janice P. Burke, The Tailored Activity Program to Reduce Behavioral Symptoms in Individuals With
Dementia: Feasibility, Acceptability, and Replication Potential, The Gerontologist 49 no. 3, at 430 (2009)
emphasizing a dual patient and caregiver focus by noting that most sessions include both caregivers and individuals
with dementia.
16
Id. at 436
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potential capacity, the TAP assessment addresses the full range of cognitive functioning, as well
as caregiver management abilities and characteristics of the home environment supportive of
daily function.17
As it stands in the current state, AOTA finds that there is currently inadequate payment under
Medicare Part B for the critical services required from a specialized dementia healthcare
professional, such as an occupational therapist. For example, currently non-reimbursed
responsibilities of the specialized dementia occupational therapist include but are not limited to:





Initially and periodically administering functional status and cognitive assessments, and
assessing other factors which impact function and safety including care giver support and
environmental/home modifications needed to enhance safety;
Providing therapeutic interventions for those with chronic and progressive dementias
including adapting the environment and activities of daily living to the appropriate level
of challenge to optimize successful engagement;
Identifying behavior triggers and development of person-centered, dementia state
appropriate non-pharmacologic interventions;
Training care givers on how to communicate with, engage, and support the patient in a
manner that is consistent with the patient’s specific health/functional status18

In sum, we strongly encourage CMS to consider the extreme value of the TAP as the outcomes
to date suggest that the program merits consideration as a non-pharmacological approach to
manage behavior symptoms.19 We find at a minimum, more widespread implementation of TAP
is a step in the right direction in light of the aforementioned increases in both dementia
prevalence and cost, as well as barriers in the current payment system with regard to
interventions related to the behavioral health of dementia patients.
III.

Future Direction of the Innovation Center

AOTA would urge CMS to consider the positive momentum that formerly mandated models,
such as the Comprehensive Care for Joint Replace model, had on the system reform level. We
find that if there are ways to make participation in these models more compelling to practitioners
without greatly adding to administrative burden, such methods should be proposed, encouraged,
and constantly evolve to keep up with changes in healthcare delivery, technology, and best
practices among specialties involved. AOTA especially sees great promise with the potential
outcomes data that could result if the unique skills of occupational therapy practitioners were
17

Id. at 437.
AOTA finds it of significance to note that other payment barriers include an inability to bill for time spent training
care givers to care for patients with this complex diagnosis, and additionally the difficulty billing for time spent
modifying the patient’s environment; see also Alzheimer’s Association Survey which breaks down challenges of
caregiving for Alzheimer’s in percentages to include: Emotional stress (90%); Physical stress (81%); Managing
his/her time (80%); Financial burden (69%); Lack of knowledge/information about the disease (66%); Feeling
isolated/alone (64%); Being hesitant or afraid to ask for help (63%); and Lack of privacy (58%),
https://www.alz.org/documents_custom/Alzheimers-Family-Dynamics-Survey.pdf, accessed on November 20,
2017.
19
Supra, n. 15, at 437.
18
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better utilized. We find this to be especially true for the aging population who are receiving
home health care services and/or are managing multiple conditions while still living in the
community with family members/caregivers.

*

*

*

Thank you for the opportunity to comment on the RFI for the Innovation Center New Direction.
AOTA looks forward to a continuing dialogue with CMS on the new direction to promote
patient-centered care in an effort to reduce costs and improve outcomes.
Sincerely,

Ashley Delosh, JD
Regulatory Analyst

November 17, 2017
Seema Verma, MPH
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Dear Ms. Verma:
The American Osteopathic Association (AOA), on behalf of the nearly 130,000 osteopathic physicians and
osteopathic medical students it represents, is pleased to share insight on the Centers for Medicare &
Medicaid Services (CMS) Request for Information on the CMS Innovation Center New Direction.
1. Do you have comments on the guiding principles or focus areas?
We support the principles outlined by CMS. In particular, we appreciate that patient-centered care and
provider choice and incentives are included. As osteopathic physicians, we value the patient-physician
relationship as the core of health care delivery. We support incentives to strengthen this relationship and
empower patients to make decisions that improve their health. In addition, models should enable providers
to focus on high-quality health care delivery and reduce requirements that divert their attention from patient
care.
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
Patient Centered Medical Homes (PCMHs) are proven models developed in line with the Joint Principles of
the PCMH supported by AOA, American Academy of Family Physicians, American Academy of Pediatrics,
and American College of Physicians. Consensus and evidence have continued to build around the PCMH’s
value in achieving improved care and better health at lower costs. More than 90 health plans, 43 state
Medicaid programs, multiple federal agencies, and thousands of clinical practices of varied sizes have
adopted this model.
In addition, models that combine per member, per month (PMPM) payments with fee for service (FFS) and
include bonuses based on quality, are consistent with the guiding principles. We note that the
Comprehensive Primary Care Plus (CPC+) model incorporates these criteria, and we are supportive of
expanding it or similar models for testing.
Finally, to the extent that CMS can provide such incentives without diverting funds from core beneficiary
services, we support piloting new models that may demonstrate value. These models may include state and
local initiatives to support new care delivery systems.

3. Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
All models should benefit from physician input in their design and include physicians in the decision-making
about any changes to the design. In addition, models should:
 be structured to maximize physicians’ time with patients;
 incentivize patients to engage in behaviors that support their health;
 incentivize physicians to work collaboratively across specialties to address patient needs; and
 incentivize the inclusion of other members of the care team to work with physicians to address
patient needs.
Challenges with models include patient attribution to clinicians, to the extent that such attribution is needed
to draw comparisons of performance. Other challenges include risk stratification, which is needed to ensure
appropriate assessment. This element is vital in any model.
We support population health, and note that current data and analytics resources are limited for physicians.
As such, clinical professionals do not have the information needed to advance population health, though
they have the interest in doing so. In following, we urge CMS to make claims data available to physicians so
that they may utilize this information to advance their own practices to support patient health. We urge
CMS to create or incentivize the development of such tools by offering competitive funding opportunities
to private developers to develop user friendly analytics tools that physicians may use at no cost, in initial
years, to analyze the data provided by CMS. This program of free access to data and basic analytics tools
can be made available to physicians who share their interest with CMS through a simple application which
should include access to technology with the ability to securely store and manipulate the data using the basic
analytics tool.
Further, we believe in physicians’ ability to innovate when provided with the tools and opportunity to do so.
In fact, standard of care is the result of such innovation in clinical decision-making, workflow, and
collaboration. As such, the availability of claims data attributed to a physician and related analytics tools will
advance these goals. Further, we ask CMS to consider making available a 5-10% sample of total patient
claims data to physicians so that the physician may track care outside of that which they directly provide to
patients. This will help physicians identify patient profiles and place those patients into cohorts for which
they can plan other interventions. We note that while health systems already have access to some of these
tools, and the ability to leverage their relationship with payers to ask for access to data, small and
independent practices lack these integrated health networks and resources. As such, we view the data
availability and analytics project as one which supports these small practices to advance large goals.
Electronic Health Records (EHRs) underpin both population health and quality reporting that has
increasingly been required for Medicare programs. These products require investment from physicians that
is ongoing. We would like CMS to provide additional incentives for physicians to adopt these tools. As
such, we urge CMS to facilitate other agencies’ regulation of EHRs to enable physicians to rely on these
tools’ ability to advance reporting and population health while dovetailing with clinical workflow. We also
continue to encourage interoperability which supports enhanced communication between providers to limit
barriers to cost-effective care for patients.
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4. What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might be tested as a model
and alternative to FFS and MA?
We offer that price sensitivity can be included on at least two levels: the patient level and the provider level.
At the patient level, affordable co-payments provide incentives for patients to consider the allocation of
financial resources within their means towards health care services. This enables patients to examine costs
and make well-informed decisions. At the provider level, fully or partially capitated payments incentivize
providers to allocate resources to cover patient needs without excess.
We note that the most important outcome of the health care system is high quality health care that results in
favorable patient outcomes. As such, any model that introduces incentives on price sensitivity should
ensure that such pricing and cost-effectiveness incentives do not undermine patient health, either in the care
that patients seek or the care that providers offer.
5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
We support patient engagement in health care delivery and offer that beneficiary feedback should be
considered as a metric by which models are evaluated. This information may be gathered from focus
groups or appropriate metrics incorporated in satisfaction surveys.
For specialty specific models, we offer that model designers should consider collaborating with patients that
have conditions often treated by those specialties. This feedback will inform the model from a non-clinical
perspective and ensure that items that patients’ value are considered. We add that this collaboration may be
included as a criterion by which CMS determines if the model is appropriate to be piloted.
We support patient participation in new models that may advance their health care. We offer that incentives
to advance patient participation should not include financial bonuses for signing up to participate in the
model. Instead, models should attract patients for the services they provide.
6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
We support waivers that would enable states to replicate the CPC+ model for their residents. As the CPC+
model was limited to specific regions, many states do not have CPC+ practices. We encourage CMS to
increase flexibility so that states can create opportunities for providers and patients to benefit from this
model.
7. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
We have several suggestions. First, stakeholders should be asked for feedback before models are finalized.
This would enable CMS to benefit from insight from the clinicians and patients who would participate in
the model. Second, we suggest that CMS pilot models and refine them during the pilot process. These
changes will ensure that models are effective. Finally, we add that the Physician-Focused Payments
Technical Advisory Committee (PTAC) has a role in priming models for CMS’ consideration. The PTAC
process can be strengthened through greater technical assistance for promising proposals. This will enable
3

lesser known entities to advance novel ideas to CMS and broaden innovative proposals for CMS’
consideration.
Conclusion
We appreciate the opportunity to share these comments with CMS and invite any questions to
David Pugach, Senior Vice President for Public Policy.
Sincerely,

Mark A. Baker, DO
President
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[Submitted electronically via CMMI_NewDirection@cms.hhs.gov]
November 20, 2017
Amy Bassano, Acting Deputy Administrator for Innovation and Quality and Director, Center for
Medicare & Medicaid Innovation
Arrah Tabe-Bedward, Deputy Director
U.S. Centers for Medicare & Medicaid Services
7500 Security Boulevard, Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction, Request for
Information (RFI)
Dear Acting Deputy Administrator Bassano:
The American Pharmacists Association (APhA), American Association of Colleges of
Pharmacy (AACP), and National Alliance of State Pharmacy Associations (NASPA) appreciates the
opportunity to provide feedback in response to the Centers for Medicare & Medicaid Services (CMS):
Innovation Center New Direction, Request for Information (RFI).
APhA, founded in 1852 as the American Pharmaceutical Association, represents 64,000
pharmacists, pharmaceutical scientists, student pharmacists, pharmacy technicians, and others
interested in improving medication use and advancing patient care. APhA members provide care in all
practice settings, including community pharmacies, physicians’ offices, hospitals, long-term care
facilities, community health centers, managed care organizations, hospice settings and the uniformed
services.
Founded in 1900, AACP is the national organization representing pharmacy education in the
United States. The mission of AACP is to lead and partner with our members in advancing pharmacy
education, research, scholarship, practice and service to improve societal health. AACP is comprised
of all accredited colleges and schools with pharmacy degree programs accredited by the Accreditation
Council for Pharmacy Education, including more than 6,400 faculty, 62,500 students enrolled in
professional programs and 5,100 individuals pursuing graduate study.
NASPA, founded in 1927 as the National Council of State Pharmacy Association Executives, is
dedicated to enhancing the success of state pharmacy associations in their efforts to advance the
profession of pharmacy. NASPA’s membership is comprised of state pharmacy associations and over
70 other stakeholder organizations. NASPA promotes leadership, sharing, learning, and policy
exchange among its members and pharmacy leaders nationwide.
We are including our responses on the relevant focus areas included in the RFI: (1) Advanced
Alternative Payment Models (APMs), (4) Prescription Drug, (6) State-Based and Local Innovation,
including Medicaid-focused Models and (7) Mental and Behavioral Health.
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Potential Models
1. Increased participation in Advanced Alternative Payment Models (APMs)
Do you have comments on the guiding principles or Expanded Opportunities for Participation in
Advanced APMs?
Our organizations are supportive of the CMMI’s guiding principles and refocused efforts to test new
models to expand opportunities in Advanced Alternative Payment Models (APMs). We strongly
believe policies that facilitate and expand pharmacists’ participation in Advanced APMs will address a
number of the RFI’s guiding principles, including increasing choice, improving competition and
facilitating patient-centered care.
As our nation continues to move towards more accountable care and outcome-based APMs, we
applaud CMS’s and CMMI’s continued recognition of the value of pharmacists and the
implementation of policies that allow for pharmacists to increase health care access and contribute to
efficiencies in care delivery. Such examples include transitional care management (TCM) services,
chronic care management (CCM), Part D Enhanced Medication Therapy Management (MTM) models,
Comprehensive Primary Care Plus (CPC+)1 and Transforming Clinical Practice Initiative (TCPI).
As drugs become more and more expensive, complex, and personalized, the need to optimize their
impact also increases. The United States spends nearly $300 billion annually on medication-related
problems, including nonadherence.2 Consequently, in order to get the greatest benefit from
medications, patients must understand how to use their medications safely and effectively. Pharmacists
have more medication-related education and training than any other health care professional.
Pharmacists can and do assist patients in optimizing the impact of medications and decreasing patients’
overall health care costs by providing services focused on safe and appropriate medication use. For
example, pharmacists provide medication management services, which are especially important for
patients who have complex medication regimens and care plans, take multiple drugs from multiple
prescribers, or have chronic conditions. Additionally, to address hospital readmissions, pharmacists
help patients transition between care settings—a time when patients can be at increased risk of
medication-related problems. Medication management services delivered by pharmacists need to be an
integral part of Advanced APMs to address medications and medication-related problems, many of
which are preventable.
Unfortunately, despite the fact that many states and Medicaid programs are turning to pharmacists to
increase access to health care and address medication-related costs, Medicare Part B does not cover the
services pharmacists can provide. While Congress and CMS have created and implemented various
new care delivery models, such as Accountable Care Organizations (ACOs), to promote value and
team-based care, many of these models’ payment and related policies primarily rely on Fee-for-Service
(FFS) statutes and definitions of qualifying providers, disincentivizing the use of pharmacists in these
models. All pharmacists are educated and trained to provide a wide variety of services including
medication management, chronic disease management, and preventive services. Despite ninety-one
1

CMMI. CPC Program Year 2015. Implementation and Milestone Reporting Summary Guide. December 2014. Available at:
https://innovation.cms.gov/Files/x/CPCI-Implementation-GuidePY2015.pdf
2 New England Healthcare Institute. Thinking Outside the Pillbox: A System-Wide Approach to Improving Patient Adherence for
Chronic Disease. August 2009. Available at: http://www.nehi.net/publications/17-thinking-outside-the-pillbox-a-system-wide-approachto-improving-patient-medication-adherence-for-chronic-disease/view
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percent of Americans living within five miles of a community pharmacy3 (with extended hours
allowing broad access to a health care professional), and many of our nation’s seniors being medically
underserved, the Medicare program fails to optimize the pharmacist’s role in team-based patient care
and improving patient outcomes. Pharmacists are an underutilized health care resource which can
positively affect beneficiaries’ care and the entire Medicare program.
The potential impact of pharmacists and their medication expertise is evident by the significant number
of measures in CMS/CMMI programs related to or impacted by medications. For example, a
significant number of the thirty-one required quality measures in Medicare’s ACO programs are
impacted by appropriate medication use. 4
What Expanded Opportunities for Participation in Advanced APMs model designs should the
Innovation Center consider that are consistent with the guiding principles?
We ask that CMMI test models that remove the statutory and regulatory barriers preventing
pharmacists from participating in Advanced APMs. While pharmacists are impacting a number of
quality measures, because Advanced APMs are generally built on the Medicare FFS model, these
APMs are disincentivized from hiring or contracting with pharmacists, who are not named providers
for participation, such as an “eligible clinician” or “ACO professional.” Health care delivery can be
more effective and efficient by utilizing and optimizing the skills and expertise of qualified health care
providers to benefit patients. Not only will this help improve overall quality, but utilizing providers,
like pharmacists, in patient care can increase health care access.
Do you have suggestions on the structure, approach, and design of potential Expanded
Opportunities for Participation in Advanced APM models? Please also identify potential
challenges or risks associated with any of these suggested models.
Our organizations believe that the creation of opportunities for pharmacists to directly bill Medicare
under Advanced APMs, like other “eligible clinicians,” under the Quality Payment Program (QPP),
will facilitate the integration of pharmacists into team-based care models and Advanced APMs to
increase patient access, improve choice and competition, and reduce costs.
Potential Challenges/Risks
Suboptimal and siloed health information technology (HIT) systems continue to be a barrier to the
exchange of pertinent health information necessary for optimal coordination of care in various practice
settings. For example, unless pharmacists are part of an integrated system or practice, pharmacists are
frequently blocked from the electronic exchange of relevant clinical and billing information with other
health care providers, insurers, etc. Such restrictions impede the ability of patients, the health care
system and payors like Medicare, to benefit from coordinated, team-based care. Pharmacists are the
most accessible health care professional and may be the only one in many communities. CMMI needs
to consider innovative approaches to provide pharmacists the ability to access and exchange
information through Electronic Health Records (EHRs) – essential to team-based coordinated care.
3

NCPDP Pharmacy File, ArcGIS Census Tract File. NACDS Economics Department.
International. Accountable Care Organization 2017 Program Quality Measure Narrative Specifications. January 5, 2017. Available
at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/sharedsavingsprogram/Downloads/2017-Reporting-YearNarrative-Specifications.pdf
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CMMI could test Advanced APM models that tie pharmacist access and ability to exchange
information via EHRs with “eligible clinicians’” performance on quality metrics/ outcomes. This
approach would ensure incentives are aligned between providers and make cooperation more
meaningful between community pharmacists and eligible clinicians.
What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
New health care models cannot continue to consider drug and medical coverage, and their related costs
and outcomes, separately if we are to achieve true value in health care. Therefore, we recommend that
CMMI models, including Advanced APMs, incorporate medications (e.g., Medicare Part D) when
designing and testing models. Medications are often carved out when including them would permit
better management of all aspects of a patient’s care across the continuum. Pharmacists are wellpositioned to manage both access to cost-effective medications and their appropriate use, in both lower
and higher risk-based, models such as Advanced APMs. Breaking down the many silos within our
health care system will help address that $300 billion dollars spent on medication-related problems—
many of which are preventable.
As stated earlier, facilitating the incorporation of pharmacists in patient care, whether in FFS, MA or
Advanced APMs, will help increase access, choice, and quality as well as address total health care
cost. Models including and measuring the impact of the pharmacist need to be tested.
How can CMS further engage beneficiaries in development of Expanded Opportunities for
Participation in Advanced APM models and/or participate in new models?
Our organizations suggest providing co-pay waivers for medications and services and performance
incentives for patients meeting treatment goals as mechanisms to better engage beneficiaries.
Additionally, patients may be more adherent to treatments if allowed to seek care from their
pharmacists because he or she may be more conveniently located and accessible due to hours and
availability.
We encourage CMMI’s and CMS’s help in the training of health care team members in being patientcentered and providing patient-centered care, as well as beneficiary education on how to engage. Not
only could CMS develop resources, but CMMI could test models incorporating patient-centered
principles and beneficiary education into their models.
Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
Yes. CMS should waive the current restriction on recognizing/ reimbursing pharmacists as providers in
Medicare, including in Part B and APMs. Additionally, our organizations recommend CMMI test the
value of incentive models such as per member per month (PMPM) payments for pharmacists
longitudinally managing medications for targeted patients with ties to specific quality metrics as
opposed to FFS models.

4
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Are there any other comments or suggestions related to the future direction of the Innovation
Center?
Yes. Multiple studies have found evidence that pharmacist-led processes could prevent medication
discrepancies and potential Adverse Drug Events (ADEs) after discharge.5 Our organizations repeat
our ask that CMMI test models which remove the statutory and regulatory barriers preventing or
discouraging pharmacists’ participation in Medicare and Medicaid.
In addition, it is difficult to isolate and quantify the value of pharmacists in team-based models,
particularly those that are value-based. This inability to specifically attribute pharmacists’ value,
impedes policies encouraging their incorporation due to lack of evolving evidence or data. As the
complexity and use of medications continues to increase, so will the role proper medication
management plays in APMs and health care generally. Consequently, recognizing the unique and
essential contributions of pharmacists, the medication experts on the health care team, is fundamental
to assisting CMS to meet its goals of improving the quality of care and reducing costs.6 Therefore, our
organizations strongly urge CMMI and CMS to seek mechanisms for appropriate attribution and
recognition of pharmacists’ services in new models as well as identify appropriate quality measures
and payment codes for those services.
CMMI also needs to review provider reporting and other administrative requirements related to
participation in Medicare. While we are supportive of the movement to value-based care, the burden
being placed on providers with regard to Medicare participation, including quality and other metric
measurement and reporting, should not be overlooked or minimized. We urge CMMI and CMS to
assess the impact of measurement and reporting requirements on providers, including whether it takes
away from patient care, and how to make them more efficient and effective. CMMI could also create
Requests for Proposals (RFPs) on research from quality measurement organizations, such as the
Pharmacy Quality Alliance (PQA), to determine which metrics are most consequential to improving
outcomes in order to create a set of core evidence-based medication measures that significantly impact
value. In addition, CMMI and CMS should address technology requirements that limit providers’
ability to provide comprehensive patient care, such as barriers for all practitioners (including
pharmacists seeking information on patient history, diagnoses, laboratory values, etc.) to EHRs.
4. Prescription Drug Models
When considering new delivery models and reforms, it’s important to look beyond isolated
components of health care. Because health coverage is frequently analyzed by the benefit type such as
inpatient, outpatient, and drug coverage, a patient’s overall services, costs and outcomes may never be
reviewed comprehensively. Policies cannot continue to consider drug and medical coverage, and their
related costs and outcomes, separately if we are to achieve true value in health care. Current coverage
and payment policies related to prescription drugs place incentives on the short-term, focusing on cost
containment for the product rather than weighing the overall clinical benefit to the patient and the
5

See Kilcup, M. Et. al. Postdischarge pharmacist medication reconciliation: impact on readmission rates and financial savings. Journal of
the American Pharmacists Association. 2003. 2013 Jan-Feb; 53(1). Available at: http://www.ncbi.nlm.nih.gov/pubmed/23636160. See
Mueller, SK. Et.al. Hospital-based medication reconciliation practices: a systematic review. Arch Intern Med. 2012;172:1057-1069.
Available at: https://psnet.ahrq.gov/resources/resource/24689. Also, See Shekelle, PG. Et al. Making Health Care Safer II: An Updated
Critical Analysis of the Evidence for Patient Safety Practices. Rockville, MD: Agency for Healthcare Research and Quality; March 2013.
AHRQ Publication No. 13-E001-EF. Available at: https://psnet.ahrq.gov/resources/resource/25758
6 HHS. National Strategy for Quality Improvement in Health Care. Report to Congress. Agency for Healthcare Research and Quality
(AHRQ). March 2011. Available at: http://www.ahrq.gov/workingforquality/nqs/nqs2011annlrpt.pdf
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impact to their medical costs. Breaking down the many silos within our health care system, and
integrating care with pharmacists, the medication experts on the team, will help address the $300
billion dollars spent on medication-related problems—many of which are preventable. In 2012, the
Congressional Budget Office (CBO) published a guidance document with its estimate that increased
use of prescription drugs lowers overall medical cost: specifically, every 1.0 percent increase in the
number of prescriptions filled by Medicare beneficiaries leads to a net decrease in medical spending of
0.2 percent.7 When evaluating broader pharmacist patient care services as a whole, up to $4 in benefits
is expected for every $1 invested.8
As CMMI considers alternative prescription models we ask CMMI to study the impact of certain
Medicare prescription drug plans’ practices have on patients and the program as a whole – Direct and
Indirect Remuneration (DIR) fees, narrow networks and limited distribution. CMS has acknowledged a
notable growth in DIR fees, which have more than tripled in recent years.9 DIR fees are imposed by
Medicare Part D plan sponsors and their pharmacy benefit managers (PBMs) to retroactively reduce
payment submitted by pharmacies. Originally designed to capture rebates and other mechanisms not
included at the point-of-sale, these fees are now being used beyond their original purpose to
retroactively adjust pharmacies’ payment months after the sale, sometimes below the price paid by the
pharmacy. Moreover, DIR fees do not positively impact what patients pay, but rather increase the
point-of-sale price, which can result in the beneficiary paying more because the patient’s cost-sharing
may be based on sales prices.
The inability of a pharmacy to enter into contracts with health plans (i.e., narrow networks) has been a
growing problem facing pharmacists. Our organizations believe there is a need for Part D plans to be
required to contract with any pharmacy willing to accept their contractual terms and conditions.
Increasing patient choice will not only improve patients’ access to benefits and services, but will likely
positively impact patient satisfaction and outcomes, such as adherence. A related issue is limited
distribution of some medications. As more costly and complex medications are being developed, some
manufacturers, clinics, practitioners’ offices and pharmacies have entered into contracts that effectively
limit the distribution of certain medications. To address these issues, our organizations encourage
CMMI to examine the impact the policies are having on patients’ access, outcomes and satisfaction as
well as the impact they have on the Medicare program overall and CMS oversight due to the lack of
transparency.
6. State-Based and Local Innovation, including Medicaid-focused Models
What Expanded Opportunities for State-Based and Local Innovation, including Medicaidfocused Models should the Innovation Center consider that are consistent with the guiding
principles?
Our organizations strongly recommend that CMMI focus on expanding state-based and local
innovations that recognize pharmacists as providers and value pharmacists’ services in addressing
unmet health needs. These services align with patient-centered care and could increase the amount of
7

CBO. Offsetting Effects of Prescription Drug Use on Medicare’s Spending for Medical Services. November 2012. Available at:
http://www.cbo.gov/sites/default/files/cbofiles/attachments/43741-MedicalOffsets-11-29-12.pdf
8 Schumock GT, Butler MG, Meek PD, et al. Evidence of the economic benefit of clinical pharmacy services: 1996-2000.
Pharmacotherapy. 2003;23(1):113-132. : 116. Available at: https://www.accp.com/docs/positions/positionStatements/pos029.pdf : Perez
A, Doloresco F, Hoffman JM, et al. ACCP: economic evaluations of clinical pharmacy services: 2001-2005. Pharmacotherapy.
2009;29(1):128. Available at: https://www.accp.com/docs/positions/whitePapers/EconEvalClinPharmSvcsFinalkjsedit-gts.pdf
9 See, Wakely Consulting Group analysis of S. 413/H.R. 1038. 2017. Available at: http://www.ncpa.co/pdf/wakely-report.pdf
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provider choices for Medicare/ Medicaid beneficiaries available in the marketplace. In January 2017,
the Center for Medicaid and CHIP Services (CMCS) recommended that states use their flexibility to
facilitate timely access to drug therapy by expanding the scope of pharmacy practice using
collaborative practice agreements, standing orders or other predetermined protocols.10 We recommend
CMMI consider testing for scalability several payment and delivery models outlined below, which
have lowered overall patient costs and increased patients’ access to health care by successfully
engaging pharmacists. Our organizations welcome the opportunity for a face-to-face meeting to share
specific information with CMMI and CMS on our own internal analyses of how and where
pharmacists can contribute to these new models. We would include pharmacists who are practicing in
these models and working with physicians and other eligible clinicians to influence quality and
outcomes to share their experiences, successes, and impacts with CMMI and CMS.
Do you have suggestions on the structure, approach, and design of State-Based and Local
Innovation, including Medicaid-focused Models? Please also identify potential challenges or risks
associated with any of these suggested models.
Expanding Sustainable Community Pharmacy Care Management
Given the accessibility of community pharmacies and the medication expertise of pharmacists, our
organizations request that CMS/CMMI test and evaluate for scalability a community pharmacy care
management service that effectively integrates electronic health record (EHR) capability using a
pharmacist e-care plan.11 Community pharmacists’ enhanced patient care services can contribute to
optimizing medication use and improving health outcomes, yet lack a financially viable incentive
model to sustain this practice. Community pharmacists are in an excellent position to review and
monitor all of the medications a patient is taking across all providers and work with providers to
optimize medication use. However, community pharmacists experience significant access barriers to
clinical information needed to care for patients, and facilitating scalable EHR integration for sharing of
information amongst pharmacies, physicians and other providers, payors and others would address an
important barrier to optimal care of patients.
Community pharmacy care management is a “whole patient” approach to addressing patients’
medication-related needs, including accounting for social determinants of health that impact
appropriate medication use. Various pharmacy staff, including pharmacy technicians, can be leveraged
to assist the pharmacist(s) in patient management. Instead of a focus on an individual prescription, the
pharmacist would be incentivized to monitor the patients’ medications on an ongoing basis, including
during care transitions. The services provided by pharmacists would be supported by functional EHR
infrastructure, measured using targeted quality metrics, and incentivized through value-based payment.
Care would be coordinated with other members of the patient’s health care team as needed. A
coordinated mechanism to monitor patients would be provided through the Appointment-Based
Model12 (includes medication synchronization with a specific proactive outreach to the
patient/caregiver prior to each visit to the pharmacy). The pharmacist would submit the pharmacist
10

CMS. CMCS Informational Bulletin. State Flexibility to Facilitate Timely Access to Drug Therapy by Expanding the Scope of
Pharmacy Practice using Collaborative Practice Agreements, Standing Orders or Other Predetermined Protocols. January 17, 2017,
available at: https://www.medicaid.gov/federal-policy-guidance/downloads/cib011717.pdf
11 See, Pharmacist eCare Plan. HealthIT.gov Available at: https://www.healthit.gov/techlab/ipg/node/4/submission/1376
12 See, APhA Foundation’s “PHARMACY'S APPOINTMENT BASED MODEL (ABM).” August 30, 2013. Available at:
https://www.aphafoundation.org/appointment-based-model
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eCare plan to facilitate measurement of the value of services provided. The following factors provide a
framework for the service:


Target audience: pharmacists practicing in community pharmacies under their respective state
scope of practice
 Target patient population: patients with chronic condition(s) that are medication-centric
 Care delivery: face-to-face and telephonic/telehealth
 Credentials: minimum registered pharmacist; additional training requirements depending on the
service
 Potential services included in community pharmacy care management:
o Appointment-based model
o Medication reviews and monitoring
o Medication adherence services
o Medication education
o Care transitions services
o Chronic condition monitoring where medications are used (e.g., diabetes,
cardiovascular disease, respiratory health, pain management, medication assisted
treatment (MAT))
o Behavioral health – medication monitoring/adherence to antipsychotic/antidepressant
medications
 Payment: consider a PMPM, FFS with incentives to meet quality metrics, or a FFS with a
shared savings component to the pharmacist/pharmacy
 Infrastructure: EHR capability, use of Pharmacist eCare Plan
 Quality metrics (depending on the service)
o Medication adherence
o Clinical metrics depending on the disease or condition
o Patient satisfaction/patient engagement
o Provider satisfaction
o Impact on total cost of care (medications and medical care including hospitalizations)
o Uptake of EHR capability
 Ability to generate an eCare Plan
 Ability to receive clinical information (patient goals, diagnoses, laboratory
values, etc.)
 Ability to exchange eCare plan with other providers/payors
Specific examples of current programs that utilize some or all of the features of the proposed
community pharmacy care management program and could be scaled more broadly include:


The Pennsylvania Pharmacist Care Network, which is currently contracted with Gateway
Health, a Medicaid Managed Care organization, for their network of pharmacists to provide
services to Medicaid members that have at least one chronic medication filled at a network
pharmacy. Patients are eligible for a medication review and up to 6 follow-up appointments.
Over 80 pharmacies are participating statewide. Payment is tied to 16 Healthcare
Effectiveness Data and Information Set (HEDIS) measures. Pharmacists in the network

8

Joint Comments to CMMI: New Direction RFI
Page 9 of 13

document in an EHR-compliant pharmacist eCare plan and submit their care plans for payment
utilizing the STRAND platform from Creative Pharmacist.13
Patient Care Numbers:
o 66 pharmacies participating in 1st month of payor contract – 23 more to join.
o 110 patients cared for as of September 30, 2017.
o 82% of pharmacies have seen at least 1 patient in the 1st month.
o Opportunity to care for over 10,000 patients.
More specific data points will be available in January, 2018.


The Wellmark Value-based Pharmacy Program in Iowa and South Dakota, which has a goal of
measuring, recognizing and rewarding pharmacists’ management of patients with chronic
conditions for improved health care and lower costs. The focus of this project is on actual
patient outcomes (total cost of care, preventable hospital admissions and emergency
department visits) and selected clinical metrics that focus on appropriate medication
management activities in patients with certain chronic medical conditions (e.g., appropriate
statin dosing intensity to reduced cardiovascular risk, appropriate use of controller therapy in
patients with asthma, and ensuring adherence with selected therapeutic categories). It also
includes improved access to information by pharmacists and collaboration between members
of health care teams.
The network involves a 60+ performance network of pharmacies and approximately 50,000
patients. Included patients must have a chronic condition and/ or be on a chronic medication
with a focus on frequent use of emergency departments. Chronic conditions included are
hyperlipidemia, diabetes, depression or asthma.
Results for a time-period from May 2016-April 2017, which could be considered baseline,
compared high performance network pharmacies with Iowa and South Dakota pharmacies not
in the network.
Results to Date:
o 1.7% decrease in total cost of care.
o 11.6% decrease in potentially preventable hospital admissions.
o 3.7% decrease in potentially preventable emergency department visits.
This project is an extension of an initial pilot project of Wellmark with one community
pharmacy in Iowa that focused on continuous medication monitoring and demonstrated
significantly lower costs of care and better medication adherence.14

13

Please, reference the attached poster (.PDF). Early Implementation of the Pennsylvania Pharmacists Care Network Initial Payor
Contract. October 2017. McGivney MS1,2, Kozminski M1,2, Coley K1, Antinopoulos B1,2, Carroll J1, Leon N2,3, Pope D4, Berenbrok
L1, Epple P2. 1. University of Pittsburgh School of Pharmacy; 2. Pennsylvania Pharmacists Association; 3. Jefferson College of
Pharmacy; 4. Creative Pharmacist.
14 William R. Doucette, Randal P. McDonough, Fischer Herald, Amber Goedken, Jenn Funk, Michael J. Deninger. Pharmacy
performance while providing continuous medication monitoring. JAPhA. November–December, 2017. Volume 57, Issue 6, Pages 692–
697. Available at: http://www.japha.org/article/S1544-3191(17)30788-4/pdf
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The North Carolina Community Pharmacy Enhanced Services Network (CPESN) is part of a 3year grant funded by CMMI to test new reimbursement models for community pharmacies
serving Medicaid, Medicare, dually eligible, and NC Health Choice beneficiaries. There are
272 pharmacies participating, and pharmacists and support staff manage risk-stratified patients
and are paid using a PMPM payment model based on patients’ risk scores and performance on
11 quality metrics. Pharmacists submit pharmacist eCare plans that are EHR compliant for
payment.
Early Results:
o Early results suggest a 4%–5% increase in medication adherence over time (since
2015) among patients working with CPESN pharmacies (unpublished data).15
o Patients that did not have a “pharmacy home” – a community pharmacy where they
regularly fill prescriptions – were 20-25% more likely to be hospitalized in the ensuing
year.16
o The CPESN team performed a panel across all community pharmacies in North
Carolina, where the attribution criteria included patients who had filled at least one
chronic medication within the last 90 days, and with 80% or more of their fills/refills at
a single pharmacy. A patient’s likelihood of falling out of that panel – meaning that
switched pharmacies or didn't refill their prescription – was up to four times greater in
pharmacies that didn't provide enhanced services.17

Challenges/Risks






It is likely networks of pharmacies/pharmacists will be necessary to deliver these services,
which is not easy to accomplish unless it is done under a coordinated effort. While many states
are developing networks through CPESN and other models, not all are. The maturity of the
network will be an important factor in carrying out the services and related infrastructure.
How patients are targeted for services would still need to be determined and the similarities
between the programs outlined above could be informative in this process.
Training may be necessary regarding managing a population of patients and also for specific
services, especially those related to chronic care management.
Implementation of the EHR requirements and ability to exchange information may be a barrier
due to costs and data sharing challenges between pharmacists and other providers.

Expanding Access to Care through the ECHO Model Using Pharmacists
Project ECHO (Extension for Community Healthcare Outcomes) is a guided practice model that
enhances medical education and increases workforce capacity to provide specialty care and reduce
health disparities using successful, evidence based practices. The heart of the ECHO model™ is its huband-spoke knowledge-sharing networks, led by expert teams who use multi-point videoconferencing to
15 Ronald E. Gaskins. Innovating Medicaid. The North Carolina Experience. North Carolina Medical Journal. January-February 2017.
vol. 78 no. 1 20-24. Available at: http://www.ncmedicaljournal.com/content/78/1/20.full
16 AHRMM. Pharmacies Focused on Patients Instead of Prescriptions: the Community Pharmacy Enhanced Services Network. Case
Study. July 24, 2017. Available at: http://www.ahrmm.org/knowledge-center/resources/case-study/ccnc-enhanced-services-network-casestudy-2017
17 Ibid.
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conduct virtual clinics with community providers. This model allows local providers to learn to
provide specialty care to patients in their own communities.18 The mission of Project ECHO is to
develop the capacity to safely and effectively treat chronic, common and complex diseases in rural and
underserved areas, and to monitor outcomes of this treatment.
In late 2016, Congress passed the Expanding Capacity for Health Outcomes or ECHO Act directing
the U.S. Department of Health and Human Services (HHS) to examine technology-enabled
collaborative learning and capacity building models and issue a report within 2 years.19 Currently,
Project ECHO focuses on 65 diseases and conditions in 23 countries using a hub-and-spoke approach.
Specialists train primary care providers using a case-based telehealth approach in a series of sessions.
Pharmacists serve as faculty trainers in some ECHO hubs and can also participate in the training as a
primary care provider.
Our organizations encourage CMS/CMMI to test and evaluate payment models supporting sustainable
mechanisms for pharmacists to contribute their medication expertise to primary care service delivery
that is enhanced through participation in specific Project ECHO programs. Various Project ECHO
programs are available for pharmacists’ participation, and combining an evidence-based training model
(Project ECHO) with a payment mechanism, would expand access to care, especially in underserved
areas.











Target audience: pharmacists practicing in community health centers, community pharmacies,
and telehealth practices under their respective state scope of practice who also participate in
specific Project ECHO programs
Target patient population: patients with chronic condition(s) that are medication-centric and
whose condition(s) is included in a Project ECHO program who live in health professional
shortage areas, medically underserved areas or who are medically underserved populations
Care delivery: face-to-face or telehealth
Education/training: required pharmacist participation in the relevant Project Echo program
Potential Project ECHO programs that could benefit from pharmacists’ expertise:
o Antimicrobial stewardship
o Chronic pain and opioid management
o Complex care
o Endocrinology (specific focus on diabetes)
o Hepatitis C community
o Opioid addiction
Payment: consider a PMPM, FFS with incentives to meet quality metrics, or a FFS with a
shared savings component to the pharmacist/pharmacy
Quality metrics: increased access (measured by visits, etc.), medication adherence, clinical
metrics depending on the disease or condition, patient satisfaction, patient engagement,
provider satisfaction, impact on total cost of care (could also focus on total medication cost)

18

See, https://pharmacy.unm.edu/clinical-innovation-practice/patient-care-services/project-echo.html. Also, See,
https://echo.unm.edu/
19 See, https://www.congress.gov/bill/114th-congress/senate-bill/2873/text?overview=closed
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Challenges/Risks






A systematic approach would have to be created that would tie payment to participation in a
Project ECHO program.
Need to resolve if a network of pharmacists/pharmacies is necessary.
How patients are targeted for services would still need to be determined.
Training may be necessary regarding managing a population of patients.
Need to decide the method of sharing information with payors and other providers. This project
could include an EHR requirement with the ability to exchange information as described in the
previous project, although there could be barriers due to costs and data sharing challenges
between pharmacists and other providers.

Given that ninety-one percent of Americans live within five miles of community pharmacy and
pharmacists also practice in physician office practices, clinics, health systems, long term care facilities,
federally qualified community health centers, and other federal facilities, our organizations believe
further inclusion of pharmacists in state-based and local innovation will be impactful for patients and
the system. Our organizations welcome the opportunity for a face-to-face meeting to share specific
information with CMMI and CMS on our own internal analyses of how and where pharmacists can
contribute to these new models. We would include pharmacists who are practicing in these models and
working with physicians and other eligible clinicians to influence quality and outcomes to share their
experiences, successes, and impacts with CMMI and CMS.
7. Mental and Behavioral Health Models
New delivery and payment models open up opportunities to better integrate mental health and primary
care, which is much needed. Due to their medication expertise, ability to coordinate medications
amongst different providers, and accessibility, pharmacists are well-poised to improve this integration.
Pharmacists are already providing chronic care management (CCM) and transitional care management
(TCM) for Medicare beneficiaries, which could be expanded to behavioral health. The importance of
medications, is often overlooked, and no other health care professional is more knowledgeable about
medications than pharmacists. Given that the cost of mental health treatment is expected to total
$280.5 billion in 2020, and that State Medicaid programs will bear the brunt of the costs, where
“average outlays were four times as high as those for beneficiaries with a diagnosed mental health
disorder ($13,303 vs. $3,564 ),” 20 there is reason to integrate more pharmacist-provided care into the
system. Accordingly, our organizations recommend CMS/CMMI test and evaluate for scalability a
community pharmacy care management service that effectively integrates electronic health record
(EHR) capability using a pharmacist e-care plan that includes pharmacist-provided services for
behavioral health – medication monitoring/adherence to antipsychotic/antidepressant medications.
CMMI can reference our previous comments to this RFI on the Wellmark Value-based Pharmacy
Program in Iowa and South Dakota that focuses on patient outcomes (total cost of care, preventable
hospital admissions and emergency department visits) for monitoring medications used to treating
mental health conditions and could also include depression screening and referral services. In addition,
20

Haiden A. Huskamp, Ph.D., and John K. Iglehart. Mental Health and Substance-Use Reforms — Milestones Reached, Challenges
Ahead. N Engl J Med 2016; 375:688-695. August 18, 2016. Available at: http://www.nejm.org/doi/full/10.1056/NEJMhpr1601861. Also,
See Medicaid and CHIP Payment and Access Commission (MACPAC). Report to Congress on Medicaid and CHIP. Chapter 4:
Behavioral Health in the Medicaid Program—People, Use, and Expenditures. Page 94. June 2015. Available at:
https://www.macpac.gov/wp-content/uploads/2015/06/June-2015-Report-to-Congress-on-Medicaid-andCHIP.pdf.
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the Pennsylvania Pharmacist Care Network, mentioned in our earlier comments, ties 7 HEDIS
measures related to behavioral health care to pharmacist payment.21
We also encourage CMS/CMMI to test models that incorporate specialty pharmacists into mental
health/substance use disorder clinics/physician office practices using a team-based care approach.
These pharmacists are equipped to manage complex patients who often have both mental health and
other chronic conditions that result in highly complex medication regimens spanning multiple
prescribers. We recommend testing a medication management fee such as a PMPM for targeted
patients and tied to specific quality metrics for comprehensive care delivered by pharmacists. Research
on an existing model produced an estimated total net cost savings of $90,484.00, with a mean savings
of $586.55/patient (for every $1 spent on providing the service, $2.80 was estimated to be saved).22
Our organizations would welcome the opportunity for a face-to-face meeting to share specific
information with CMS on our own internal analyses on how and where pharmacists can contribute to
these new models to integrate mental and behavioral health with primary care. We would include
pharmacists in this meeting who are practicing in these models and working with physicians and other
eligible clinicians to influence quality and outcomes measures to share their experiences, successes,
and impacts.
Thank you for the opportunity to comment on the RFI. Our organizations look forward to working
with CMMI to implement the above recommendations. If you have any questions or require additional
information, please contact Michael Baxter, Director of Regulatory Affairs.
Sincerely,

Thomas E. Menighan, BSPharm, MBA,
ScD (Hon), FAPhA
Executive Vice President and CEO
American Pharmacists Association

Lucinda Maine, PhD, RPh
Executive Vice President and CEO
American Association of Colleges of Pharmacy

Rebecca Snead, BSPharm
Executive Vice President and CEO
National Alliance of State Pharmacy Associations
cc:

The Honorable Seema Verma, Administrator, CMS

21

Behavioral health related HEDIS measures, include: Adherence to antipsychotic medications for individuals with schizophrenia;
Diabetes monitoring for people with diabetes and schizophrenia; Diabetes screening for people with schizophrenia or bipolar disorder
who are using antipsychotic Medications; Cardiovascular monitoring for people with cardiovascular disease and schizophrenia;
Metabolic monitoring for children and adolescents on antipsychotics; Use of multiple concurrent antipsychotics in children and
adolescents; and Antidepressant medication management.
22 Cobb, C.D. (2014). Optimizing medication use with a pharmacist-provided comprehensive medication management service for patients
with psychiatric disorders. Pharmacotherapy, 34(12), 1336-40. Available at: https://www.ncbi.nlm.nih.gov/pubmed/25329409
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November 1, 2017
Seema Verma, MPH
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445-G
Hubert Humphrey Building
200 Independence Ave, SW
Washington, DC 20201
Submitted electronically
RE: Innovation Center New Direction – Request for Information
Dear Administrator Verma:
On behalf of our more than 100,000 member physical therapists, physical therapist assistants,
and students of physical therapy, the American Physical Therapy Association (APTA) is pleased
to submit the following comments in response to the Centers for Medicare and Medicaid
Services (CMS): Innovation Center New Direction Request for Information (RFI). The mission
of APTA is to further the profession’s role in the prevention, diagnosis, and treatment of
movement dysfunctions and the enhancement of the physical health and functional abilities of
members of the public. Physical therapists are highly trained professionals who see patients in a
variety of settings. These professionals perform evaluations including a patient’s history, a
review of systems, and an administration of standardized tests and objective measures based on
the patient’s presentation and the findings in the review of systems.
Through a collaborative process with the patient, and other members of the health care team
when indicated, the therapist develops goals and a plan of care to address the needs of the
patient. The physical therapist then executes that plan of care by providing specific techniques
and procedures designed to optimize movement and function and decrease and/or manage pain.
Physical therapy is also integral to reducing the risk for adverse events including further
functional decline, falls, progression of pain or the long-term need for pain medication, avoidable
surgical procedures and/or hospitalizations, and disability.
Please find below our detailed comments responding to the agency’s RFI.

Advanced Alternative Payment Models (APMs)
• CMS expects that the number of eligible clinicians choosing to participate in Advanced
APMs will grow over time. To facilitate this growth, CMS seeks comment on ways to
increase opportunities for eligible clinicians to participate in Advanced APMs and
achieve threshold levels of participation to become Qualifying APM Participants (QPs).
• CMS has received feedback from the health care provider community on the extensive
and lengthy process that is required for a model to qualify as an Advanced APM. CMS
seeks feedback from stakeholders on ways the Agency can be more responsive to eligible
clinicians and their patients, and potentially expedite the process for providers who want
to participate in an Advanced APM.
• CMS also seeks guidance from stakeholders on ways to capture appropriate data to drive
the design of innovative payment models and strategies to incentivize eligible clinicians
to participate in Advanced APMs.
Expand APMs to Include Rehabilitation
Physical therapists are central to the quality of care throughout the health care continuum, and
they work cohesively as members of the health care team to ensure the success of innovative
delivery models such as bundled payments and accountable care organizations. We strongly
believe that the success of APMs in improving the quality of care and reducing costs will depend
on the collective efforts of all health care providers throughout the health care spectrum,
including physical therapists in private practice, home health agencies, rehabilitation agencies,
inpatient rehabilitation facilities, skilled nursing facilities, hospitals, and other provider settings.
The care provided by physical therapists is critical to improving patients’ function and
successfully transitioning patients from one setting to the next. APTA strongly believes that for
these reasons, the physical therapy profession is well-positioned to be a key player in innovative
models. However, there are significant hurdles that impede physical therapists from fully
participating in APMs.
Current Advanced APMs bar participation by specialty and nonphysician providers; however, we
remain hopeful that CMS will find ways to be more inclusive. To accelerate the adoption and use
of Medicare (and Medicaid) APMs, CMS should undertake a stronger effort to promote payment
models that are accessible to all providers, including physical therapists. We recommend that
CMS apply significantly more time and resources toward the development of rehabilitationinclusive APMs. Greater action must be taken to integrate rehabilitation services into payment
models. Further, as the development of APMs continues onward and APM engagement grows,
we strongly recommend that CMS provide additional guidance, technical assistance, and other
support to providers who have not yet participated in APMs. As illustrated by the current
approved list of Advanced APMs and throughout the current roster of projects under way by the
Center for Medicare and Medicaid Innovation (CMMI), rehabilitation has not been a focus, and,
therefore, the participation of physical therapists in APMs has not been as robust as that of
primary care physicians and hospitals.
The true potential to reduce costs and improve the health of individuals and populations will not
be fully realized until CMS takes meaningful steps to include physical therapists and other
rehabilitation providers within APMs, including Advanced APMs. We look forward to working
with the agency to increase the participation of nonphysician providers within APMs. As CMS
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leads the transition from fee-for-service (FFS) to value-based care, we encourage the agency to
consider the benefits and clinical value that physical therapists, among other provider types, can
bring to current and future APMs.
Develop APM Pathways for Nonphysician Providers
APTA urges CMS to create APM pathways under CMMI and through the Physician-Focused
Payment Model Technical Advisory Committee, which allow physical therapy practices,
rehabilitation agencies, and other therapy providers to be the main conveners of approved APMs.
Empowering these providers to develop and lead APMs will result in expanded access to
medically necessary rehabilitative care for Medicare beneficiaries, leading to improved outcomes
and higher quality of life. Numerous physical therapy practices and rehabilitation entities are at
the forefront of innovation, and APTA strongly believes these entities should be able to become
key players in health care transformation.
We also recommend that the agency solicit input from small practices when creating future
payment models to ensure that a key demographic of providers is adequately represented. This
will help to ensure that current challenges associated with APMs are resolved in future model
iterations. Moreover, CMS should not advance any new payment model until it can ensure that
the model would not perpetuate or intensify patient access issues. Further, implementation of any
new model should not occur until CMS can confirm that all stakeholders are adequately prepared
to participate in the model.
Quality and Outcome Measures Key to APM Success
As previously stated, rehabilitation services such as physical therapy are integral components of
APMs. Unfortunately, many of the metrics that have been developed to assess progress are
exclusive of nonphysician specialties, including physical therapy. Additionally, some metrics are
not attributed to nonphysician specialties due the measure attribution methodologies; this
includes cost metrics and metrics for readmissions at the provider level. APTA believes that both
team-based metrics and specialty-specific metrics are important to the delivery of high quality
care.
As CMS undertakes the development of new APMs, we urge the agency to include quantitative
and qualitative metrics, including meaningful performance-based and patient-reported outcome
measures, by which CMS can ensure that coordinated, patient-specific, outcome-based care is
being delivered safely by properly qualified professionals to patients. The variety of measures
included within the APM must include measures applicable to multiple types of clinicians.
Specialty sets should be developed and adopted for nonphysician providers, including physical
therapists, speech-language pathologists, and occupational therapists. Such measures should
contribute to coordinated care, be correlated to positive health outcomes, and not impose an
undue burden on providers. The types of measures that we recommend CMS develop and adopt
are measures that monitor and track patient outcomes, provider performance, and changes in
utilization of services. Including a robust set of quality measures within APMs will help to show
the positive effects of nonphysician providers’ interventions on patient outcomes.
To ensure APMs are multidisciplinary, we recommend that CMS mandate the inclusion of
functional measure items within APMs that show the value of providers who have traditionally
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been excluded from APM participation. It is critical that new models include appropriate
measures that address function and illustrate the value of each provider to the APM patient
population. To assist CMS in its efforts, APTA welcomes the opportunity to serve as a resource
to CMS and share data results at the clinician, practice, and national levels for the measures
included in APTA’s Qualified Clinical Data Registry (QCDR).
Registry Is Key to Future Success of Models
We believe it is important for CMS to continue to support the development and success of
professional registries as we move toward outcomes-based payment and advanced quality
reporting structures that will rely heavily on electronic data submission. CMS must look beyond
claims to create an affordable, accessible health care system that puts patients first. In recent
years, clinical data registries have evolved and are now embraced by more than 20 professional
associations. Creation of these registries has been spurred by the need to create meaningful
quality measures for providers to assist in the shift to value-based payment and models of care.
APTA believes these registries will be critical to the success of innovative payment models in
the future, as they have the ability to deliver real-time data to providers for monitoring,
assessing, and responding to new and dynamic models of care delivery.
QCDRs, such as the Physical Therapy Outcomes Registry, capture relevant data from electronic
health records (EHRs) and billing information and transform this data into meaningful, intuitive,
and actionable feedback for providers on the frontline of patient care. New models of care will
require providers to have access to real-time data so they can successfully identify and modify
care design to maximize patient outcomes. The use of real-time data will allow for better
coordination throughout the continuum of care and can be used to break down traditional silos of
care. APTA encourages CMS to incorporate the use of data from registries into new models of
care. We believe the use of real-time data should be a guiding principle for these future models.
Additionally, we encourage CMS to look for ways to incorporate real-time patient data such as
patient-reported outcomes, and other patient-generated data such as from wearable devices, into
innovative models.
CMS Must Address Lack of EHR Standards for Nonphysician Providers
To facilitate an increase in the number of eligible clinicians choosing to participate in Advanced
APMs, CMS should establish a policy that permits physical therapy EHR vendors to have
certified EHR technology (CEHRT). No physical therapy EHR vendors have certified EHR
technology (CEHRT), and the U.S. Department of Health and Human Services (HHS) has not
yet addressed how these vendors would meet the CEHRT requirements. While the Office of the
National Coordinator of Health Information Technology certification process has established
standards and other criteria for structured data that EHRs must use, there is no standard
certification criteria for EHRs for physical therapists. APTA strongly urges CMS to provide
appropriate resources and support to enable small practices, such as physical therapy practices, to
participate in future models.
As CMS moves to establish guidance for physical therapy CEHRT, APTA recommends that
CMS implement a temporary waiver for physical therapists and other specialty providers not yet
included in meaningful use. Physical therapists have been exempt from EHR meaningful use and
have not been afforded the same resources as physicians and hospitals for health information
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technology adoption. This waiver would permit physical therapists and similar specialty service
providers to participate in Advanced APMs until CMS has adopted a policy for physical therapyspecific CEHRT.
Create Incentives for Collaborative, Coordinated Care
To enhance the quality and safety of patient care, we encourage HHS to consider revising current
regulations so that different disciplines—including physical therapists, occupational therapists,
speech-language pathologists, physicians, nurses, physical therapist assistants, occupational
therapy assistants, social workers, psychologists, psychiatrists, and nutritionists—are encouraged
to work as a unified care team across the care continuum. HHS should incentivize health
professionals to work as an interdisciplinary team to not only increase communication and
cooperation among providers but also improve the effectiveness of care delivered to patients.
Cohesive teamwork across disciplines will only lead to improved patient outcomes.
Current Medicare policies fail to promote interdisciplinary collaboration; as such, there is limited
communication among providers across settings. Accordingly, APTA recommends that to
improve patient outcomes and quality of care, CMS more effectively encourage coordination and
communication between health care professionals in such a manner that does not create an
increased financial or administrative burden on health care providers. APTA strongly believes
that the success of APMs in improving the quality of care and decreasing costs depends on the
collective efforts of all health care providers throughout the health care spectrum.
Finally, we recommend that CMMI better support the creation of models that no longer rely on
the FFS structure, as it will become increasingly difficult to make the appropriate cost
adjustments using these types of retrospective cost setting methodologies in the future.
Medicare Advantage Innovation Models
• CMS is potentially interested in a Medicare Advantage (MA) demonstration that
incentivizes MA plans to compete for beneficiaries, including beneficiaries currently in
Medicare FFS, in a transparent manner based on quality and cost.
• CMS is also interested in what additional flexibilities are needed regarding supplemental
benefits that could be included to increase choice, improve care quality, and reduce cost.
• Additionally, CMS seeks comments on options beyond FFS and MA for paying for care
delivery that incorporate price sensitivity and a consumer-driven or -directed focus and
might be tested as alternatives to FFS and MA.
Reduce Barriers to Access
To reduce barriers to access, drive down costs, and improve the quality of care within the MA
program, APTA recommends that CMS better support the utilization of telehealth services,
promote preventive services, and eliminate referral/prior authorization requirements.
Promote Access to Telehealth Services
APTA believes that consumer health is key to the success of many care models, allowing
providers to serve beneficiaries in many communities while enhancing the patient experience and
improving the efficiency of the delivery of care. Technology can help MA enrollees overcome
access barriers to high quality rehabilitative services. However, until MA plans expand access to
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these services, enrollees will be unable to reap these rewards. Increasingly, providers, patients,
and payers are seeking more effective and cost-efficient ways to deliver care. Coverage of
telehealth services gradually is becoming more widespread, particularly with commercial payers
and state Medicaid programs. Currently, 48 states and the District of Columbia have a definition
for telehealth, telemedicine, or both within law and/or policy and regulations; these jurisdictions
also reimburse for live video through Medicaid. 1 APTA recommends that CMS lift many of the
current restrictions on telehealth services, including where these services can be provided and the
types of health care professionals who may furnish telehealth services. There must be more
flexibility to allow physical therapists and other providers to use telehealth when treating
individuals who are enrolled in MA plans.
Proper application of telehealth services, particularly in rural and underserved areas, can have a
dramatic impact on improving care and patient outcomes, and reducing costs of care, by ensuring
access to specialized services in isolated rural areas where providers face difficulties in
maintaining and staffing full-service hospitals. 2 Telehealth services also have been shown to
improve quality and reduce cost of care among the pediatric patient population. A recent (not yet
published) pediatric medicine study conducted by Nemours Children’s Health System
demonstrated that conducting a sports medicine-related telemedicine visit saved the health
system $24 per patient, helped patients avoid an average of $50 in travel costs, and maintained
high levels of patient satisfaction. 3 Another study, published in Journal of Bone and Joint
Surgery in 2015, found that in-home telerehabilitation was an effective alternative to face-to-face
service delivery after hospital discharge of patients following a total knee arthroplasty. 4
With increased use of telehealth to deliver health care, clinicians need to be able to practice
across geographic boundaries. To improve licensure portability for physical therapists and
physical therapist assistants, the Federation of State Boards for Physical Therapy, with support
from APTA, recently developed an interstate licensure compact for physical therapy. 5 The
purpose of the Physical Therapy Licensure Compact is to increase consumer access to physical
therapy services by reducing regulatory barriers to interstate mobility and cross-state practice.
Under the compact, physical therapists and physical therapist assistants will be able to apply for
privileges to practice in participating states while maintaining licensure in their home state. This
compact, currently adopted in 14 states, also will allow physical therapists located in states that
have signed onto the compact to use telehealth to expand their practices and enhance patient
access. Currently, the Physical Therapy Compact Commission is forming and finalizing rules
and bylaws; the data systems required to implement and maintain the compact also are being
developed. We anticipate that the compact will be operational in 2018. As CMS, through CMMI,
1

Center for Connected Health Policy. Webpage. Telehealth and State Medicaid Policy.
http://www.cchpca.org/telehealth-medicaid-state-policy. Accessed October 11, 2017.
2
Medicare Payment Advisory Commission June 2016 Report to Congress, Chapter 8.
http://www.medpac.gov/docs/default-source/reports/chapter-8-telehealth-services-and-the-medicare-program-june2016-report-.pdf?sfvrsn=0. Accessed September 20, 2017.
3
Telemedicine visits save families time and money. EurekAlert. September 15, 2017.
https://www.eurekalert.org/pub_releases/2017-09/n-tvs091417.php. Accessed October 11, 2017.
4
Moffat H, Tousignant M, Nadeau S, et al. In-home telerehabilitation compared with face-to-face rehabilitation
after total knee arthroplasty: a noninferiority randomized controlled trial. J Bone Joint Surg Am. 2015;97(14):112941. https://www.ncbi.nlm.nih.gov/pubmed/26178888. Accessed October 11, 2017.
5
Physical Therapy Licensure Compact. Webpage. Federation of State Boards of Physical Therapy.
http://www.fsbpt.org/FreeResources/PhysicalTherapyLicensurecompact.aspx. Accessed October 11, 2017.
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looks to expand access to telehealth services, including telerehabilitation, the compact is a viable
solution to the agency’s interstate licensure concerns. Ultimately, the expansion of MA coverage
for telemedicine would be a cost- and life-saving solution to the critical concerns about access to
care that impact the MA population.
Annual Checkup by a Physical Therapist
To reduce the risk of functional decline, falls, and hospitalizations, we encourage CMS to more
strongly invest in and promote preventive services, including an annual “wellness” visit by a
physical therapist for MA enrollees. Physical therapists have the education, experience, and
expertise necessary to provide a broad health screening and track the patient's health status over
time. Such a screening may also lead to a referral for a physical therapist evaluation and
treatment plan or to another health care professional for potential problems identified during the
checkup. Moreover, visiting a physical therapist annually promotes optimal health, wellness, and
fitness, and slows the progression of impairments, functional limitations, and disabilities.
Expanding the capacity of preventive services and increasing their availability to the MA
population will have a powerful effect on the health of MA enrollees, their families, and
communities.
We encourage CMS to more closely evaluate the importance of preventive services for MA
enrollees and increase access to such services across states and communities.
Promote Direct Access/Limit Prior Authorization Requirements
CMS should establish policies that reduce unnecessary regulations, improve access, and build
models of care delivery that best serve the patient and the health care system. To that end, we
believe MA enrollees should have direct access to the services of a physical therapist without
being subject to the physician-signed plan of care or authorization requirements.
Currently, there is a prolonged, burdensome process to obtain treatment authorizations for MA
enrollees. A delay in authorization could severely hinder a patient’s condition, requiring physical
therapists and other providers to decide between furnishing an uncovered service at their own
expense and risking the patient’s health and well-being by waiting for a plan to authorize a
particular service. Additionally, compliance with the requirement for physician signature is a
logistical and administrative burden on therapy providers, taking valuable time and resources
away from delivering patient care. In many instances, the plan of care is incomplete, and it may
take up to several weeks for the physician to furnish a complete plan of care. Unsigned plans of
care result in therapy providers having to delay treatment in order to obtain a physician signature,
thus placing the beneficiary at risk and/or being unable to bill for the services rendered.
Providing MA enrollees with direct access to physical therapists is cost-effective, reduces costs
by eliminating additional physician visits, prevents more costly interventions, such as
hospitalization or surgery, and allows patients more timely access, thus improving their health
outcomes. We recommend that CMS require MA plans to furnish same-day authorizations and
eliminate the physician signature plan of care requirement. By doing so, MA plans would
enhance patient access to timely, high quality care that is appropriate for the patient’s condition
and avoid preventable adverse events, saving the plans, providers, and patients from expending
resources on unnecessary care.
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Mental and Behavioral Health Models
• CMS is actively exploring potential models focused on behavioral health, including focus
areas such as opioids, substance use disorder, dementia, and improving mental health
care provider participation in Medicare, Medicaid, and CHIP through models that
enhance care integration and/or use episode payment.
• CMS is interested in stakeholders’ views of the best payment models and state and local
interventions to improve care in these areas.
Comprehensive Pain Management Model
APTA is committed to fighting the opioid epidemic and positively influencing public health and
well-being by enhancing prescriber, patient, and legislator understanding of safe and effective
pain management through interdisciplinary care to improve movement and function. Physical
therapists and other nonphysician providers are uniquely positioned to improve patient access to
pain management. Physical therapists play an important role in managing acute or chronic pain
by administering nonpharmacological treatments that include strengthening and flexibility
exercises, manual therapy, posture awareness, and body mechanics instruction. They offer an
alternative to opioids and other pharmacological options for long-term pain management by
helping patients improve their function and range of motion, while also helping patients learn to
understand the underlying causes of their pain.
Pain management needs an integrated team approach that focuses on nonpharmacological
multidisciplinary management and interventions for acute pain to decrease the potentially
disabling effects of chronic pain. As CMS assesses how to address the opioid epidemic, we
encourage the agency to examine the benefits of multidisciplinary treatment models for patients
with pain and addiction and consider how such models of care can be more widely adopted. For
example, CMS could develop a comprehensive pain-management model that encourages
providers to choose nonpharmacological, evidence-based treatments, where appropriate.
Interdisciplinary, comprehensive pain-management models that evaluate and treat the different
factors influencing the presence of pain will only serve to enhance the effectiveness, efficiency,
and safety of the care delivered.
This pain management model could promote greater patient engagement and educate both
patients and providers on better addressing pain through increased movement, which can lessen
the opportunity to overuse pain medication and prevent abuse. The model could also have a
positive impact on outcomes among patients who receive treatment for mental and behavioral
health conditions. Further, this model could help to shape future opioid policy by allowing CMS
to gather specific data on the impact of nonpharmacological interventions on patient recovery
and long-term mental and physical health. Future pain management models should encompass
multiple disciplines—including rehabilitation, nursing, social work, and behavioral health, and
encourage providers to work as a unified team in the delivery of care. Interdisciplinary treatment
models promote communication and cooperation among providers, resulting in an increase in the
quality and effectiveness of care delivered to patients.
We recognize there are a number of barriers to interdisciplinary care programs or treatments for
acute or chronic pain, including geography, payment and coverage, and lack of education and
training. While opioid addiction has affected all communities, rural and underserved areas have
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been disproportionately harmed by the increased use of opioids. As CMS, through CMMI,
develops payment models focused on behavioral health issues such as opioids or substance use
disorder, we encourage the agency to consider how such models can reach medically
underserved and rural communities, and identify ways to incentivize the broader delivery of care
in such areas, such as expanded student loan repayment programs or greater flexibilities related
to delivering telehealth services. Given the seriousness of the opioid crisis (and more broadly, the
chronic pain crisis), CMS should better support the ability of providers to deliver pain
management services to patients virtually, as this will only help to expand the availability of
chronic pain treatment options.
To truly be effective in improving care for Medicare beneficiaries suffering from acute or
chronic pain, CMS must actively work to address the payment and coverage barriers to
nonpharmacological pain management treatments, which pose one of the biggest challenges in
ensuring patient access to such treatments. There continue to be restrictions in the form of time
and visit limits, high copays, previous diagnosis requirements, limited patient populations, or
requiring a referral for certain types of treatment. As such, patients are unwilling to or cannot
receive care due to financial limitations, payer restrictions, time constraints, or lack of
motivation. For example:
•

A Medicare beneficiary is responsible for a copay or coinsurance per physical therapy
session. His physical therapy plan of care dictates treatment interventions 2-3 days per
week for 4-8 weeks. Being required to pay a copay that ranges from $25 to $45 per
therapy visit is not financially feasible for this patient and his family. As a result, this
patient will avoid treatment, either allowing his pain to worsen or seeking immediate
albeit short-term relief, via an opioid.

Unfortunately, this situation is all too common among patients. Future payment models must
eliminate the access barriers to physical therapy and other nonpharmacological therapies that
have been proven to be effective for the prevention or treatment of pain. Until such barriers are
addressed, access to nonpharmacological therapies will continue to be limited, and opioids will
remain a go-to quick fix for pain despite their dangerous side effects and, in some instances,
long-term ineffectiveness.
Additionally, we encourage CMS to recognize that very few primary care providers receive
education on how to treat chronic pain. These health care professionals, as well as their patients,
often lack sufficient knowledge about the range of available therapies for acute or chronic pain,
which therapies may be helpful for the treatment of pain, and when a nonpharmacological
therapy should be used as part of a multidisciplinary approach to pain management. Without
sufficient education on nonpharmacological pain management solutions and how such options
may suit patients’ needs, providers will neither discuss nor offer treatments that address the
biological, psychological, and social needs of the patient. This not only places patients at a
significant disadvantage during the course of treatment but also encourages overuse of opioids to
treat pain.
To ensure all treatment options are considered, clinicians must be equipped with the knowledge
and resources necessary to be able to examine the variety of existing treatments for pain and

9

provide a well-informed recommendation on the best treatment for pain management, specific to
the needs of each patient. In turn, by receiving adequate information from their care providers,
patients will feel more empowered and better able to articulate their needs, goals, and desires,
which in turn will lead to more effective treatment plans.
Moving forward, it is imperative that CMS acknowledge the important role that physical
therapists and other nonphysician health care professionals play in the prevention and treatment
of acute and chronic pain. Future models must promote collaboration, assessment, and care
coordination across multiple disciplines. If providers such as physical therapists are excluded,
CMS will reinforce the idea that only pharmaceutical options are available for the treatment of
pain, which will continue to encourage the overuse of opioids to treat pain. By promoting a
multidisciplinary approach to pain management and treatment, CMS will help to ignite the much
needed paradigm shift away from opioid overutilization and toward safe and effective
nonpharmacological treatment models. Such actions will not only move this nation forward in its
efforts to improve pain management but also foster and promote safe opioid prescribing.
Program Integrity
• CMS is seeking comment on ways that CMS may reduce fraud, waste, and abuse and
improve program integrity. Different approaches to program integrity could be tested to
help CMS find the ideal balance between burdens on patients, additional workload the
physician, and effectiveness of the review. Such an approach could be tested as part of a
new model and/or be layered on top of other models.
APTA recommends that CMS streamline its program integrity efforts by enhancing education for
medical review contractors and providing more specific information to providers to avoid
unnecessary audits, medical reviews, and claim denials. APTA works continuously to reduce the
number of unnecessary regulations that interfere with physical therapists' ability to provide the
best care for their patients. In 2014, APTA developed Integrity in Practice, a comprehensive
campaign to promote high quality care. The campaign helps physical therapists navigate
complex regulations and payment systems and offers tools and resources for physical therapists
to encourage and promote evidence-based practice; ethics; professionalism; prevention of fraud,
abuse, and waste; and more. APTA’s Integrity in Practice campaign will help preserve and
promote the excellent reputation of the physical therapy profession and ensure high quality
physical therapy care for our patients.
We offer the following suggestions on ways CMS may reduce fraud, waste, and abuse and
improve program integrity.
Association Registries
As previously stated, APTA launched the Physical Therapy Outcomes Registry to provide a
user-friendly system for collecting uniform data on patient and client outcomes. APTA’s registry
and similar registries housed by professional associations can provide comprehensive data and
benchmarking on practice standards, which can be employed to reduce fraud, waste and abuse,
and create significant savings to health care programs. The support of registry data sets will help
drive practice changes and illuminate variances in care delivery. Therefore, APTA recommends
that CMS establish policy that encourages the use of these registries in new models of care.
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Prepayment Review
The federal government has been performing an increasing number of Medicare audits to reduce
the amount of improper payments. APTA is committed to ensuring that physical therapy services
meet coverage, coding, and documentation requirements set forth by CMS and recognizes the
important role that Medicare auditors play in ensuring payments are paid properly. We support
efforts to enhance program integrity. However, once a provider is selected for a prepayment
audit, it is difficult to have that audit terminated despite efforts by the provider to remedy any
problems. We recommend the following initiatives to improve the prepayment audit process:
•
•
•
•
•
•

•

Trained professionals should conduct the audits of medical records.
Auditors should apply policies uniformly when conducting medical reviews.
Auditors should provide and communicate to the provider a case-specific rationale for
each denial so that providers can remedy any problems.
Time frames should be established for ZPICS/PSCs to make determinations on whether a
service is covered and to notify the provider of those determinations.
Auditors should have public websites that allow providers to track the status of their open
audits.
Contractors that conduct prepayment review should offer providers a
discussion/education period, similar to the targeted medical review process conducted by
the Supplemental Medical Review Contractor. For example, when providers are selected
for prepayment review due to insufficient documentation, contractors should provide
education and offer a specified time frame (e.g., 60 days) for providers to change their
documentation to address any concerns.
Contractors should exempt from prepayment review those providers engaged in
continuous quality improvement through the use of QCDRs.

These steps will enable the government to ensure that resources are focused on identifying and
auditing the providers that are inappropriately billing Medicare and making sure that providers
are not placed on prepayment audits for indefinite time frames.
In-Office Ancillary Services (IOAS) Exception
APTA strongly urges CMS to narrow the scope of the IOAS exception of the physician selfreferral law by removing physical therapy from the exceptions list. Physical therapy does not
meet the original purpose of the IOAS exception, because patients typically require multiple
therapy visits, which cannot be completed in-office during the patient’s visit with the physician.
Further, physicians have misused this exception to hire physical therapists and bill therapy
services to the physician’s practice, rather than to the therapist. Further, the inclusion of physical
therapy in the exceptions list does not further the law’s original purpose, which was to ban
profits through referrals altogether. In fact, physicians often profit from referrals for therapy
services due to this exception.
The IOAS exception to the physician self-referral laws was intended to improve coordination of
care and promote patient convenience by allowing physicians to self-refer for designated health
services integral to their primary care that are furnished in their group practices. Unfortunately,
the current use of this exception goes well beyond its original intent.
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Abuse of the IOAS exception has been examined by the Government Accountability Office, the
Office of the Inspector General of HHS, and the New England Journal of Medicine, among
others. The Medicare Payment Advisory Commission (MedPAC) also raised questions about
abuse under the IOAS exception in its June 2010 report. Both MedPAC and CMS have found
that the existing IOAS exception has substantially diluted the self-referral law and its policy
objectives, allowing Medicare providers to avoid the law’s prohibitions by structuring
arrangements that meet the technical requirements for physical therapy services while violating
the true intent of the exception.
We believe the promulgation of laws to end the unintended abuses under the IOAS exception are
essential to the success of APMs. Physician ownership of physical therapy services creates a
thriving environment for fraud and abuse, and, therefore, we strongly recommend that the
Secretary exercise his authority to add physical therapy as a nonqualifying designated health
service that cannot be furnished to Medicare patients under the IOAS exception.
Conclusion
APTA thanks CMS for the opportunity to provide feedback in response to the request for
information regarding the future of CMMI. We look forward to working with the agency in the
future to help craft new models that improve the quality of patient care while also ensuring that
the models preserve access to quality rehabilitation services. Should you have any questions
regarding our comments, please contact Kara Gainer, Director of Regulatory Affairs. Thank you
for your consideration.
Sincerely,

Sharon L. Dunn, PT, PhD
Board-Certified Clinical Specialist in Orthopaedic Physical Therapy
President
SLD: krg
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9312 Old Georgetown Road
Bethesda, MD 20814-1621
Tel: 301-571-9200
Fax: 301-530-2752
www.apma.org

November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Room 445-G
Hubert H. Humphrey Building
200 Independence Ave. SW
Washington, DC 20201
Re:

CMS: Innovation Center New Direction Request for Information

Submitted electronically via CMMI_NewDirection@cms.hhs.gov.
Dear Administrator Verma:
On behalf of the members of the American Podiatric Medical Association (“APMA”), the national
organization representing the vast majority of the estimated 15,000 podiatric physicians and
surgeons in the country, we appreciate the opportunity to comment on the informal Request for
Information issued by the Center for Medicare & Medicaid Innovation, which seeks a new
direction to promote patient-centered care and test market-driven reforms that empower
beneficiaries as consumers, provide price transparency, increase choices and competition to drive
quality, reduce costs, and improve outcomes.
Comments
1. Expanded Opportunities for Participation in Advanced APMs
As CMS continues to develop alternative payment models (APMs), attention must to be given to
ensure models are developed to be inclusive and reflective of all specialties. CMS should facilitate
the development of disease or condition specific episodes of care which incorporates all of the
different physician specialties involved in patient care management, including podiatrists (also
referred to as “doctors of podiatric medicine” or “DPMs”).
One example of a potential APM for foot and ankle heath that APMA has long advocated
for is a comprehensive foot examination for patients with diabetes. It includes important
aspects of model design that CMS should consider requiring, including link to best
practices, known savings, defined group of services, and quality measures. Evidence
strongly supports that such an examination can prevent complications from diabetes and
save billions in health-care costs. In fact, the American Diabetes Association (ADA) and
the American College of Preventive Medicine both recommend regular foot exams for
individuals with diabetes.
According to the CDC, nearly
estimated that approximately
Depending on the study, 6%
amputation (85% of lower

26 million Americans live with diabetes.
25% will develop a foot ulcer during
to 22% of diabetic patients with ulcers
extremity amputations are associated
1

Of those, it is
their lifetime.
can go on to
with diabetic
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complications, and almost all are preceded by foot ulcers). What can be concluded from
this review? Diabetic patients represent a significant subset of patients who clearly
demonstrate risk for foot complications, such as ulcerations, infection, cellulitis, gangrene,
and ultimately limb loss. If you add similar risks found in non-diabetic patients with
clinically significant vascular compromise and/or loss of protective sensation, the numbers
are medically and economically staggering.
In a comprehensive study published in the Journal of the American Podiatric Medical
Association (Vol 101, No. 2; March/April 2011), it was found that among patients with
commercial insurance, a savings of $19,686 per patient with diabetes can be realized over a
three year period if there is at least one visit to a podiatrist in the year preceding an
ulceration. Coupled with Medicare-eligible patient statistics, conservatively projected, there
is an estimated $10.5 billion savings over three years if every diabetic patient sees a
podiatrist at least one time in a year preceding their ulceration. In an independent, but
similarly focused study, “Receipt of Care and Reduction of Lower Extremity Amputations
in a Nationally Representative Sample of U.S. Elderly” (Frank A. Sloan, Mark N. Feinglos,
and Daniel S. Grossman; Health Services Research [Duke University]; August 2010), the
authors concluded that “incremental expenditures of up to $46,000 per year have been
attributed to foot ulcers in persons with osteomyelitis; the cost of a first lower extremity
amputation is $30,000–$50,000 (Ramsey et al. 1999; Gordois et al. 2003; O’Brien Patrick,
and Caro 2003; Shearer et al. 2003). In particular, individuals with diabetes mellitus and
lower extremity complications incur substantial long-term care costs. (Ramsey et al. 1999;
Gordois et al. 2003).
Recognizing the serious medical and economic consequences people with diabetes, the
ADA has endorsed diabetes care guidelines that include performance of annual (minimal)
comprehensive foot examinations.
PERIODIC COMPREHENSIVE DIABETIC LOWER EXTREMITY
EVALUATION/EXAMINATION (CLEE): PREVENTIVE SERVICE BENEFIT
APMA recommends a preventive benefit consisting of a comprehensive lower extremity
examination of for all individuals with a confirmed diagnosis of diabetes mellitus, as
described below.
All beneficiaries with a diagnosis of diabetes will all be referred to a podiatrist for a yearly
comprehensive diabetic lower extremity examination. A comprehensive history will be
taken as well as a comprehensive lower extremity physical examination. This examination
will include components of a lower extremity vascular examination, neurological
examination, dermatological examination and a biomechanical examination including
noting significant structural deformities.
Based on the comprehensive diabetic lower extremity examination, the patient will be
placed in a risk stratification category.

Risk

Risk Profile Evaluation
2

Frequency
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Classification
0

Normal

Annual

1

Peripheral Neuropathy/Loss of
Protective Sensation

Semi-annual

2

Neuropathy, deformity, and/or
Peripheral Artery Disease

Quarterly

3

Previous Ulcer or Amputation

Monthly to Quarterly

Analysis will include baseline and end of study diabetic foot complications in this group
(ulcerations, hospitalizations, amputations, etc.) and compared to those not in the plan
proposal. Costs for care will also be analyzed for the two groups.
The comprehensive diabetic lower extremity evaluation/examination would be reported as
an evaluation and management (E/M) service limited to CPT 99202 for the initial
encounter and CPT 99213 for subsequent re-examinations. Alternatively, four separate
current procedural terminology (CPT) codes could be developed to correspond to the four
risk groups indicated above. These would be valued by the Relative Value-based Updated
Committee (RUC) but would roughly be based on the increasingly complete E/M codes.
The medical records would be expected to include documentation validating the level of
E/M billed, and should include the findings from a comprehensive examination of the
lower extremity.
•
•
•

•
•

Skin (normal, calluses, corns, ulcers, warts, other benign lesions, fissures,
cuts/lacerations, scars, dryness, hyperhydrosis, discoloration); nails (normal, long,
thick, dystrophic, discolored, brittle, lytic, ingrown);
Foot structure, biomechanics, and foot deformities (none, hammertoe, bunion,
hallux abductus, abductus, pes planus, pes cavus, Haglund’s deformity, other bony
prominences, rocker bottom);
Assessment of vascular status (posterior tibial and dorsalis pedis pulses [0-4 with 2
being normal], elevation-dependency testing, skin temperature, venous filling time,
ABI if performed [included], Doppler if performed [included], history of
intermittent claudication, rest pain, or leg/foot cramping);
Assessment of neurological status;
Assessment of footwear.

In addition, the encounter should include, and the documentation should confirm
performance of:
•
•

A medical history and medication update
Patient education on prevention, including regular self-examination of the lower
extremities, in particular, the feet with specific emphasis on early identification of
foot complications.
3
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Also, include (within the value/allowance of the E/M service):
•
•
•

The cutting or removal of corns and calluses, as needed;
The trimming, cutting, clipping, or debriding of nails; as needed; and
Other hygienic and preventive maintenance care performed in the absence of
localized illness, injury, or symptoms involving the foot.

Evaluation and management of localized illness, injury, or symptoms involving the foot,
including infections, abscesses, ulcers, and/or wounds, would not be included in this
preventive benefit.
APMA strongly advocates that a comprehensive foot examination for patients with diabetes
must be an essential benefit. Because we know the value provided to patients with diabetes,
APMA encourages payers and purchasers of health care to include a Comprehensive
Diabetic Lower Extremity Evaluation/Examination (“CDLEE”) as preventive service
benefit as part of all health plans including workforce health programs.
Under this preventive service benefit, all beneficiaries diagnosed with diabetes would be
referred to a physician that specializes in lower extremity care for an annual comprehensive
diabetic lower extremity examination. This examination includes a comprehensive history
and a comprehensive lower extremity physical examination that includes critical
components of a dermatological, vascular, biomechanical, musculoskeletal and
neurological examination.
Based on the examination, patients would be categorized based on their risk of developing
complications. According to their level of risk, patients would be recommended to see a
lower extremity specialist annually, semi-annually, or quarterly. The riskiest patients, those
with a previous ulcer or amputation, must see a lower extremity specialist at least once a
month and no less frequently than once a quarter. In a Thomson Reuters study, it was
demonstrated that $1 invested in care by podiatrists can provide a savings of up to $51 for
our health-care delivery system.
The same study compared individuals who had at least one visit to a podiatrist prior to developing
a foot ulcer to those who had not received care by podiatrists in the year prior to developing the
foot ulceration. The study used retrospective data from the Thomson Reuters’ Healthcare Market
Scan Database to examine claims from 316,527 patients with commercial insurance (64 years of
age and younger) and 157,529 patients with Medicare and an employer-sponsored secondary
insurance.
The results, while not surprising for podiatrists, are profound. Patients with commercial insurance
with foot ulcers and who saw a podiatrist, they had a 20% lower risk of amputation and a 26%
lower risk of hospitalization compared with patients who had not seen a podiatrist. Among
Medicare eligible patients with foot ulcers, those seen by a podiatrist had a 23% lower risk of
amputation and a 9% lower risk of hospitalization compared with patients not previously seen by a
podiatrist.

2.

Consumer-Directed Care & Market-Based Innovation Models
4
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APMA shares CMS’ belief that beneficiaries should be empowered as consumers to drive change
in the health system through their choices. APMA strongly advocates that any new models
implemented by CMS include a comprehensive foot examination for patients with diabetes as
outlined in our response to RFI Question 1. APMA’s proposed model would facilitate access to
medically necessary care as well as prevent complications from diabetes, and ultimately result in
cost savings to the heath-care system.
CMS can encourage the adoption of this model among other payers by explaining the anticipated
cost savings related to reduced ulcerations, hospitalization, and amputations. CMS should
consider the intangible benefits of how this treatment model fits into the multidisciplinary team
approach of treating a patient with diabetes. This model should result in a reduction in lower
extremity complications related to diabetes as well as improvement in the overall health of the
patient.
3.

Physician Specialty Models

Current models appear to focus on primary care physicians, and due to the fact that DPMs are
identified as specialists, this frustrates DPMs’ ability to participate in the majority of the current
models. Since podiatric physicians provide the majority of foot and ankle health care services in
the United States, APMA believes doctors of podiatric medicine should be recognized for their
important public health service to primary care particularly for individuals with diabetes.
U.S. law recognizes that primary care services include office medical services. Podiatric
physicians are among the approximately 14 physician specialties that bill evaluation &
management (E&M) – typically indicative of primary care in the office – for more than 30 percent
of their total reimbursement from Medicare. APMA believes that podiatrists should be recognized
as primary care providers for foot and ankle care services.
Growing epidemics of diabetes and obesity and their concurrent complications, along with the
aging of the population, are among the many reasons podiatrists are necessary and important
members of the physician community and demand for their services is increasing.
APMA is extremely supportive of efforts to increase access to preventive services, especially for
populations with high chronic disease burden, such as those with diabetes. Diabetic patients are at
increased risk of pedal complications such as neuropathy, foot wounds, infection, hospitalization
and amputation. Increasing availability of preventive services, such as the comprehensive diabetic
foot exam, can reduce the rate of amputations in this high-risk population, lower healthcare costs
and improve quality of life. APMA also supports the person-centered approach to care and
allowing those involved to help determine the care plan.
CMS needs to expand participation in self-management education interventions as this is an
opportunity for early detection of complications. We also encourage improving the healthcare
experience for people with complex health care needs and chronic health conditions as this may be
a way to engage them in their own healthcare experience.
4.

Prescription Drug Models

APMA requests that any new models for prescription drug payment, in both Medicare Part B and
Part D and State Medicaid programs, continue to include DPMs.
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5.

Medicare Advantage (MA) Innovation Models

APMA supports benefit design flexibility in order to achieve better outcomes, but only to the
extent that MA plans are not changing benefit designs and reimbursement models to the detriment
of DPMs and other physicians. APMA is aware of at least two (2) MA plans that have
implemented questionable coding and reimbursement practices that appear to be solely designed to
limit payments made to DPMs, but not improve the quality of care delivered to patients.
6.

State-Based and Local Innovation, including Medicaid-focused Models

APMA strongly advocates that any state-based and location innovation models include access to
foot and ankle care provided by the best available DPM.
7.

Mental and Behavioral Health Models

APMA does not have recommendations on the best payment models to improve care in this
area.
8.

Program Integrity

APMA strongly supports any and all efforts by CMS to reduce fraud, waste and abuse in the
delivery and payment of health care services, including random auditing to ensure appropriate
billing and coding practices are employed. APMA believes that if MA plans, and other payers,
implement and administer their plans in a fair and consistent manner, then the incentive for
physicians to engage in fraudulent billing practices will dissipate. If MA plans are given flexibility
to implement benefit designs, CMS should be vigilant to monitor the actions of MA plans to
safeguard against arbitrary denials issued by MA plans that do not serve the purpose of promoting
proper patient care.

QUESTIONS:
1. Do you have comments on the guiding principles or focus areas?
The guiding principles established by CMS are appropriate, provided that CMS is dedicated to
supporting them. Patient-centered care and small-scale testing may prove difficult to implement for the
reasons set forth below.
The guiding principle for patient-centered care is that it empower beneficiaries, their families, and
caregivers to take ownership of their health and ensure that they have the flexibility and information to
make choices as they seek care across the care continuum. But patients should also have economic or
plan design incentives to ensure that they are compliant with the care provided to them. For instance,
while many designs may penalize physicians for higher cost treatment or poor outcome measures, there
is currently no incentive for a patient to comply with his treatment, other than his or her desire to be
healthy. Consequently, physicians and other healthcare providers are keenly aware that they lack
certain control over their own ability to make patients comply. CMS has the opportunity to offer either
enhanced benefits, or cost penalties in the way of plan design features, to help ensure beneficiary
compliance. These could exist as additional benefits (such as additional plan features) or reduced
6
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deductibles or copays in exchange for reaching certain health thresholds, such as lower A1C or BMI,
or completing a course of drug treatment. On the other hand, those that don’t comply could be subject
to higher cost elements or not have access to the enhanced benefits. Naturally, beneficiaries would
never be denied treatment or benefit, but rather would be subject to some incentive for compliance.
Models or health systems that require some level of investment from beneficiaries helps ensure the best
opportunity for compliance and therefore reduction of cost.
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
APMA would recommend the Innovation Center to consider implementing a bundled PMPM model to
reimburse physicians for particular areas of care and specific services. For example, APMA’s CDLEE
service would be a candidate for this type of reimbursement model.
3. Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
As of this time, some of the more promising APM models include bundled payments as a PMPM for
all services rendered in a particular area of care, such as oncology and other specialties with existing
models. CMS should encourage the development of these models, particularly if they cover the range
of services provided to Medicare beneficiaries, such as foot and ankle care. APMA has proposed a
comprehensive CDLEE for patients with diabetes that would be amendable to a similar model. CMS
should also consider payment of these proposed PMPM models in many cases along with the
appropriate E/M payment.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporates
price sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
As of this time, some of the more promising APM models include bundled payments as a PMPM for
all services rendered in a particular area of care, such as oncology and other specialties with similar
existing models. CMS should encourage the development of these models, particularly if they cover
the full range of services provided to Medicare beneficiaries, such as foot and ankle care. APMA has
proposed a comprehensive CDLEE for patients with diabetes that would be amendable to a similar
model. CMS should also consider payment of these proposed PMPM models in many cases along with
the appropriate E/M payment.
5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?

APMA does not have recommendations on how to further engage beneficiaries in
development of these models.
6. Are there any payment waivers that CMS should consider as necessary to help healthcare
providers in development of these models and/or participate in new models?
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APMA does not have recommendations on any payment waivers that CMS should consider
as necessary to help healthcare providers in development of these models and/or participate
in new models.
7. Are there any other comments or suggestions related to the future direction of the
Innovation Center?

APMA would recommend that the Innovation Center provide more, advanced transparency
with respect to the development of models submitted and the actions taken on such
proposals. If proposed models are not being considered, Associations such as APMA
should be notified of the fact, as well as how the submitted model could be improved upon.
CMS should also look for ways to partner the model developers with trial programs (if
CMS does require success in a trial program prior to implementation of the model). Smallscale testing would have a better chance of success if CMS would assist in developing the
appropriate partnerships.
APMA appreciates the opportunity to provide our response to the RFI, and trusts that the above input
will be helpful as the agency reconsiders the Innovation Center. If there are any questions about our
comments or additional information is needed, please contact Scott Haag, JD, MSPH, Director of
APMA’s Health Policy & Practice Department. We welcome the opportunity to discuss this with
you.
Sincerely,

Ira H. Kraus, DPM
President
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November 20, 2017
Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
CMMI_NewDirection@cms.hhs.gov
Re:

Centers for Medicare & Medicaid Services:
Innovation Center New Direction Request for Information

Dear Ms. Bassano:
The American Psychiatric Association (APA), which represents more than 37,000
psychiatrists and their patients, is pleased to offer these comments in response to the
Centers for Medicare and Medicaid Services (CMS) Innovation Center New Direction
Request for Information (RFI).
The APA supports the development of new models of care that will improve access,
quality of care, and patient outcomes for the millions of individuals with mental health
and substance use disorders. APA is fortunate to be a part of the Transforming Clinical
Practice Improvement Initiative supported by the CMS Innovation Center, where we are
currently training 3,500 psychiatrists in the Collaborative Care Model (CoCM). In the
model, a primary care provider treating patients with mental health and substance use
disorders receives support by a psychiatric consultant and behavioral health care
manager to deliver mental health services more effectively. Over 80 randomized
controlled trials have shown the CoCM to be more effective than usual care. Through the
training, we are educating psychiatrists on how to spread their expertise by practicing in
a team-based approach that uses a patient registry to track patient goals and outcomes.
We are also educating primary care clinicians on the model and helping to improve access
to mental health and substance use care for millions of patients. Efforts such as this
should be learned from and built on moving forward to deliver quality care more
efficiently.
We strongly recommend including the CoCM in alternative payment models (APMs), as
well as new models of care that address mental health and substance use benefits for
children, adolescents, and young adults—particularly new models addressing the onset
of psychosis in adolescents and young adults such as First Episode Psychosis, which has
been studied by the National Institute of Mental Health. However, we have concerns that
the current approach and prevailing requirements for new models of care, especially
under the Medicare Access and CHIP Reauthorization Act (MACRA), and the development
of models without input from psychiatry, could lead to decreases in patient access and
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quality of care, as well as insufficient reimbursement for psychiatrists and other mental health providers.
Consequently, we advise a cautious approach, consistent with the safeguards discussed in these
comments, to avoid harming patients or providers.
CMS Innovation Center Questions in the Request for Information
1. Do you have comments on the guiding principles or focus areas?
A. GUIDING PRINCIPLES
1) Choice and competition in the market
APMs should incentivize a continuum of care be provided to underserved populations, with the use of
evidence-based treatments, efficient use of resources, and tracking of outcomes using validated quality
measures.
2) Provider Choice and Incentives
Psychiatrists account for the largest percentage (42%) of physicians in clinical practice that have formally
opted out of Medicare.1 Since 2006, less than half of the available geriatric psychiatry fellowships have
been filled.2 In addition, low reimbursement in Medicaid is often cited as a barrier to psychiatrists
participating in the program. Medicare and Medicaid policies need to encourage and support the ability
of psychiatrists to participate in these programs, continue to see their current Medicare and Medicaid
patients, and accept new patients.
CMS should adopt policies ensuring that provider participation in APMS will always be voluntary, not
mandatory. The APA opposes any behavioral health APM mandating participation by psychiatrists or their
patients, or imposing penalties or other negative consequences for their failure to participate.
Psychiatrists work in a wide array of practices and settings, and many individual psychiatrists work in more
than one setting. These include academic health centers, hospitals, clinics, nursing homes, and private
practices. As a result, a particular APM may work for one psychiatrist or even one of their practice
settings, but not others.
3) Patient-centered care
New models for behavioral health must be designed specifically for the care of individuals with mental
health and substance use disorders (MH/SUDs) and tailored to support individual treatment options,
with flexibility in care delivery, to meet the diverse needs of this heterogeneous patient population.
Ultimately all the emerging payment methodologies have a central commonality – holding providers
accountable for the costs of care. We agree in principle that this is a proper objective. However, it is
essential that any chosen methodology be properly constructed in a manner that is fair to the accountable
provider and does not provide undue incentives which may jeopardize essential clinical care appropriate

1

Boccuti, C. et al. December 2013. “Issue Brief: Medicare Patients’ Access to Physicians: A Synthesis of the
Evidence.” Kaiser Family Foundation.
2
Institute of Medicine. 2012. “The mental health and substance use workforce for older adults: In whose hands?”
Washington, DC: The National Academies Press.
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to a patient’s illness. This is a complex undertaking when dealing with psychiatric patients and thoughtful
caution should be a primary precept.
•

First, the acuity or chronicity of a patient’s status for any given psychiatric diagnosis is highly
heterogeneous. Moreover, treatment options and the treatment of choice and how many or which
providers may be involved can be highly variable as well. This greatly complicates the task of defining
an episode of care where the baseline denominator is a particular diagnosis. The idiosyncrasies of this
population do not lend themselves well to the one-size-fits-all approach of most existing models.

•

Second, the difficulties noted above have multiple implications for calculating baseline costs for any
defined episodes. For example, what is the duration of the episode and what costs should be included
in the bundle? Should it include prescription medicines? Which providers should be paid out of the
bundle? How will baseline costs or payment be adjusted for quality of care and patient health status?
Will costs be reconciled retrospectively or are they to be truly prospective? These calculations must
take these issues into consideration if incentives to skimp on care and/or avoid high-risk patients are
to be minimized. Claims data can be useful in constructing preliminary answers to these questions,
but extant data must also take into consideration that reimbursement for psychiatric services has
been consistently underfunded and available data probably do not reflect actual costs. This can easily
produce inequities for the provider deemed accountable for the bundle and increase the risk of the
negative incentives noted. In any case, how baseline costs are established and adjusted is a threshold
consideration in as much as the assumption of risk by the provider is inherent in any bundled-like
payment arrangement and will be determinative of how service delivery is operationalized for
patients.

•

Third, how will the accountable provider(s) be determined and how will any services subject to the
payment be apportioned? Who is responsible for the initial evaluation and treatment plan and
accountable for the episode? This goes to the heart of the provider risk assumption question and also
involves detailed policy deliberation. There are desirable and positive care coordination and
management incentives built into these approaches. However, payment policy must take into
account that the psychiatric service system has been more fragmented than not, and new approaches
will require a culture change as much as optimal payment design to work toward optimizing care for
patients. Phasing in any new payment model that allows flexibility to individualize care to meet the
physical and behavioral health needs of patients may be essential.

Patients would also benefit from models that reimburse coordination of care with family members and
caregivers. Patients with serious mental illness (SMI) and/or those that are treatment-resistant may be
more impacted by payment reform, than those with straightforward depression or anxiety disorders who
remain fairly high functioning. Their illnesses can be a serious drain on provider time and/or the time of
other members on a treatment team and is simply not reimbursed under current fee-for-service (FFS)
models. Models that use a diagnosis-based framework might take into account this additional demand for
SMI diagnoses. Coordination of care among family members/caregivers is a critical aspect of care in the
SMI population.
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4) Benefit design and price transparency
Behavioral health APMs must provide improved reimbursement to psychiatrists, other mental health
professionals, and systems of care. A fundamental obstacle to creating behavioral health APMs involving
psychiatrists is the general requirement that an APM must generate savings, in comparison with FFS.
Quality psychiatric care can lead to cost savings for patients overall, however, the prevailing Medicare FFS
rates are insufficient. This contributes to the high percentage of psychiatrists who opt of Medicare. It
also poses a major obstacle for creating APMs that would require demonstrated savings based solely on
the reimbursement of psychiatrists.
Mental health and substance use treatment has suffered from decades of inadequate funding and
reimbursement and APMs cannot reduce expenditures for the care of the population with these
disorders. To achieve successful and widespread acceptance and adoption, any behavioral health APM
must be built upon a framework of adequate reimbursement for psychiatrists and other health providers.
Reimbursement for psychiatrists has simply not kept pace with the rising costs of delivering care. Many
psychiatrists in small and solo practices would like to be able to hire clinical staff and invest in electronic
health record (EHR) systems, but they simply cannot afford it. As a result, many psychiatrists have left
clinical practice, which contributes to the shortage of psychiatrists in this country. Providing psychiatrists
and mental health professionals with start-up grants or similar funding, in order to move from FFS to new
models of care, would provide an incentive. Reimbursement should also reflect the continuum of care
that patients need from prevention to treatment and coordinating social supports.
Even the recently issued Medicare reimbursement rates for psychiatric collaborative care model services
may not be sufficient to cover the costs of primary care providers contracting with psychiatric consultants.
While the APA strongly supports the inclusion of the Collaborative Care Model in APMs, that endorsement
comes with the caveat that those models must ensure adequate reimbursement for the consulting
psychiatrist’s services – either by allowing separate billing for psychiatric collaborative care model services
(under the Medicare Physician Fee Schedule) or by refraining from requiring savings generated from
“ratcheting down” those rates.
5) Transparent model design and evaluation
CMS must also allow for the involvement and input of practicing psychiatrists and other mental health
providers, in the development of new behavioral health APMs, and before considering adoption of
existing models. No behavioral health APM should be designed without involvement and input from
practicing psychiatrists and other mental health providers – from the very start. As the model evolves,
there must be additional opportunities for frequent input from psychiatrists and other mental health
professionals who have substantial clinical experience and expertise in treating individuals experiencing
various mental health and substance use disorders. It is crucial to gain input and buy-in from providers
from across the country, who practice in a variety of health care settings, and treat patients from diverse
ethnic and socio-economic backgrounds.
Psychiatrists should be involved from the very beginning of that process in order to avoid building upon
ideas that look good in theory, but are not effective in practice. Psychiatrists have years of training in the
biological, psychological, and social aspects of mental health and substance use disorders. Psychiatrists
are uniquely positioned to determine appropriate medications and other treatments for individual
patients, particularly those with comorbid medical conditions, severe mental illness, and multiple mental
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health issues. Decisions regarding diagnosis and treatment require extensive knowledge and experience
regarding the pharmacological effects of particular medications, as well as how they interact with the
patient’s own particular mental health and other conditions.
New behavioral health APMs can also benefit from experience that psychiatrists and other mental health
clinicians have gained with existing models. For example, lessons can be learned from the Arkansas
Medicaid episodes of care models for children and adolescents with ADHD (attention deficit hyperactivity
disorder) and ODD (oppositional defiance disorder). Some APA members have expressed concerns that
certain behavioral health models may result in decreased quality, because the main goal was cost
containment. Other concerns include that existing APMs may be too narrowly drawn for treating only
particular diagnoses and/or treatments, which creates disincentives for accurate diagnosis and treatment,
simply to keep an individual in that model.
It is also important to consult and seek the input of professional societies representing the interests of
psychiatrists and other mental health professionals. Virtually all APMs are built upon some aspect of FFS
and developing an APM requires substantial knowledge of current payment structures and policies.
Professional societies spend significant time and resources gaining this knowledge, so their members
don’t have to, and also because the intricacies of existing payment policies often benefit some clinicians,
while harming others.
6) Small Scale Testing
The APA supports the ability of the Innovation Center to engage in small scale testing of potential or
evolving new models of care and delivery. We believe greater flexibility in this process will increase the
ultimate success of those models in terms of participation, increased quality, and decreased costs.
B. FOCUS AREAS
Increased participation in Advanced Alternative Payment Models (APMs)
The prevalence of MH/SUD conditions in the medical setting is significant, and an estimate thirty to forty
percent of medical patients served by an accountable care organization (ACO) have high health costs
associated with comorbid MH/SUD conditions. As a result, it is important for ACOs to include behavioral
health professionals as full network member providers, and for ACOs to offer a full range of behavioral
health services.3
State-Based and Local Innovation, including Medicaid-focused Models
The APA supports the development of alternative payment models that address mental health and
substance use benefits for children, adolescents, and young adults. As noted in recent comments, the
APA is urging CMS to place a high priority on addressing mental health and substance use disorders as the
agency works to develop a pediatric alternative payment model for Medicaid and the Children’s Health
Insurance Program (CHIP). States play a crucial role in addressing the significant gaps in care for these
conditions through the provision of essential MH/SUD benefits and services through individual state
Medicaid and CHIP programs. Approximately 20 percent of adolescents and young adults in our country
3
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have a mental health or substance use disorder. In addition, more than a decade has passed since data
found people with serious mental illness die on average 25 years earlier than the general population. 4
Yet, little progress has been made to reduce this disparity.5 Mental health and substance disorders
account for a significant part of the burden of disability for this population.6 As of 2011, one in five
Medicaid beneficiaries had a behavioral health diagnosis.7
Trauma takes a very high toll on this population. Thus, we strongly support incorporating traumainformed approaches to care. Unrecognized trauma contributes to the continuation of poverty and high
costs to the health care system.8 Research shows that traumatized children and adolescents display
changes in levels of stress hormones, which are similar to those seen in combat veterans.9 These changes
may affect the way traumatized children and adolescents respond to future stress in their lives, and may
lead to poorer health outcomes later in life. Evidence shows that individuals who experience trauma,
particularly in childhood, have higher rates of chronic disease and behavioral issues.10 11 12
There is much work to be done to increase access to appropriate mental health care for children and
adolescents, particularly in light of the traumatic effects of the ever-increasing epidemic of opioid
addiction and deaths over the past decade. 13 Unfortunately, children and adolescents have been
ensnared in this epidemic, both as active participants, and also as a result of their relationships with
parents and other family members with substance use disorders.
We also strongly support incorporating trauma-informed approaches to care. Studies clearly point to
increased mental health and substance use in teenagers and adults exposed as children to significant
trauma, mental illness, substance use, domestic violence, severe environmental stressors, poverty,
etc. Early intervention before the child is diagnosed as having a mental illness is critical, as well as working
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with families, especially mothers with significant environmental stressors at risk of developing mental
illness.
The Collaborative Care Model has been employed successfully in a variety of settings to improve the
integration of behavioral health for children and adolescents. A recently published research study
highlights the advantages of integrated behavioral health care for adolescents and young adults, citing
two studies that the Collaborative Care Model “was associated with increased treatment engagement and
significantly improved outcomes for depression among adolescents compared to usual care.” 14
For patients with serious mental illness (SMI), adverse health behaviors contribute heavily to poor health
outcomes, such as tobacco use, other substance use disorders, poor diet, lack of physical activity, and lack
of adherence to treatments.15 Studies have provided substantial evidence for the effectiveness of both
pharmacologic and behavioral interventions to target cardiovascular risk factors among persons with SMI.
Trials and demonstration projects also support strategies to improve care for this populations using
systematic coordination.16 Such interventions should be incorporated into care among Medicaid patients
with SMI to improve health outcomes and reduce the cost of care.
The APA is pleased that states have implemented some care interventions to improve the delivery of
behavioral health services. However, the types of interventions utilized by states have varied, and there
are many additional opportunities to improve these programs and services, particularly for children and
adolescents.
Mental and Behavioral Health Models
We appreciate the specific focus on mental health and substance use disorders as evidence-based
treatment for behavioral health conditions should be better integrated into the health systems to
reduce costs and treat the overall health needs of patients. The predominant goals for behavioral
health APMs should be defined as increasing access and improving quality of care for individuals with
MH/SUDs, in order to improve outcomes. From the outset, there needs to be a fresh, new approach for
developing and evaluating alternative payment models for individuals with MH/SUDs. Behavioral health
APMs should be required to meet the fundamental goals of improving access to care, and ensuring high
standards of care, for individuals with MH/SUDs. Reining in costs is a laudable goal, but models that only
do this are not meeting the needs of this population.
The general rationale behind implementation of APMs does not apply to patients with mental illness.
Much of the impetus for new models of care stems from data showing that the high spending in American
health care does not translate to better patient outcomes. The vast majority of existing APMs address
either primary care -- to incentivize primary care providers to serve as gatekeeper and care coordinator
to decrease unnecessary procedures and hospitalizations — or are built around very costly procedures or
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conditions. The primary goal is often to reduce the overall costs for the entire course of care for such
patients.
The circumstances are very different for patients with mental illness, including substance use, and the
psychiatrists who treat them — if those patients are even able to see a psychiatrist. Unlike the
overwhelming preponderance of physical health issues, mental health issues are generally regarded to be
under-treated, with persistent disparities in treatment for substance use disorders, as well as racial and
ethnic disparities.
In 2014, about 18 percent, or 43.6 million, of American adults had a mental illness. The percentage of
children and adolescents with a mental illness was a staggering 13 to 20 percent. In 2014, 8 percent, or
20.2 million, of individuals age 12 and older had a substance use disorder. 17 Yet only 40 percent of adults,
and only 50.6 percent of children ages 8-15, with a diagnosed mental illness received treatment.
Furthermore, only 59 percent of those with a serious mental illness received treatment.18
Individuals with mental illness often have extensive non-psychiatric medical needs. Depression, anxiety,
substance use disorders, and other common psychiatric disorders frequently are comorbid with
cardiovascular disease, diabetes, obesity, pain disorders, and other costly and potentially disabling
physical conditions.19 Indeed, the rate of mortality among persons with mental disorders in comparison
to those without is startlingly high.20 Many chronic medical conditions require a self-care regimen in order
to manage symptoms and prevent further disease progression, which may be hampered by comorbid
mental conditions. A recent study found that 68 percent of adults who have a mental disorder also suffer
from a medical comorbidity.21 Furthermore, most early mortality in patients with mental disorders is
associated with chronic comorbid conditions, which are exacerbated by mental illness. A meta-analysis
of worldwide mortality estimates found that the risk of mortality for individuals with psychiatric disorders
was 2.2 times higher than for persons without mental disorders.22 A majority (67%) of deaths was
17
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attributed to natural causes such as cardiovascular disease, lung disease, and diabetes and the reduction
in life expectancy ranged widely from 1.4 to 32 years. Co-occurring mental disorders in persons with
medical conditions also contribute to unemployment, absence from work, and decreased productivity at
work.23
Increasing patient access and quality of care for individuals with MH/SUDs can often lead to savings over
the long-term, particularly through improvements in overall health. But capturing those savings requires
looking at the whole health of an individual, over a period of years. Most APMs are required to
demonstrate savings during a snapshot period (typically a year). The bar is often raised each year due to
shifting benchmarks. CMS often places limitations on what costs can be considered in that equation, for
example, only comparing savings in Part B. If behavioral health APMs are subjected to this approach, most
(if not all) are doomed to failure.
Program Integrity
We have concerns about testing new program integrity approaches as part of a new model, or layered on
top of other models, as this would likely discourage providers from participating in such models. And
blending these two concepts would make it difficult to separately identify the effects of the model itself,
from the effects of the new program integrity approach.
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
Collaborative Care Model
The Collaborative Care Model should be a key feature in alternative payment models that integrate
mental health and other medical care. An estimated $25 to $48 billion could be saved annually through
the effective integration of mental health and other medical care.24 The APA supports the adoption of
alternative payment models supported by robust evidence, particularly the Collaborative Care Model. The
widespread implementation of the evidence-based Collaborative Care Model, under both FFS and valuebased purchasing/payment systems, could dramatically improve access to effective behavioral health
care, while at the same time reducing the high health care costs associated with common mental health
and substance use disorders. The Collaborative Care Model improves the quality of care for patients who
receive mental health care through primary care providers. The model was developed by psychiatrists at
the AIMS Center at the University of Washington. Primary care providers treating patients with common
behavioral health problems are supported by a behavioral health care manager and a psychiatric
consultant who work together to help implement effective, evidence-based treatment for common
behavioral health problems in the primary care setting.
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In over 80 randomized controlled clinical trials, this model has been demonstrated to improve quality and
be more cost-effective than care as usual, and in some cases save money.25 Meta-analyses, including a
2012 Cochrane Review, further substantiate these findings.26 27 Economic studies demonstrate that
collaborative care is more cost-effective than care as usual, and several evaluations found cost-savings
associated with its use.28 29 The largest randomized, controlled clinical trial to date of the Collaborative
Care Model – the IMPACT study involving adults ages 60 and over, across 5 states and 18 primary care
clinics -- found that patients in collaborative care had substantially lower overall health care costs than
those receiving usual care.30 An initial investment in collaborative care of $522 per patient during Year 1
resulted in net cost savings of $3,363 per patient over Years 1-4.31
CMS is encouraging the Transforming Clinical Practice Initiative (TCPI) practice networks throughout the
country to integrate behavioral health into primary care, increase the integration of health care services
to optimize benefits for patients, and streamline the work of health care providers. The TCPI aims to
improve patient outcomes, reduce costs, and transition 75 percent of clinician practices to alternative
payment models. As a TCPI Support and Alignment Network, the APA offers psychiatrists and primary
care providers free training in the Collaborative Care Model. We also connect psychiatrists with Practice
Transformation Networks that can provide quality improvement, workflow redesign, data collection, and
optimization of electronic health records – to assist in the transition to new models of care. The APA is
also co-author, with the Academy of Psychosomatic Medicine, of the report entitled Dissemination of
Integrated Care within Adult Primary Care Settings: The Collaborative Care Model, which includes
principles for evidence-based integrated care and highlights the importance of primary care integration
through the Collaborative Care Model.32
Collaborative care is also needed for the treatment of substance use disorders. This is especially true with
the current opiate crisis, and particularly for the dually eligible population who are faced with comorbid
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conditions of serious mental illness, substance abuse, and physical health problems. Such collaboration
improves clinical outcomes and leads to cost savings. 33
The Collaborative Care Model also helps fill the gaps caused by the significant shortage of psychiatrists in
this country. This shortage is an impediment to care for many Medicare beneficiaries. The shortage is
especially severe for child and adolescent psychiatrists resulting in fragmented care for the pediatric
Medicaid population as well. The Medicaid and CHIP Payment and Access Commission (MACPAC) has
noted that “Medicaid enrollees with behavioral health conditions often find themselves interacting with
multiple public and private agencies and receiving care from myriad providers funded from different
sources. This fragmentation can impede access to care and result in inappropriate use of services, poor
health status, and increased costs.”34
CMS has also supported the Collaborative Care Model through the adoption of new billing codes and
approval of Medicare reimbursement for psychiatric collaborative care model services. The Substance
Abuse and Mental Health Services Administration (SAMHSA), the Surgeon General, and the Agency for
Healthcare and Quality (AHRQ) have also recognized the Collaborative Care Model as an evidence-based
best practice.
Early Psychosis
The APA also supports new models of care for mental health that address the onset of psychosis in
adolescents and young adults. We also encourage the use of effective new models of care for reducing
the onset of psychosis in adolescents and young adults. Psychotic illnesses typically first emerge in mid
to late adolescence or in early adulthood with the potential for long-term significant impairments that
affect a person’s ability to finish school, stay employed, and live a healthy life. However, research has
shown that appropriate treatments and supports can help prevent the full onset of psychosis and improve
the long-term outcomes for those who have experienced a first episode of psychosis -- through the use of
coordinated specialty care (CSC) treatments. The Recovery After an Initial Schizophrenia Episode (RAISE)
project, a large-scale research initiative by the National Institute of Mental Health (NIMH), studied CSC to
understand whether CSC worked better than care typically available in communities, and the best way for
clinics to start using the CSC treatment programs. The model promotes shared decision making and uses
a team of specialists who work with the individual to create a personal treatment plan. The specialists
offer psychotherapy, medication management geared to individuals with first episode psychosis, family
education and support, case management, and work or education support, depending on the individual’s
needs and preferences.
The results show that CSC can be successfully delivered in the community and it is cost effective. Patients’
symptoms improved over time as did their work and educational and social lives. Patients also had more
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satisfaction with the program because they received effective services and were treated with respect. 35
Similar promising outcomes were found from the Early Detection and Intervention for the Prevention of
Psychosis Program (EDIPPP), a research and treatment initiative supported by the Robert Wood Johnson
Foundation. The study compared two treatment options for 337 young people between the ages of 12
and 25 who were at risk of psychosis. The promising results show how a package of pre-emptive,
evidence-based services can prevent young people exhibiting the earliest signs and symptoms of a
psychotic disorder from converting to full-blown psychosis. The conversion rate to psychosis among those
who received intervention through EDIPPP with strong family involvement averaged 6.3 percent — well
below the 29 percent conversion rate among at-risk individuals who get infrequent or no treatment in the
community. EDIPPP helped families learn to engage and support someone with severe mental illness, and
helped patients succeed in school and at work. A significant number of people in the study (83-90 percent)
who received the broad EDIPPP interventions could maintain or increase participation in work or school,
increasing productivity.36 The use of these promising patient-centered, community-based approaches
should be advanced and used to improve the health of children and youths, particularly those covered by
Medicaid and CHIP.
Early Psychosis Programs are used through the state of California. Many of those programs include a
major cognitive component that has demonstrated improved recovery and allows a minimal use of
medications. The cognitive component is delivered via computer programs, and seems to impact neurocognitive structures and support the improvement of symptoms. Developing payment structures for
these and other early preventive programs would enable them to be available to the general
population, improving the long-term behavioral health of our communities.
Other Potential Models
APA members have expressed concerns that private entities may be developing and marketing an array
of new models of care for MH/SUDs which were designed without consulting practicing psychiatrists and
other mental health professionals.
However, some APA member experts have suggested pursuing certain existing models, or areas for the
development of new models, as described below.
•

35

“Patient-Centered Opioid Addiction Treatment Payment (P-COAT). There is a growing epidemic in
the United States of death due to opioids. Substantial medical literature demonstrates the
effectiveness of MAT [medication-assisted treatment] to treat opioid use disorder. Yet MAT remains
substantially underutilized. The current payment system contributes to this underutilization by not
reimbursing for many of the services needed to successfully treat a patient with opioid use disorder.
P-COAT is an alternative payment model designed to improve outcomes and reduce spending for
opioid addiction. The model creates a bundled payment structure representing three phases of care.
Bundles can be used in collaboration or separately depending on patient needs. The Patient
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Assessment and Treatment Planning payment is a one-time payment to support evaluation, diagnosis,
and treatment planning. The Initiation of MAT bundle is also a one-time payment but covers services
related to the initiation of outpatient MAT, including supervised induction of buprenorphine therapy,
appropriate psychological and/or counseling therapy, and care management and coordination
services. The Maintenance of MAT bundle is a monthly payment covering all services related to
ongoing medication, psychological treatment, and coordination of social services necessary to remain
in treatment following initiation. (Example provided by the American Society of Addiction
Medicine.)”37
•

Addressing Medical Care for Patients with Serious Mental Illness (SMI). APA member psychiatrists
have expressed support for payment reform that addresses medical care for the SMI population,
particularly to address the “mortality gap” – early mortality from physical illness for patients with SMI.
The APA Integrated Care Workgroup is releasing a resource document on this issue in December.

•

Increased Payment for Outpatient Services for Predominant MH/SUD Diagnoses. An APA member
suggested an APM that would increase payment for the “bread and butter” of psychiatric outpatient
services, which are currently underpaid – or not paid at all. These would include the diagnosis and
treatment of depression, anxiety, bipolar disorder, time-limited psychosis, and substance use
disorders, especially opiates.

•

Psychiatric Transitional Care Services. Another area of growing interest, where an APM may be
developed, involves addressing the transition from hospital to community services for individuals with
SMI, as discussed in a recent article excerpted below (with footnotes deleted).
“The time of transition from hospital to community services is critical for individuals with serious
mental illness. Among patients with schizophrenia, as many as 40% did not attend any outpatient
visits in the 30 days after discharge. Problems in continuity of care are associated with poorer
outcomes and higher health care costs. The American Association of Community Psychiatrists (AACP)
developed 13 principles for managing transitions from one level of care to another in behavioral
health systems. These guidelines represent a standard that is rarely met in practice because of limited
resources.
In Bexar County, Texas, a severe shortage of mental health providers and reduced availability of
services for the most seriously ill patients combined to overwhelm health care systems and led to a
dramatic increase in the use of emergency services and hospitalizations. With funding from the
Methodist Health Ministries and the 1115 Medicaid Waiver Program, the Department of Psychiatry
at the University of Texas Health Science Center at San Antonio developed the Transitional Care Clinic
(TCC) to address these needs.
The TCC gives patients rapid access to behavioral health services on hospital discharge, provides gap
services for up to 90 days, and effectively links individuals with community services for longer-term
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care. Since opening in April 2012, the TCC has served more than 2,700 patients with serious mental
illness—a third with schizophrenia spectrum disorders, a third with mood disorders, and a third with
anxiety disorders. The program differs from the brief critical time intervention in that although
patients are initially met in the hospital, services are not provided until after discharge. The TCC also
functions as a specialty training program in community psychiatry for residents and interns from
medicine, nursing, social work, counseling, and psychology. The TCC demonstrates practical
application of the AACP guidelines for transitions.”38
3. Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models.
Behavioral health models should take into account the lack of access for many psychiatrists to
appropriate certified EHR systems, the expense and administrative burden of data reporting, and the
shortage of validated behavioral quality measures. Under the MACRA, “Advanced” APMs must employ
certified EHR technology (CEHRT). In MACRA policies, CMS has interpreted this as requiring Advanced
APMs to certify that at least half their participants use CEHRT. The APA understands that the need for
greater integration and use of EHRs within health care delivery is paramount toward the goal of improving
health outcomes of individuals and of the population as a whole. However, psychiatrists have struggled
to meet the CEHRT requirements of the EHR Meaningful Use (MU) Incentive Program. Very few
psychiatrists have been successful in meeting these standards. This may pose a significant barrier in the
widespread adoption of behavioral health APMs for psychiatrists, unless allowances are made.
Many psychiatrists have been slow to adopt EHRs into their practice, particularly those who have their
own small or solo practices. This is due to multiple reasons, including cost, a lack of high-quality EHRs
tailored to the practice of psychiatry, and concerns regarding the safety and security of highly sensitive
data about individual patients’ MH/SUDs. Despite the proliferation of EHR systems over the past decade,
including some that purport to cater to mental health specialists, these generally do not have psychiatryspecific outcome measures integrated into their systems. Systems must custom build them into the base
EHR design, at the clinician’s expense. This further increases the financial burden that solo practitioners
and small-group practices already shoulder when bringing an EHR online in their practice.
Some APA members, especially those practicing in solo or small group settings, have also indicated that
the adoption and maintenance of a complete EHR system has resulted in decreased efficiency for their
practices. Even more disturbing, some say it has shifted their focus away from the patient, and poses a
serious obstacle in the therapeutic relationship central to the psychotherapeutic process. Because of this,
many psychiatrists have elected not to integrate an EHR system into their practice. Another issue is that
many consulting psychiatrists who care for patients in hospitals and other facility settings do not have
access to the hospital EHRs for those patients, or their own practice’s EHR system is not compatible with
the systems for those facilities. This prevents them from using EHRs to keep comprehensive data on those
patients.
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4. What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
The Innovation Center should also consider options for regional variability for, and within, APMs.
Different regions can be highly variable in their resources, quality standards, treatment approaches, etc.
Not every approach will work in every state or region. Allowing flexibility in implementation allows for
regional adjustments, and the development of meaningful practices, that contribute to an overall
improvement of the quality of care, across the entire country.
5. How can CMS further engage beneficiaries in development of these models and/or participate in new
models?
Patients with MH/SUDs can benefit greatly from receiving support and assistance in areas that impact
their health, but are not typically reimbursed by payors. For example, the Substance Abuse and Mental
Health Services Administration (SAMHSA) has provided grants to support health improvement
interventions such as smoking cessation, weight reduction, exercise classes, cooking advice, appointment
reminders, etc. These can greatly improve clinical care and patient outcomes.
Beneficiary copayments also pose a significant barrier for patients with MH/SUDs who have limited
resources. We recognize that statutory requirements may prevent CMS from exempting behavioral
health services and APMs from beneficiary copayments. However, we urge CMS and CMMI to make every
effort to consider possible solutions to this dilemma, so these patients have greater access to the services
they need.
6. Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
APMs should be allowed broadened access to, and reimbursement for, telehealth services.
Telepsychiatry is particularly crucial to the success of APMs for behavioral health. The APA is a strong
proponent of telehealth as practiced by psychiatrists, known as “telepsychiatry,” and has developed a
“Telepsychiatry Toolkit” with videos and other materials to educate psychiatrists on this treatment
option.39 Telepsychiatry services, particularly in rural and remote areas, can make a real difference in the
ability of patients with MH/SUDs to access the care they need, both long-term for those with chronic
conditions and short-term for those facing a crisis. Telepsychiatry has been employed in therapeutic
settings since the 1950s. Recent advances in video technology coupled with widespread, broadband
internet access have resulted in a rapid expansion in the number of psychiatrists who regularly engage in
telepsychiatry. Early and more recent research indicates that psychiatry as a medical discipline appears
to be an ideal fit with videoconferencing as a treatment modality. Many psychiatric treatments can be
translated to telepsychiatry. Furthermore, case studies and empirical data have revealed no known
absolute exclusion criteria, nor contraindications for any specific psychiatric diagnoses, treatments, or
populations. Given the current shortage of psychiatrists practicing in the United States, the use of
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telepsychiatry is a helpful tool that can increase access to care for an already vulnerable mental health
population.40
Access to psychiatric care is fundamental to address the whole health of patients utilizing health care
services. Patients with acute and chronic mental health problems are at increased risk for suicide,
homicide, and accidents. The risk of suicide is especially pronounced within rural populations, which
typically demonstrate higher suicide rates, particularly for men, when compared with urban populations.
Telepsychiatry increases access to critical services to patients within rural, remote, and isolated settings,
and has the potential to address these public health concerns.41
Medicare currently reimburses telepsychiatry services only in rural or designated underserved areas.
Allowing it to be reimbursed in other areas would greatly allow expansion of those services.
The APA appreciates the opportunity to provide you with these suggestions for future directions for the
Innovation Center. We see the Center as a way to pilot new models and encourage providers and patients
to think of innovative ways for providing high quality care. We urge CMS to retain the Innovation Center
as a vehicle to accelerate the transformation of health systems and enhance our population’s health.
We welcome the opportunity to discuss these issues further as well as offer input on any potential new
models. Please feel free to contact Eileen Carlson, R.N., J.D., APA Director of Reimbursement Policy.
Sincerely,

Saul Levin, M.D., M.P.A.
CEO and Medical Director
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November 20, 2017

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attn: CMMI RFI
P.O. Box 8016
Baltimore, Maryland 21244-8013
Re: Center for Medicare and Medicaid Innovation New Direction Request for Information
Dear Administrator Verma:
I am writing on behalf of the American Psychological Association Practice Organization (the
Practice Organization), an affiliate of the American Psychological Association (APA). APA is the
professional organization representing more than 115,700 members and associates engaged in
the practice, research, and teaching of psychology. The Practice Organization advocates on
behalf of psychologists engaged in the practice of psychology in all settings. The Practice
Organization is providing the Centers for Medicare and Medicaid Services (CMS) with
comments on the Center for Medicare and Medicaid Innovation (CMMI) Request for Information
(RFI) issued on September 20, 2017. We commend CMS for soliciting new models for mental
and behavioral health that will enhance care integration and encourage healthcare professionals
to participate in Medicare, Medicaid, and the Children’s Health Insurance Program (CHIP).
Background
Psychologists provide Medicare beneficiaries with critical mental, behavioral, and substance use
disorder services including psychotherapy, psychological and neuropsychological testing, and
health and behavior assessments and interventions. Our members are among the most highly
educated healthcare professionals with an average seven years of graduate school. They are
the leaders in the diagnosis and assessment of mental health problems and pioneered the
development of health and behavior services to assist patients struggling with physical health
problems. Their work commonly involves treating patients with co-morbid conditions. Since
1970, an increasingly larger percentage of patients with mental illness are being treated by
psychologists in outpatient rather than inpatient settings.
Psychologists are primary, if not the major, providers of mental, behavioral, and substance use
disorder services to Medicare beneficiaries. According to Medicare’s utilization database,
psychologists provide 40% of the outpatient and 70% of the inpatient psychotherapy services
that beneficiaries receive, and they provide most of the mental health diagnostic services. Along
with licensed clinical social workers (LCSWs), psychologists provide most of the mental health
benefit to those elderly and disabled persons enrolled in Medicare.
750 First Street, N.E.
Washington, DC 20002-4242
(202) 336-5800
(202) 336-5797 Fax
(202) 336-6123 TDD
An affiliate of the American Psychological Association

Reimbursement rates under Medicare have been falling for years, and despite the complexity of
their valuable services for beneficiaries, reimbursement for psychologists in Medicare now is
woefully inadequate. Adjusted for inflation, psychologists have lost more than 37% in payment
over the past 15 years for the most commonly provided mental health service, the 45-minute
psychotherapy session. Declining reimbursement means a corresponding loss of Medicare
beneficiary access to psychologists’ services.
An internal survey of our membership reveals that psychologists’ participation in Medicare is
drastically declining. The survey found that 26% of responding psychologists, who were once
Medicare providers, have left the program primarily due to low reimbursement rates. Half of the
respondents indicate that they have left since 2008. This means over 5,000 psychologists no
longer provide the mental, behavioral and substance use disorder services that Medicare
beneficiaries need.
Losing psychologists from Medicare places beneficiaries in need of mental, behavioral and
substance use disorder services in an increasingly dire situation, where they cannot get access
to a provider of these services. Psychologists are dropping out of the program, and those who
remain are more likely to limit the number of Medicare beneficiaries they see in favor of patients
who privately pay or whose insurance provides more competitive reimbursement. Since most
psychologists work in solo or small group practices, continuing to participate in Medicare while
having their payments repeatedly cut puts their entire practice at risk. Our members say they
cannot remain in Medicare or must limit the number of their Medicare patients to make a living.
Mental health access for Medicare beneficiaries living in rural areas is far worse. Although
LCSWs provide many of the mental health services in rural areas they cannot substitute for
psychologists as they do not have as extensive training in assessment or testing and they
typically do not provide health and behavior services. Only psychologists can furnish vital
psychological and neuropsychological testing services. Such services are critical when
assessing patients for potential brain damage, dementia, and functionality. Imagine the plight of
a stroke patient who has no access to neuropsychological testing to determine their level of
cognitive functioning.
For these reasons we applaud CMS for investigating new models to encourage participation by
healthcare providers in Medicare, Medicaid, and CHIP. Unless something is done to address
the issues we have raised, more psychologists will decline or severely limit their participation in
these federal programs. If this happens the nation’s most vulnerable citizens - the elderly,
disabled, and those in financial need – will lose access to vital psychological services.
Expanding access to electronic health records
In authorizing new payment models focusing on mental and behavioral health, we urge CMS to
fund a CMMI demonstration project incentivizing electronic health record purchases by mental
health providers, including psychologists and others excluded from receiving financial incentives
under the Health Information Technology for Economic and Clinical Health (HITECH) Act (P.L.
115-5). Access to a complete health record that integrates medical and behavioral health care is
essential to improving the quality of patient care, and will help reduce health care costs tied to
adverse drug interactions, duplicative tests, and medical errors. The Mental and Behavioral
Health model outlined in the RFI is a welcomed pathway to including reimbursement for health
information technology to mental and behavioral health providers.
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The Practice Organization is currently supporting bicameral and bipartisan legislation to help
foster the adoption of electronic health records by psychologists and other mental and
behavioral health providers. The Improving Access to Behavioral Health Information Technology
Act (H.R. 3331, S.1732) authorizes CMMI to implement such a demonstration project to further
integrate behavioral health and primary care approaches to improve health outcomes.
The importance of non-pharmacological treatment
We strongly encourage the agency to consider models designed with psychotherapy as the core
treatment for patients suffering from mental illness. There are many reasons why nonpharmacological treatments should be the first option for older adults. Risks associated with
polypharmacy (i.e., the concomitant use of multiple medications) include increased morbidity
and mortality (Espino et al., 2006, Goulding 2004, Straand et al, 2006, Kennerfalk et al., 2002).
Older adults are more likely to experience drug toxicity because of reduced metabolism of
medications, which can lead to other health problems (e.g., lethargy, confusion, falls, delirium,
and death) along with increased healthcare costs and service utilization (Arnold 2008).
In addition, many studies have been conducted on older patients’ views and preferences for
treatment for depression, a frequently diagnosed mental illness. When asked to choose
between psychotherapy, medication, or a combination of the two, in every study patients
preferred psychotherapy or a combination to medication alone. Some studies also showed that
the effect of treatment varies as a function of preference, meaning those who wanted therapy
did better with therapy than those who preferred a different option. Long-term care facilities are
now required to reduce the use of psychotropic and antipsychotic medications.
Psychologists play a unique role in the collaboration, management, and evaluation of treatment
for older adults and can help reduce the adverse consequences related to the use of medication
by implementing psychologically-based interventions. For example, non-pharmacological
approaches to chronic pain management reduce the risk of opioid use disorder and overdose.
Nonpharmacologic therapy is one of the preferred approaches for chronic pain noted by the
Centers for Disease Control in its factsheet Guideline for Prescribing Opioids for Chronic Pain.
Mental and behavioral health models
The following comments focus on mental and behavioral health and the role of psychologists
within integrated care settings in providing pediatric well child and behavioral care, screening
and care for perinatal depression in obstetric settings, and long-term care.
Pediatrics
Currently 35.6 million children are enrolled in Medicaid and CHIP.1 There is a well-documented
history of more than 50 years of collaborative work between psychology and pediatrics both in
specialty and primary care.2 We believe an opportunity exists to build upon the success of BHI
initiatives in primary care settings to expand the accessibility of services to children for the most
common Internalizing and externalizing disorders, depression and Attention Deficit Hyperactivity
Disorder (ADHD).3 This would include treatment of ADHD, which is currently the second most
expensive cost in an analysis of all pediatric care.4
In addition to treating diagnosed mental health disorders, primary care clinics provide advice
and guidance on a wide range of developmental concerns. Over half of all questions posed by
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parents in primary care relate to behavior and development, and often brief interventions can
effectively manage difficulties and prevent further problems.5 Psychologists are equipped to
effectively address these challenges. With an average of seven years of extensive graduate and
clinical training, doctoral-level child and adolescent psychologists possess sophisticated clinical
expertise in child development, behavior management, psychotherapy, and psychological
assessment, as well as health and behavioral interventions. These clinical interventions can be
further supported by the involvement of psychologists as educators, mentors, and leaders within
the interdisciplinary primary care team. In sum, when psychologists are provided with the
opportunity to bring the full array of skills and training to bear within pediatric settings, they can
support medical and nursing staff in providing family centered care, and in achieving the goals
of Bright Futures guidelines.6
Psychiatric Collaborative Care Management
Based on the Psychiatric Collaborative Care Model (CoCM) supported by the American
Psychiatric Association, CMS introduced several codes (G0502, G0503, G0504, G0505,
G0507) in 2017 to reimburse care collaboration services furnished to beneficiaries in primary
care. While the CoCM supports an interdisciplinary team consisting of a primary care physician,
a behavioral health care manager, and a consulting psychiatrist, it neglects to address the
contribution of psychologists. Further, The CoCM model lacks empirical support as a framework
to provide services for children.
All of studies cited in the only meta-analysis of behavioral care provided in pediatric settings
include psychologists as supervisors or providers using evidence based psychological
interventions with an added medication component.7 The often-cited Cochrane Library review of
Collaborative Care clearly shows no advantage in this model for treatment of depression in
adolescents. Despite psychologists’ unique role in collaboration, management, and the
evaluation of treatment for children and adolescents, currently psychologists can only use one
of these codes (G0507).8
We propose, as a first step, that CMMI consider funding BHI models that demonstrate the
financial and clinical benefits of utilizing psychologists in a role at the same professional level as
a psychiatric consultant. Psychologists are doctoral-level, independent licensed healthcare
providers like psychiatrists. Research in primary care in 2014, by the same authors of the
Cochrane review of Collaborative Care, shows that the supervision of behavioral health care
managers by doctoral-level professionals, either psychologists or psychiatrists, is a key
component for success.9 Limiting psychologists’ involvement to the role of behavioral health
care management services in the CoCM fails to maximize utilization of the full range of skills
and expertise offered by psychologists, and is ultimately more costly.10
Given the focus in child health care settings on prevention and early intervention, and linking
families to the education and early intervention systems, we believe the CoCM, in its current
form, is an insufficient BHI model for pediatric settings.
.
We assert that outcomes can be improved, and costs reduced when psychologists are
reimbursed for team activities. This should include leading primary care team planning related to
screening for developmental and behavioral problems, early referral to IDEA Part B & C
programs as indicated for developmental delay, intervention within primary care for behavioral
problems and referral for behavioral health needs requiring a high level of specialty care (Bright
Futures). Training direct care staff in behavioral techniques, and supporting Quality Assurance
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Performance Improvement (QAPI) projects demonstrating the impact of the intervention are also
essential roles for psychologists. Ultimately, the financial disincentives that exist restrict family
access to the full measure of quality and appropriate pediatric behavioral health services that
psychologists can provide.
Other Integrated Care Models
In addition to the CoCM, we strongly encourage CMMI to consider adapting other welldeveloped integrated care models as described below.
First, the meta-analysis by Asarnow et al 2015 demonstrated that evidence based
psychotherapeutic interventions delivered by psychologists and master’s level supervised
providers in primary care settings were more effective than the same interventions delivered in
traditional mental health settings. This analysis covered a range of disorders and interventions
and emphasized the positive impact of licensed mental health providers imbedded in the
pediatric primary care setting. Including psychologists as core members of the primary care
team is the framework for these programs.
The Primary Care Behavioral Health (PCBH) model utilizes psychologists to enhance primary
care services through integrated comprehensive behavioral health roles. The PCBH model
represents the behavioral component of the Patient-Centered Medical Home (PCMH), providing
team-based care for all behavioral health issues. The inclusion of warm handoffs and team
huddles helps reduce mental health stigma and promotes greater collaboration and cohesion
among healthcare providers. The PCMH model promotes good clinical outcomes and improves
the patient and provider experience.11
A review by the Institute for Clinical and Economic Review (ICER) suggested that effective
behavioral health integration programs include screening, team-based care with non-physicians
to support and co-manage patients, shared information systems, use of evidence-based
guidelines for treatment, monitoring patient responses, engagement with community services,
and patient-centered care in another review, written in 2014 by the same authors of the
Cochrane review usually cited as support for CoCM evaluated the effectiveness of collaborative
care models for depression. Those researchers identified psychotherapy, supervision by a
doctoral-level provider, and universal screenings as three key components of successful
collaborative care.12 To summarize, psychologists are effective service providers and team
leaders in existing BHI models in primary care.
Obstetrics & Gynecology
Perinatal depression, the major and minor depressive episodes that occur during pregnancy or
in the first 12 months after delivery, is the most common medical complication during pregnancy
and the post-partum period. The American College of Obstetricians and Gynecologists
recommends that not only should “clinicians screens patients at least once during the perinatal
period for depression and anxiety symptoms” as the early detection of perinatal depression can
improve the likelihood of obtaining appropriate treatment but also includes the recommendation
that “appropriate follow-up and treatment when indicated” should be provided for the best
outcomes for both the mother and child.13
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It is also expressly advised that psychotherapy is better validated than antidepressant
medication for perinatal depression, and should “be considered as a first-line treatment option,
especially for pregnant and breast-feeding women who are depressed.” 14
Psychological interventions are safe, effective, and economical treatments for perinatal
depression, but they are generally underutilized.15 In practice, a model that has worked to
overcome access barriers is embedding psychologists, experts in psychotherapy, into obstetric
and gynecological settings like the model described for children above. The reimbursement
model that may best support this would include a bundle for services that include the
psychologists providing psychotherapy to the mother. A reimbursement model could also
include the ability to code services for the mother billable to the child’s Medicaid relative to
perinatal depression screening and treatment.
Long-Term Care
An integrated care model, as seen in primary care, involves the highest degree of collaboration
and communication among psychologists and other health care professionals on a regular
basis. Psychologists are thus recognized as official members or leaders of the interdisciplinary
team. Timely and regular communication is even more crucial in long-term care settings where
BHI led by psychologists has achieved much success.
The Public Policy Committee of Psychologists in Long Term Care, Inc, (PLTC) and the Society
of Clinical Geropsychology (SCG) of APA are also submitting comments on the RFI. In their
joint letter PLTC and SCG provide detailed information on mental and behavioral health models
involving psychological services for the treatment of older adults in long-term care settings. The
Practice Organization values the expertise of PTLC and SCG in long-term care and supports
the recommendations made in their letter.
Conclusion
Psychologist-led models for care integration have demonstrated effectiveness for treatment and
have great potential for prevention, early intervention and linking families to education services.
However, under the current system, psychologists are not eligible for reimbursement for a range
of services for which they are professionally equipped and would contribute to the overall quality
of care provided to children, pregnant women, and long-term care patients. Even within the
expansion of CoCM codes that involve case management and care planning, psychologists are
not positioned to share their full professional expertise.
We propose that new BHI models in long-term care include psychologists in a leadership role
within interdisciplinary teams providing integrated care for children with screening,
developmental and behavioral health needs, women with perinatal depression, and those
needing long term care. We submit that psychologists are best equipped to supervise the
behavioral health care management function, rather than serve in that role under the guidance
of another professional specialty. Research shows that the supervision of care managers by
doctoral level professionals is a key variable for success.16
We support the development of care models and procedure codes that more accurately
describe psychologists’ work in future BHI models for the pediatric population, specifically
behavioral and non-pharmacological interventions. In addition, we advocate for inclusion of
training direct care staff and leadership in behavioral health care planning into reimbursement
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structures, so that psychologists and other mental health professionals can furnish these
needed services in pediatrics.
We thank you for the opportunity to share these comments. Please do not hesitate to contact us
if we can provide further information or assistance. Any questions should be directed to Diane
M. Pedulla, J.D., Director of Regulatory Affairs.
Sincerely,

Katherine C. Nordal
Executive Director for Professional Practice
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction Request
for Information
Dear Administrator Verma:
On behalf of the 10 undersigned organizations, we are writing in response to the Request for
Information (RFI) on the proposed new direction for the Center for Medicare and Medicaid
Innovation (CMMI). We believe there are significant opportunities at CMMI to improve health
and lower costs by bolstering current population health demonstrations and developing new
population health delivery and payment models.
The definition of health has broadened over the past decade to recognize the social, cultural, built
environment, and economic factors that impact health, and, in tandem, to acknowledge the
limitations of improving health via traditional health services delivery. Social determinants,
including housing,1 employment,2 food security,3 and education,4 have a major influence on
individual and community health. In response to this broadened understanding of health, the
healthcare, public health, and social services sectors increasingly are partnering to improve
health at the population level.5 This approach is known as “population health”.
The comments below from a variety of organizations representing these different sectors address
how CMMI can improve health and lower costs for beneficiaries by bolstering or developing
demonstration programs within four of the focus areas identified in the RFI, based on the
following definition of population health and success factors for population health initiatives:
Our organizations have prioritized population health, which we define as efforts that:
• Prioritize improvement in the health of a population;
1

Segal LM, De Biasi A, Lieberman DA, Olson G, and Ilakkuvan V. (2016). Blueprint for a Healthier America 2016:
Policy Priorities for the Next Administration and Congress. Trust for America’s Health. p 74. Available at
http://healthyamericans.org/health-issues/wp-content/uploads/2017/02/TFAH-2016-Blueprint-Fnl.pdf.
2
Robert Wood Johnson Foundation. (2013). How Does Employment—or Unemployment—Affect Health?
Available at https://www.rwjf.org/en/library/research/2012/12/how-does-employment--or-unemployment--affecthealth-.html.
3
Segal LM, Rayburn J, and Beck SE. (2017). The State of Obesity: Better Policies for a Healthier America. p. 73.
Available at http://healthyamericans.org/reports/stateofobesity2017/.
4
Segal LM, De Biasi A, Lieberman DA, Olson G, and Ilakkuvan V. (2016). Blueprint for a Healthier America 2016:
Policy Priorities for the Next Administration and Congress. Trust for America’s Health, supra p. 77.
5
Trust for America’s Health. (2015). National Forum on Hospitals, Health Systems and Population Health:
Partnerships to Build a Culture of Health. Trust for America’s Health. Available at
http://healthyamericans.org/health-issues/wp-content/uploads/2016/07/TFAH-2015-NatlForumOnHospRpt-FnlRv.pdf
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•
•
•
•
•
•

Include partners from multiple sectors to create a broad coalition that can exert influence
from the top down (community leaders) and bottom up (local neighborhoods);
Redesign processes and systems to transform care, focusing on linking clinical care with
community prevention and social services;
Introduce alternative payment models that incentivize providers to address population
health more broadly;
Demonstrate results in improving outcomes, reducing utilization when appropriate and
generating healthcare cost savings;
Invest in prevention, including addressing upstream factors in community health through
policy, systems and environmental change; and
Receive support from an integrator or backbone that convenes and coordinates partner
organizations and residents.

In our work, we note the following factors are instrumental to the success of population health
initiatives:
1. Infrastructure -- an integrator, backbone, or quarterback -- is needed to lead and manage
multi-sector population health initiatives. A previously-established organization or
partnership can fulfill this role, or a new entity may emerge.
2. Population health initiatives need the capacity to coordinate various funding streams to
ensure sustainability. This capacity may exist or it can be built either as part of, or
separate from, the integrator.
3. A formal fiscal intermediary, such as a Healthy Community Funding Hub6, can provide
the needed financial capacities to coordinate various funding sources, and government,
foundations and other funders should invest to build this capacity.
4. The federal government should promote funding coordination and provide flexibilities for
integrated initiatives to reduce administrative duplication.
5. Technical assistance, coaching, and other support are critical for multiple players to build
the capacity to coordinate multiple funding streams.
6. The collection, analysis and reporting of stratified, detailed data is critical to measuring,
tracking and advancing population health.
Focus Area 1: Expanded Opportunities for Participation in Advanced Alternative Payment
Methods (APMs)
We encourage CMMI to further explore the development of APMs that focus on improving
population health. The current transition from volume-based to value-based payment provides
the right incentives for investment in prevention both within and beyond the healthcare system,
including through better connecting health, public health and social services. As providers take
on risk, attention to population-level outcomes increases. And, once providers take on risk with
some populations, they favor moving more of their market onto risk-based contracts. Prospective
capitation, global payment and other full and partial risk payment arrangements incentivize
6

Kohli J and De Biasi A. (2017). Supporting healthy communities How rethinking the funding approach can break
down silos and promote health and health equity. Deloitte University Press. Available at
https://dupress.deloitte.com/content/dam/dup-us-en/articles/3608_supporting-healthycommunities/DUP_supporting-healthy-communities.pdf
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investments in population health, including care coordination and both individual and
community prevention. We strongly encourage CMMI to consider models that promote these
risk-based payment arrangements when developing its new direction.
We also encourage CMMI to continue exploring all-payer delivery and payment models across
multiple payers in a state. All-payer models inherently provide the incentive to invest in
population-level policy and systems changes, particularly at the state level, and could
significantly advance CMMI’s goals of improving health outcomes and reducing costs. They
also increase the chance of state-level work across sectors, a key strategy for addressing the
social determinants of health, for example connecting the housing and health sectors to address
the housing needs of “high utilizers” of the health system.
Other APMs can also provide the right incentives for investments in prevention. For example,
the state option to provide Health Homes incentivizes investment in prevention, particularly
since the criteria allow for enrollment of patients with one chronic condition and at-risk for
another, such as someone with obesity who is at risk for diabetes or a patient with HIV who is at
risk of AIDS. Furthermore, the Health Home model, adopted in 21 states, requires proven
practices that address “whole person” care and link clinical and community services, including
care management, care coordination, health promotion, transitional support and follow up,
individual and family support and referral to community and social services. We encourage the
Centers for Medicare and Medicaid Services (CMS) to continue support for the Medicaid Health
Home model, and to identify evidence-based practices from this approach to replicate in other
CMMI demonstrations. CMMI should reconsider the limitations on the Health Home program.
Currently states cannot target health homes by criteria such as age, delivery system, or dual
eligibility status. These limitations may be worth considering as CMMI identifies the lessons
learned from successful Health Home initiatives.
Focus Area 5: Medicare Advantage (MA) Innovation Model
As the American population ages, the number of older adults requiring additional support to
maintain good health is rapidly increasing. A lifespan approach to wellness includes a focus on
health and wellbeing at all ages, including for older adults. We encourage CMMI to pursue
models that promote prevention and maximize the health and functioning of older adults,
including their ability to “age in place”.
Section 1915(c) Home and Community-Based Services (HCBS) waivers provide one such
model, and have been used to cover housing counseling, assistance, start up and stabilization, as
well as home delivered meals for frail seniors.7 Studies consistently link state-expansion of
HCBS services with lower per-individual costs and slower rates of spending growth, compared
to institutional care.8 A study evaluating five Health Care Innovation Award models that
employed practice-extenders to make home visits showed improvements in function, motivation
7
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and mental health and reductions in cost and utilization.9 We encourage CMMI to continue to
consider the successes of the HCBS and other models connecting patients with services and
supports as it develops its new direction and new payment and delivery models.
In addition, the Program for All-Inclusive Care for the Elderly (PACE) is an existing CMS
initiative that could be scaled more broadly or expanded to new populations. PACE programs
provide comprehensive medical and social services through a multidisciplinary team of providers
primarily to dual-eligible patients who meet Nursing Facility levels of care for that state.10
Over 30 years of research demonstrates PACE’s role in addressing the complex medical and
social needs of enrollees, enabling them to live longer in the community instead of in nursing
homes. PACE enrollees have fewer inpatient hospitalizations than their fee-for-service
counterparts, are less likely to report pain interfering with normal routines and have lower
mortality rates.11 Despite the fact that all enrollees must meet Nursing Facility levels of care, 95
percent of PACE seniors continue to live in the community (“age in place”).12
As of 2017, there are 122 PACE organizations operating across 31 states.13 We encourage
CMMI to consider expanding PACE to new populations and replicate the lessons learned from
PACE in other CMMI models, including patient centered-care, community engagement, and a
broad definition of how to achieve optimal health.
CMS should also consider expanding Vermont’s Support and Services at Home (SASH) model
to additional states. SASH connects community health teams (a coordinator and wellness nurse
work with community partners such as aging and mental health providers) with primary care
providers to offer targeted support and in-home services for Medicare fee-for-service
beneficiaries living in affordable housing.14 One of the primary goals of SASH is to create
linkages with a diverse team of service, healthcare and housing providers to enable better
coordination. The SASH program has reduced the rate of growth in Medicare expenditures (by
$128 per beneficiary per-month or $1,536 annually), including reducing emergency room visits,
hospital outpatient visits, and primary care/specialty physician visits.15 Replicating the SASH
program in other states could be an effective way to ensure that additional older adults are
connected to quality, patient-centered care and community-based prevention programs, which
could improve outcomes and lower costs for a larger proportion of the Medicare population.

9
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Broadening the types of benefits that are provided to connect clinical and social services and
address social and environmental needs, as is done in HCBS waivers, PACE and SASH, is a
policy that could be applied to other populations to improve outcomes and lower costs. Medicare
Advantage plans, like Medicaid managed care plans, often use their flexibility to broaden the
benefits covered (compared to fee-for-service benefits). The flexibility to address health-related
social and environmental needs and ability to connect clinical and community services are
critical to improve outcomes and lower costs.
Focus Area 6: State-based and Local Innovation, including Medicaid-focused Models
Policy efforts should support communities to address factors to improve their population’s
health, reduce disparities and lower costs. CMMI’s Accountable Health Communities
demonstration is a good example of such an effort. Place-based policies recognize that different
approaches are needed for different geographic areas, and that leveraging multiple activities with
a shared goal has a cumulative effect.
Successful place-based models to address the social determinants of health include partners from
multiple sectors working together on a common goal. This partnership increasingly entails the
braiding of the funding streams of each partner to maximize the efficient use of funds and ensure
sustainability. For example, existing funding streams from third party payments, categorical
funding by various federal agencies, and other (e.g., foundation) funders are increasingly being
braided locally to support population health initiatives.16
We encourage CMMI to continue to support these types of place-based models, such as in the
Accountable Health Communities Track 3, by: establishing a mechanism for agencies to work
together to determine common outcomes that are central to people’s wellbeing and applicable
across communities; eliminating requirements for duplicative needs assessments or evaluation
for programs that are integrated at the federal, state or local level; putting in place processes and
tools to make funding coordination easier, such as waiver criteria reducing reporting
requirements for grantees braiding federal funds from different sources and meeting certain
outcomes; and continuing to recognize and allow flexibility for local relevance to account for the
fact that different communities might want to coordinate different funding streams, since
communities will prioritize different health and social issues and have differing strategies and
partnerships to address them.17 This could enable cross-sector APMs that align incentives, have
the flexibility to pool funds, and share upside- (and, when interested, downside-) risk between
health care and non-health care entities that impact health.
Another critical and related strategy to improve health and reduce costs is connecting health and
social services, at both the individual and community levels. An analysis by TFAH and
Healthsperien estimates that investing in health and social service coordinator systems that
address gaps between medical care and effective social service programs with a range of
strategic and targeted interventions — through a “navigator-plus-support” approach — could
16
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yield between $15 billion and $72 billion in healthcare savings a year within 10 years, depending
on how broadly these programs are supported (i.e., potentially reaching between 12 percent and
25 percent of low-income Americans — between 13 million and 28 million people).18 Over the
next decade, this represents the opportunity for a one to four percent reduction in healthcare
spending for individuals living under 200 percent of the federal poverty level, with potentially
greater savings over the longer term. For example, many targeted coordination programs that
provide supportive housing services for homeless individuals with high healthcare costs
demonstrate savings that exceed the cost of running the program. The primary sources of these
savings are decreases in avoidable emergency department visits, preventable hospitalizations and
intensive and long hospital stays.
Similarly, connection to non-clinical services has the opportunity to reduce disparities
experienced by the 25 million Americans who are limited English proficient (LEP). There is a
recognition amongst various sectors of the need to include community-based organizations
(CBOs) within the healthcare system, yet operational challenges to doing so.19 Although more
LEP individuals have coverage, language continues to present a significant barrier when
accessing services. Spoken language differences between patient and provider, the lack of
appropriate interpretation services, and inadequate translated materials for patients all contribute
to communication barriers that adversely affect health outcomes and contribute to the existence
of health disparities. CBOs can function as a hub for LEP individuals who want to access care,
but who need culturally and linguistically appropriate assistance to navigate the health system.
Although CBO staff may not be certified community health workers, they still provide culturally
competent in-language enrollment assistance and assistance in helping people access care and
navigate the health care system. CBOs can serve as important members of a care coordination
system designed to improve health care access and quality for LEP individuals and receive
compensation for services provided by staff, just as CHWs are compensated for helping
individuals navigate the health care system.
For all of these potential steps, CMMI may be a potential early adopter and catalyst, given the
authority to test innovative healthcare payment and delivery system reforms that are not typically
available without waivers (particularly given the current shift to value-based care and interest in
pay for outcomes approaches).
Focus Area 7: Mental and Behavioral Health Models
Population health initiatives have the opportunity to improve behavioral health outcomes for the
nation, a critically important goal, particularly given the increasing prevalence of substance
misuse (both opioids and alcohol) and suicide. We encourage CMMI to address mental health
and substance use disorder at the population level by considering demonstrations that prioritize
primary prevention strategies and early screening and intervention.
18
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For example, Trillium Community Health Plan Coordinated Care Organization (CCO) and Lane
County Health and Human Services (HHS) have a shared goal of advancing health equity,
preventing tobacco use, slowing the rate of obesity, preventing substance abuse and mental
illness, and improving access to care. Through a partnership between these two entities, Trillium
CCO provides payments to Lane County HHS to provide the necessary staffing and
implementation of population-based prevention activities and programs. Trillium generates these
funds through a $1.33 per member/per month investment, resulting in nearly one million dollars
for prevention-related activities per year.20 Recognizing the demonstrated return-on-investment
of evidence-based social-emotional programs, Trillium currently allocates a portion of these
prevention funds to support teacher training and implementation of the PAX Good
Behavior Game in Lane County schools. As of 2015, over 200 teachers in 14 districts in Lane
County had been trained to use the program.21 These funds also support Triple P and Family
Check Up, evidence-based programs to improve parent-child relationships and prevent child
abuse.22
In a second example, through a partnership with Columbus City Schools (CCS), Nationwide
Children’s Hospital’s Accountable Care Organization, Partners for Kids, provides the licensed
mental health professionals and training for school personnel to implement evidence-based
school-wide prevention programs for students and teachers.23 Nationwide Children’s Care
Connection initiative places behavioral health clinicians into first and second grade classrooms to
help teachers administer the evidence-based PAX Good Behavior Game with their students.24 In
addition to school-wide mental health promotion, Nationwide Children’s also provides
therapeutic services—including individual and family counseling, as well as primary care
services through their Care Connection school-based clinics and mobile care centers. This
approach combines evidence-based primary prevention with screening, early intervention and
treatment, forming a comprehensive school-based behavioral health system.
Conclusion
We are enthusiastic about the opportunity to promote population health by strengthening and
expanding ongoing efforts at CMMI. Innovative approaches to addressing upstream
determinants of health should be a shared priority for all stakeholders, and we look forward to
working collaboratively to scale evidence-based practices and build an infrastructure for
sustainability. Please do not hesitate to contact Anne De Biasi with Trust for America’s Health
20
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to further discuss these comments or related issues.
Sincerely,
American Public Health Association
Asian & Pacific Islander American Health Forum
Association of State and Territorial Health Officials
Green & Healthy Homes Initiative
Mental Health America
National Association of County and City Health Officials
Prevention Institute
Public Health Institute
Trust for America’s Health
100 Million Healthier Lives
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November 20, 2017

Centers for Medicare & Medicaid Services (CMS)
U. S. Department of Health and Human Services (HHS)
7500 Security Boulevard
Baltimore, MD 21244
Attn:

Request for Information (RFI) Innovation Center New Direction

To Whom It May Concern:
These comments and recommendations are submitted on behalf of the American
Public Transportation Association (APTA) regarding the informal Request for Information
(RFI) issued by the CMS Innovation Center for input on a new direction to promote patientcentered care and to test market-driven reforms.
About APTA
APTA is a non-profit international trade association of more than 1,500 public and
private member organizations, including public transit systems; high-speed intercity
passenger rail agencies; planning, design, construction and finance firms; product and
service providers; academic institutions; and state associations and departments of
transportation.
General Comments
“POTENTIAL MODELS” WHERE TRANSPORTATION SHOULD BE CONSIDERED
The following are suggestions of the most promising opportunities for partnership
with the public transportation industry:
(5) Medicare Advantage Innovation Models
Transportation is an integral part of any holistic, patient-centered approach to health
care. It should be thought of, not as a side note or asterisk, but weaved throughout each
principle as part of a comprehensive solution. This is especially true as the nation’s baby
boomers age and become more dependent on others for their transportation needs and in
areas like behavioral health that require ongoing, regularly-scheduled appointments to
maintain successful care.
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Currently, Medicare will only cover ambulance trips for patients, but not transportation for
routine-based care. Ambulances are costly and often times unnecessary. CMS is encouraged to
examine the potential for utilizing public transit and non-emergency medical transportation
(NEMT) to cut costs and provide a much-needed service for older adults seeking care.
(6) State-Based and Local Innovation, including Medicaid-focused Models;
The Innovation Center should encourage state and local models aimed at demonstrating
the role that Medicaid-supported NEMT plays as a necessary component to meeting guiding
principle #3 (beneficiaries, their families, and caregivers taking ownership of their health). In
particular models that test and demonstrate the benefits to patients of “transit-centric” approaches
to NEMT. The anticipated benefits of transit-centric approaches might include: a) higher quality
transportation services, because transit is a government managed service that has quality standards
via local, state and federal regulations and is subject to public oversight; b) lower transportation
costs for Medicaid, because with appropriate cost allocation, Medicaid can take advantage of the
existing local, state and federal investment in transit while still paying its fair share and c)
improved patient health, because transit provides the patient with a comprehensive transportation
solution (rather than a single trip to a single appointment) and with that additional tool in the
patient’s toolbox they are empowered to not only access their health care provider, but pharmacies
and social service programs that support health as well as employment and education as key
components to maintaining a healthy life. By CMS encouraging and supporting transit-centric
models to NEMT they will complement the significant efforts being taken elsewhere in federal
government to evolve federally supported transit agencies in into mobility managers and not just
service providers.
We would also like to see CMS more fully embrace the critical role that transportation
plays in health care. CMS should consider amending guiding principle #3 to include the word
“support services” as shown below, with the understanding that transportation is the most critical
support service.
Patient-centered care – Empower beneficiaries, their families, and caregivers to take
ownership of their health and ensure that they have the flexibility, information and support services
to make choices as they seek care and health-related services across the care continuum.
(8) Program Integrity
One of the most important goals at CMS is fostering an affordable, accessible healthcare
system that puts patients first.
The Innovation Center reminds us of the principles:
• Choice and competition
• Provider choice and incentives
• Patient centered care
• Small scale testing
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With these in mind, several small scale tests building new medical clinics, emergency
rooms, and dialysis clinics in transit centers would demonstrate cost effectiveness and improved
customer choice.
The Cleveland Healthline is the best example in the nation for transit access to multiple
medical facilities. The Dallas DART rail station and TRE station and proposed plans for the
Oklahoma City streetcar station at the St. Anthony Hospital complex are examples of welldesigned transit accommodations to serve the medical trips. But now is a great time, this is a great
opportunity to promote well designed medical facilities to serve transit customers (and open to the
public).
It would be a dynamic illustration to open a medium size medical clinic that is at an existing
transit center. The important variables to measure would include:
•
•
•
•

Reduction in transportation costs for the clinic patients
Increase in the frequency of preventive examinations
Increase in the frequency of childhood vaccinations
Decrease in the incidence of complications from diabetes

If a dialysis clinic at the transit station case study could be created, the useful lesson could
be the increase in the number of trips that use transit to the clinic, and need a paratransit trip for
the return only.
While we should focus all attention on priority treatment of transit over expensive
ambulance trips, the data from these demonstration projects could create efficiencies that are
overwhelming in logic for further development.
We appreciate the opportunity to assist the Centers for Medicare & Medicaid Services in
this important endeavor. For additional information, please contact Linda Ford, APTA’s General
Counsel.
Sincerely yours,

Richard A. White
Acting President & CEO
RAW:rw/lcf

3300 Woodcreek Drive
Downers Grove, Illinois 60515
630-573-0600 / 630-963-8607 (fax)
Email: info@asge.org
Web site: www.asge.org
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Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
Submitted via email to email to CMMI_NewDirection@cms.hhs.gov
RE: CMS Innovation Center Request for Information
Dear Administrator Verma:
The American Society for Gastrointestinal Endoscopy (ASGE) appreciates the
opportunity to respond to the Centers for Medicare and Medicaid’s (CMS) Request for
Information (RFI) on the future direction of the CMS Innovation Center.
The ASGE was founded in 1941 and since that time has been dedicated to advancing
patient care and digestive health by promoting excellence in gastrointestinal
endoscopy. ASGE, with more than 14,000 members worldwide, promotes the highest
standards for endoscopic training and practice, fosters endoscopic research, recognizes
distinguished contributions to endoscopy, and is the foremost resource for endoscopic
education.
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The Physician-Focused Payment Model Technical Advisory Committee (PTAC) was
established under the Medicare Access and CHIP Reauthorization Act (MACRA).
When enacted, the physician stakeholder community believed the PTAC and its
process for reviewing and commenting on proposed physician-focused payment
models (PFPMs) proposed by individuals and other stakeholder entities offered
promise for creating greater alternative payment model (APM) opportunities for
specialty physicians.
At a hearing on APMs held by the House Energy and Commerce Health Subcommittee
on November 8, 2017, Jeffrey Bailet, MD, and Elizabeth Mitchell, chair and vice chair
of the PTAC, respectively, offered their views on the PTAC, the greatest barriers to
APM development, and the priority criteria for reviewing PFPMs. Dr. Bailet stated
that there has been “tremendous" interest by the physician specialty community in the
PTAC process and that the PTAC is reviewing a number of specialty PFPMs. Dr.
Bailet’s comments are encouraging, however, many specialty societies, especially those
with fewer resources, are unconvinced at this time that the investment necessary for
developing PFPMs will actually translate into greater APM participation opportunities
for their physicians in Medicare.
In the CY 2018 Medicare Physician Fee Schedule (PFS) Final Rule, CMS decided
against any changes to the process or timeline for review of PFPMs recommended to

the Agency by the PTAC. CMS also decided it would not change the definition of PFPM to include
Medicaid and CHIP as payers, and rejected any changes to PFPM criteria. There is merit to reexamining the Innovation Center’s future role by identifying new guiding principles and focus areas
for APM development and testing. However, we are concerned the PTAC will become a lost
opportunity if the top barriers to development of PFPMs, as identified by Dr. Bailet and Ms.
Mitchell, are not addressed by CMS. They are: 1) lack of access to data; 2) lack of opportunity for
small-scale testing; and 3) lack of technical assistance. In fact, the need for technical assistance was
emphasized in the PTAC’s report to the Secretary on the Project Sonar proposal. In that report
PTAC stated:
“PTAC also believes that some concerns could likely be resolved through technical assistance.
Because PTAC has been advised that it may not provide technical assistance, the Committee is
hopeful that the Secretary would consider options for providing technical assistance to this and other
submitters.”
ASGE agrees with PTAC in this regard. Many PFPM proposals, particularly, their payment
methodologies, could be improved through technical assistance, which many in the stakeholder
community have requested. CMS has responded by developing an APM Design Toolkit. We suggest
this is inadequate. The PTAC has recommended individualized technical assistance to PFPM
submitters, and in an August 2017 letter to the Department, Dr. Bailet stated, “Some of the proposals
submitted by practicing physicians provide a clear description for the care delivery model that would
be supported by a change in payment, but the detailed description of the actual payment model that
would support the new approach to care delivery is underdeveloped.”
Access to data is also of critical importance to stakeholders wanting to develop PFPMs. Among the
priority criteria that PTAC uses in its evaluations is whether the proposal will improve health care
quality without increasing spending, reduce spending while maintaining quality, or reduce spending
and improve quality. As the PTAC has pointed out to CMS, evaluating a proposal against this
criterion usually requires analysis of Medicare claims data that has been disaggregated into the types
of conditions and procedures being addressed by the PFPM. This task is a significant limiting factor
for smaller organizations like ASGE that lack access to data and its analysis. Without this analysis,
PTAC cannot adequately review many of the proposals it receives. When asked during the Energy
and Commerce Subcommittee hearing whether the PTAC understands the cost implications of the
proposals it is reviewing, Dr. Bailet responded quite simply, “no we don’t.”
ASGE finds it necessary to comment on the PTAC in the context of this RFI because among the
proposed Innovation Center focus areas is increasing the availability of specialty physician models.
For this to occur, we ask that the Innovation Center demonstrate its commitment to the PTAC
process by addressing the opportunities for improvement identified by the PTAC which require the
support of and assistance from CMS.
Guiding Principles for New Model Design
ASGE has reviewed the Innovation Center’s proposed guiding principles for evaluating new payment
and delivery designs. There is nothing in the guiding principles to which ASGE objects. These
guiding principles, however, should be flexible to respond to emerging needs and ideas.
ASGE offers the following general comments with regard to the guiding principles:

•

We agree the Innovation Center should focus on voluntary models for the immediate future,
with a focus on minimization of regulatory and administrative burdens. However, voluntary
models need to include adequate incentives (i.e., no downside risk) to encourage participation
so adequate testing can occur.

•

Health care providers are more likely to embrace innovative payment and delivery designs if
their development occurs in an open and transparent manner with input from affected
stakeholder entities.

•

The current lack of small-scale testing is a barrier to the widespread adoption and
implementation of new models. ASGE suggests that the Innovation Center should re-focus its
attention on what’s working in the marketplace and work toward replication and widespread
adoption of those models.

•

A report from the Urban Institute in collaboration with Catalyst for Payment Reform
examined how payment methods and benefit design options work in tandem. The report's
authors appropriately noted that supply-side incentives can be changed by paying a
coordinated risk-based payment to all providers in an episode of care. But incentives for
consumers to seek care from providers with the greatest expertise, to ensure that they are
receiving excellent, cost-effective care must also be changed. To this end, benefit design and
price transparency should not stand in isolation as a guiding principle, but in tandem with
innovative payment methods.

Potential Models for Testing
Most Medicare providers are disadvantaged by the lack of choice within the Quality Payment
Program by not having Advanced APMs available to them. Another limitation is the high threshold
for eligible clinicians to earn the status of Qualifying APM Participant. ASGE strongly supports
expanding opportunities for participation in Advanced APMs including by recognizing Medicare
Advantage APMs as Other Payer Advanced APMs. CMS states in the CY 2018 Medicare PFS final
rule that commercial and other private payers can request a determination of whether their APM
arrangements qualify as Other Payer Advanced APMs for the 2020 Performance Period and each
year thereafter. CMS should move expeditiously and as early as the 2019 performance year to allow
these payers to request a determination of whether their arrangements qualify as Other Payer
Advanced APMs. Medical groups, which are capitated for care, are already taking very large
financial risks and have operationalized the range of principals in the RFI. Physicians participating in
such programs should receive Advanced APM credit for these populations.
With the development of all value-based designs, the Innovation Center should consider the out-ofpocket medication costs for patients with chronic serious diseases. Benefit designs, such as tiered
formularies and varied copay levels can create patient compliance problems, which, in turn, have an
effect on physician performance and patient outcomes.
In addition to the limited opportunities for most physicians to participate in Advanced APMs,
minimal opportunities exist as well for most physician specialist participation in MIPS APMs.

The Innovation Center should also consider recognizing retrospective shared payment models with
no downside financial risk as MIPS APMs. And, if they can achieve savings consistent with other
qualified Advanced APMs, they should be reclassified accordingly.
As ASGE has commented to CMS in the past, a cost-effective route to the development of APMs is
the creation of episodes of care through a multi-specialty and transparent process, such as that
currently being led by Acumen. ASGE suggests that voluntary participation in bundled payment
models built upon these episodes of care, with nominal downside financial risk and shared savings
should be developed and recognized as Advanced APMs.
Lastly, ASGE offers the following two suggestions regarding program integrity:
•

Evaluation and management (E/M) services provided within APMs of any type should not be
subjected to audits related to history or physical exam. Instead, CMS should focus on
documented service times, nature of presenting problems and medical decision-making.
Particularly when episodes of care cover periods of time with a single reimbursement and
clinical notes from any caregiver should be streamlined to the essential clinical information
commonly reflecting the input of a team of caregivers, departing from the traditional E/M
chart note structure.

•

Reforms to the Stark law are needed so that the formation of and clinician participation in
APMs are uninhibited. Physician-led APMs should be granted the same self-referral and antikickback waivers that have been granted for Accountable Care Organizations, allowing
rewards for value. Incentives to self-refer are often essential to coherent in-network care for
the beneficiary, and the payment structure of the APM inherently disincentivizes overutilization.

ASGE appreciates the opportunity to provide comment on the RFI, and looks forward to continued
discussions with CMS on how to expand opportunities for physician specialty participation in
innovative payment and delivery models. Should you have questions or require additional
information, please contact Lakitia Mayo, Senior Director of Health Policy, Quality and Practice
Operations.
Sincerely,

Karen L. Woods, MD, FASGE
President
American Society for Gastrointestinal Endoscopy
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Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Innovation Center
U.S. Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Submitted electronically: CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare and Medicaid Services: Innovation Center New Direction RFI
Dear Administrator Verma:
The American Society for Radiation Oncology (ASTRO) appreciates the opportunity to provide
written comments on the “Centers for Medicare and Medicaid Services: Innovation Center New
Direction Request for Information (RFI)” issued on September 20, 2017. ASTRO welcomes the
opportunity to comment on the “New Direction” RFI, as we support enhanced efforts to explore
more focused, voluntary models that are designed to be implemented with specific specialties
and disease sites in mind. ASTRO embraces the spirit and goals of the Medicare Access and
CHIP Reauthorization Act (MACRA) and we are committed to ensuring that radiation oncology
can fully participate in an Advanced Alternative Payment Model that drives greater value in
cancer care.
ASTRO members are medical professionals, practicing at hospitals and cancer treatment centers
in the United States and around the globe, and who make up the radiation therapy treatment
teams that are critical in the fight against cancer. These teams include radiation oncologists,
medical physicists, medical dosimetrists, radiation therapists, oncology nurses, nutritionists and
social workers, and treat more than one million cancer patients each year. We believe this
multidisciplinary membership makes us uniquely qualified to provide input on the inherently
complex issues related to Medicare payment policy.
Radiation Oncology Alternative Payment Model
The passage of the Patient Access and Medicare Protection Act (PAMPA) of 2015 accomplished
two key needs for radiation oncology. It froze payment rates for key treatment delivery and
image guidance codes at 2016 levels through December 31, 2018, and it required CMMI to issue
a report to Congress on the development of an APM for radiation oncology. After several years
of cumulative payment cuts totaling approximately 20 percent for freestanding community based
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centers, PAMPA effectively stabilized payment rates and allowed the field of radiation oncology
to explore the development of a radiation oncology alternative payment model (RO-APM).
ASTRO has committed significant time and resources to the development of a RO-APM. The
RO-APM is a guidelines adherence model that features a common payment framework that
drives value through the efficient delivery of high quality care.
With the recent issuance of the CMMI report to Congress on an Episodic Alternative Payment
Model for Radiation Therapy Services, as required by PAMPA, we believe that CMMI has
provided radiation oncology with a path forward for the implementation of the RO-APM. We
have appreciated the collaborative approach to the development of the RO-APM
demonstrated by the CMMI team. We look forward to continuing our work with them to
fine-tune and implement a model that will allow radiation oncologists an opportunity to
fully participate in an RO-APM before PAMPA expires on December 31, 2018.
CMMI New Direction - Six Key Guiding Principles
ASTRO appreciates that CMS is reevaluating the work of CMMI and seeks feedback on the
development of alternative payment models that focus on patient centered care and market
driven healthcare reform. While great strides have been made in testing new approaches to value
based care, more needs to be accomplished to ensure that opportunities exist for broader groups
of physicians to participate in value based models.
The “New Direction” RFI establishes six key guiding principles, that will be used to judge the
viability of proposed alternative payment models:
1.
2.
3.
4.
5.
6.

Choice and Competition in the Market
Provider Choice and Incentives
Patient-Centered Care
Benefit Design and Price Transparency
Transparent Model Design and Evaluation
Small Scale Testing

ASTRO believes these guiding principles are generally aligned with the three goals used to
guide our own work in developing the RO-APM:
1. Reward radiation oncologists for participation and performance in quality
initiatives that improve the value of health care for patients.
2. Ensure fair, predictable payment for radiation oncologists in both hospital and
community cancer clinics to protect cancer patients’ access to care in all settings.
3. Incentivize the appropriate use of cancer treatments that result in the highest
quality of care and best patient outcomes.
Eight Focus Areas for Model Development
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The Agency is interested in testing models in the following eight focus areas:
1.
2.
3.
4.
5.
6.
7.
8.

Increased Participation in Advanced APMs
Consumer-Directed Care and Market-Based Innovation Models
Physician Specialty Models
Prescription Drug Models
Medicare Advantage Innovation Models
State Based and Local Innovation Models, Including Medicaid Focused Models
Mental and Behavioral Health Models
Program Integrity

While ASTRO appreciates the breadth of the model types described above, we are focusing our
comments on those model concepts that are more directly relevant to radiation oncology and
specifically the development of a RO-APM.
Increased Participation in Advanced APMs
ASTRO appreciates CMS’ recognition of concerns regarding the extensive and lengthy process
involved in developing Advanced APMs. The Agency seeks feedback on how it can maximize
opportunities for physicians to participate in Advanced APMs, and how the approval process can
be modified to make it more efficient, so that interested groups may begin participating in
Advanced APMs.
In May 2017, ASTRO submitted a RO-APM concept paper to CMMI for consideration. The
purpose of the paper was to provide the Center with guidance in developing the report on
Episodic Alternative Payment Model for Radiation Therapy Services. ASTRO is enthusiastic
about the opportunity to continue working with CMMI on the development and implementation
of a RO-APM. Collaborative efforts with CMMI have yielded data sharing and support for an
RO-APM that we believe should continue so that a model can be implemented and tested within
a reasonable amount of time. A 2017 ASTRO membership survey indicates that radiation
oncologists are ready to participate in APMs with almost 50 percent of freestanding practices and
over 60 percent of hospital based practices indicating an interest in participating in an RO-APM.
We would urge the Agency to move forward expeditiously with the development of a ROAPM and work with ASTRO and the radiation oncology community on implementing the
model before PAMPA expires Dec. 31, 2018.
The Agency also seeks guidance on the types of data required to drive innovative APM design.
ASTRO appreciates the data made available at the May 5 CMS Radiation Oncology Stakeholder
Public Forum that detailed the number of cancer patients treated with radiation therapy by
disease site. We were also pleased to see the data indicating the cost of care by treatment
modality in the PAMPA report. However, we believe that more data sharing is important to
ensure that models are well designed and successful.
As ASTRO has developed its RO-APM, we have found that there are significant challenges to
modeling the concept due to the lack of available data. Using the Medicare 5 percent file data,
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while helpful, is inadequate. ASTRO urges CMMI to consider ways in which it can share
more data with stakeholders, so they can model their APMs to address any issues or
operational concerns that may be required before a model can be piloted.
Consumer-Directed Care and Market-Based Innovation
CMS seeks input on consumer directed models that would empower Medicare beneficiaries to
select care based on information regarding cost and quality. The Agency is interested in
feedback regarding the transparency required to provide this kind of information and how it
could be applied in consumer directed APMs.
The RO-APM includes a physician/patient shared decision making component. This allows the
physician to share various options for treatment with the patient, explain potential side effects,
and outcomes, as well as discuss the cost of care. Because the RO-APM pays the same amount
regardless of modality or treatment option selected, the physician and patient can actively
determine the best approach based on the patient’s needs and desired outcomes.
ASTRO agrees with efforts to educate consumers on the cost and quality associated with
the delivery of healthcare, particularly out of pocket costs that are the patient’s
responsibility. Patients should be given information that empowers them to make decisions
that will allow them to maintain their quality of life during treatment. This is particularly
important for cancer patients who are faced with numerous side effects during and after
treatment for cancer.
Additionally, we have reached out to private payers in an effort to establish true market-based
innovation. While private payers have expressed an interest in the RO-APM and some have
implemented programs that are similar, such as the Humana/21st Century Oncology Model, we
believe others are sitting on the sidelines waiting for CMMI to take the lead. True market-based
innovation will only occur once CMMI takes the first step and demonstrates a commitment to a
new approach to payment. ASTRO urges CMMI to implement the RO-APM, as it will serve
as a pathway for private payers to follow, which will result in true market-based
innovation.
Physician Specialty Models
CMS seeks comments on specialty physician models, particularly those that may be developed
within collaborative networks of physicians. CMS seeks feedback regarding the best ideas for
specialty physician models.
Currently, the Oncology Care Model (OCM) is generally the only opportunity for radiation
oncologists to participate in an Advanced APM. When delivered as part of an OCM bundle,
radiation oncology is included in the six-month episode of care. The OCM allows the medical
oncologists to actively participate in an Advanced APM; however. the radiation oncologist is
relegated to a passive role. The establishment of an RO-APM would allow radiation oncologists
to actively participate in an Advanced APM and provide them with the opportunity to manage
the costs associated with radiation therapy that they can control. This leads to greater
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efficiencies, accountability and value throughout the continuum of cancer care, rather than in just
one segment of the field.
The RO-APM is designed to incentivize the appropriate use of cancer treatments that result in
the highest quality of care and best patient outcomes. The model applies to a comprehensive list
of cancer disease sites that account for more than 90 percent of Medicare spending on radiation
therapy and include: breast, lung, prostate, colorectal and head and neck cancers.
The RO-APM uses care episodes that are cleanly defined by billing codes that punctuate the
beginning and end of a treatment course and the 90-day period thereafter. An episodic payment
rate will enable practitioners to focus on high value patient care. The model features a two-sided
risk corridor, with an opportunity for shared savings, but also accountability for excess resource
utilization.
Throughout the episode, physicians must adhere to strict clinical practice guidelines. These
guidelines help ensure that patient care is appropriate and of the highest quality, without over or
under treating patients. In addition, the model rewards participation in a robust practice
accreditation program and performance on accepted quality measures to promote safe, high
quality care. The RO-APM also rewards shared decision making with patients, efficient
communication with other providers caring for the patient, and survivorship planning.
The RO-APM is further enhanced with the establishment of a Patient Engagement and Care
Coordination (PECC). The PECC accounts for services that are currently not billable yet result in
improved patient outcomes due to improved integration of care. The following are services that
are required as part of RO-APM participation and would be funded through the PECC:
•
•
•
•
•
•

24/7 access to triage patient needs;
Provide patient care navigation, including patient education and symptom management;
Coordination of care and communication of information following evaluation and
treatment with other care providers engaged in the patient’s treatment;
Documented care plan that contains 13 components of the Institute of Medicine Care
Management Plan;
Documented peer review for professional feedback and learning; and
Documented survivorship plan.

The RO-APM is designed to operate independently, as well as dove tail with the alternative
payment models for other modalities of cancer care, including the OCM and models developed
around surgical oncology. If a patient requires only radiation therapy, the model stands alone as
it encompasses an episode of care that begins with treatment planning and ends 90 days after the
last radiation treatment is delivered. Additionally, the model is designed to work simultaneously
with other modalities of treatment, such as when a patient may be receiving radiation therapy
along with medical oncology or surgical oncology care.
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ASTRO urges CMS to support models, such as the RO-APM, that are flexible and of high
value. The RO-APM allows radiation oncologists to participate in Advanced APMs
independently, as well as collaborate with other specialties as part of a broader continuum
of care. It also ensures the delivery of efficient, high quality patient-centered care.
Integrity
CMS is seeking comments on how to ensure program integrity and reduce fraud, waste and
abuse in the development of Advanced APMs. How can this be done without increasing burdens
on physicians and patients? How can it be tested in a model?
ASTRO appreciates CMS’ focus on program integrity and the reduction of fraud, waste and
abuse. Achieving true value in care requires Medicare to move away from the Fee-For-Service
(FFS) system, which incentivizes high utilization of unnecessary and wasteful services. The ROAPM meets the value over volume quotient by eliminating the reimbursement differential that
currently exists in the FFS system and replacing it with an episode-based payment that remains
the same regardless of the course of treatment. This incentivizes physicians to consider
treatments that are less expensive and equally as effective. There have been numerous studies
regarding the effectiveness of shorter courses of radiation therapy in the treatment of breast and
prostate cancer12. The RO-APM eliminates the reimbursement differential by establishing an
episode based payment rate that is the same regardless of the modality of treatment or length of
treatment. This incentivizes radiation oncologists to identify those patients who would benefit
most from shorter course of treatment, which results in improved patient quality of life and
potential cost savings.
Additionally, through the combination of widely-accepted quality measures -- initially focused
on structure and process, but later to involve outcomes derived from registry reporting -- and a
modality agnostic framework, the RO-APM is consistent with a value-based approach to
radiation oncology care3. The model risk corridor allows for shared savings while protecting
against stinting on care. The value based approach is further supported through the application
of quality based performance that has a direct impact on the discount rate applied to payment in
future years. By incentivizing higher quality of care at lower total costs of care during the
episode, the model will achieve greater value in the delivery of radiation therapy and the
effective management of patients with cancer.
Again, ASTRO urges CMS to move forward with the establishment of the RO-APM
because it eliminates the incentives associated with the FFS system and replaces it with an
episode-based payment that remains the same regardless of the course of treatment. The
1

Lee, Robert W., et al, RTOG 0415 A Phase III Randomized Study of Hypofractionated 3DCRT/IMRT versus
Conventionally Fractionated 3DCRT/IMRT Patients Treated for Favorable-Risk Prostate Cancer, December 18, 2014
2
Whelan, Timothy J., et al, Long-Term Results of Hypofractionated Radiation Therapy for Breast Cancer, The New
England Journal of Medicine, 362;6, February 11, 2010.
3
Teckie, McCloskey and Steinberg, Value: A Framework for Radiation Oncology
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4152714/
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RO-APM is further enhanced with the application of quality measures that ensure
compliance with evidence based guidelines leading to high quality patient care and
improved clinical outcomes.
Thank you for the opportunity to comment on the CMMI New Direction RFI. We look forward
to continued dialogue with CMMI officials with regard to the development of an RO-APM.
Should you have any questions on the items addressed in this comment letter, please contact
Anne Hubbard, Director of Health Policy.
Respectfully,

Laura I. Thevenot
Chief Executive Officer
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November 20, 2017
Seema Verma
Administrator, Centers for Medicare & Medicaid Services
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Request for Information on New Direction for CMMI
Dear Administrator Verma,
On behalf of the American Society of Addiction Medicine (ASAM), a
national medical specialty society representing more than 5,100
physicians and allied health professionals who specialize in the treatment
of addiction, we are pleased to provide comments to the Request for
Information (RFI) from the Centers for Medicare and Medicaid Services
(CMS) on a new direction for the Centers for Medicare and Medicaid
Innovation (CMMI).
As you may know, the Substance Abuse and Mental Health Services
Administration (SAMHSA) reports that over 2 million people suffered
from opioid addiction in the United States in 2016. At the same time,
only about 20% or 500,000 individuals received specialty treatment for
addiction that included the use of medication, despite widespread
evidence of its safety and effectiveness. This represents a treatment gap
of almost two million people. Many factors contribute to the low utility
of addiction medication and this treatment gap, including the inadequate
reimbursement of coverage for treatment of substance use disorder
(SUD) by public and private payers, the bifurcation of medical and
behavioral health benefits, and a shortage of well-trained physicians and
clinicians to treat opioid addiction.
Combatting these issues requires a new approach that includes adequate
reimbursement for addiction care, integrating medical and behavioral
health benefits, and increasing the capacity of the addiction medicine
workforce to treat addiction. ASAM has led efforts in many of these
areas, but a broad coalition of stakeholders is necessary to further
advance this cause. We support CMMI principles and ideas that increase
access to and improves the quality of addiction treatment and
incentivizes care value over volume.
ASAM recognizes the value of involving beneficiaries in the development
of APMs via pathways such as public comment periods, and by
encouraging participation by making it easier to find highly skilled and
11400 Rockville Pike Suite 200 Rockville, MD 20852
Phone: 301-656-3920 | Fax: 301.656.3815
www.ASAM.org

qualified addiction specialists who participate in APMs. We urge CMS to incorporate a wide
array of beneficiaries into their payment models by using all available payment pathways,
including through Section 1115(a) waivers. ASAM welcomes CMS’ new direction on Section
1115 waivers and we encourage CMS to integrate this new guidance into the guiding principles
and the development of payment models to treat addiction.
Given these circumstances, ASAM urges CMS to recognize the need for alternative payment
pathways to treat opioid addiction, separate from the current fee-for-service (FFS) model. We
welcome efforts by CMS to increase utilization of and access to medications to treat opioid
addiction by providing the appropriate financial support to enable physicians and clinicians to
successfully treat opioid addiction with medications and therapy; broaden the coordinated
delivery of medication, psychological, and social services; and ultimately increase the proportion
of individuals with opioid addiction who are successfully treated.
As an example of possible payment models that CMS and CMMI should consider that are in line
with the aforementioned principles, ASAM and the American Medical Association (AMA) have
made significant progress on the development of the Patient-Centered Opioid Addiction
Treatment (P-COAT) APM in response to the increase in the rate of those suffering from an
opioid addiction, the underutilization of medication to treat it, and the numerous problems with
current payment systems. P-COAT is a two-tiered, bundled, physician specialty APM and is
designed to incentive physicians to deliver high quality, evidence-based outpatient addiction
treatment to patients. In this model, physicians and other clinicians share risk and are held
accountable by evidence-based performance measures while guaranteed provider payments are
stratified by provider type and risk-adjusted based on a set of core performance measures.
P-COAT also represents a significant clinical practice transformation. Currently, outpatient
treatment practices and protocols continue to use treatments that exclude the use of medication
in conjunction with behavioral therapies to treat opioid addiction, despite a wealth of evidence
documenting its effectiveness and superiority when compared to other treatments such as
abstinence. Additionally, while medication in conjunction with behavioral therapy is a
comprehensive and recommended form of treatment for opioid addiction, many health plans
continue to pay medical and behavioral health benefits separately. This APM represents a clinical
practice transformation by employing a comprehensive, as well as an integrated delivery of care
approach that transforms inadequate and siloed provider reimbursement into a bundled
payment structure that rewards highly qualified providers who deliver evidence-based
treatment.
ASAM also understands that the adoption of models like P-COAT require broad participation. In
the example of P-COAT, a broad array of qualified professionals would deliver outpatient care
through ASAM Levels of Care 1 (outpatient) and 2 (intensive outpatient). Specifically, physicians,
advance nurse practitioners, and physician assistants who are permitted to prescribe
medications per The Drug Addiction Treatment Act of 2000 (DATA 2000); physicians who
specialize in addiction medicine through the appropriate board examination; and healthcare
professionals licensed and certified to provide appropriate psychiatric, psychological, or
counseling services would be eligible to participate in P-COAT.
We further encourage CMS to adopt specific quality measures like those in P-COAT that
advance choice and competition among providers participating in behavioral health APMs to
ensure that patients are getting the best evidence-based care. ASAM included several quality

improvement measures in P-COAT such as documented treatment plans consistent w/ASAM
Standards of Care, face-to-face doctor visits within seven days of treatment initiation, and
verification that patients filled prescribed medications.
As suggested by its name, the P-COAT APM adheres to CMMI’s guiding principle of patientcentered care by improving patients’ access to care and allowing the flexibility to choose
providers who possess expert knowledge and skills in addiction medicine. Given the gravity of
the opioid epidemic and the need to provide patients with evidence-based, quality care, we urge
CMS to consider APMs like ASAM’s that advance access to quality care by providing appropriate
financial support to enable highly qualified clinicians to provide successful treatment.
Additionally, P-COAT supports CMMI’s guiding principle of provider choice and incentives
through voluntary participation and by providing incentives in the form of positive payment
adjustments to clinicians who deliver better outcomes. To facilitate the development of an APM
that is supported by a wide array of stakeholders, the P-COAT APM will undergo a rigorous
review process that includes both public and private stakeholders. Given the breadth of ideas
that ASAM has attracted during this ongoing review phase, ASAM encourages CMS to test
models that use the best ideas from a broad range of groups and individuals.
To ensure that patients have access to evidence-based addiction medicine practices and to
provide an adequate level of provider reimbursement to combat the underutilization of
medication and behavioral therapy to treat opioid addiction, ASAM is open to working with CMS
to determine the appropriate size and scale of models needed to yield actionable evidence in
reduction of costs and improved quality of care. As CMMI and CMS develops APMs, we
encourage the agency to waive burdensome administrative requirements on providers and
reevaluate the use of prior authorization, certification, and documentation/reporting
requirements that often prevent physicians from spending the majority of their time with
patients.
We appreciate the interest that CMS has shown in behavioral health APMs as evidenced by the
CMS Behavioral Health Summit in September 2017 and this RFI. P-COAT offers a solution to
many of the problems with current payments systems while giving providers the flexibility to
work within existing billing systems and infrastructure. Should CMS decide to develop a
behavioral health model similar to ASAM’s P-COAT APM, it would broaden the agency’s
portfolio of APMs which are not currently included, and would be a significant clinical practice
transformation of the addiction medicine specialty.
Thank you for the opportunity to respond to this RFI. If you have any questions, comments, or
concerns, please contact Corey Barton, Manager, ASAM Private Sector Relations.
Sincerely,

Kelly J. Clark, MD, MBA, DFASAM
President, American Society of Addiction Medicine
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BACKGROUND
Since 1999, there has been a growing epidemic across the
United States of deaths due to opioid and heroin overdoses. This epidemic is widespread, growing rapidly, and has
overtaken many other leading causes of death. Opioid
addiction is a primary, chronic disease of the brain that
leads to characteristic biological, psychological, and social
manifestations. The treatment model of this complex and
often devastating disease requires interventions that
address these components - including medication-assisted
treatment (MAT).
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Substantial literature documents the clinical eﬀectiveness of MAT as a
Medical/Psychologitreatment for opioid addiction. Despite this evidence and the worsencal/Social model of
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ing epidemic, MAT is signiﬁcantly underutilized. Of the estimated 2.5
million patients who need treatment for opioid use disorder, only a small fraction of the population can
access it. According to a recent report by the Blue Cross Blue Shield Association (BCBSA), the number of
BCBS members with an opioid use disorder diagnosis surged 493 percent, while the number of individuals
using medication-assisted therapy to treat their diagnoses only rose by 65 percent. This means the rate of
diagnoses grew nearly eight times as quickly as the rate of medication-assisted therapy use.

Reasons for underutilization:
Insuﬃcient or limited insurance coverage
for services related to treating substance
use disorder (SUD)
Shortage of physicians qualiﬁed to
prescribe MAT
+

Lack of access to addiction specialists

Some Problems with Current Payment Systems:
Payments (E&M) for physicians and clinicians
are generally insuﬃcient to identify, diagnose
and treat OUD
Prior authorization requirements make it
diﬃcult to deliver timely, eﬀective treatment
Limited reimbursement for telemedicine
Separate billing for medical and behavioral
services related to OUD
Limited payment for transportation and
other non-medical social services needed to
eﬀectively treat patients

GOALS

Patient-Centered Opioid Addiction Treatment (P-COAT)

Provider appropriate ﬁnancial support to physicians/clinicians to successfully treat OUD with MAT
Encourage more PCPs to provide treatment with MAT
Broaden coordinated delivery of medical/psychological/social model of treatment
Reduce/eliminate spending on outpatient treatments that are ineﬀective/unnecessarily expensive
Improve access to evidence-based outpatient care for patients being discharged from intensive
levels of care
Reduce spending on potentially avoidable emergency department visits and hospitalizations
Increase the proportion of individuals with opioid addiction who are successfully treated
Reduce deaths caused by opioid overdose and complications of opioid use
Improve adherence to medications to treat opioid addiction
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Centers for Medicare and Medicaid Services: Innovation Center New Direction
Dear Ms. Verma:
The American Society of Cataract and Refractive Surgery (ASCRS) is a medical specialty society representing
nearly 9,000 ophthalmologists in the United States and abroad who share a particular interest in cataract and
refractive surgical care.
We appreciate the opportunity to provide feedback on the new direction for the Innovation Center because we
have long been concerned that the perspective of specialty physicians, particularly those in small practices, has
not been appropriately considered in the development and implementation of previous models and programs.
Existing models tend to focus on primary care or seek to coordinate costs across Parts A and B of Medicare.
Ophthalmologists do manage chronic eye disease, such as glaucoma or macular degeneration, but do not
provide primary care, and all ophthalmic services are furnished under Part B. By CMS’ own estimate in the 2017
QPP final rule, only 0.7% of ophthalmologists nationwide were expected to achieve QP status based on
participation in an Advanced APM. Therefore, ophthalmologists have very few opportunities to participate
voluntarily in current models. When ophthalmologists can participate in current models, usually Medicare
Shared Savings Track 1 ACOs that do not quality as Advanced APMs, it is only when they are invited, as some
ACOs do not include specialists. Most ophthalmologists practice in small groups and may not have the ability to
join ACOs, even if invited, as participation could be too financially risky or an administrative burden. Given the
lack of any ophthalmology specific APMs or opportunity to meaningfully participate in current models, we urge
CMS to maintain a fee-for-service option to ensure specialists may continue providing care to Medicare
beneficiaries.
As CMS begins envisioning the new direction for the Innovation Center, ASCRS urges that the following
principles are incorporated:
•

Empower beneficiaries and physicians to contract privately for Medicare services. ASCRS has long
supported a viable Medicare private contracting option that would allow the physician to remain in
Medicare and the patient to use his or her benefit. We are encouraged to see CMS considering a
demonstration that would empower beneficiaries to contract with the physician of their choice.

•

Preserve a fee-for-service option. There are no ophthalmology only APMs, and current models, such as
ACOs, are primary care-focused. Specialists, such as ophthalmologists, must continue to have an option
AMERICAN SOCIETY OF CATARACT AND REFRACTIVE SURGERY
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to provide care to beneficiaries on an episodic basis. High-volume ophthalmic services, such as cataract
surgery, are discrete episodes of care paid entirely under Part B and rarely require care coordination
with other physicians. Physicians should have the option to remain in a fee-for-service model that is
serving beneficiaries well and allowing physicians to remain in small groups.
•

Make participation in new payment models voluntary. ASCRS is encouraged that CMS is moving away
from mandatory participation in demonstration models. Last year’s proposed Part B drug model would
have required physicians to participate in an untested model to modify reimbursement for drugs
administered in the office. While we support efforts to stem the rising cost of drugs, ASCRS does not
believe physicians should have been compelled to participate in that demonstration, or in any future
model, until they are tested on a small scale and produce verifiable results.

•

Recognize realistic opportunities for improvements in quality and value. Cataract surgery is the
number one Medicare-reimbursed procedure and is efficiently furnished on an outpatient basis. It is
overwhelmingly successful and provides millions of beneficiaries with improved vision and secondary
benefits, such as extended mobility and independence, as well as prevention of falls and other injuries.
When rare complications occur, they are generally due to ocular comorbidities. There is very little
opportunity for quality improvement or cost efficiencies, which has so far prevented the development
of a viable alternative payment model.

•

Incorporate the specialist perspective in alternative payment model design. Most models developed
by the innovation center to date have been primary care-focused or sought to coordinate costs across
Parts A and B. While some ophthalmologists participate in alternative payment models, such as
Accountable Care Organizations (ACOs) Track I, they are rarely the driving force in the model and not
generally engaged in managing the outcomes for the population of attributed beneficiaries. Currently,
no specialty models exist that ophthalmologists see as relevant to their practices.

•

Improve risk adjustment. ASCRS has long expressed concerns about the need for improved risk
adjustment to ensure the sickest or most complex patients do not lose access to care. While we support
quality and value policies, we continue to believe no current methodology exists that adequately adjusts
for risk to ensure physicians are not disincentivized from treating the sickest patients.

•

Consider the burden of new models on solo, small, and rural practices. Most ophthalmologists practice
independently or in small groups, and tend to operate with very slim profit margins. Still others practice
in rural areas and may be the only physician performing certain procedures or treating specific
conditions. These circumstances mean that even if new models that incorporate specialty care were
developed, ophthalmology practices are not well suited to taking on additional risk through often
untested new payment models. We encourage CMS to consider the regulatory burden, additional
administrative costs, and financial risk that prevent small or rural practices who may be interested in
new payment models from taking steps to implement them.

•

Consider the possible limited access to specialty care from a premium support model. Beneficiaries
who currently choose a Medicare Advantage (MA) plan often are not aware of insurer efforts to narrow
networks and remove specialists or sub-specialists, or that provider directories may be inaccurate or out
of date. MA plans are also increasing the burden on physicians with a dramatic increase in the use of
prior authorization and chart audits. CMS should address these issues that limit beneficiary access to
care before proceeding with models incentivizing beneficiaries to join MA plans.
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CMS’ Guiding Principles for the Innovation Center
In this RFI, CMS lays out several guiding principles as a foundation of how it envisions the Innovation Center
should approach its current and future work. We are encouraged that several of the principles CMS has
identified run parallel to ASCRS’ principles listed above. In addition, we are encouraged by CMS’ interest in a
possible demonstration for private contracting in Medicare.
We believe voluntary models that incorporate specialty perspectives and patient choice have the power to drive
further innovation. However, we caution against a wholesale effort to transition all physicians into alternative
payment models just to meet undefined goals of improved quality and value. We encourage CMS and the
Innovation Center to recognize that ophthalmologists are already providing exceptional quality care and
delivering it in an efficient manner. Moving ophthalmologists and similar specialists away from fee-for-service
risks disrupting a system that is currently serving beneficiaries well, and without proper risk adjustment, could
penalize physicians for treating the sickest and most complex patients.
Preserve a Fee-for-Service Option
In developing and refining the Innovation Center’s new guiding principles, we urge CMS to recognize that
physicians should continue to have an option to treat Medicare patients on a fee-for-service basis.
•

Ophthalmology is not well suited to models seeking to coordinate care because ophthalmologists do
not provide full body care and generally do not coordinate with primary care providers or other
specialists. Ophthalmologists do manage chronic eye disease, such as glaucoma and macular
degeneration, however, most care coordination would be between ophthalmic sub-specialists to treat
specific episodes of care. For example, a physician managing a patient’s retinal disease may send him or
her to another ophthalmologist for cataract surgery, if necessary. Care coordination may also happen in
the post-operative period when an optometrist or other ophthalmologist provides post-op care, usually
at the request of the patient. Diabetic patients may develop diabetic retinopathy and ophthalmologists
may provide specialists reports to the physician managing the patient’s overall diabetes, but they
themselves will likely not coordinate care or be the physician managing the patient. There are very few
opportunities to develop alternative payment models that would better coordinate ophthalmic care
than the existing fee-for-service model.

•

ASCRS believes moving to create alternative payment models related to eye disease, particularly
chronic eye disease, would be premature since there are no current cost measures that adequately
adjust for risk and account for circumstances outside the physicians’ control, such as disease severity,
patient compliance, and socioeconomic factors, which all contribute to the cost of an individual
patient’s care and the likely outcome of his or her treatment. Without proper risk adjustment, the
sickest and most complex patients may be shortchanged in a non-fee-for-service system.

•

ASCRS has been involved in the technical expert panels advising CMS on the development of episodebased cost measures for MIPS. While we have been encouraged by CMS’ engagement with us and other
specialty medical organizations, we believe the process is still in its initial stages and will require
extensive testing and refinement before the measures are used in MIPS, let alone considered for
inclusion in any alternative payment model. The early stages of this process, which began with “straightforward” procedures for which to develop measures, including cataract surgery, has highlighted the
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complexities and myriad variables that must be considered to ensure proper attribution and a
homogeneous patient population on which to compare costs. These measures are just moving to the
testing phase and could need further refinement depending on the results. Developing episode
measures for chronic disease will require even more work.

1

•

For example, the range in treatment options for Glaucoma, which largely depend on disease severity
and the patient’s ability to follow the course of treatment, demonstrates the challenges of developing
a model that would not hold physicians accountable for factors beyond their control, or risk limiting
the sickest patients’ access to care. For glaucoma patients, some may be well managed using drops, but
others would benefit from surgery. A surgical intervention may increase the cost of care for the patient
in the near term, but maintaining a patient’s regimen of eye drops would be far costlier to Medicare in
the long term. A 2012 study found that the savings of performing laser trabeculoplasty (LTP) as opposed
to continuing a course of generic topical prostaglandin analogs (PGAs) are realized in 13.1 months.1
Another 2012 study estimated that LTP provided a cost saving of $2,645 per quality adjusted life year
compared to PGAs.2 The savings, not only to Medicare, but for the potential improved quality of life
for the patient, are significant. However, surgery may not be the best option for every patient, and so
developing a model that accounts for the best individual course of treatment for each patient would
be difficult to create. Fee-for-service allows physicians and patients to determine the best course of
treatment for each case without the fear that a more expensive treatment will penalize the physician.

•

Further, the cost and outcomes of similar treatments may vary due to other factors outside the
physician’s control. Glaucoma patients may have difficulty attending regular doctors’ appointments for
pressure checks and may not always be able to follow the prescribed treatment of eye drops. In
addition, there are also a variety of socioeconomic factors that impact overall care for certain patients.
For example, lower income patients or patients in rural areas may have difficulty making regularly
scheduled appointments if they do not have access to reliable transportation or must travel longer
distances. Low income patients may also not be able to afford prescribed eye drops. In addition, older
patients have mobility issues and rely on other caregivers to bring them to the physician’s office. In
general, ophthalmologists tend to treat older Medicare patients, who may not have the manual
dexterity required to administer their medicated eye drops. Poor adherence to the course of treatment
can lead to poor visual outcomes. Alternative payment models may seek to modify physician behavior,
but they will not be able to overcome these factors that ultimately impact the cost and outcome of
treatments. Fee-for-service allows physicians to treat all patients, regardless of their physical abilities
or socioeconomic attributes.

•

Solo, small, and rural practices may not have the ability to take on the additional administrative
burden and financial risk of implementing APMs. Most ophthalmologists practice individually or in
small groups. These small practices generally operate on thin profit margins and may not have many
administrative staff who would have the time to study, implement, and oversee a transition away from
fee-for-service into an alternative payment model. Rural physicians may not have any local models
available to join, or may be the only provider of certain procedures or treating certain diseases. These
small and rural practices not only have to contend with the potential downside risks associated with
alternative payment models, but consider what effect possible penalties could have on their ability to

Seider MI, Keenan JD, Han Y. Cost of Selective Laser Trabeculoplasty vs Topical Medications for Glaucoma. Arch
Ophthalmol. 2012;130(4):529-530. doi:10.1001/archophthalmol.2012.355.
2
Stein JD, Kim DD, Peck WW, et al. Cost-effectiveness of medications compared with laser trabeculoplasty in patients with
newly diagnosed open-angle glaucoma. Arch Ophthalmol. 2012; 130:497-505.
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remain in business and provide needed care to beneficiaries. Fee-for-service ensures physicians know
they will be able to cover the costs of treatment and continue seeing patients.
•

Despite the risks of moving away from fee-for-service, some ophthalmologists have moved into
APMs—generally Medicare Shared Savings Track 1 ACOs, but they are rarely the driving force in these
models. In addition, feedback from our members in these models indicates they do not generally
know what patients are attributed to the model. In seeking feedback from ASCRS members in ACOs,
we have heard that most participants were invited to join by other local providers and are not involved
in the management of the ACO. They have little or no contact with the ACO until they are asked to
provide quality data, and have not changed their practice patterns as a result of joining the ACO.
Ophthalmology practices have no way of knowing in advance which patients they see are attributed to
the ACO, and approach every patient’s treatment plan with the same individual focus and high-quality
care. Fee-for-service allows physicians to know prospectively what metrics will be used to evaluate
the quality and value of the care provided to the beneficiary.

•

Still more ophthalmologists have experience with Medicare Advantage (MA) plans and caution that it
may not be the best option for all beneficiaries. Over the past several years, MA plans have sought to
narrow their provider networks, many times in the middle of the benefit year, and have removed
ophthalmologists and other specialists seemingly without cause. In other cases, the plans may advertise
inaccurate or out-of-date provider directories, and cause beneficiaries to purchase a plan because they
wrongly believe their doctor participates in the plan. Physician practices also report a startling increase
in the use of prior authorization by MA plans, usually targeted at high cost prescription drugs and
procedures, and an increase in chart audits not required by CMS. These insurer tactics not only add to
physician regulatory burden, but have a real impact on beneficiaries’ access to care. The fee-for-service
model ensures beneficiaries have access to the physician of their choice, and that practices can be
assured their prescribed course of treatment will be covered.

Consumer-Directed Care and Market-Based Innovation Models
ASCRS strongly supports a possible demonstration for Medicare private contracting based on the policies
included in the Medicare Patient Empowerment Act. We believe a demonstration to test a viable Medicare
private contracting option introduces choice and competition into the marketplace by allowing beneficiaries to
choose the treatment option and physician best suited to their needs. We believe patients should be given the
information to choose high-quality care; however, current systems, such as Physician Compare, need to be
improved to make quality and cost performance data about physicians meaningful to patients so they can make
informed decisions.
Demonstration Based on the Medicare Patient Empowerment Act
•

ASCRS has supported legislation introduced in previous Congresses and recently re-introduced in the
House of Representatives, the Medicare Patient Empowerment Act, that would create a viable
Medicare private contracting option. Currently, Medicare private contracting is not workable for either
physicians or beneficiaries. If physicians and patients want to enter into a private contract, the physician
must drop out of Medicare for two years, and the patient loses his or her benefit. The Medicare Patient
Empowerment Act would allow private contracting on a case-by-case basis so the physician can remain
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in Medicare and the patient may use his or her benefit. We believe this proposed legislation offers the
best framework for a possible Innovation Center demonstration for private contracting.
•

A demonstration based on the Medicare Patient Empowerment Act would allow beneficiaries to see
the doctor of their choice and still use their Medicare benefit, even if the physician does not
participate in Medicare. Physician services, particularly specialty services, have systematically been
devalued since the implementation of the Resource-based Relative Value Scale (RBRVS), and some
physicians may not be able to continue to provide services to Medicare beneficiaries at the current
Medicare rates. Some ophthalmologists would like to innovate with new practice models and services,
but cannot due to current regulations. A demonstration based on the Medicare Patient Empowerment
Act would allow beneficiaries to choose to see the physicians providing the highest quality and
innovative care.

•

A demonstration based on the Medicare Patient Empowerment Act could inject competition into the
market and incentivize physicians to change some practice patterns to reduce costs to the system. The
current system sets a price for each service, but provides no incentive for physicians to develop
innovative practice patterns under fee-for-service that would allow them to charge less than the current
Medicare rate. Through the use of private contracting, beneficiaries could seek out high-quality and
cost-efficient physicians who can deliver care at a price below the current Medicare rate. We encourage
CMS to implement a demonstration based on the Medicare Patient Empowerment Act, which would
allow beneficiaries not only access to physicians who do not find the Medicare rate sufficient, but also
to physicians who may be able to charge a lower rate.

•

While a demonstration, or an eventual system-wide adoption of the private contracting option
discussed above, may allow some physicians to charge below the Medicare rate, instances where this
may occur should not be used as a justification for lowering Medicare rates across the board. ASCRS
continues to support the American Medical Association’s (AMA) Relative Value Update Committee
(RUC) process for revaluing specific codes. The RUC has a defined methodology and deliberative process
that evaluates every aspect of physician services, including time, intensity, and practice expense. The
RUC seeks to base its decisions on a valid sample of data representing all physicians performing a
specific service or procedure nationwide. A Medicare private contracting option may allow some
physicians in certain circumstances to reduce the cost of care. This may be limited to certain services,
geographic areas, practice size or make-up, or any number of other factors unique to a specific
physician’s situation. The existence of Medicare private contracting arrangements that may be below
the Medicare rate should not be the sole justification for revaluing a specific code. Any value changes
should continue to be based on recommendations from the RUC.

Improve Physician Compare
CMS seeks to provide beneficiaries with information to improve quality and cost transparency. However, the
current means of providing public disclosure of quality and value data, Physician Compare, needs extensive
reforms to make the data more understandable and actionable for beneficiaries.
•

Improve risk adjustment for cost measures to ensure physicians who care for the sickest and most
complex patients are not inaccurately labeled as “high cost.” As mentioned above, ASCRS opposes
CMS’ attribution methods for current cost measures, as they are primary care-based and may hold
physicians responsible for the cost of care they did not provide. In addition, the measures lack risk
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adjustment to account for factors outside the physician’s control, such as disease severity, patient
compliance, and socioeconomic status. Without proper risk adjustment, physicians who treat the
sickest and most complex patients—who often require more costly treatment—may appear on
Physician Compare as high cost. In addition, for ophthalmology, one of the main differences in the cost
of surgeries is the site of service. Physicians are not always able to control whether they can perform
surgeries in a lower cost Ambulatory Surgery Center (ASC) or if they must operate in the higher cost
Hospital Outpatient Department (HOPD), which may also require higher cost preoperative testing.
Beneficiaries would not necessarily understand the differences or the factors, such as state certificate
of public need laws, that determine where the surgery is performed. There is no information provided
to the public on the site to explain site of service differentials, the attribution methodology, or context
for why a specific physician’s cost score may be higher than average. Without improvements to cost
measure attribution and risk adjustment and explanation of cost variations due to the site of
service, patients do not have accurate information on which to base value decisions. This could
create a disincentive that would direct beneficiaries away from the best physician to treat their
disease if Physician Compare displays information that characterizes physicians who specialize in the
most complex cases or have no choice but to operate in HOPDs as high cost.
•

Quality measures displayed publicly on Physician Compare must also be risk adjusted and provide
additional information on a physician’s case mix and patient population. Cataract surgery is an
overwhelmingly successful procedure with a very low complication rate. However, as with the cost
measures discussed above, physicians who treat the sickest or most complex patients may
inaccurately be labeled low quality because those patients may not have the expectation of a good
outcome. When rare complications from cataract surgery arise, it is usually because of the ocular comorbidities. Experienced and specialized surgeons can treat these patients and improve their visual
function, but these patients are not likely to have as good an outcome as a surgery performed on a
patient with no co-morbidities. Patients with co-morbidities would be better served by seeing a
physician who specializes in cases like theirs. Physician Compare currently has no way of
communicating this to patients and may steer patients toward physicians whose cost and quality
scores are higher since they do not see as many complex cases. In reality, the physician who appears
to be higher quality will likely refer these cases to the physician appearing low quality who
specializes in the more difficult cases.

•

CMS should also consider the impact of its proposals related to topped out measures when
providing quality data to the public. ASCRS opposes CMS’ proposals for identifying and removing
topped out measures from the MIPS program. CMS has identified many ophthalmic measures,
including most related to cataract surgery, as nearing topped out status. As a measurement of the
number one Medicare-reimbursed procedure, ASCRS believes that cataract surgery measures should
remain in the program and physicians should continue to earn credit for maintaining high
performance. Without measures that are central to a physician’s practice, beneficiaries seeking
public information on cost and quality will not have the most relevant information on which to base
their care decisions.

Opportunities for Participation in Advanced APMs and Physician Specialty Models
As noted above, specialty physicians have very few opportunities to participate in current models. CMS
estimated in its 2017 QPP final rule that only 153 or 0.7% of ophthalmologists nationwide will be considered
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qualifying participants in Advanced APMs. There are no ophthalmology only models, and most current models
focus on primary care. We encourage CMS to investigate developing specialty models, but maintain that
ophthalmologists in the fee-for-service option are already providing high-quality and cost-efficient care.
•

Ophthalmology services are paid only under Medicare Part B, and cataract surgery, specifically, is
overwhelmingly successful and cost-efficient, as currently delivered under fee-for-service.
Complications after cataract surgery are extremely rare. There is very little differentiation among
cataract surgeons both for cost and in outcomes. This fact was confirmed in the early 1990s when
cataract surgery was included in a CMS “Centers of Excellence” demonstration project, later abandoned
due to the lack of a gap in care or variation in cost. Cataract surgery is reimbursed under Medicare Part
B with a 90-day global period physician fee and a facility payment to either an ASC or HOPD. When
complications or variations in outcome occur, it is often due to patient co-morbidities, such as diabetes,
glaucoma, macular degeneration or retinal disorders, or other significant pre-existing health issues. In
the last 50 years since the advent of phacoemulsification, ophthalmologists have made tremendous
strides in improving cataract surgery so that complications are relatively rare. While still an intensive
procedure requiring the special skill of ophthalmologists, the medical innovation of the last half-century
means that patients will have a reliable assurance that the outcome of their surgery will contribute
positively to their overall well-being. Given these circumstances, cataract surgery does not lend itself to
creation of an APM or inclusion in others.

•

Differences in severity of chronic ophthalmic disease leads to a wide variety of treatment options,
which makes it difficult to isolate a homogenous patient population for inclusion in an APM. As noted
above, a glaucoma patient’s disease may be well controlled using eye drops. Other patients, however,
may opt for surgery and no longer need to use eye drops, and still others may become more severe if
they struggle to comply with the treatment regime requiring monthly intraocular pressure checks or lack
ability to afford their eye drops. With such a wide variety of treatment options, physicians need to have
the ability to provide the right course of treatment for each patient. The current fee-for-service option
allows physicians to treat any patient, regardless of his or her disease state. We continue to have serious
concerns about the potential risk of adverse selection caused by APMs. Specifically, if cost measures
associated with the APM are not developed with appropriate risk adjustment, the physicians who care
for the most complicated and sickest patients, who are most likely to have a poorer outcome, will be
more likely to be penalized. If physicians know that treating certain high-risk patients may negatively
impact their resource use scores, they may choose not to treat those patients. Further, all patients are
at risk of limited care if, prior to treatment, a physician is forced to make individual cost calculations
to estimate how the patient may affect his or her performance in the APM.

•

If CMS decides to move forward with specialty APMs, we are encouraged by the focus on voluntary
models in the Innovation Center RFI. By its very definition, a demonstration model is still in a testing
stage and should not be deployed system wide until there are proven results that improve quality and
reduce cost. Most notably, the now-withdrawn Part B drug demonstration, proposed in 2017, would
have impacted ophthalmologists and substantially altered the reimbursement for administering sightsaving drugs in the office setting. CMS proposed to roll out the demonstration nationwide without
providing significant evidence it would achieve its goal of reducing drug prices. However, given that
physicians do not control the cost of the drugs they administer, it would most likely have forced
physicians to limit the care they provide to Medicare beneficiaries.

•
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We support CMS’ proposal to limit model testing to voluntary participation, so physicians and
practices who are not ready to participate are not burdened. Past rationale for mandatory
demonstrations has rested on the notion that a voluntary model would attract only participants who are
most likely to do well, and therefore, the results would be skewed toward the high performers.
However, several participants who believed they were best prepared and able to succeed in previous
voluntary demonstrations, such as the Pioneer ACO model, failed and were forced to end their
participation in the program. Even in the cases of the failed ACOs, participating groups had dedicated
staff and resources to devote to the APM. For most specialists, such as ophthalmologists, practicing in
solo or small practices, the staff and resources needed to participate are not available. In addition, these
small practices already operate on thin profit margins, and could go out of business if they suffered
financial penalties from poor performance in an APM. Even if specialty models were available for
ophthalmologists, participation would be difficult for small practices. Any future demonstrations for
specialty APMs must be limited and voluntary to ensure they are fully tested and produce the desired
outcome before implementation system-wide.

Medicare Advantage Innovation Models
ASCRS has serious concerns about efforts to incentivize beneficiaries into managed care models, such as
Medicare Advantage (MA), through a premium support system. Beneficiaries are not always well informed
about the plans they are purchasing, which may limit their access to specialty care through narrow networks.
In addition, the MA plans are becoming increasingly burdensome for physicians and practices with increased
prior authorization and chart audit requests.
Narrow Networks
•

Physicians and beneficiaries alike have long expressed frustration at insurer tactics that narrow their
provider networks to the point that beneficiaries either have no choice of in-network providers, or
even have no in-network providers treating certain diseases. Many times, these network decisions
come in the middle of the benefit year, so beneficiaries who selected specific plans to ensure they had
continued in-network access to their physicians may be left with the choice of not using their plan’s
benefit or finding a new doctor. Disruptions during treatment for chronic diseases, such as glaucoma,
diabetic retinopathy, or macular degeneration, could severely impact the progression of the disease.
Glaucoma patients who do not receive regular pressure checks, and diabetic retinopathy or macular
degeneration patients who do not receive scheduled injections, all risk losing their sight completely. If a
physician treating these patients is removed from a plan unexpectedly, it may result in a delay of care
for the beneficiary.

•

In some cases, insurer efforts to narrow their networks have left plans without specialists who treat
certain diseases. For example, we heard from some practices who were dropped from plans and are the
only practices in their area with corneal or uveitis specialists. Often, sub-specialists treat the sickest and
most complex patients. MA Plans who remove these sub-specialists from their networks are limiting
access to beneficiaries who need the most care.

•

CMS has acted in the past to discourage plans from engaging in tactics to narrow networks in the
middle of the benefit year, but before moving forward with any models to further incentivize
beneficiaries to join MA plans, we encourage CMS to prioritize ensuring networks are robust enough
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to offer beneficiaries a choice of physicians and the assurance that they will be able to use their MA
benefits for the treatments they require. We recommend CMS take steps to ensure that all MA plans
offer some options for out-of-network benefits to beneficiaries whose physicians may have been
removed from the plan during the benefit year.
•

In this RFI, CMS stresses the importance of providing transparency and information to beneficiaries so
they can make decisions about quality and value; however, many MA plans do not provide potential
members with the information they need. Many practices complain that MA plan directories are
inaccurate or incomplete. Without accurate provider directories, beneficiaries will not be able to choose
plans that meet their needs. CMS must ensure MA plans keep provider directories up to date so that
beneficiaries have assurance that they will be able to see the physician of their choice.

•

Frequently, when MA plans make network coverage decisions, they do so without consulting the
participating physicians and do not provide any means of appealing or re-negotiating the decisions.
Physicians have no opportunity to demonstrate how these decisions will affect their patient population
or limit beneficiaries’ access to care. CMS must ensure physicians have a clear and reliable method to
repeal network participation decisions.

Risk Adjustment Audits
•

Ophthalmology practices are frequently required to provide patient charts to MA plans that are
undergoing risk adjustment audits. In many cases, the requests are for a hundred or more charts with
deadlines to comply in as little as a few days or a week. Pulling relevant patient charts and preparing
them for submission is a labor-intensive activity, and small practices generally do not have enough staff
to devote to completing the task in the required time.

•

While we understand that these audits are for the MA plans themselves, and thus not punitive to the
practices, they are an added burden to practices already facing many other regulatory requirements.
MA plans must be able to provide a letter from CMS confirming the chart audit, but there is no
standardization across plans to indicate how many, and in what time frame, charts must be submitted.
Before further incentivizing beneficiaries to choose MA plans, we recommend CMS act to ensure MA
plans undergoing risk adjustment audits do not shift undue administrative burden to practices in
their networks.

Prior Authorization
•

ASCRS and our partners in the Alliance of Specialty Medicine, a coalition of 13 medical specialty
organizations, recently surveyed our combined membership and found that an overwhelming
majority of our members have noted an increase in the use of prior authorization by private plans,
including MA. Eighty-nine percent of Alliance members have seen an increase in prior authorization for
procedures, 82% have seen an increase for diagnostic tools, 60% for site of service, and 79% for
prescription medications. Ninety-four percent of Alliance members noted that increased administrative
burdens by insurers have influenced their ability to practice medicine, and 93% have prescribed a
different course of treatment due to delay tactics by insurers related to the original or first-choice
prescription. MA plans are required to provide the same covered services as Medicare Part B. Delay
tactics, such as prior authorization, unfairly deny timely and needed care to beneficiaries who are
entitled to coverage of certain services.
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CMS must consider the serious consequences of models that incentivize beneficiaries to choose these plans
through premium support. Physicians and practices are overly burdened by these plans, and beneficiaries
ultimately lose access to care. CMS must act to curb the increased use of delay tactics, such as prior
authorization, and ensure MA plan networks are sufficiently robust to provide beneficiaries with sufficient
access to care.

Prescription Drug Models
ASCRS supports efforts to curb the rising cost of prescription drugs. However, CMS’ now-withdrawn Part B
drug demonstration sought to modify physician behavior and reimbursement only, and did not address the
cost of the drugs themselves. Physicians do not have control over the price of drugs—either administered in
the office under Part B or accessed by patients through Part D—and should not be held accountable for
manufacturers’ pricing decisions. Any future prescription drug model should target manufacturers’ high costs
and not physicians.
•

Physicians do not control the cost of prescription drugs; therefore, they should not be penalized for
the high prices that manufacturers set for their drugs. Ophthalmologists nationwide report a startling
increase in the cost of drugs both administered under Part B and considered supplies bundled into
surgical facility fees, including generics. In many cases, there are no alternative options but to pay the
manufacturer’s inflated price. Similarly, for Part D drugs, physicians neither control the cost of the
drugs, nor should they be expected to know the cost of a drug for a particular patient based on his or
her Part D plan. When lower cost alternatives are available, many physicians will prescribe the lower
price drug, especially if it will reduce the beneficiary’s out-of-pocket costs. However, if there are no
alternatives, or the patient is only responding to the higher cost drug, physicians should not be
penalized for the manufacturer’s price-setting.

•

Physicians are already subject to private payers’ attempts to control drug costs through the increased
use of prior authorization. As mentioned above, ophthalmologists report a significant increase in the
use of prior authorization requests from insurers, including MA plans, over the last five years. The prior
authorization requests are nearly always targeted at high-cost prescription drugs, and many plans seek
to move beneficiaries to lower-cost drugs that may not be the appropriate treatment, or disrupt the
treatment of a stable patient by requiring the use of a different drug. Responding to these prior
authorization requests is a significant administrative burden on physician practices, and ultimately
limits beneficiaries’ access to care. We urge CMS to focus any prescription drug models solely on the
manufacturers who control the cost of drugs, and not further burden physicians or limit access to
care.

Conclusion
ASCRS appreciates the opportunity to provide comments on the new direction for CMS’ Innovation Center. We
are encouraged by CMS’ interest in exploring a possible Medicare private contracting demonstration, as well
as the focus on voluntary models. However, we continue to caution CMS from seeking to move all physicians
into APMs. Specialists, such as ophthalmologists, must continue to have a fee-for-service option.
Ophthalmologists already provide high-quality, cost-efficient care via fee-for-service, and do not currently
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have any viable APM options. Finally, we encourage CMS to take steps to ensure MA plans reduce provider
burden and do not limit beneficiary access to care before proceeding with any premium support model that
would incentivize patients to choose MA plans.
*****
Should you have any questions regarding our comments, please do not hesitate to contact Allison Madson,
manager of regulatory affairs.
Sincerely,

Bonnie An Henderson, MD
President, ASCRS

For electronic submission to
CMMI_NewDirection@cms.hhs.gov
November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Ave SW, Mail Stop 314G
Washington, DC 20201
Dear Administrator Verma:
As you consider the strategic direction of the Center for Medicare and
Medicaid Innovation (CMMI), I am pleased to submit these comments on
behalf of the American Society of Clinical Oncology (ASCO). Innovation is
important in promoting patient-centered care, testing market-driven
reforms, providing transparency, and increasing choice and competition to
drive quality, reduce costs, and improve outcomes. We commend CMMI
for inviting stakeholders to provide input to help determine the new
direction of the Innovation Center.
ASCO is the national organization representing over 42,000 physicians
and other health care professionals specializing in cancer treatment,
diagnosis, and prevention. ASCO members are also dedicated to
conducting research that leads to improved patient outcomes, and we are
committed to ensuring that evidence-based practices for the prevention,
diagnosis, and treatment of cancer are available to all Americans,
including Medicare beneficiaries and Medicaid enrollees. We appreciate
the opportunity to share our ideas for improving the delivery of cancer
care in a way that is cost effective and beneficial for patients, oncology
professionals, and payers.
Given the significant morbidity, mortality, and financial expenditures
arising from cancer in the Medicare and Medicaid populations, CMMI
should focus on new and innovative delivery and payment models that
meet the needs of all cancer populations and providers. CMMI should
embrace oncology-focused Alternative Payment Models (APMs) that differ
from the existing Oncology Care Model (OCM), as well as from other
existing models that are not specifically focused on cancer.

In general, ASCO supports the six guiding principles set forth in the
Request for Information. We welcome the opportunity to share our thoughts on the
development and implementation of new APMs that would help to promote market
choice and competition, and allow oncologists to participate voluntarily in new models
focused on patient-centered care. We also wish to highlight our support for the
comments offered by the American Medical Association (AMA) in response to this
Request for Information.
ASCO supports the expansion of the use of physician specialty models as a way to
increase patient access to high-quality, high-value cancer care. We urge CMMI to
ensure that there are multiple oncology-specific APMs that enable oncologists to select
the optimal approach for their patients and will allow their practices to successfully
transition to a value-based payment environment. In the Medicare program, specifically,
it is important to implement models that will facilitate the oncology community’s
transition from the Merit-Based Incentive Payment System (MIPS).
Establishing additional oncology APMs under Medicare is critical, especially given the
complexity and rapid changes occurring in cancer care. Oncology-specific APMs can
address the rising costs of cancer care, including specialty drug costs in the rapidly
changing environment of personalized cancer care. Restricting oncology to a single
APM model would squander the unique opportunity created by Congress.
The structure, approach, and design of APM models must focus on ways to control the
costs of cancer care in the United States. At the same time, models must preserve and
improve the ability of patients to obtain high-quality oncology services. A new cancerfocused APM is necessary to address shortcomings in both the traditional fee-forservice Medicare program and the Medicare Advantage Program. The OCM, which is
currently operating under the Innovation Center, is certainly one such approach that has
drawn participation from a number of practices. The response to OCM by oncology
professionals is a testament to their commitment to innovation and to a value-based
payment system. However, CMS must continue to build upon the initial steps taken by
the OCM.
We urge CMMI to expand the opportunity for innovation beyond OCM’s framework and
limited participation, offering all oncology practices a chance to innovate in ways that
support the delivery of higher quality care at lower cost. ASCO encourages CMMI to
implement APMs that allow all practice settings—independent physician owned,
academic, urban and rural, large and small—to participate and contribute to new
approaches to cancer care delivery. The best models will strive to enhance value,
quality of care, and the patient experience by:
•

Providing resources that better support the full range of services needed for care
planning and management;

•
•

Reducing unwarranted variation—and cost—of care by promoting evidence
based care; and
Organizing reimbursement so that practices may deploy resources in a way that
works for their individual setting.

Finally, ASCO believes that small-scale testing of multiple oncology-focused APMs can
highlight potentially successful strategies for the broader community of cancer patients
and oncology professionals. Industries outside of healthcare have approached complex
challenges by developing methods for “rapid prototyping” of new products. We believe
CMMI needs a similar process for APMs. CMMI has already demonstrated that it can
support an array of small-scale projects through the two rounds of Health Care
Innovation Awards. As such, it should be feasible to implement multiple limited-scale
APM tests each year. As innovation strategies demonstrate potential for success, CMS
should provide a mechanism for adoption on a larger scale. CMMI has statutory
authority to modify the design and implementation of models after testing has begun.
As such, we urge adoption of a multi-step process for developing and implementing
APMs—one that begins with limited-scale testing and then refinement or expansion of
promising APMs over time.
ASCO has developed a value-based payment proposal that addresses the specific
needs of Medicare beneficiaries diagnosed with cancer. ASCO’s “Proposal for a
Voluntary Medicare Demonstration to Support Higher Quality, More Affordable Cancer
Care by Using Evidence-Based Clinical Pathways for Oncology” is attached and
includes ASCO’s recommendations for promoting patient-centered cancer care. ASCO
is working collaboratively with a team of oncologists led by Barbara McAneny, MD. Our
proposal is designed to integrate well with the separate proposal that Dr. McAneny is
submitting to the CMMI.
Thank you for the opportunity to provide comments and submit ASCO’s suggestions on
an alternative payment model that would greatly benefit cancer patients and providers.
We look forward to discussing this proposed demonstration. Please contact Sybil
Green with any questions or follow up.

Sincerely,

Clifford A. Hudis, MD, FACP, FASCO
ASCO Chief Executive Officer

THE AMERICAN SOCIETY OF CLINICAL ONCOLOGY

A Proposal for a Voluntary
Medicare Demonstration to
Support Higher Quality, More
Affordable Cancer Care by
Using Evidence-Based Clinical
Pathways for Oncology
November 2017

A Proposal for a Voluntary Medicare
Demonstration to Support Higher Quality, More
Affordable Cancer Care by Using EvidenceBased Clinical Pathways for Oncology
OVERVIEW
There is a critical need to control the costs of cancer care in the United States, but this
must be accomplished in a way that preserves and improves the ability of patients to
obtain high-quality oncology services. A new cancer-focused Advanced APM is
necessary to address shortcomings in both the traditional fee-for-service Medicare
program and to continue building upon the first steps taken by the Oncology Care Model
(OCM).
The American Society of Clinical Oncology (ASCO) developed this proposal to address
unmet needs under Medicare by enabling all oncology practices to deliver higher quality
care at lower cost. ASCO’s proposal offers the opportunity for all oncology practices—
independent, physician-owned, academic, urban, and rural – to participate in innovative
approaches to cancer care delivery. ASCO’s model enhances value, quality of care,
and the patient experience by:
•

Providing resources that better support the full range of services needed for care
planning and management;

•

Reducing unwarranted variation—and cost—by promoting evidence-based care;
and

•

Organizing reimbursement so that practices may deploy resources in a way that
works for their individual setting.

Specifically, ASCO’s proposal will:
Use Evidence-Based Clinical Pathways for Oncology. Evidence-based clinical
pathways—when appropriately developed and maintained—provide an efficient,
transparent, and nimble mechanism for safeguarding patients, reducing unwarranted
variation in care, controlling resource use, and accommodating rapid changes in
scientific discovery.
Use Meaningful Performance Measures that Hold Practices Accountable for the
Delivery of High-Value, High Quality Cancer Care. Under this proposal, oncology
practices are accountable for providing high-quality, evidence-based, and value-based
care in well-defined ways:
2

•

Avoiding unnecessary emergency department visits and hospital admissions for
complications of cancer treatment;

•

Following evidence-based clinical oncology pathways for the appropriate use of
drugs, laboratory testing, and imaging studies (for example, using lower-cost drugs,
tests, and imaging where evidence shows equivalency with higher-cost treatments
and tests);

•

Following evidence-based guidelines for high quality care near the end of a patient’s
life; and

•

Providing care consistent with the standards of quality defined by ASCO and the
broader oncology community.

Provide Fair and Flexible Payment to Support the Full Scope of Services Needed
for High-Quality Patient Care. Oncology practices would receive additional payments
to support initial patient evaluation and the development of treatment plans, enhance
care coordination, better support symptom management throughout the course of
treatment, and deliver post treatment/survivorship services. Episode based payments
would remove existing links between face-to-face physician visits and reimbursement.
Instead, practices will be free to deploy resources and staff in a way that matches their
practice style and setting. Services such as extended office hours, 24/7 access to
practice providers, financial counseling, and psychosocial support are needed to
enhance the patient experience, to prevent avoidable emergency department visits and
hospitalizations, improve quality, and reduce cost of care.
Achieve Significant Cost Savings. This proposed demonstration project will achieve
significant cost savings for the Medicare program in direct health care costs ranging
between 5 to 30 percent per patient. Taking full advantage of clinical pathways for both
treatment (Treatment Pathways) and the avoidance and management of complications
(Triage Pathways) is labor-intensive and requires investment. However, the returns are
significant, reducing health care costs for health insurers, employers, and patients.
Promote Timely Access and Safe Administration of Oral Cancer Drugs and
Protect Against Counterproductive Policies Imposed by Pharmacy Benefit
Managers. Oral anti-cancer drugs have side effects and toxicities that require the same
careful monitoring and management necessary when administering traditional
chemotherapy. Further, the need for timely access to treatment is no different for oral
versus infused therapies. Under this demonstration project, oncology practices would
receive fair and adequate financial support to manage safe delivery of oral
medications. To ensure timely access to the full scope of drugs used in anticancer
regimens, physician practices adhering to the requirements of this proposed
demonstration would be recognized as in-network pharmacies by Medicare Part D plans
and Medicare Advantage plans without administrative burdens or excessive fees from
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pharmacy benefit managers or otherwise (including direct and indirect remuneration
(DIR) fees).
Permit Voluntary Participation by Oncology Providers and Medicare
Beneficiaries. Participation in this demonstration by oncology professionals should be
voluntary, and Medicare beneficiaries should always have assurances that practices will
identify, discuss, and honor their wishes regarding cancer care to the fullest extent
possible. Nonetheless, as the largest professional society representing medical
oncologists throughout the United States, we are confident that the oncology community
will embrace this proposal and that the vast majority of oncology patients will be
appreciative of the patient-centric approach to care, as well as the important roles that
clinical pathway safeguards and quality measures play in this proposal.
Adopt Shared Savings with Options for Two-Sided Risk. This proposal provides a
mechanism to share savings with providers, adopts two-sided risk in ways that account
for the individual complexity of each patient, and relies on adherence to clinical
oncology pathways that are both evidence-based and value-based. This proposal will
include an innovative approach to accommodate cost outliers using private sector
reinsurance to limit the risk within reasonable boundaries for individual patients or
cohorts of patients with excessive costs. In this way, participating physicians will be
subject to meaningful risk, but they will also be protected from unsustainable losses due
to outliers that cannot be absorbed within the relatively modest size of most oncology
practices.
Increased Emphasis and Flexibility on Measures of Quality of Care. Adherence to
clinical pathways will be a key metric for quality under this proposed demonstration.
Full participation in shared savings will require concordance with clinical pathways in
excess of a specified percentage of qualifying patients. Participation in shared savings
will also depend on costs incurred and performance on quality measures. This proposal
includes the opportunity to deploy and collect data from significant numbers of
sophisticated, cutting-edge quality measures developed for oncology by ASCO. ASCO
maintains and continuously updates over 180 measures designed for use in medical
oncology through ASCO’s Quality Oncology Practice Initiative (QOPI), QOPI Reporting
Registry (QCDR), and ASCO’s QOPI Certification Program.
Provide Data Collection Relief to Practices and Clinicians. Reporting of pathway
utilization provides patient clinical data about the individual patient (such as stage,
genomic markers, line of therapy, therapy intent) without additional data submission and
practice resource utilization—reducing the documentation burden of the clinician and
practice.
Address Inadequacies in the Oncology Care Model. This demonstration design
addresses limitations of the existing Oncology Care Model (OCM). In contrast to the
OCM (and consequently, in contrast to traditional fee-for-service Medicare), this
proposed demonstration provides:
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•

An opportunity to position clinical pathways for oncology in a central role to achieve
higher quality and greater savings, which recognizes and integrates the care
provided under this demonstration with the growing efforts of private health insurers
to use clinical oncology pathways in their day-to-day operations;

•

Greater accountability for providers to prevent avoidable complications and costs
and to use lower-cost drugs, tests, and imaging options when supported by scientific
evidence;

•

A more reasonable environment to encourage providers to accept complex,
challenging cases without exacerbating perverse incentives to avoid the most
vulnerable and costly patients—clinical oncology pathways provide a more targeted
and more fair instrument to account for drug costs rather than simplistic approaches
that penalize physicians who are willing to treat patients with complicated forms of
cancer that inherently have expensive treatments;

•

Sufficient financial resources to provide the labor-intensive resources necessary to
protect the greatest number of patients from avoidable complications that undermine
quality of life and contribute significantly to the overall cost of care; and

•

Options to include substantially more quality measures that can evolve on a timely
basis, drawing from the cutting-edge group of over 180 measures that ASCO
maintains and continuously updates as well as new measure development for
oncology care.

A more detailed discussion of these elements follows below.

DISCUSSION
I.

Use of Evidence-Based Clinical Pathways for Oncology.

Clinical pathways for oncology play a central role in this proposed demonstration. This
reflects the growing trend among private insurers to use clinical oncology pathways as
an essential tool for promoting quality, reducing undesirable variability, and ensuring the
most appropriate use of financial resources in cancer care.
•

In many regions of the country, the majority of cancer patients with private
insurance now receive oncology care under clinical pathways.

•

The use of clinical pathways often results in substantial reductions in overall
costs of oncology care, including reductions of approximately one-third of costs in
common types of cancer. 1

1

McKinsey & Company: Strategies in oncology: Spotlight on clinical pathways.
http://healthcare.mckinsey.com/sites/default/files/Designing%20and%20Implementing%20an%20Integrat
ed%20Oncology%20Care%20Management%20Program.pdf
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•

Evidence-based clinical pathways—when appropriately developed and
maintained—provide an efficient, transparent, and nimble mechanism for
safeguarding patients, controlling resource use, and accommodating rapid
changes in scientific discovery.

The growing prevalence of clinical pathways for oncology in the private sector highlights
the need for CMS to implement a demonstration in which pathways play a central role in
promoting quality and controlling costs. The medical literature defines specific
characteristics that should be considered under this demonstration for best practices in
the design, modification, and use of clinical pathways for oncology. 2
Well-designed clinical pathways provide a straightforward way to assess and reward
cost-efficiency in care, and also take into account important clinical nuances among
patients. There is great variability in the resources necessary to treat different forms
and stages of cancer; merely comparing aggregate costs among oncology providers is
a blunt instrument that creates perverse incentives to avoid patients with complex
clinical cases that are expensive to treat properly.
However, properly developed clinical pathways provide a mechanism for promoting and
measuring adherence to value-based guidelines, including the appropriate use of
oncology drugs. Oncology pathways balance the considerations of clinical efficacy,
safety, toxicities, cost, and scientific advances, including the growing customization of
therapy based on molecular diagnosis.
II.

Use Meaningful Performance Measures that Hold Practices Accountable for
the Delivery of High-Quality, High-Value Cancer Care.

This demonstration requires oncology practices to provide oncology care using
strategies that result in high-quality, evidence-based, and value-based care. Oncology
practices would be required to meet certain performance levels in each of these areas.
If they fail to meet these performance levels, the Agency could reduce supplemental
payments or modify the ability of a practice to participate in shared savings.
Avoiding emergency department visits and hospital admissions for complications
of cancer treatment. Supplemental payments available under this demonstration
project will allow practices to more efficiently and effectively manage care and provide
services designed to help their patients avoid complications of treatment such as
nausea, dehydration, and infections rather than visiting the emergency department or
being admitted to the hospital. The Medicare program would work with oncology

2

Zon RT, Frame JN, Neuss MN, Page RD, Wollins DS, Stranne S, Bosserman LD. American Society of
Clinical Oncology Policy Statement on Clinical Pathways in Oncology. J Oncol Pract. 2016 Mar;12(3):2616.
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practices to provide timely access to information about the emergency department and
hospitalization rates for their patients.
Following evidence-based clinical oncology pathways for the appropriate use of
drugs, laboratory testing, and imaging studies (using lower-cost drugs, tests, and
imaging where evidence shows equivalency with higher-cost treatments and
tests). As described in Section I of this document, clinical pathways are an essential
tool for promoting quality, reducing undesirable variability, and ensuring the most
appropriate use of financial resources for cancer care. Pathways permit sufficient
flexibility to preserve decision making autonomy for oncologists and are nimble enough
to evolve as new clinical evidence is developed.
Following evidence-based guidelines for high quality care near the end of a
patient’s life. An initial set of guidelines draw on existing measures from ASCO’s
Choosing Wisely guidelines and ASCO’s Quality Oncology Practice Initiative (QOPI).
These guidelines include protections against unnecessary chemotherapy at the end of
life, ensuring hospice enrollment, and effective management of pain and other
symptoms. These guidelines will be updated as new evidence emerges.
Providing care consistent with the standards of quality defined by ASCO and
widely-recognized by the oncology community. Participating oncology practices
would agree to provide cancer care consistent with accepted standards of quality as
defined by ASCO and the oncology community. Practices would be required to report
on a subset of QOPI quality measures in a way that would not impose undue
administrative or regulatory burden.
III.

Provide Fair and Flexible Payment to Support the Full Scope of Services
Needed to Provide High-Quality Patient Care.

Oncology practices would receive additional payments designed to support delivery of
the full scope of high-quality services that cancer patients need. Payment would
provide the resources and flexibility for practices to tailor services to the unique needs
of individual patients—and to deploy staff and resources in a way that best suits their
individual practice environment. Supportive services necessary to prevent avoidable
emergency department visits and hospitalizations can improve quality of care and
significantly reduce cost to the Medicare program.
The current payment system for oncology relies too heavily on reimbursement for a
small set of in-person services. There is substantial evidence showing that providing
adequate resources to an oncology care team improves the quality and value of care.
As described in Section IV, savings achieved under this proposal will far exceed the
investment of providing additional payments proposed in this demonstration.
There are barriers to improving beneficiary care and reducing avoidable costs in the
current fee-for-service payment system, including inadequate payments for several
types of services. Notably, current fee-for-service payments are insufficient for
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diagnosis and treatment planning services, care management, and management of
patients on clinical trials. With the rapid expansion of advanced diagnostic testing, the
constant innovation in treatment options, and the growing importance of clinical trials in
modern cancer care, these supplemental payments will fill longstanding and growing
inadequacies in oncology reimbursement.
Under the proposed demonstration, the Medicare program would provide oncology
practices with supplemental, non-visit-based payments. These payments will provide
the necessary funds for care management activities that are not directly supported
under the existing fee-for-service payment system. These four payment types are for
new patient treatment planning, care management for treatment, active monitoring of
care management, and participation in clinical trials.
For every new patient, an oncology practice would receive supplemental payments from
diagnosis through six months after treatment. In addition to receiving the funds detailed
above, providers are reimbursed under this proposal as they are today for services
currently billable under the Medicare Physician Fee Schedule, including evaluation &
management services, infusions of chemotherapy, and drugs administered or provided
to patients in the practice. The new payments would represent less than a 5 percent
increase in Medicare’s total spending during the period in which the patient is receiving
treatment. Medicare beneficiaries would not pay cost sharing on these supplemental
payments.
To develop these payment amounts, we can work with data from the National Practice
Benchmark for Oncology and interviews with a sample of oncology practices to estimate
the amount of time and money needed to provide the full scope of medically necessary
services.
IV.

Achieve Significant Cost Savings.

This proposed demonstration will achieve significant cost savings for the Medicare
program. As described earlier in this document, this model requires the use clinical
pathways and adherence to established guidelines on the appropriate use of drugs,
laboratory testing, imaging studies. This model also provides payments to fund
improved care management. Together, these requirements and payments will result in
a net reduction of Medicare spending for cancer patients.
Even though oncology practices will receive supplemental payments, the Medicare
program will achieve a net cost savings through reduced chemotherapy and drug
expenditures, reduced drug test and imaging expenditures, and reduced emergency
department and hospitalization expenditures. Because of lower spending per patient,
Medicare beneficiaries will see reductions in out-of-pocket costs during treatment.
V.

Promote Timely Access and Safe Administration of Oral Cancer Drugs and
Protect Against Counterproductive Policies Imposed by Pharmacy Benefit
Managers.
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Individuals with cancer require access to oncology practices that can dispense and
manage the use of oral cancer drugs in a timely and efficient manner. In many
instances, the anticancer drug regimen required by each patient includes a combination
of three to five different prescription drugs, including a combination of intravenous,
injectable, and oral medications.
One of the keys to successful and cost-effective cancer care is to ensure that the right
patient receives the right therapy at the right time. To this end, many independent
oncology practices invest the resources and effort necessary to dispense oral cancer
medications, providing their patients with timely access to all of the drugs therapies
prescribed to treat their cancer.
This proposed demonstration includes safeguards to protect on-site dispensing of oral
cancer drugs and ensure patient access to these services. The use of clinical pathways
for oncology helps ensure appropriate care. In fact, private insurers typically reduce
administrative burdens such as prior authorizations when oncology practices adopt
clinical pathways for oncology.
To protect the interests of patients and avoid counterproductive administrative burdens,
this proposal ensures that physician practices adhering to the requirements of this
proposed demonstration are recognized as in-network pharmacies by Medicare Part D
plans and Medicare Advantage plans without administrative burdens or excessive fees
from pharmacy benefit managers or otherwise (including direct and indirect
remuneration (DIR) fees).
In addition, this proposal ensures that oncology practices receive fair and adequate
financial support to manage the potential side effects and oversight of anticancer
regimens that include oral prescription drugs. As discussed in Sections II and III above,
this proposed demonstration will ensure that providers receive the full scope of
resources necessary to manage oncology care and avoid preventable complications,
emergency department visits, and hospitalizations.
VI.

Permit Voluntary Participation by Oncology Providers and Medicare
Beneficiaries.

Participation in this demonstration by oncology professionals should be voluntary, and
Medicare beneficiaries should always have assurances that their wishes regarding
cancer care will be identified, discussed, and honored to the fullest extent possible.
This demonstration embraces the private sector trend to use clinical pathways for
promoting high-value oncology care. When properly used, clinical pathways protect
physician and patient choice by allowing variations from pathway recommendations
when medically appropriate. Physician and patient choice are important considerations
under this proposed demonstration. The optimal use of clinical pathways in oncology
allows for treatment of some patients “off-pathway” based on the details of individual
situations and preferences. Inherent in the use of pathways is the understanding that
9

some acceptable percentage of deviation from pathway recommendations is both
allowed and expected. In fact, as described in the medical literature, 100 percent
concordance with pathway recommendations is often a red flag for low quality of care. 3
As the largest professional society representing medical oncologists throughout the
United States, we anticipate that the oncology community will embrace this proposal
and that the vast majority of oncology patients will be appreciative of the patient-centric
approach to care, as well as the important roles that clinical pathway safeguards and
quality measures play in this proposal.
VII.

Adopt Shared Savings with Options for Two-Sided Risk.

This proposal provides a mechanism to share savings with providers and adopt twosided risk in ways that account for the individual complexity of each patient, taking into
consideration adherence to clinical oncology pathways that are both evidence-based
and value-based.
This proposed demonstration will allow providers to share in two-sided risk and provide
a financial incentive to enhance the management of care for cancer patients. The risk
sharing is based on setting episodic budgets based on the phase of treatment while
taking into account individual characteristics that have direct impacts on the laborintensity and cost of providing high-quality, high-value care for each patient—including
characteristics such as type, stage, and genetic mutation associated with each patient’s
disease.
These risk adjustment data are essential to develop treatment episodes that are fair to
providers and that set appropriate financial incentives for providers to accept and treat
patients with particularly challenging types and stages of cancer.
Budgets that are adaptable to each phase of treatment ensure fair and accurate
measurement of the cost of providing cancer treatments and minimizing avoidable
complications. This proposal includes three phase-based and risk adjusted budgets: (1)
new patient phase; (2) treatment phase; and (3) active monitoring phase. The New
Patient budget is based on the costs of practice services and testing that the practice
orders for a new patient before treatment begins. The Treatment Budget would include
the costs of practice services and the expected costs of drugs, hospital emergency
department visits, hospital admissions, and laboratory and other testing while cancer
treatment is underway. The Active Monitoring Budget is based on practices services
and testing that is ordered for the patient after treatment concludes.

3 Zon RT, Frame JN, Neuss MN, Page RD, Wollins DS, Stranne S, Bosserman LD. American Society of
Clinical Oncology Policy Statement on Clinical Pathways in Oncology. J Oncol Pract. 2016 Mar;12(3):2616.
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We anticipate that the initial year of this demonstration project will focus on data
collection for establishing benchmarks, and as a result, shared savings and risk will be
deferred to the second year of the demonstration. Once clinically appropriate budgets
reflecting the phase of care are established, CMS and private payers would assess
whether an oncologist effectively managed care by determining if the costs of care
exceed, match or are less than the budgeted amount. Oncologists would be eligible to
share in any savings that fall below the budget while they would be required to share in
losses that result from exceeding the budgeted amount.
Certain safeguards are required to encourage the treatment of complex patients and to
protect oncologists from unfair and counterproductive financial penalties when treating
high-risk, costly, or especially complex patient populations. This proposal will include
an innovative approach to account for cost outliers using private sector reinsurance to
limit the risk within reasonable boundaries for individual patients or cohorts of patients
with excessive costs. In this way, participating physicians will be subject to meaningful
risk, always maintaining significant “skin in the game.” However, they will also be
protected from unsustainable losses due to outliers that cannot be reasonably absorbed
within the relatively modest size of most oncology practices. Physician practices that
demonstrate ongoing patterns of cost outliers are likely to incur increased fees for
reinsurance.
VIII.

Increased Emphasis and Flexibility on Measures of Quality of Care.

Adherence to clinical pathways will be a key metric for quality under this proposed
demonstration. Full participation in shared savings will require concordance with clinical
pathways in excess of a specified percentage of qualifying patients. Participation in
shared savings will also depend on costs incurred and performance on quality
measures.
This proposal recognizes the need for ensuring the use of measures that are
meaningful for oncology care while ensuring that the resources and effort invested in
measure reporting is worthwhile and valuable to improve patient care. The proposed
demonstration will facilitate improvements in the quality of care by requiring participants
to report data on a robust set of cancer specific quality measures that are based on
ASCO’s Quality Oncology Practice Initiative (QOPI). There are longstanding and well
known gaps in CMS quality reporting for specialty areas of medicine, and this is
especially problematic in oncology. The current quality measure sets used in MIPS fall
short of the clinical specificity needed to promote improvements in cancer care.
In stark contrast to the MIPS measures for oncology, QOPI consists of over 180 cancer
specific measures that have gained widespread acceptance in the oncology
community. The proposed demonstration would require providers to meet or exceed
the QOPI performance benchmarks and focus on high-priority QOPI measures including
those related to end of life care. A practice that receives QOPI Certification would be
deemed to have met the model’s quality standards.
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In addition, this demonstration would create safeguards to protect and reward physician
practices that opt to report on measures that are challenging or difficult. In this way, the
proposal would eliminate the counterproductive incentives that exist under MIPS to
identify measures that give the greatest chance of avoiding a penalty. As
implementation progresses, the demonstration will provide flexibility to adopt new
oncology-specific measures that reflect cutting-edge trends in oncology care.
Robust quality measures and appropriate use guidelines are necessary to protect
patients from underutilization. This demonstration embraces the use of clinical
pathways to reduce undesired variations in drug utilization and ensure that oncology
professionals select the right drug, for the right patient, at the right time.
IX.

Provide Data Collection Relief to the Practice and Clinician.

Reporting of pathway utilization provides patient clinical data about the individual patient
(such as stage, genomic markers, line of therapy, therapy intent) without additional data
submission and practice resource utilization—reducing the documentation burden of the
clinician and practice.
X.

Address Inadequacies in the Oncology Care Model.

This proposed demonstration addresses limitations in the existing OCM. In contrast to
OCM (and consequently, in contrast to traditional fee-for-service Medicare), this
proposed demonstration provides:
•

An opportunity to position clinical pathways for oncology in a central role to achieve
higher quality and greater savings, which recognizes and integrates the care
provided under this demonstration with the growing efforts of private health insurers
to use clinical oncology pathways in their day-to-day operations;

•

Reporting of pathway utilization provides patient clinical data about the individual
patient (including stage, genomic markers, line of therapy, therapy intent) without
additional data submission and practice resource utilization—reducing the
documentation burden of the clinician and practice

•

Greater accountability for providers to prevent avoidable complications and costs
and to use lower-cost drugs, tests, and imaging options when supported by scientific
evidence;

•

A more reasonable environment to encourage providers to accept complex,
challenging cases without exacerbating perverse incentives to avoid the most
vulnerable and costly patients—clinical oncology pathways provide a more targeted
and more fair instrument to account for drug costs rather than simplistic approaches
that penalize physicians who are willing to treat patients with complicated forms of
cancer that inherently have expensive treatments;
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•

Sufficient financial resources to provide the labor-intensive resources necessary to
protect the greatest number of patients from avoidable complications that undermine
quality of life and contribute significantly to the overall cost of care; and

•

Options to include substantially more quality measures that can evolve on a timely
basis, drawing from the cutting-edge group of over 100 measures that ASCO
maintains and continuously updates for oncology care.
* * * * *

We look forward to discussing this proposed demonstration. Please contact
Sybil Green with any questions or follow up.
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November 20, 2017
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard,
Baltimore, MD 21244
Via: CMMI_NewDirection@cms.hhs.gov
Re:

Response to CMS Request for Information: Innovation Center New Direction

Dear Administrator Verma:
The American Society of Consultant Pharmacists (ASCP) is the leading professional
association representing America’s senior care pharmacists. Our members are highlyskilled professional pharmacists practicing in the long-term care (LTC) environment
and trained in the management of individuals with multiple chronic medical conditions
and complex drug regimens.
ASCP is pleased to have the opportunity to provide comments in response to CMS’
Request for Information concerning the new direction for the Center for Medicare and
Medicaid Innovation (CMMI). This document presents concerns our members have
expressed in programs over which CMS has jurisdiction and the proposed remedies
we envision to implement policies that have the best opportunity to realize CMS’ vision
of a patient-centered care platform. We would like to propose these ideas, at a
concept level, for demonstration programs to reduce costs and improve outcomes.
(1) Medication Reconciliation in Transitions of Care
It has been well-documented that residents transitioning from hospitals to skilled
nursing facilities (SNFs) and then to home face a high risk of adverse outcomes
related to unreconciled medication changes between transitions. A factor contributing
to adverse drug events is payer-centered medication selection rather than patientcentered selection. We agree there are medication cost savings to be gained by
formulary utilization, but the fact that each care setting has a different medication
payer and a different preferred medication formulary contributes to avoidable rehospitalization. As a patient moves through transitions of care, their medication is
subject to payer-based formulary changes. While the patient is living in the

community, their medication is subject to a Medicare prescription drug plan or
Pharmacy Benefit Manager (PBM). When admitted to a hospital, the hospital is
responsible for the provision of medication and utilizes a different medication
formulary based on the hospital’s Pharmacy and Therapeutic Committee
determinations. Finally, when the patient is discharged from the SNF to home, the
SNF provides the patient with prescriptions to continue the medication regimen based
on the SNF’s formulary which may vary from the medications the patient is
accustomed to taking at home.
Recommendation: We believe that Medicare beneficiaries undergoing transitions of
care would benefit from a medication reconciliation completed by a qualified senior
care pharmacist, in consultation with the beneficiary and beneficiary’s attending
physician. Further, the pharmacist would be responsible for a follow-up consultation,
either in person, or by telephone, to determine whether the beneficiary has been
compliant with medications, has scheduled a follow-up appointment with a primary
care provider, and has filled the post-discharge prescriptions.
This approach would help quantify the benefits of medication reconciliation conducted
by a pharmacist on both the beneficiary’s well-being and the total health care cost. It
would require creating an exemption to allow a senior care pharmacist to be
reimbursed directly from Medicare for medication reconciliation at time of TOC. The
total cost of the intervention would be compared to a control group to determine the
efficacy and cost savings of such an approach.
(2) Home and Community-based Drug Regimen Review
One of the benefits of institutional LTC is the expectation that the nursing facility (NF)
resident receives monthly medication review by a pharmacist, generally a consultant
pharmacist. With the increasing incidence of home and community-based care
(HCBC) the former resident no longer has access to this service, unless they have
been targeted for medication therapy management (MTM) by the PDP.
Recommendation: We propose a limited demonstration in which HCBC participants
receive a monthly drug regimen review, with a consultation on compliance and a
report to the primary care physician like the report required for residents in the NF.
We believe this monthly intervention will have a significant positive effect, with fewer
adverse events related to non-compliance, duplicate medications, and unnecessary
medications dispensed and consumed. We believe that beneficiaries involved in the
demonstration will recognize that they are following an appropriate medication
regimen and that any unusual reactions will be identified by the pharmacist during the
consultation.
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(3) Administrative burdens of compliance with PDP/MAPD formularies and
the obstacles they create in the path to true patient-centered care
LTC pharmacies and pharmacists spend an inordinate amount of time responding to
PDP and MAPD requirements to implement step therapy programs, obtain prior
authorization and comply with state practice requirements to dispense ordered
medications in a timely manner.
We understand the need to ensure that Medicare beneficiaries receive the most costeffective therapies. We also recognize that PDPs have a responsibility to provide
access to medications alone, without any incentive for the total care of the resident in
an LTC facility. Most residents of nursing facilities are served by PDPs, since MAPD
plans are more prevalent in the ambulatory setting than they are in the nursing facility.
Obtaining administrative authorization to provide the most appropriate care for LTC
residents results in time lost that could otherwise be spent in responding to more
urgent care needs as well as timely initiation of appropriate therapy.
Recommendation: We would like to test the hypothesis that LTC professionals are in
the best position to decide which prescription drugs are appropriate for institutional
LTC residents and, if given additional freedom to prescribe and dispense these drugs
without prior authorization to these residents, we would see higher quality outcomes at
lower cost to the Medicare program.
The demonstration would begin with the identification of up to five diagnoses that
result in the highest cost or the highest likelihood for hospital readmission. A team of
medical professionals, including the attending physician, the facility medical director,
director of nursing and consultant pharmacist would identify medications that have the
potential to result in the best outcomes. This exercise would produce a diagnosisrelated formulary. This formulary, and the rationale for the drugs included, would be
communicated to the PDP. The PDP would then be required to allow the use of these
drugs, without restriction, for residents with these diagnoses for a specific period (e.g.,
90 days).
The medical condition of residents would be documented by facility staff, using
parameters agreed to by CMS, including incidents of hospitalization, re-hospitalization
and morbidity and mortality. These results would be compared to a control group of
LTC residents subject to normal PDP formulary restrictions.
We believe the results of this demonstration would result in the identification of
medications and protocols that would yield significant improvements in well-being at
lower total cost to the program.

3

Benefits of Senior Care Pharmacist Engagement
CMS has long recognized the importance of skilled pharmacists in the patientcentered approach to healthcare. Modern medicines are powerful weapons against
common diseases of the elderly, but care must be taken to ensure that patients
receive the optimal benefits of these drugs and avoid preventable adverse reactions.
CMS has led a long-term effort to discourage inappropriate use of antipsychotics,
opioids and antibiotics. Pharmacists have engaged in these efforts and have achieved
significant success as team members with other medical professionals in the LTC
environment. We believe we can extend the record of success with the programs we
have outlined in this document. And we are not alone in this belief. In 2015, the
National Governor’s Association published a white paper entitled “The Expanding Role
of Pharmacists in a Transformed Health Care System.” The authors conclude, “The
integration of pharmacists into team-based models of care could potentially lead to
improved health outcomes. […] Examining state-specific challenges and promising
practices from other states will allow states to develop policies that permit pharmacists
to practice within the full scope of their professional training across the health care
continuum.”1
We are grateful for the opportunity to provide comments on this request and look
forward to working with CMS and other caregivers in a team-based approach to
achieve the goals CMS has outlined; more patient-centered Medicare and Medicaid
programs.
Sincerely,

Frank Grosso, RPh
Executive Director and CEO
American Society of Consultant Pharmacists

1

F.Isasi and E. Krofah. The Explanding Role of Pharmacists in a Transformed Health Care System (Washington, D.C.:
National Governors Association Center for Best Practices, January 13, 2015).
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Novembe 16, 2017
Ms. Amy Bassano, Acting Di ecto
Cente fo Medica e and Medicaid Innovation
Cente fo Medica e & Medicaid Se vices (CMS)
7500 Secu ity Bouleva d
Baltimo e, Ma yland 21244
Submitted Elect onically
Re: CMMI Innovation Cente New Di ection: Cell and Gene The apy Payment Models
Dea Ms. Bassano:
Thank you fo this oppo tunity to comment on the Cente fo Medica e and Medicaid
Innovation’s (CMMI) Request fo Info mation (RFI) on a new di ection to patient-cente ed
ca e and to test ma ket-d iven efo ms that empowe beneficia ies as consume s, p ovide
p ice t anspa ency, inc ease choices and competition to d ive quality, educe costs, and
imp ove outcomes.
The Ame ican Society of Gene & Cell The apy (ASGCT) is the p ima y p ofessional
membe ship o ganization fo gene and cell the apy. Recent, significant scientific
advancements a e inc easingly enabling the delive y of a co ect eplacement copy, o the
epai of a patient’s copy, of genes whose mutations natu ally unde lie a b oad ange of
human diseases. As a esult, clinical studies a e unde way in the a eas of oncology,
ophthalmology, and neu ology and othe life-th eatening diseases, with two the apeutic
t eatments ecently gaining FDA app oval and othe s expected to each the ma ket ove the
next yea . F om congenital blood and immune diso de s to acqui ed eye diseases to CAR T
cells, it is exciting to see decades of esea ch unde taken by ASGCT membe s t anslated into
FDA-app oved the apies that will imp ove patients’ life expectancy and quality of life.
Howeve , with these d amatic scientific and clinical advances, ASGCT unde stands that gene
and cell the apy may p esent novel epo ting, cove age, and eimbu sement challenges. In
pa ticula , the small ta get populations of many of these the apies and the potential fo
cu ative o du able the apeutic benefit th ough a single t eatment, means that t aditional
eimbu sement mechanisms may not be well suited to suppo t patient access to these
the apies. We a e w iting to ecommend that CMMI conside testing existing and new
payment methodologies fo gene and cell the apies to ensu e access to ca e. As pa t of this
effo t, ASGCT would like to offe ou o ganization (and membe s) as a esou ce to CMS as it
conside s the science and clinical applications of these new, exciting technologies.
Backgr und n ASGCT
With nea ly 2,500 membe s in the United States and wo ldwide, today ASGCT is the la gest
association of individuals involved in gene and cell the apy esea ch. ASGCT’s membe s a e
scientists, physicians, patient advocates, and othe p ofessionals. Ou mission is to advance
knowledge, awa eness, and education leading to the discove y and clinical application of
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genetic and cellula the apies to alleviate human disease. This mission leads ASGCT to foste the
development of cell and gene the apies fo unmet patient populations by p oviding a fo um fo the
exchange of info mation and the establishment of collabo ations. ASGCT's st ategic vision is to be a
catalyst fo b inging togethe scientists, physicians, patient advocates, and othe stakeholde s to
t ansfo m the p actice of medicine by inco po ating the use of genetic and cellula the apies to cont ol
and cu e human disease.
Clinical Overview f Gene and Cell Therapy
At the most basic level, both gene and cell the apies have the potential to alleviate the unde lying cause
of genetic and acqui ed diseases by eplacing the missing p oteins o cells causing the disease
symptoms, supp essing exp ession of p oteins that a e toxic to cells, o eliminating cance ous cells.
While gene the apy involves the t ansfe of genetic material, usually in a ca ie o vecto , and the
uptake of the gene into the app op iate cells of the body, cell the apy involves the t ansfe of cells with
the elevant function into the patient. Fo many diseases, gene and cell the apy a e applied in
combination. In addition, these two a eas of innovation have p ovided eagents, concepts, and
techniques that a e illuminating the fine points of gene egulation, stem cell lineage, cell-cell
inte actions, feedback loops, amplification loops, egene ative capacity, and tissue emodeling.
In ecent yea s, esea che s have developed new technologies, assessed advances in diffe ent animal
models, and tested new gene and cell the apies in many human clinical t ials of diffe ent diseases.
Exciting imp ovements have been obse ved in seve al a eas, establishing that the potential fo new
medicines th ough the application of gene and cell the apies is immense. In addition, each t ial has
advanced ou unde standing of the complex inte actions between diffe ent tissues and highlighted
challenges fo fu the esea ch.
ASGCT’s membe ship is actively engaged in the clinical development of a wide ange of potential
the apies. At p esent, ClinicalT ials.gov lists mo e than 9,000 diffe ent types of gene and cell the apy in
clinical t ials. Pha map ojects notes a 37 pe cent inc ease in the numbe of gene the apy p ojects in
active development between 2014 and 2015, and a 47 pe cent inc ease between 2015 and 2016.
Delivery Systems Challenges f r Gene and Cell Therapy
As CMS is awa e, these nume ous and dive se clinical development p og ams have al eady led to the
app oval of new gene the apies in the United States. These app oved the apies and those in
development will be a key pa t of a potentially b oade shift away f om a disease management
app oach and towa d disease inte ception and potentially cu ative t eatments. These the apies a e
unique both in thei mechanism of action as well as in thei pe sonalization fo each individual patient.
Unlike mo e t aditional the apies, many gene and cell the apies a e developed fo smalle patient
populations, a e administe ed as inf equently as once, and a e designed to p ovide potentially cu ative
o du able the apeutic benefit, athe than p oviding ongoing disease management.
The e a e conce ns among patients, p ovide s, and develope s of these the apies that the cu ent
eimbu sement system is not designed a ound these types of the apies, no is it p epa ed fo the type of
economic model that would p ovide adequate access to ca e fo patients. Cu ent payments a e la gely
based on the volume and intensity of se vices delive ed, not on actual outcomes achieved. This concept
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aises significant issues a ound how to finance immediate costs fo benefits that may occu much late ,
while incentivizing continued investment in the development of these types of the apies.
ASGCT was encou aged to ead CMS’s ecent announcement following the FDA app oval of Kym iah
ega ding the agency’s openness to an outcomes-based app oach to eimbu sement. As CMS
Administ ato Seema Ve ma noted in that announcement, “Innovations like this einfo ce ou belief that
cu ent healthca e payment systems need to be mode nized in o de to ensu e access to new high-cost
the apies, including the apies that have the potential to cu e the sickest patients.” We believe that this
type of fo wa d thinking is c itical to ensu e the pipeline of these lifesaving the apies emains obust.
Mo eove , we believe CMMI can play a key ole in testing and assessing existing as well as new models
that add ess the unique challenge of ensu ing access fo potentially cu ative and du able t eatments.
Rec mmendati ns
As CMMI conside s testing eimbu sement models to p omote patient-cente ed ca e, p ice
t anspa ency, choice, and competition, while d iving quality, educing costs, and imp oving outcomes,
we encou age CMS and CMMI to develop eimbu sement st ategies that p omote b oade access to
gene and cell the apies with potentially du able, long-lasting clinical outcomes. Based on the wo k of
majo esea ch o ganizations, we believe nume ous concepts fo these mechanisms a e al eady unde
discussion. As a fi st and necessa y step, we ecommend that CMS convene inte ested stakeholde s to
discuss oppo tunities and challenges in the cove age and payment of gene and cell the apies. Such a
meeting could b ing togethe esea che s, p ovide s, patients, and manufactu e s in a oundtable
fo mat to discuss possible pathways to success. ASGCT is uniquely situated as a key stakeholde and
capable of facilitating and pa ticipating in such discussions.
Additionally, if outcomes-based testing models fo FDA-app oved gene the apies a e c eated, ASGCT
ecommends that CMMI establishes a p ocess to obtain input f om expe ts in the field to cont ibute to
identifying the c ite ia that will define successful outcomes, as well as the anticipated time f ame fo
such c ite ia to be attained. Consultation with physician specialists and clinical esea che s, who have
eal-wo ld expe ience with patients with a pa ticula disease and access to clinical data, could enhance
the info med c eation of likely clinical outcomes.
ASGCT app eciates this oppo tunity to comment on the CMMI RFI. We look fo wa d to wo king with the
agency as it conside s va ious models which can effectively suppo t and encou age the continued
esea ch and development of cell and gene the apies. Ou membe ship would be pleased to assist the
agency as it develops and tests models that inco po ate potentially cu ative and du able the apies.
Since ely,

Helen E. Heslop, MD
P esident

David M. Ba ett, JD
Executive Di ecto

November 20, 2017

[Submitted electronically via CMMI_NewDirection@cms.hhs.gov
U.S. Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction.
ASHP is pleased to submit comments to the Centers for Medicare & Medicaid Services (CMS) request for
information (RFI) regarding the future direction of Center for Medicare and Medicaid Innovation (CMMI)
projects. ASHP represents pharmacists who serve as patient care providers in acute and ambulatory settings.
The organization’s nearly 45,000 members include pharmacists, student pharmacists, and pharmacy technicians.
For 75 years, ASHP has been at the forefront of efforts to improve medication use and enhance patient safety.
ASHP appreciates the opportunity to provide feedback to CMS to help focus future CMMI efforts to enhance
patient care and outcomes. Pharmacists are integral members of the healthcare team, practicing across the
continuum of care. Pharmacists’ medication expertise is invaluable, and their education prepares them for
patient care that extends far beyond simply dispensing medications. Nevertheless, pharmacists continue to face
both regulatory and reimbursement barriers to practicing at the top of their scopes of practice. As a result, our
healthcare system fails to use resources effectively, squandering both human and financial capital. Thus, our
comments center on the need to maximize clinician resources to improve the system, rather than simply
reallocating resources without making any corresponding systemic changes.
I.

FOCUS AREAS FOR MODEL DESIGNS

ASHP shares CMS’s commitment to addressing the high cost of drugs — and we support solutions that
decrease costs while safeguarding patient care quality and access. ASHP is a member of the Steering
Committee of the Campaign for Sustainable Rx Pricing (CSRxP), and we urge CMS to review and consider
CSRxP’s policy recommendations for addressing drug prices.1 As CMMI reviews potential prescription drug
models to test, we suggest that pharmacist patient care services can help reduce unnecessary drug spending
while contributing to higher quality and better outcomes. ASHP encourages CMMI to prioritize projects that
focus on engaging pharmacists to ensure that patients receive the full value of a drug through adherence and
effective management of comorbid chronic conditions. Even the most innovative, groundbreaking, lifesaving
medication works only if a patient takes it correctly.
Medications are the first line of therapy to treat patients with chronic diseases and acute complex
diseases such as cancer and heart disease. Breakthroughs in new medications have led to more Americans
living longer, healthier lives. However, these breakthroughs also carry new challenges. Nearly 70 percent of
Medicare beneficiaries have one or more chronic conditions2, and many of these beneficiaries take multiple
medications. Lack of proper medication oversight and management can result in suboptimal therapeutic
1

See Campaign for Sustainable Rx Pricing, http://www.csrxp.org/about-the-campaign/ (last accessed Nov. 15, 2017).
See Centers for Medicare and Medicaid Services. Chronic Conditions Among Medicare Beneficiaries Chartbook (2012), available at
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/ChronicConditions/Downloads/2012Chartbook.pdf.
2
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outcomes and patient harm. For example, too many patients are unnecessarily readmitted to the hospital or
visit the emergency department due to medication-related issues. The Institute of Medicine estimates that
1.5 million preventable adverse drug events (ADEs) occur annually in the United States, resulting in an
estimated 7,000 deaths.3 The New England Healthcare Institute has estimated the cost of medication-related
adverse events and nonadherence to total $290 billion annually.4 Addressing these costs would contribute
substantially to improving the price tag for government programs while benefitting patients.
Pharmacists are uniquely qualified to provide the type of medication and disease management (including
behavioral health conditions) needed not only to stem the waste on ADEs and nonadherence, but also to
enhance patient outcomes through improved medication use. Pharmacists offer an in-depth knowledge of
medications that is unmatched in the healthcare arena. Pharmacists today receive clinically-based doctor of
pharmacy degrees (Pharm.D.), and many also complete postgraduate residencies and become board certified in
a variety of specialties. Pharmacists in hospitals and ambulatory clinics work with physicians, nurses, and other
providers on interprofessional teams to manage patients’ medications and ensure appropriate care transitions.
Patient care discussions often revolve around the pathophysiology of disease or chronic condition, but far too
often patients receive little information regarding perhaps the most essential part of treatment — the
medication prescribed to cure or manage the condition. In many cases, the prescribing clinician does not have
the same medication expertise as a pharmacist. Thus, if the goal is to avoid overspending on drugs and to
maximize the value of the drugs patients purchase, pharmacists must play a more prominent role in medication
selection and modification, patient education, follow-up and monitoring of medication, and overall medication
and chronic disease management.
Studies indicate that the inclusion of pharmacists on the healthcare team demonstrates a significant return
on investment in both patient outcomes and real dollars.5 For every dollar invested in clinical pharmacy services
in all types of practice settings (hospital, clinics, government, etc.), health systems realize an average savings of
four dollars.6 Despite these facts, pharmacists are neither eligible to participate in Medicare Part B, nor are they
required providers within accountable care organizations (ACOs). As a result, pharmacists are not directly
reimbursed for patient care, making it more difficult for them to fully integrate into certain practice settings.
Below, we offer some specific recommendations for a potential cross-cutting model tests that would fully
engage pharmacists, allowing them to improve outcomes through improved medication use.
II.

POTENTIAL MODEL DESIGNS

Below we provide some potential starting points in both the ambulatory and inpatient setting for CMMI to
consider as it develops and tests new models. ASHP encourages CMMI to develop a dialogue with the
3

See Institute of Medicine, Preventing Medication Errors (2007) available at: http://www.nap.edu/catalog/11623.html; For a
comprehensive discussion of ADEs, see National U.S. Department of Health & Human Services, National Action Plan for Adverse Drug
Event Prevention (2014), available at https://health.gov/hcq/ade-action-plan.asp.
4
See New England Healthcare Institute, Thinking Outside the Pillbox: A System-wide Approach to Improving Patient Medication
Adherence for Chronic Disease (2009), available at https://www.nehi.net/publications/17-thinking-outside-the-pillbox-a-system-wideapproach-to-improving-patient-medication-adherence-for-chronic-disease/view.
5
C.A. Bond and C.L. Raehl, Clinical Pharmacy Services, Pharmacy Staffing, and Hospital Mortality Rates, 27 Pharmacotherapy 482-93
(2007).
6
G.T. Schumock et al., Evidence of the Economic Benefit of Clinical Pharmacy Services: 1996–2000, 23 Pharmacotherapy 113–32 (2003)
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researchers who shepherded these projects, as we believe they are best situated to assist in structuring new
models and demonstrations at the intersection of pharmacy and patient care.

7



Pain management in an integrated health-system: Pharmacist clinicians with prescribing authority
for controlled substances provided chronic non-cancer-related pain medication management services
in a for-profit integrated health system. In a one-year time period, the pharmacist clinicians were able
to show an improvement in mean visual analogue scale pain scores and save the health system over
$450,000.7



Depression management in a staff model health maintenance organization: A randomized
controlled trial was conducted to measure the impact of a collaborative care model that emphasized
the role of clinical pharmacists to provide drug therapy management and treatment follow-up in
patients with depression. In this collaborative model, after six months, those patients with depression
randomized to the services of a pharmacist compared with the control group had a significantly
higher medication adherence rate (67% vs. 48%), higher patient satisfaction, and favorable changes in
resource utilization.8



Reduction of Hospital Readmissions: A recent study found that patients assigned to receive pharmacist
interventions in conjunction with physician hospital follow-up visits had a statistically significant lower
rate of readmission within 30 days (9.2%) than those who did not receive pharmacist interventions
(19.4%).9



Improvement in Transitions of Care: Another study examined the development of a collaborative
transitions-of-care program for heart failure patients10 in a 390-bed community hospital. Pharmacists
performed daily medication profile reviews for high-risk heart failure patients, including appropriate
discharge counseling. The result was a reduction in 30-day heart failure readmissions and a cost savings
of roughly $5,652 per patient.11



Telehealth: Patients in rural and underserved areas frequently lack access to care. Therefore, we
would encourage use of telehealth infrastructures to extend access to interprofessional teams that
require inclusion of pharmacists. Project ECHO (Extension for Community Healthcare Outcomes,),
exemplifies the type of telehealth model that extends the care of an interprofessional team that
includes a pharmacist. Payment models should also address incorporation of innovative
interprofessional telehealth models.12

A.B. Adolphe et al., Provision of Pain Management by a Pharmacist with Prescribing Authority, 64 Am. J. Health-Sys. Pharm. 85-9 (2007).
P.R. Finley et al., Impact of a Collaborative Pharmacy Practice Model on the Treatment of Depression in Primary Care, 59 Am. J. HealthSys. Pharm. 1518-26 (2002).
9
M.E. Arnold, et al., Impact of Pharmacist Intervention in conjunction with Outpatient Physician Follow-up Visits after Hospital Discharge
on Readmission Rate, 72 Am. J. Health-Sys. Pharm., Supp. 1 (2015).
10
S. Gunadi et al., Development of a Collaborative Transitions-of-Care Program for Heart Failure Patients, 72 Am. J. Health-Sys. Pharm
(2015).
11
Id.
12
See.e.g.,Project Echo: Extension for Community Healthcare Outcomes Project, https://www.ruralhealthinfo.org/communityhealth/project-examples/733 (last accessed Nov. 20, 2017).
8
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The Diabetes Ten City Challenge is a community-based, payer-driven, patient-centered healthcare
model established in 2005 at 10 American cities, providing pharmacy health management services for
diabetic patients. Patients were teamed with community pharmacists to receive pharmaceutical care
services providing education, long-term pharmacist follow-up, clinical assessment, goal-setting,
monitoring, and collaborative drug therapy management with physicians. The pharmacists were part
of an interdisciplinary healthcare team and communicated regularly to optimize patient care. Ongoing
pharmacy management services significantly decreased hemoglobin A1c from 7.5% to 7.1%,
decreased mean LDL from 98 mg/dl to 94 mg/dl, and decreased mean systolic blood pressure from
133 to 130 mmHg over a mean of 14.8 months. Average total healthcare costs per patient per year
were reduced by $1,079.13



HRSA PSPC Collaborative: The U.S. Health Resources and Services Administration’s (HRSA’s) Patient
Safety and Clinical Pharmacy Services (PSPC) Collaborative is an effort to improve the quality of
healthcare across America by integrating evidence-based clinical pharmacy services into the care and
management of high-risk, high-cost complex patients.

III.

PAYMENT WAIVERS FOR MODEL TESTS

Although we encourage CMMI to work from the examples listed in the section above as it identifies new
models to test, we also urge CMMI to consider a broader project. Specifically, we believe that CMMI should use
its Section 1115 waiver authority to test a model that allows direct reimbursement of pharmacists’ services
within their respective state’s scope of practice.
ASHP and other stakeholders have long advocated for a legislative change to Medicare Part B that would
allow pharmacists to improve medication use and address gaps in care by enabling pharmacists to bring their full
expertise and training to bear for Medicare and Medicaid beneficiaries in underserved areas, pursuant to their
state scope of practice. This provider status legislation (The Pharmacy and Medically Underserved Areas
Enhancement Act (H.R. 592/ S. 109)), which has broad bipartisan support in both chambers of Congress, is
currently pending.
However, the pending legislation should not deter CMMI from seizing an opportunity to explore the concept
of direct payment to pharmacists. As it stands, the provider status legislation is keyed to HRSA-designated
medically underserved areas, medically underserved populations, and health professional shortage areas. To
structure the payment waiver, CMMI could use these built-in limitations, or, given that CMMI has expressed
particular interest in Medicaid-focused projects, the model could be adapted for a Medicaid population. CMS
has previously indicated support for flexibility around reimbursement to pharmacists through innovative nondirect payment models for chronic care management (CCM), transitional care management (TCM), and
behavioral health integration (BHI) services.14 A model test of direct payment would be a logical extension of
13

T. Fera et al., Diabetes Ten City Challenge: Final Economic and Clinical Results, 49 J. Am. Pharm. Assoc. 383-391(2009).
See CMS, “Revisions to Payment Policies Under the Physician Fee Schedule Final Rule,” 79 Fed. Reg. 67548 (Nov. 13, 2014). The
aforementioned final rule changed incident-to billing rules for chronic care management (CCM) provided to Medicare beneficiaries
outside of normal physician office hours. Direct supervision is no longer a prerequisite for CCM services provided “after hours” by a non14
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these payment models. Additionally, although pharmacists do not have Medicare numbers, they do have
National Provider Identifier (NPI) numbers, which are already used for Medicare Part B billing purposes.15 Finally,
a model test of a payment waiver for pharmacists would also present an opportunity for CMMI and CMS to
gauge how best to work with pharmacists as clinicians who do not directly bill Medicare Part B.
Should CMMI opt to test this type of payment waiver, ASHP and the other stakeholders in the Patient Access
to Pharmacists’ Care Coalition (PAPCC)16, which has spearheaded provider status efforts in the pharmacy
community, stand ready to cooperate with and assist CMMI in any way necessary.
IV.

OTHER SUGGESTIONS

ASHP also suggests that CMMI consider constructing mechanisms for soliciting more substantive feedback
from pharmacists. As noted above, pharmacists are not Medicare-eligible and, as a result, have sometimes been
not been included in Medicare and Medicaid policy discussions. To avoid this in the future, we suggest that
CMMI and CMS both consider adopting some practices that work well for other federal agencies, including
regular listening sessions and more targeted outreach. In particular, CMS approached ASHP and other pharmacy
professional organizations last year regarding the creation of a pharmacist workgroup, and we urge both CMMI
and CMS to consider implementing this approach.
V.

CONCLUSION

Again, we thank CMS for its efforts to improve care and increase healthcare innovation. As CMMI continues
its work identifying, developing, and testing care models, ASHP is eager to assist CMS and CMMI in any way
possible. Please contact me if you have any questions or wish to discuss our comments further.

Sincerely,

Jillanne Schulte Wall, J.D.
Director, Federal Regulatory Affairs

physician clinician. Subsequently, CMS has further refined the CCM requirements in the respective Physician Fee Schedule final rules for
calendar years 2016–2018.
15
See, e.g., CMS, “Medicare Program; Changes to the Requirements for Part D Prescribers,” 80 Fed. Reg. 25958 (May 6, 2015) (Allowing
Part D claims to be processed when claims include a valid NPI); CMS, “Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule and Other Revisions to Part B for CY 2018; Medicare Shared Savings Program Requirements; and Medicare
Diabetes Prevention Program,” 82 Fed. Reg. 33950 (July 21, 2017) (Allowing pharmacists to act as coaches for the Diabetes Prevention
Program and to use their NPI on Medicare claims).
16
Patient Access to Pharmacists’ Care Coalition, https://pharmacistscare.org/ (last accessed Nov. 15, 2017).

November 20, 2017
Seema Verma
Administrator, Centers for Medicare & Medicaid Services
Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201
RE: Center for Medicare and Medicaid Innovation Request for Information
Dear Administrator Verma:
I am writing on behalf of the American Society of Hematology (ASH) regarding
the Request for Information (RFI) for the Centers for Medicare and Medicaid Services
(CMS) Innovation Center.
ASH represents over 17,000 clinicians and scientists worldwide who are committed to
the study and treatment of blood and blood-related diseases. These disorders encompass
malignant hematologic disorders, such as leukemia, lymphoma, and multiple myeloma,
as well as non-malignant conditions, such as sickle cell anemia, thalassemia, bone marrow
failure, venous thromboembolism, and hemophilia. In addition, hematologists were
pioneers in demonstrating the potential of treating various hematologic diseases
through bone marrow transplantation, and we continue to be innovators in the fields of
regenerative medicine, transfusion medicine, and gene therapy. ASH membership is
comprised of basic, translational, and clinical scientists, as well as physicians who are
providing care to patients in diverse settings including teaching and community hospitals,
as well as private practices.
ASH is pleased to see that through this RFI, the Innovation Center is seeking feedback
on a new direction to promote patient-centered care and the testing of market-driven
reforms that empower beneficiaries as consumers, provide price transparency, increase
choices and competition to drive quality, reduce costs, and improve
outcomes. ASH appreciates the opportunity to offer the following comments:
Guiding Principles
ASH recommends that specialty societies be among the public stakeholders
that participate in partnerships and collaborations with the Center for Medicare and
Medicaid Innovation (CMMI), as one of CMMI's guiding principles regarding
“transparent model design and evaluation." Many specialty physicians, including
hematologists, treat patients with rare and costly disorders and diseases. As the
Innovation Center continues to develop new models, it is imperative that specialty
societies are involved. ASH recommends that efforts on approving alternative payment
models include rare diseases, in order to ensure that care is improved for everyone, not
just those with more common diseases. Individuals with rare diseases, such as sickle cell
disease (SCD), often face more and greater complications, such as severe pain, stroke,
acute chest syndrome, organ damage, and in some cases premature death.

Patients with sickle cell disease are high utilizers of health care services, frequenting the emergency
department (ED) and routinely being admitted for inpatient hospital stays. Furthermore, the majority
of these patients are covered by Medicare or Medicaid, or are dual-eligible. Unfortunately, there is little
published data on SCD beneficiaries, but estimates from the Centers for Disease Control and
Prevention show that about 50 – 60 percent of SCD patients (50,000 – 60,000)
nationwide are on Medicaid, while there are about 20,000 SCD patients on Medicare. Few
providers are able to specialize in SCD because of low reimbursement rates for Medicaid, in addition
to a lack of education on how to treat the disease. ASH is focused on a multifaceted "Call to Action"
on SCD including educational efforts to educate and train hematologists and others on how to best
treat this disease; however, the devastating physical burden of the disease, in addition to the dearth of
providers, leaves this population with few options at this time. As previously indicated in this letter,
ASH sees SCD as an area of need for the development of an innovate payment and delivery model
and is especially pleased to see that one of the eight areas of focus for the Innovation Center is on
state-based and local innovation, including Medicaid-focused models. The Society believes that this
type of model would be most appropriate for SCD and is eager to work with the Innovation Center
to move this forward.
Also, it is important that the Innovation Center engage with providers when developing risk
adjustment and patient attribution standards for all payment models. The outcomes and costs
associated with treating patients with rare diseases should not be evaluated under the same
methodologies as more common conditions in both the non-Medicare and Medicare
populations, because these patients often require complex, expensive treatments by multiple
providers. ASH looks forward to working with you to ensure that new models of care not only
promote the best outcomes for these patients, but also assures that the risk structure of these models
reflects the realities of delivering care.
Potential Models
Expanded Opportunities for Participation in Advanced APMs
CMS is seeking comments on ways to increase opportunities for eligible clinicians to participate in
Advanced APMs and achieve threshold levels of participation to become Qualifying Participants
(QPs). To do this, the Society strongly recommends that CMS recognize areas of physician expertise
and patient need that are not represented by existing APMs. This includes hematologic diseases and
disorders in coagulation, as well as severe hemoglobinopathies, such as sickle cell disease and
thalassemia. ASH would be pleased to work with the Innovation Center to help develop a model or
models that would fit for one or more of these diseases or disorders.
Furthermore, the Society encourages the Innovation Center to develop models that hold physicians
accountable for factors they can change, such has hospital readmissions, rather than those they cannot,
such as the cost of drugs. Our members who participate in the Oncology Care Model (OCM) struggle
with this issue. To potentially succeed in the Oncology Care Model, physicians could cut costs by
providing less effective, but also less expensive treatments, rather than higher quality therapies that
may be more expensive. Physicians, however, want to provide good, evidence-based, high quality
care, which in some cases may be more expensive. Unfortunately, by doing so under the OCM, they
will get penalized for providing this more expensive, but more appropriate, care. As more specialty
care models are developed, this issue must be addressed.

Physician Specialty Models
While ASH supports the development of innovative payment and delivery models, the Society
cautions against creating models that silo care, and we urge the Innovation Center to consider
mechanisms that facilitate the identification and connection of specialty societies that would
benefit from collaboration. As the RFI indicates “one potential option may be to include specialty
physician management of a defined population of beneficiaries with complex or chronic medical
conditions, including multiple chronic conditions.” This description is similar to that of a Patient
Centered Medical Home, of the Medical Home Model. This model of comprehensive, team-based
care is appropriate for patients with sickle cell disease; however, this model would also fit well with
many other chronic, complex conditions.
Additionally, the Society supports the recent discussions within the health care community around
allowing the Physician-Focused Payment Model Technical Advisory Committee (PTAC) to provide
technical assistance to physicians and organizations creating and submitting ideas for new Advanced
Alternative Payment Models (APMs). The rules and requirements for creating and qualifying as an
Advanced APM are convoluted and confusing. While physicians are a vital voice in this process, they
do not have the expertise or the time to develop the technical aspect of these models. At a recent
House Energy & Commerce Committee hearing, PTAC Chair and Vice Chair, Jeff Bailet and
Elizabeth Mitchell, cited lack of technical assistance as one of three barriers to transforming care and
payment. Specifically, they stated that “most physicians have experience changing care delivery but
have not been trained in the development of incentives, payment models or risk
management.” Additionally, they highlighted that small rural practices are most likely lacking in the
resources needed to afford technical support, and consequently to meaningfully participate in
APMs.i Currently, PTAC is not authorized to provide technical assistance, and we hope this can
change. The Society was recently one of dozens of signees on a letter led by the American Medical
Association (AMA), which called on Congress to help make statutory changes to the Medicare Access
and CHIP Reauthorization Act (MACRA), including urging Congress to authorize the PTAC to
provide technical assistance to developers of APMs.
Prescription Drug Models
ASH has strong concerns about the overall cost of medical care and in particular the cost of drugs.
Every day, hematologists encounter situations in which patients with medical insurance are having
difficulty paying for expensive drugs. Given continuing advances in the identification and targeted
treatment of particular blood cancers, there is usually little or no choice in the selection of
chemotherapeutic agents for most conditions, many times leaving the provider with no option other
than to prescribe expensive, but clinically vital treatments. Accordingly, ASH supports the testing of
new models for prescription drug payment. In the development of such a model, the
Society encourages CMS to explore the incorporation of risk-sharing agreements, clinical decision
support tools, and value-based purchasing arrangements.
However, ASH reminds CMS that innovative payment models do not always work for every specialty
across the board. For example, while episode bundles work well in clinical areas in which there is little
deviation from a common practice, they would not work well for some hematologic conditions,
where innovation has been rapid, and often comes in the form of new, expensive drugs or the
combination of new drugs. For example, last year, the U.S. Food and Drug
Administration (FDA) approved daratumumab in combination with bortezomib and dexamethasone
or with lenalidomide and dexamethasone for patients with relapsed or refractory multiple
myeloma. Additionally, FDA has approved several other stand-alone and combination therapies for

blood disorders in the past year. The cost of these new therapies, alone or in combination, can drive
up costs significantly, and physicians should not be penalized or dis-incentivized for offering their
patients state-of-the-art therapy in new payment models. Rather, payment models must incentivize
physicians to provide the right treatment(s) at the right time. ASH welcomes the opportunity to work
with the Innovation Center as models in this space are considered.
Program Integrity
The RFI states that “CMS is seeking comment on ways that CMS may reduce fraud, waste, and abuse
and improve program integrity.” ASH continues to be concerned about the issue of reducing the
administrative burdens on physicians; we appreciate that especially in the last year the Administration
has made regulatory relief a priority. ASH is a member of the Cognitive Care Alliance, which urges
revision of the current medical documentation guidelines for Medicare’s evaluation and management
(E/M) codes. This offers an opportunity for CMS to provide an immediate and substantial reduction
of administrative burden for all practicing physicians.
The guidelines for E/M documentation were last updated in 1997, before the widespread adoption of
electronic health records (EHRs). The conventional auditing tools used for patient EHR design were
originally developed to distinguish between the work intensity levels for the E/M service
codes. EHRs evolved to become electronic versions of the paper based office notes of the 1990s, with
enhancements specifically designed to fulfill auditing requirements. In order to optimize billing,
software institutionalized the various information categories used for chart audit.
Unfortunately, EHR documentation has not kept pace with the intricacies of rare diseases, the
comorbidities often associated with them, and the unprecedented pace of new treatment modalities.
We would be pleased to work with CMS to devise nuanced E/M codes to more accurately capture
the work involved in the complex management of hematologic patients.
Physician and provider interaction studies have consistently shown that EHRs have led to a decline
in physician satisfaction, time with patients, and patient satisfaction, as well as increases in burnout.
Current EHRs are often filled with extraneous information that does not accurately describe the care
of the patient or provide a meaningful summary of clinical thinking.
Existing E/M documentation expectations fail to capture the cognitively intense work of services
delivered by hematologists and other cognitive physicians. The linear nature of the current
coding/auditing mandate means that “elements” (inputs and outputs) count once, if they count at
all. There is no accounting for the interactivity of elements and the complexity that emerges as
elements accumulate. Additionally, there is no recognition of the clinical expertise achieved with years
of training and experience that creates the ability to instantly recognize a pattern and make a diagnosis
of enormous clinical value in a matter of moments.
ASH is concerned about the profound deficiencies of the E/M codes as well as the associated
documentation requirements. These codes do not accurately define discrete levels of cognitive service,
do not capture the broad range of services, and undervalue the critical role that complexity and
physician-patient interaction demand in ensuring the safe provision of high quality healthcare services
to patients.
We believe that improving the documentation expectations for E/M services must be linked to
correcting the legacy deficiencies in both definition and valuation of these services. There has been

no adjustment in the definitions and only incremental changes in their valuations, since the
development of the Resource Based Relative Value Scale (RBRVS), despite the increasingly complex
and interacting medications and health care conditions presented by Medicare beneficiaries. There is
demonstrably more work involved than 25 years ago due to the intense E/M services delivered by our
members. Despite their best efforts, CMS has not been able to address this issue. While the agency
has failed to act, we are concerned about a potential for a significant workforce shortage in hematology
because of the burnout, low work satisfaction, and the undervaluation of the services our members
provide.
Addressing the unnecessary administrative burden created by the existing E/M documentation
guidelines offers an opportunity to substantially improve the face-to-face experience of care, from
both patient and physician perspectives. Revising and improving the documentation expectations
allows the existing service codes to be reworked in ways that match the current content of E/M service
delivery. ASH believes that this process should begin with the development of a representative
knowledge-base that will then lead to a better definition of the discrete levels of E/M services. We
urge CMS to conduct the research necessary to redefine and revalue cognitive E/M services, as we
believe that this will not only improve the accuracy and precision of the fee schedule, but will also
reduce the burden on cognitive physicians. ASH would be pleased to assist with this effort.
Thank you for the opportunity to provide feedback. We welcome the opportunity to discuss these
comments and others being considered with you and your team. If you have any questions or require
further clarification, please contact Suzanne Leous, ASH Director of Government Relations
and Practice, or Leslie Brady, ASH Policy and Practice Manager.
Sincerely,

Kenneth C. Anderson, MD
President

November 20, 2017
Seema Verma
Administrator, Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445–G, Hubert H. Humphrey Building,
200 Independence Avenue, SW
Washington, DC 20201
Re: Request for Information by the Centers for Medicare and Medicaid Services Innovation
Center
Dear Administrator Verma:
On behalf of the American Society of Nephrology (ASN), thank you for the opportunity to
provide comments regarding the Request for Information (RFI) by the Centers for Medicare
and Medicaid Services (CMS) Innovation Center. ASN represents over 17,000 physicians,
scientists, nurses, and other health professionals dedicated to treating and studying
kidney diseases to improve the lives of people with kidney diseases. ASN is a not-forprofit organization dedicated to promoting excellence in kidney care. Foremost among
the society’s concerns is the preservation of equitable patient access to optimal, quality
chronic kidney disease (CKD) care, end-stage renal disease (ESRD) care including
transplantation, and the integrity of the patient-physician relationship.
The burden of kidney diseases in the United States is not acceptable. Currently, 40
million Americans are living with kidney diseases, and for nearly 700,000 of those
individuals, access to dialysis or kidney transplantation is their only chance to live.
Unfortunately, dialysis patients face a daunting life expectancy of only 5 to 10 years.
Transplant can prolong survival for those fortunate enough to receive a donated organ,
but our patients with kidney failure are also faced with a national organ shortage crisis:
every 14 minutes, a patient is added to the kidney wait list, and every day, 13 patients
die awaiting a kidney transplant.
As a nation, we need to directly address the burden of kidney diseases; the devastating
toll on patients, their families, and caregivers in the US and across the globe; and the
challenges we face confronting this epidemic. The opportunity exists to improve care
for patients across the kidney care spectrum: kidney diseases, acute kidney injury,
kidney failure, transplantation, and end-of-life care.

Physician-Led Payment Models and Nephrology Leadership
CMS and its Innovation Center are seeking feedback on a new direction to promote
patient-centered care, and test market-driven reforms, as well as physician-focused
payment models. ASN strongly supports the focus on physician-led models. Physicianled models reinforce the patient-physician relationship at the heart of sound,
individualized care for patients. The focus of physician-led models is, by its very nature,
is on the patient’s needs and not the overly burdensome processes and requirements
that often come with care delivery systems envisioned by administrators, not clinicians.
Particularly at a time when many of the existing Advanced Alternative Payment Model
(AAPM) options are structured financially such that large entities with significant
reserves are the only participants who can sign up—and these entities are rarely
physician-led—the piloting and establishment of models that squarely place physicians
in the driver’s seat will be critical. Additionally, the society sees a potential role in using
Consumer-Directed Care and Market-Based Innovation Models to develop payment
pathways for new innovative products that do not fit clearly or neatly into existing
payment structures.
Nephrologists are specifically trained to manage patients with multiple co-morbid
conditions, and, in a comprehensive kidney care (CKC) delivery model, the nephrologist
and nephrology practice would assume principle responsibility for patients with
advanced kidney diseases across the spectrum of their condition. Importantly, this does
not mean that primary care providers are not involved in this model, but rather that they
are not the care team leader for this complex patient population. Effective management
of co-morbid conditions is especially important for patients with advanced CKD, when
proper care coordination by a nephrologist can help slow the progression of kidney
disease, reduce the incidence of acute kidney injury in those undergoing surgery or
other interventions, reduce use of unsafe medications by patients for whom many
medications either require dose reduction or should be avoided, and help prevent the
worsening of co-morbidities that are caused or exacerbated by kidney diseases, such
as hypertension and heart disease.
Comprehensive Kidney Care Delivery Model
ASN strongly encourages CMS and the Innovation Center to test a comprehensive
kidney care (CKC) delivery model that would be broader in scope than the current EndStage Renal Disease (ESRD) Seamless Care Organization (ESCO)—encompassing
patients with advanced CKD and including kidney transplant recipients, coordinating
their transitions across kidney disease stages, and managing and slowing progression
of kidney diseases and other complex chronic conditions that are common in the kidney
patient population.
Led by the nephrologist as the care leader for a population of patients from the time of
their diagnosis of advanced CKD, this model would assume responsibility for their
care—in coordination or partnership with other caregivers, including other physicians
such as cardiologists, endocrinologists, and palliative care specialists—through the

transition periods of dialysis initiation, transplantation, or to end-of-life care. These
transitions are among the most costly and dangerous times in a patient’s life, in large
part due to the lack of continuity among health professionals across the silos of care the
patient is transitioning between.
Indeed, silos divide kidney care in almost every conceivable manner. Payments for
CKD, ESRD, and transplant care are all handled differently both in payment
mechanisms and in the metrics by which the nephrologists, dialysis facilities, transplant
centers, transplant nephrologists, and surgeons are evaluated. These siloed payment
structures and metrics make it difficult to achieve seamless care for patients with kidney
diseases consequently leading to less efficient and more expensive care.
A CKC delivery model would present a unique opportunity to provide better, more costeffective, and more patient-centered care than is possible under the current delivery
system or in the context of the current ESCO program. This is possible through care
integration across medical settings and disease phases, led by nephrologists serving as
principal care providers, to improve care quality and patient outcomes in all stages of
advanced kidney disease including as patients progress to kidney failure, kidney
replacement therapy and/or end-of-life care, as well as achieve savings.
Reflecting the fact that kidney transplantation is the optimal therapy kidney replacement
therapy for many patients with ESRD, this model would include transplant recipients for
the duration of their lives. This approach would, appropriately, create inherent
incentives to promote transplantation and pre-emptive transplantation for the greatest
number of patients possible who are candidates while introducing efficiencies in the
transplant evaluation process, post-transplant care, and in the transition back from
transplant to dialysis if and when kidney transplants fail. Post-transplant patients
require very similar care to patients with advance CKD, and in the current care delivery
system, transplant patients often find it challenging to see the many clinicians
responsible for their care; this model would improve that experience by coordinating
their post-transplant care.
Besides a focus on promoting access to transplantation, ASN envisions that a CKC
model would emphasize patient education regarding, and access to, home dialysis
modalities and assisted dialysis options and palliative and/or conservative care options
that delay or eliminate the need for dialysis, as those become appropriate
considerations.
Aligning financial and quality incentives across all sites of care included in the model
would contribute to more patient-centered, cost-efficient care for those with the
complexity of illness associated with advanced CKD than current care delivery systems.
A CKC delivery model would emphasize individualized, patient-centered care while
incentivizing care coordination that improves outcomes and reduce costs, including:
•

Focusing on slowing kidney disease progression, including patient education and
incorporation of various innovative methods of disease-monitoring to enhance

•

•

self-care. Eliminating the fragmentation that often characterizes the transitions of
care from CKD to dialysis to transplantation.
Facilitating timely, optimal preparation and education for the preferred forms of
kidney replacement therapy, including all aspects of and options for kidney
transplantation, exposure to home therapy modalities, and vascular access
planning and procedures.
Allowing for thorough discussions of goals of care with patients and their families
and allowing transitions to comprehensive conservative care and/or palliative
care for those individuals who do not desire kidney replacement therapy.

Here, ASN offers two potential model concepts to achieve the goals of a CKC delivery
model outlines above.
1. Expanded ESRD Seamless Care Organization: Building upon the early
successes of the ESRD care demonstration, this model further incorporates
transplant care stakeholders and encompasses advanced CKD care.
2. Per-Patient Per-Month Model: Building upon the Comprehensive Primary Care
Plus (CPC+) demonstration, this physician-only model would also span advanced
CKD care, dialysis, transplantation, and end-of-life.
Comprehensive Kidney Care Model Concept
1. Expanded ESRD Seamless Care Organization Model
In its first performance year, the ESCO Model has been among the most successful of
all models the Innovation Center has operated. ASN believes that this both points to
the benefits of care coordination for the ESRD patient population as well as suggests
that even greater gains in terms of improved outcomes and reduced costs can be made
through future, physician-led payment models that encompass more of the kidney
patient population.
An expanded ESCO model that brings together nephrology practices (ideally, with a
greater role in governance structures than the current ESCO program) and dialysis
providers – with the addition of transplant centers and potentially transplant surgeons –
would span the artificial silos among advanced CKD care, kidney replacement therapy
care including dialysis and transplantation, and end of life care.
The expanded ESCO Model would include a nephrologist/nephrology care team
(including transplant nephrology), transplant surgeons, dialysis organizations, transplant
centers, hospice and palliative care organizations, and other specialists/physicians.
Including transplant patients and transplantation expands the risk pool and allows the
achievement of greater savings than without them, particularly when longer term
outcomes beyond the year following transplantation are accounted for.

Ideally, patients both over and under 65 years of age who are already have advanced
CKD would be included into the model—creating incentives for participants to slow the
progression of kidney disease and prevent or delay the onset of kidney replacement
therapy (and the enrollment of patients under 65 in Medicare due to that ESRD status).
Thus, making this approach an “all-payer” model, potentially including Medicaid as well
as private payers would be desirable. The model would follow the patient across all
stages of care and accomplish cost savings when progression is slowed, “crashing into
dialysis” is avoided, and transplantation rates are increased. Savings are
accomplished, and care improved by providing continuity of care across transitions, and
reducing hospital admissions/readmissions and emergency department visits.
ASN envisions the expanded ESCO having an active role for transplant centers and
transplant surgeons. The transplant centers should become the active lead in
evaluating ESRD patients for transplantation and working with nephrologists to identify
advanced CKD patients for pre-emptive transplantation.
Within the geographic region that the model is being tested, ASN would also
recommend that waivers be developed permitting transplant centers and Organ
Procurement Organizations (OPOs) to—within safe and medically appropriate bounds—
have somewhat relaxed standards for metrics by which they are judged. Additionally,
the transplant centers that participate in the program should also have greater flexibility
– possibly COIIN-like waivers from UNOS/OPTN and CMS would be established. This
would enable receipt of a kidney transplant by patients who may not be ‘top-grade’
candidates but who nonetheless would be likely to experience better quality of life at
lower cost compared to dialysis (and enable the procurement and use of organs that
may not be ‘top-grade’ to enable more patients to have transplant as an option). By
providing a bit more flexibility to transplant centers and OPOs, the waivers would better
align their incentives to achieve performance standards with the goal of providing more
patients on or near dialysis with the optimal therapy from quality and cost perspectives.
2. Per-Patient per Month (PPPM) Model
A second physician-led approach that could be considered is the establishment of a
per-patient per month (PPPM) model. Sharing the same goals (preventing progression,
managing care across the spectrum of kidney disease, and aligning incentives) and
encompassing the same patient population as the Expanded ESCO Model described
above (patients eligible at an eGFR of 30 and do not have a mandated leave-point), a
PPPM comprehensive kidney care model would include only physicians as its
participants. The Comprehensive Primary Care Plus (CPC+) model serves as the basis
for this Chronic Kidney Care Plus (CKC+) PPPM comprehensive kidney care model
concept. The advantages of this approach as compared to the Expanded ESCO Model
include is that it would be more implementable across geographies and practice sizes
and, because the physicians themselves would be the sole participants, ensure true
physician-led care delivery (as well as help nephrologists transition to assuming more
risk).

Similar to the CPC+ model, a PPPM comprehensive kidney care model would be tested
in a large geographic region in which all nephrologists would be eligible to participate.
Participants would receive a risk-adjusted, prospective, monthly care management fee
(CMF) for attributed patients, in addition to the standard fee for service payments that
would otherwise be provided. Participants would either keep or return the CMF based
on performance—ideally on a small number of meaningful quality metrics, as opposed
to a plethora of process-related or tangentially meaningful metrics. ASN recommends a
two-track option offering either less risk or more risk for participants given that some
nephrologists who would participate may be in small clinical practices.
To place greater emphasis on care people with advanced kidney disease and to build
capacity to better coordinate and slow the progression of disease, ASN envisions that
the PPPM CFM would be higher for advanced CKD care than for ESRD care. For
patients who have received a successful kidney transplant, the PPPM CFM would more
closely resemble the PPPM CFM for advanced CKD (reflecting the fact that posttransplant patients are more similar to non-dialysis CKD from a clinical perspective). As
the PPPM CFMs functionally provide more parity across the various stages of disease
progression, this model would create an incentive for nephrologists to take on advanced
CKD patients earlier than they may have otherwise and intervene with greater
resources to organize and integrate care for these individuals with multiple often severe
chronic conditions.
Because the nephrologists would still assume responsibility for patients post-transplant
(and because we envision adjusted transplantation rate would be among the quality
measures), it also creates incentives for more pre-emptive transplantation. Pre-emptive
transplantation is the best and most cost-effective therapy for many patients, but, in the
current siloed care delivery system, is vastly underutilized with just 2.6% of patients
receiving this option. This model would be “care environment agnostic,” permitting
nephrologists the flexibility to see their patients when and where they see fit.
Additionally, it would permit use of telehealth and telephonic communications with
patients via waivers.
Payment Pathways for CKC+:
• Track 1:
• CMF average $X in addition to FFS payment for CKD E&M
• CMF average $X-Y in addition to FFS payment for ESRD services
• CMF average $X in addition to FFS payment for post-txp E&M
• CMF average $X in addition to FFS payment (for pre/peri/post-transplant
for transplant nephrologists)
•

Track 2 ($Z > $X):
• CMF average $Z in addition to reduced FFS payment for CKD E&M
• CMF average $Z-Y in addition to reduced FFS payment for ESRD
services
• CMF average $Z in addition to reduced FFS payment for post-txp E&M

•

CMF average $Z in addition to reduced FFS payment (for pre/peri/posttransplant for transplant nephrologists)

A third risk track could also be considered that involves greater risk and the opportunity
for shared savings based on risk/shared savings as a percentage of FFS payments to a
physician. In this third track, participants would receive similar CMF payments as
described above, but their performance would be assessed on a percentage of total
FFS revenues (Medicare Part A and B) and quality metric performance. Nephrologists
who deliver savings compared to the benchmark group (and perform well on quality
metrics) would be eligible to share in those savings, above the CMF provided on the
per-month basis.
For example, if a nephrologist’s patients place him or her in the top quintile of adjusted
expenditures, he or she would receive a 10% reduction in the FFS+CMF
reimbursement. If the patients place the nephrologist in the lowest quintile of adjusted
expenditures, the nephrologist would receive a 10% bonus in the FFS+CMF
reimbursement. Adjusted performance among physicians would be benchmarked
against regional variation in resource use and quality metric achievement among
Medicare patients with similarly advanced stages of kidney disease.
Within the geographic region that the model is being tested, ASN would also
recommend that waivers be developed permitting transplant centers to—within safe and
medically appropriate bounds—have somewhat relaxed standards for probation or
shutdown possibly COIIN-like waivers from UNOS/OPTN and CMS would be
established. Similar flexibility should be provided to the Organ Procurement
Organization (OPO) operating in the geographic area so that more kidneys can be
procured that are under the current incentive structure.
As was stated above, this would enable patients with kidney disease to receive a
transplant who may not be ‘top-grade’ candidates but who nonetheless would be likely
to experience better quality of life at lower cost compared to dialysis (and enable the
use and procurement of organs that may not be ‘top-grade’ to enable more patients
transplant as an option). By providing a bit more flexibility to transplant centers and
OPOs, the waivers would better align their incentives to achieve performance standards
with the goal of providing more patients on or near dialysis with the optimal therapy from
quality and cost perspectives.
Ultimately, as we work to integrate these concepts with existing practices in kidney care,
key elements from each concept may potentially form a template for coordinated kidney
care in US healthcare.
Consumer-Directed Care and Market-Based Innovation Models
ASN recommends that the CMS Innovation Center consider developing pilot payment
models for innovative devices that do not currently fit neatly or clearly into existing
payment structures. As innovators look to develop—and investors consider supporting

the commercialization of—cutting-edge new drugs, therapies and devices, having a
clear payment pathway forward to support adoption of these products will be critical.
Developing and piloting payment models for innovative devices could potentially take
place under CMS Innovation Center’s Consumer-Directed Care & Market-Based
Innovation Models.
As an example, the Kidney Health Initiative (KHI), a private-public partnership between
ASN and the U.S. Food and Drug Administration (FDA), has initiated a project titled
Development of a Roadmap for Innovations in Renal Replacement Therapy. This
project aims to clarify and address the scientific, technical, regulatory and
reimbursement challenges towards bioartificial or bioengineered alternatives to dialysis
to enter the market, thus allowing for a robust pipeline of future therapies for patients
with kidney diseases.
Given the lack of innovation in the kidney space (and particularly in the dialysis space),
ASN hopes that this roadmap will help address the lack of options for patients by
bringing more clarity for innovators and investors. Yet a crucial component for success
is, of course, a clearly defined payment pathway—one that is lacking in light of the
current expanded ESRD bundle. The society would welcome the opportunity to discuss
the concept of a role for the Innovation Center in meeting this need in more detail
through pilot Consumer-Directed Care & Market-Based Innovation Models.
Conclusion
CMS’ RFI and its design of the Quality Payment Program (QPP) make this an
opportune time to align the kidney care delivery system with the patients’ needs –
moving across silos to improve outcomes and deliver savings. ASN stands ready to
work with CMS and the Innovation Center to create a kidney care model that is
physician-focused, and patient aligned and ready for testing. To discuss ASN’s
comments, please contact ASN Director of Policy and Government Affairs Rachel
Meyer.
Sincerely,

Eleanor D. Lederer, MD, FASN
President

Sincerely,

November 20, 2017

Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Herbert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
Submitted via email to email to CMMI_NewDirection@cms.hhs.gov
RE: CMS Innovation Center Request for Information
Dear Administrator Verma:
The American Society of Nuclear Cardiology (ASNC) appreciates the opportunity to respond to
the Centers for Medicare and Medicaid’s (CMS) Request for Information (RFI) on the future
direction of the CMS Innovation Center.
ASNC is a 4,500 member professional medical society, which provides a variety of continuing
medical education programs related to nuclear cardiology and cardiovascular computed
tomography, develops standards and guidelines for training and practice, promotes accreditation
and certification within the nuclear cardiology field, and advocates for furthering research.
In its 2015 report Improving Diagnosis in Health Care1, the National Academy of Medicine’s
Committee on Diagnostic Error in Health Care found that errors in diagnosis were pervasive and
that the current fee-for-service system likely contributed to these errors because it provided
inadequate support for evaluation and management services and inadequate support for
coordination among clinicians during the diagnostic process.
To date, most Alternative Payment Models (APMs) have focused on changing the way payments
are made for treatments after a diagnosis has been made. APMs may adjust payment amounts
based on the number and types of diagnoses assigned to patients. Accurate and appropriate
diagnostic testing sets the course of a patient’s treatment, and for which the physicians who are
ordering and rendering the diagnostic tests should be held responsible. APMs provide an
excellent opportunity to assess the value of diagnostic imaging by modality in a way which has
yet to be done.

1

NATIONAL ACADEMIES OF SCIENCES, ENGINEERING, AND MEDICINE. 2015. IMPROVING DIAGNOSIS IN HEALTH
CARE. WASHINGTON, DC: THE NATIONAL ACADEMIES PRESS. https://doi.org/10.17226/21794.

As ASNC has commented to CMS previously, the Innovation Center could consider creating an
advanced diagnostic imaging “silo” that would initially be divorced from a bundled payment
APM or other model. The imaging silo could yield valuable information on the precise effect a
given modality has on patient outcome and could later be incorporated into the larger bundle. For
example, if a patient has an inadequate cardiac imaging test that leads to an unnecessary
catheterization, then it is possible to pinpoint exactly which test or interpretation led to the
inappropriate catheterization. Over time, data from the imaging silo can identify the most
clinically appropriate test that has a net positive effect on patient outcomes. Alternatively, within
an APM, an independent review of a random sample of cases could be conducted to confirm the
diagnosis and adjust the amount of payment for the diagnostic process based on the proportion of
confirmed diagnoses.
As another option, imaging tests could be used in accordance with specialty society-determined
appropriate use criteria (AUC). Payment amounts would be adjusted for the diagnostic process
based on the proportion of cases in which the appropriate tests were carried out. The
appropriateness of test would be based upon patient outcomes, including patient reported
outcomes.
A fundamental flaw of the Medicare Appropriate AUC Program, for which rulemaking is
currently underway, is that there is no mechanism for tying the consultation of AUC with patient
outcomes. In fact, there is not a quality measurement component of the AUC Program.
Physicians must use their own clinical judgment alongside consultation of AUC when making
diagnostic imaging decisions. Requiring clinicians to consult AUC using a CMS-qualified tool
without any mechanism for evaluating patient quality and outcomes is archaic in the context of
the Quality Payment Program (QPP).
CMS cites previous experience with AUC programs in the 2016 Physician Fee Schedule.
Specifically, The Medicare Imaging Demonstration, required by §135(b) of the Medicare
Improvements for Patients and Providers Act of 2008 (MIPPA), pointed out a number of
challenges and complexities associated with the implementation of clinical decision support
mechanisms.2 First, in the demonstration more than 60% of orders for advanced imaging could
not be linked to a guideline. Second, physicians noted increased time in entering information to
order an imaging test but felt that there was no value added to their workflow in entering the
information and expressed frustration that in many cases guidelines did not account for all
clinical aspects of the patient. The concept of saving Medicare dollars through accurate
diagnostic testing is an essential consideration in the development of APMs. However, testing
accuracy has not been evaluated in APMs and any effort to address accurate diagnostic testing
must include a robust quality component.
Although ASNC is an ardent supporter of AUC, the AUC Program should be halted because of
its tremendous complexity and because the incentive to ensure the appropriate ordering and use
2

TIMBIE J, HUSSEY P, BURGETTE, ET AL. MEDICARE IMAGING DEMONSTRATION REPORT TO CONGRESS. 2014 THE
RAND CORPORATION available at https://innovation.cms.gov/Files/reports/MedicareImagingDemoRTC.pdf.

of advanced diagnostic imaging tests is inherent in the QPP. In fact, in the CY 2018 Medicare
Physician Fee Schedule proposed rule, CMS stated “We agree that the goals of the Quality
Payment Program are consistent with those of the AUC program.” Rather than a stand-alone
AUC Program, the Innovation Center should consider as a guiding principle for its payment
models, improvement in the diagnoses of care. Under this principle, physicians would have the
flexibility to use decision support tools or other tools that best suit their practice, rather than
restricting decision support to mechanisms that are qualified by CMS.
Moreover, clinical decision support mechanisms were initially developed to curb a rise in
imaging utilization observed in the early 2000s. In fact, according to the most recent MedPAC
report there has been an 8 percent cumulative decrease in imaging volume since 2009.3 Thus,
efforts like Choosing Wisely (which ASNC participates in) and other society-led effort to
increase adherence to AUC are providing measureable results and it is imperative that we allow
existing programs like the Quality Payment Program to work before layering additional
administrative burden onto physicians.
APMs and other value based payment systems should be designed to support accurate diagnosis.
We hope the Innovation Center will take our suggestions into consideration as it considers how it
will approach new model design. Should you desire additional information, please contact
Georgia Lawrence.
Sincerely,

Raymond Russell, MD
President
American Society of Nuclear Cardiology

3
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Saving and improving lives with transplantation.

November 7, 2017
Ms. Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
U.S. Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Dear Ms. Bassano:
On behalf of the American Society of Transplant Surgeons, we are pleased to
have the opportunity to respond to the CMMI Request for Information
regarding its proposed New Direction. ASTS is a medical specialty society
representing approximately 1,800 professionals dedicated to excellence in
transplantation surgery. Our mission is to advance the art and science of
transplant surgery through leadership, advocacy, education, and training.
We wish to comment on CMMI focus on new specialty care models, as
described in the RFI. ASTS strongly supports CMMI’s proposal to initiate new
demonstration models related to specialty care. Specifically, we urge you to
consider implementing a new demonstration project along the lines described
below to increase the availability of transplantation as a treatment option for
Medicare beneficiaries with End Stage Renal Disease (ESRD). Implementation
of such a demonstration has the potential to improve positive health outcomes
for these patients while substantially reducing costs.
The Role of Transplantation in the Treatment of ESRD
It is critically important that Chronic Kidney Disease (CKD) and ESRD patients’
access to transplantation as a treatment option be increased. The average
kidney transplant recipient lives more than twice as long as he/she would if
remaining on dialysis (USRDS data) and enjoys markedly improved quality of
life and longevity: Life expectancy after starting dialysis is 5.7 years, and after
kidney transplantation, life expectancy is 15.8 years. Preemptive
transplantation performed prior to the increased expenditures incurred at the
start of dialysis is also associated with almost doubling of 10-year patient
survival compared to later transplantation and is the preferred treatment for
all eligible patients. Moreover, transplantation is also by far the most costeffective treatment option for patients with Advanced CKD and ESRD. Kidney
transplantation is associated with a cost savings of as much as $200,000 per
transplant over the first 5 years after transplantation. (Examination of
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Medicare spending reveals the breakeven point for transplantation vs. dialysis is 2.3 years for patients
who undergo living donor transplantation and 3.6 years for recipients of deceased donor
transplantation.) To the extent that, in the context of the current dialysis-based model, ESRD facilities
fail to educate their patients regarding transplantation options or to refer their patients for transplant
evaluation as clinically appropriate, this failure has the potential to increase ESRD costs of care. In short,
it is undisputed that kidney transplantation is often not only the best treatment option for Medicare
patients with ESRD and potentially for those Medicare patients with kidney disease short of ESRD, who
may be eligible for pre-emptive transplants (collectively, “Demonstration-eligible patients”), but also the
most cost-effective treatment for such patients.
However, under today’s Medicare program, dialysis is the usual treatment for these patients, and
transplantation is the exception. The Healthy People (HP) 2020 initiative includes a number of goals
related to transplantation that have not been met. Rather than the status quo, transplantation should
be the first line treatment, with dialysis available for those patients for whom transplantation is
contraindicated and those for whom a suitable organ is unavailable.
Misaligned Incentives to Transplant
Because of the focus on the dialysis patient and the dialysis provider, the Medicare program includes a
number of financial and regulatory disincentives for providers to maximize the use of transplantation as
the treatment of first choice for Demonstration-eligible patients. Furthermore, the transplant ecosystem
that includes the transplant hospitals and the entities that make organs available, such as the donor
hospitals and the Organ Procurement Organizations (OPOs), have been ancillary and not integral to
ESRD care. Because of the dialysis-centric model, dialysis facilities and associated nephrologists have a
strong financial incentive to maintain patients on dialysis as long as possible. OPOs, which are paid by
Medicare on a cost basis, have little financial incentive to increase the supply of viable organs. Nontransplant hospitals—a potential source of additional organ donors—have no financial incentive to
ensure that OPOs are fully and effectively informed in a timely manner of potential organ donors.
Current Medicare regulations do not encourage and in some ways actively (although inadvertently)
discourage increased transplantation on the part of the transplant centers due to transplant center
conditions of participation outcomes requirements that dissuade centers from using less than ideal
organs or transplanting patients whose health conditions increase the risk of affecting the center
outcomes statistics. Dialysis facilities are required to counsel patients on the availability and benefits of
transplantation, but often fail to do so (or fail to do so effectively). Neither nephrologists’ quality
measures nor dialysis facility quality measures address referrals for transplantation evaluation. And
reimbursement to potential living donors for the costs associated with donation is limited by concerns
over prohibitions in the National Organ Transplantation Act (NOTA) related to financial inducements.
The Demonstration Concept
Goals
The goal of the proposed demonstration project is to increase transplantation for Medicare patients
with kidney disease by providing financial incentives and regulatory relief to the transplant ecosystem—
including transplant centers, dialysis facilities, OPOs, community hospitals, nephrologists, and others—
to increase transplantation rates in the area covered by the demonstration project (and possibly to
increase the number of transplantable organs from the area overall, including organs “exported” to
other geographic areas).

Changing the Paradigm of Dialysis & Transplantation
The per-patient cost of transplantation, over a short period of time, is far less than dialysis; patient life
expectancy for transplantation is far longer than dialysis; savings to the Medicare program would
increase if transplant were advanced more methodically.
The United States Renal Data System (USRDS) 2017 Report 1 notes that total Medicare expenditures per
person/per year for hemodialysis patients is $88,750; for those on peritoneal dialysis, $75,140; and for
renal transplantation, $34,084.1

Data Source: USRDS ESRD Database; Reference Table K.7, K.8, K.9. Period prevalent ESRD patients;
patients with Medicare as secondary payer are excluded. Abbreviations: ESRD, end-stage renal disease
Additional published data also suggests that considerable cost savings would result from increasing
transplantation for clinically appropriate patients. 2
USRDS 2017Annual Report, https://www.usrds.org/adr.aspx, accessed November 2017.
Additional published analyses support the considerable cost savings that are achievable through
transplantation. See, e.g., Matas, AJ, Schnitzler, M. Payment for Living Donor (Vendor) Kidneys: A CostEffectiveness Analysis. American Journal of Transplantation 2004; 4: 216–221
1
2

Changing Financial Incentives, Removing Disincentives
Instead of continuing to allow the misalignment of incentives and perpetuating disincentives to
transplant, the proposed Demonstration Program seeks to capture the savings attributable to increased
transplantation and to share a portion of those savings with the providers participating in the
demonstration program. Savings could be shared based on a shared saving incentive system similar to
that used under the Medicare Shared Savings Program (MSSP) and various other CMMI demonstration
programs.
While many details of the proposed model would need to be further developed and while it may be
necessary to change some features of the model as discussions progress, our preliminary outline of the
steps that would be involved is set forth below:
•

•
•

•

•

•

CMS, using publicly available data sources and in conjunction with the transplant community,
would determine a target number of transplants for the demonstration area by determining the
average number of transplants historically performed in the demonstration area, updating that
number as appropriate to cover the time period of the demonstration, and making other
appropriate adjustments.
Participants in the demonstration program (consisting of a consortium of transplant center(s),
dialysis facilities, the OPO, physicians, and community hospitals) would be paid their fee-forservice rates under whatever Medicare payment system ordinarily applies.
In conjunction with analysts from the USRDS (who have established costing techniques in this
area), CMS would determine the average savings of transplantation over other renal
replacement therapies (i.e., various forms of dialysis). The average length of time over which
such savings accrue also would be determined, and the demonstration duration would be
established such that all savings attributable to transplantation are fully taken into account.
For each additional Medicare ESRD patient transplanted over the target, savings equal to some
percentage of the average difference between the cost of transplantation and the cost of
preparation for dialysis (for preemptive patients) and dialysis for ESRD patients would be paid
into a separate segregated account established by the demonstration participants and
managed by a third party trustee.
Separate shared savings calculations could be made for Medicare patients who have renal
disease and who are clinically appropriate for preemptive transplantation but who are not yet
on dialysis. In addition, shared savings also could be paid if the number of organs retrieved and
“exported” for transplantation in a different area were increased over baseline calculations.
Funds paid into the separate segregated fund are distributed by the trustee among
demonstration participants based on an agreement among the participating providers and
approved by CMS prior to inception of the demonstration project.

http://www.ncbi.nlm.nih.gov/pubmed/14974942. Whiting, James F.; Woodward, Robert S.; Zavala,
Edward Y.; Cohen, David; Martin, Jill E. ; Singer, Gary G.; Lowell, Jeffrey A.; First, M. Roy; Brennan, Daniel
C.; Schnitzler, Mark A. Economic Cost of Expanded Criteria Donors in Cadaveric Renal Transplantation:
Analysis of Medicare Payments. Transplantation. 9/15/2000 - Volume 70 - Issue 5.
http://journals.lww.com/transplantjournal/Abstract/2000/09150/ECONOMIC_COST_OF_EXPANDED_CR
ITERIA_DONORS_IN.7.aspx.

•

Phase II of the program might include an option under which the program participants could
share the losses in the event that transplants do not meet the target.

Regulatory Relief
In addition to the financial incentives described above, demonstration participants could be entitled
to waiver of certain otherwise applicable Medicare rules. For example, Congress could require CMS
to:
•
•
•
•
•
•

Modify the outcomes requirements applicable to participating transplant centers to minimize
existing organ discard rates and to incentivize preemptive and ESRD patient access to
transplantation.
Waive otherwise applicable OPO cost-finding principles to the extent necessary to provide a
financial incentive for OPOs to increase the number of organs recovered.
Allow the National Living Donor Assistance Center (NLDAC) to reimburse living donors who meet
expanded financial criteria for lost wages.
Waive OPO cost reporting principles to enable program participants to establish an OAC for
organs for paired kidney donation.
Waive otherwise applicable restrictions on payments to beneficiaries to allow the consortium to
provide transplantation and patient incentives to maintain eligibility for transplantation while on
the wait list.
Provide that participation in the demonstration program constitutes a Clinical Practice
Improvement Activity and include a measure relating to nephrologist referrals for
transplantation evaluation as a quality measure under MIPS. (It is unclear that the
demonstration project would qualify as an “Advanced Alternative Payment Model” without
additional risk-bearing features.)

Conclusion
The proposed demonstration project has the potential to achieve considerable savings for the Medicare
program while substantially improving the care for ESRD patients and possibly other Medicare patients
with renal conditions for which transplantation is clinically appropriate.
Others in the transplant community have expressed interest in a demonstration model along the lines
outlined above, and we look forward to further discussions with you regarding the possibility of
instituting such an effort as part of CMMI’s new focus on specialty models under its “New Directions”
initiative. If you have any questions, please feel free to contact ASTS Executive Director Kim Gifford.
Sincerely,

Jean Emond
President, ASTS

Submitted to https://innovation.cms.gov/initiatives/direction/
November 19, 2017
Seema Verma, MPH
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
RE:

CMS Innovation Center New Direction Request for Information

Dear Administrator Verma:
On behalf of the American Speech-Language-Hearing Association, I write to offer comments
regarding the request for information (RFI) on the new direction of the Center for Medicare &
Medicaid Innovation (CMMI).
The American Speech-Language-Hearing Association (ASHA) is the national professional,
scientific, and credentialing association for 191,500 members and affiliates who are audiologists;
speech-language pathologists; speech, language, and hearing scientists; audiology and speechlanguage pathology support personnel; and students.
This letter includes ASHA’s comments on the following focus areas outlined in the RFI:
 Physician Specialty Models
 Medicare Advantage Innovation Models
 State-Based and Local Innovation, including Medicaid-Focused Models
 Opportunities for Participation in Advanced Alternative Payment Models
Physician Specialty Models
While ASHA appreciates CMMI’s efforts to move forward with delivery and payment reform that
extends beyond primary care, we are concerned about the exclusion of services delivered by nonphysician clinicians such as audiologists and speech-language pathologists (SLPs). In the RFI,
CMMI seeks to increase the availability of alternative payment models (APMs) that engage
independent practicing specialty physicians. By focusing solely on physician services, the RFI does
not take into account the entire continuum of care or the value of interdisciplinary care teams. Since
the goal of CMMI is to support a patient-centric delivery system, it is imperative that CMMI’s efforts
are structured appropriately to empower patients with a choice of all providers necessary to meet
their unique health care needs.
ASHA believes that the services performed by audiologists and SLPs must be factored into the
development of APMs, as our members often treat patients with complex chronic conditions.
Audiologists identify, evaluate, and treat clients with hearing, balance, and tinnitus disorders.
Hearing impairments may be related to medical conditions such as diabetes, hypothyroidism, chronic
renal disease, cardiovascular disease, and Alzheimer’s, as well as ototoxic medications such as
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aminoglycoside antibiotics, loop-inhibiting diuretics, certain cancer chemotherapeutics, and pain
management medications. In addition, certain syndromes—including Reyes, Usher’s, Waardenburg,
and Treacher Collins—are linked to hearing loss. Audiology services include determining candidacy
for and selection, fitting, programming, and verification and validation of hearing devices and
cochlear implants, as well as audiologic habilitation and rehabilitation.
Speech-language pathologists evaluate and treat speech sound and motor speech disorders, stuttering,
voice disorders, aphasia and other language impairment, cognitive disorders, social communication
disorders, and swallowing (dysphagia) deficits. These impairments may be related to conditions such
as traumatic brain injury, Alzheimer’s disease, Parkinson’s disease, amyotrophic lateral sclerosis,
epilepsy, cancers of the head and neck, stroke, cerebral palsy, multiple sclerosis, autism spectrum
disorder, as well as other congenital and neurogenic conditions.
Delivery and payment reform initiatives must actively engage and include non-physician clinicians.
Therefore, ASHA requests that CMMI expand the scope of APMs from “Physician Specialty
Models” to “Condition/Procedural Models” as the latter will more accurately capture the
contributions of the entire care team.
Medicare Advantage Innovation Models
The CMMI is interested in expanding the Medicare Advantage (MA) Value-Based Insurance Design
(VBID) model to drive innovation, lower costs, and improve both quality and outcomes. Currently,
the VBID model allows MA plans to offer supplemental benefits or reduced cost sharing in seven
states to enrollees with diabetes, congestive heart failure (CHF), chronic obstructive pulmonary
disease (COPD), past stroke, hypertension, coronary artery disease (CAD), and/or mood disorders. In
2018, dementia and rheumatoid arthritis will be included as targeted conditions.
ASHA supports the inclusion of these conditions in the model, given their prevalence within the MA
population and their potential for higher resource use. In fact, audiologists and SLPs are frequently
involved in the care of patients with these diagnoses. For example, audiologists typically treat
patients with stroke, hypertension, and CAD for balance/vestibular issues. It is also common for
patients with diabetes to have hearing loss with tinnitus due to systemic causes or as a result of high
doses of antibiotics that require toxicity monitoring. Speech-language pathologists provide
swallowing and communication treatment for stroke, CAD, CHF, and hypertension patients, as these
conditions can lead to disabling communication for the patient. Speech-language pathologists also
provide swallowing treatment for dysphagia in patients with COPD and stroke.
ASHA also supports MA plans offering reduced cost sharing for providers identified as high value.
ASHA believes that the services provided by audiologists and SLPs are appropriate for
reduced cost sharing because of their direct involvement in the care of patients with the
targeted conditions. For example, copays could be eliminated or reduced for audiologists and SLPs
identified as high value providers, or for patients with past stroke or hypertension.
We also appreciate CMMI’s interest in allowing additional flexibilities to MA plans for supplemental
benefits, which increases patient choice, improves patient care, and reduces patient costs. Coverage
for audiology and speech-language pathology services generally fall under the rehabilitation and
habilitation benefit category. Therefore, ASHA strongly supports MA plans covering additional
rehabilitation, including telehealth, as a supplemental benefit under the VBID model. We
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specifically recommend providing additional medically necessary rehabilitation if the underlying MA
plan includes arbitrary visit limits. ASHA also recommends that MA plans cover, as supplemental
benefits, the full range of services and rehabilitative treatment within the recognized scope of
audiologists.
State-Based and Local Innovation, including Medicaid-Focused Models
Audiologists and SLPs provide therapy services to Medicaid and Children’s Health Insurance
Program (CHIP) enrollees.1 As CMMI explores approaches to move children and youth who are
enrolled in Medicaid and CHIP to APMs, ASHA believes that the following concepts should be
factored into any delivery and payment reform initiatives.
General Principles for Pediatric-Focused APMs


Separate financial model for pediatrics that accounts for the long-term investment
opportunity and the thin margins for short-term investments2
As compared to adults, the trajectories for improved outcomes and lower costs for children are
often long-term, with short-term savings less achievable. In pediatrics, it is important to show
progress over time; not a definitive short-term outcome.



Care coordination and care transitions
It is important to adopt approaches that ensure proper referral patterns between the primary care
physician and other treatment providers to support integrated service model concepts. While
recent efforts on payment reform have advanced coordinated care models, much of health care
delivery remains fragmented. This is particularly evident for complex, high-cost patients.
Furthermore, there is a need to streamline the administrative burden for authorization,
reauthorization, and the extension of services, if needed.



Ensuring access to providers through funding and reimbursement
Sufficient Medicaid reimbursement is necessary to achieve access to care. Medicaid payments
should be based on the true costs of delivering care. ASHA opposes block granting proposals for
Medicaid that would limit federal matching funds. Block granting and per capita caps based on
federal poverty census data within states would have a negative effect on children, particularly in
states where Medicaid has expanded and where optional populations are covered.



Remove access barriers and promote effective telehealth tools
Telehealth technologies may increase patient access to medical care and improve medical
compliance, especially in remote or underserved areas. Regulatory barriers that inhibit the
adoption of telehealth should be reduced. Barriers include reimbursement ineligibility, as well as
variations and restrictions among state licensure rules, including unnecessary requirements for
face-to-face evaluations.
Audiologists and SLPs have long demonstrated the capability to provide effective care through
telehealth technologies. In 2014, ASHA fielded a survey to its members who indicated expertise
in telepractice.3 According to the results, over half of the audiologists and speech-language
pathologists indicated that they currently provide audiology or speech-language services via
telepractice. In addition, 18 states and the District of Columbia have laws and regulations,
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definitions, or policies related to the use of telepractice for audiologists and speech-language
pathologists.
Telehealth venues include medical centers, rehabilitation hospitals, community health centers,
outpatient clinics, universities, patients' homes, and residential health care facilities. There are no
inherent limits as to where telehealth may be implemented as long as the services comply with
national, state, institutional, and professional regulations and policies. Telehealth is being used in
the assessment and treatment of a wide range of clinical disorders within the scope of practice for
audiologists and SLPs.
Challenges in Existing Pediatric-Focused APMs


Accountable Care Organizations
Definitions and parameters for Medicaid Accountable Care Organizations (ACOs) vary from
state-to-state. However, there appears to be common characteristics that promote patient-centered
care and care coordination. According to an analysis conducted by Leavitt Partners on Medicaid
ACOs, one area in which states need assistance with implementing ACOs is integrating longterm services and supports.4 For ACOs to become more meaningful from a patient and costsaving perspective, states will need to consider implementing post-acute services, long-term
services, and supports. These services are critical in order to provide comprehensive episodes of
care. If states can more effectively incorporate post-acute and long-term services and supports
into their ACOs, then they could potentially enhance chronic disease management, reduce
unnecessary emergency room visits, develop more efficient care transitions, and facilitate the
proactive diagnosis and prevention of post-discharge conditions. Other areas in which states need
assistance are (a) understanding how to deploy population health analytics to improve care and
(b) integrating behavioral health for children



Patient-Centered Medical Homes
Currently, 26 states have Medicaid Patient-Centered Medical Homes (PCMH) initiatives
underway. Under this model, patient treatment is coordinated through the primary care physician
to ensure patients receive care by employing care coordination and enhanced communication.
While the PCMH concept is commendable, depending on how primary care physicians
implement PCMH policies and processes, the model can have the unintended consequence of
limiting patients’ access to care. ASHA is aware that pediatricians who participate in Arkansas’
Medicaid PCMH program have elected to modify operational processes by focusing on therapy
and behavioral health. Specifically, the clinic requires newly referred therapy patients to choose
one therapy provider for their initial evaluation, and a different therapy provider for their therapy
services. The goal of this process is to adopt a “checks and balances” approach for patients so
that the evaluation is independent of subsequent therapy services. Unfortunately, this requirement
has created a barrier to therapy services in instances where access to participating Medicaid
therapy providers is limited, particularly in rural areas. In addition, it is problematic for ensuring
the most effective clinical treatment of patients.

Opportunities for Participation in Advanced Alternative Payment Models
The CMMI seeks feedback on ways to increase opportunities for eligible clinicians to participate in
APMs under the Quality Payment Program. ASHA appreciates that CMMI wishes to be more
responsive to eligible clinicians and their patients. A major barrier to Advanced APM participation
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for audiologists and SLPs is the requirement that the APM uses current certified electronic health
record technology (CEHRT) requirements without consideration of their participation within
system/facility electronic health records. The current meaningful use requirements of electronic
health records are designed for prescribing providers. As such, they do not capture tasks performed
by non-physician clinicians, such as audiologists and SLPs. While ASHA supports the concept of
CEHRT use, we strongly recommend that a distinct CEHRT program be developed and
funding allocated for non-physician and non-prescribing professionals as soon as possible.
Without financial support and additional data elements within the scope of practice of our
members, private practice audiologists and SLPs should be exempt from this requirement.
Additionally, supplemental funding made available for physicians should also be available to offset
the costs of the system for non-physician clinicians.
In closing, please consider the following summary points:
 Interprofessional practice is necessary and should be encouraged by CMMI in future APM
development to empower patients with the choice of all providers that are best suited to meet
their unique health care needs.
 Given the direct role of audiologists and SLPs in treating Medicare and Medicaid enrollees with
complex chronic conditions (e.g., stroke, autism spectrum disorder) that have a high prevalence
and/or are high cost, their services are appropriate for inclusion in future CMMI models.
 The CMMI should develop a state-by-state clearinghouse to help providers identify and
participate in local APMs.
 Technical and financial support must be provided to support EHR adoption in order to engage
non-physician clinicians in Advanced APMs.
Thank you for the opportunity to provide comments on CMMI new direction RFI. If you or your
staff have any questions, please contact Daneen G. Sekoni, MHSA, ASHA’s director of health
reform analysis and advocacy.
Sincerely,

Gail J. Richard, PhD, CCC-SLP
2017 ASHA President
1
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November 20, 2017
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality &
Acting Director of the Center for Medicare and Medicaid Innovation
U.S. Department of Health and Human Services
Center for Medicare and Medicaid Services
200 Independence Avenue SW
Washington, DC 20201
RE: Center for Medicare and Medicaid Innovation New Direction
Dear Ms. Bassano:
The American Telemedicine Association (ATA) appreciates the opportunity to respond to the
Center for Medicare and Medicaid Innovation’s request for information.
The Medicare and Medicaid programs have explored improving care, lowering costs, and
better aligning payment incentives to support patient-centered practices. However, major
healthcare delivery problems persist: barriers of time and distance; professional shortages;
rising costs, disparities in access; maldistribution in healthcare resources; induced volume;
fragmented care; and lack of consumer choice and convenience.
Telehealth is structured to be patient-centered and anywhere, anytime. Now is a good time
for CMS to fully explore consumer-directed, technology-enabled, site-neutral tools of care to
meet growing healthcare delivery challenges. Telemedicine tools ensure timely, patientfocused and cost-effective access to an array of healthcare services from qualified health
professionals across the entire spectrum of care.
Across the country, telemedicine is used in many forms by patients, hospitals, health systems,
specialists, home and community-based providers, and federal programs servicing active and
retired military.1 It can take many forms using popular consumer devices such as personal
computers, smartphones and tablets, and may be supported by digital diagnostic device
peripherals including an otoscope, pulse oximeter, glucometer, stethoscope, scale, and blood
pressure cuff. Prime examples of telehealth’s value are uses that include access to highly
specialized physicians and other health services 24 hours a day/7 days a week, and the
accommodation of patient choice and preferences such as language or gender. These services
include but are not limited to high volume specialists, preventive services, mental health,
substance abuse, urgent care, and routine primary care.

ATA is encouraged by the CMS approach outlined in the RFI and sees opportunities for the
Innovation Center to measure the impact of new models on the following indicators:
expanded access, healthcare service wait times, triage, screening, patient satisfaction, travel
time and distance, medical transport use, care coordination, patient adherence to care plan,
and cost savings. We encourage the Innovation Center to use the following tenets to structure
new model designs:
Build on Medicaid Progress
All 50 states have some coverage for telemedicine-provided services in their Medicaid plans.2
Further, federal Medicaid law is unrestrictive about telehealth coverage, in contrast to
Medicare law that does more to restrict than cover. Thus, almost every state Medicaid plan is
better than Medicare covering telehealth and has more experience.
At this time, ATA believes the fastest, easiest way to improve Medicare telehealth is to allow
states to develop and operate combined and coordinated Medicare and Medicaid telehealth.
This approach has the added value of allowing the Medicaid plans to use economies of scale
and broaden inadequate coverage.3 One specific opportunity is to allow a state to use its
Medicaid “health home” project for chronic care to serve Medicare beneficiaries as well.
Build on Medicare Payment Innovations
Utilizing telehealth is essential for CMS and contracted health plans to innovate the delivery
of care and create new service models that improve the quality of all care. ATA believes it is
important to provide the agency and payors more ability to leverage data to employ network
design strategies to reduce cost, promote good health outcomes, and improve quality and
enrollee health. These strategies can include waiving co-pays for telehealth-enabled primary
care and behavioral health services, offer bundled payments for telehealth-enabled episodes of
care, and permitting telehealth providers to bid on the payment amount.4, 5
Two specific value-based payment arrangements that can quickly be enhanced are Next
Generation accountable care organizations and bundled payments for episodes of posthospital care. For these ACA initiatives, all of the statutory fee-for-service style restrictions
on telehealth should be waived, notably about an originating site, a provider’s service to the
extent of Medicare’s in-person coverage, and asynchronous/store-and-forward services.
Broaden Multi-Disciplinary Specialty and Integrated Service Models
Integrated service delivery can benefit hospitals, health systems, community health centers,
and solo/group practitioners, make better use of their time and resources and offer greater
value to their patients, including health outcomes and adherence to care plans. Additionally,
leveraging the clinical expertise of advanced practice registered nurses and physician
assistants can significantly alleviate the burdens of workforce shortages and inadequate
healthcare access. Possible models for further exploration include children with complex

medical needs; substance abuse treatment; depression; primary care and behavioral health;
oncology and behavioral health; and stroke and post-acute rehabilitative services.6, 7, 8
Improve Access by Enhancing Existing and Creating New Points of Care
Telehealth is an important part of the delivery of integrated care, prevention, and ongoing
treatment and can be practiced with the assurance of quality and safety for the public,
allowing many services to be delivered to anyone anywhere including a residence, school,
daycare, community health center, or retail health clinic. Research shows that patients
receiving such care are more likely to have better health outcomes, decreased school
absenteeism, and less likely to be admitted (or readmitted) to the hospital, resulting in
significant cost savings.9, 10, 11, 12, 13
Allow Technology Neutrality
In particular, CMMI should explore waiving Medicare’s restriction on asynchronous uses,
such as for diabetic retinopathy or wound management. This allows for broader application
of new models with the consideration for the patient’s circumstances, the provider’s specialty,
and/or the intended use for the clinical or personal information obtained from the tool.
Furthermore, CMMI should explore reimbursing for online evaluation and management
services provided by a physician to an established patient, guardian or health care provider not
originating from a related E/M service provided within the previous 7 days (CPT code
99444). Online care has grown in popularity in all age groups as a convenient, low-cost, and
safe and effective way to obtain health care services from their providers during times outside
typical office hours, time from request to appointment exceeds three days, and when nonurgent conditions present during times when high cost access points such as emergency
departments are the only care options.
Increase Patient Choice and Provider Competition
Patients should be able to choose how they receive a covered service, including
considerations for their urgency, convenience and satisfaction. Many people have a difficult
time accessing in-person healthcare due to mobility limitations, scheduling, appropriate
provider availability, major distance or time barriers, and transportation limitations (lack of a
car or public transit). Telehealth enables this vulnerable population to receive critical and
life-saving treatment regardless of economic means, physical ability, or residence.
To accommodate dynamic clinical models and patient preferences for 24/7/365 and ondemand access to care, large healthcare systems have responded to this need for more
accessible care by establishing provider networks across multiple states.
To test and implement a successful consumer-driven model, the Innovation Center should
allow persons receiving a Medicare, Medicaid, or CHIP funded health service access to
licensed health professionals without requiring that professional to have more than one state

license. Other federal interstate healthcare, notably the Department of Defense, follows a
“one state license” model as an option of federal sovereignty.

Thank you for your consideration of these recommendations. We are happy to be a resource
to you and your staff as you make advances to redirect the Innovation Center’s resources and
actions.
Sincerely,

Sabrina L. Smith, DrHA
Interim Chief Executive Officer
___________________________________________________________________________
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Novembe 20, 2017
The Hono able Seema Ve ma
Administ ato
Cente s fo Medica e & Medicaid Se vices
U.S. Depa tment of Health and Human Se vices
200 Independence Ave SW, Mail Stop 314G
Washington, DC 20201
Fo elect onic submission to CMMI_NewDi ection@cms.hhs.gov
Dea Administ ato Ve ma:
On behalf of the Ame ican U ogynecologic Society (AUGS), I am pleased to submit comments in
esponse to the Cente s fo Medica e and Medicaid Se vices: Innovation Cente New Di ection Request
fo Info mation (RFI). AUGS is a national medical society whose mission is to p omote the highest
quality of ca e in female pelvic medicine and econst uctive su ge y th ough excellence in education,
esea ch, and advocacy. As pa t of ou effo ts to fulfil this mission, AUGS has fo med an Alte native
Payment Model (APM) Committee that is wo king on the development of an APM fo the diagnosis and
t eatment of St ess U ina y Incontinence (SUI) – both st ess and mixed incontinence.
We look fo wa d to wo king with CMMI on the development and implementation of ou SUI APM.
Given the incidence ates of SUI in the Medica e aged population and the healthca e costs associated
with t eating SUI, AUGS believes this APM will positively impact the value of healthca e, once
implemented. AUGS also believes it is c itical that physicians be involved in designing APMs because
only physicians can ensu e that alte native ways of delive ing se vices a e app op iate and suppo t the
needs of thei patients.
Ou comments will add ess the following CMMI p oposals:

Provisio s of the RFI – Guidi g Pri ciples


Choice and competition in the ma ket – P omote competition based on quality,
outcomes, and costs.

AUGS believes that this is an impo tant p inciple, but one that is not eady fo implementation until
CMMI has developed eliable, valid, and accu ate cost and quality datasets on a national level. These
datasets need to include patient cha acte istic data, including co-mo bidities that will allow fo valid and
eliable isk st atification, cost data, and quality data based on evidence-based quality measu es.
Having this p inciple apply to APMs p io to this data being available and o ganized in a way that
Medica e beneficia ies can easily unde stand, would be challenging and could lead to them making
inapp op iate choices and eceiving inapp op iate ca e. One of the ways that CMMI can facilitate the
collection of these national data sets is to wo k with medical societies to p ovide suppo t fo clinical data
egist ies, such as the AUGS AQUIRE Regist y, https://www.augs.o g/aqui e/ . This su ort should
include access to Medicare claims data that we could use with the clinical data in our registry to
hel CMMI work with us on APM develo ment on the s ecific diseases that AUGS members treat.

1



P ovide Choice and Incentives

AUGS suppo ts this p inciple and we ag ee with CMMI that physician pa ticipation in APMs should be
volunta y. APMs should be catego ized as esea ch p ojects with a hypothesis and endpoints allowing fo
changes to be made du ing the testing pe iod. We believe this p inciple also suppo ts CMMI doing smallscale, apid testing of Advanced APMs that a e c eated by medical societies with a timely evaluation and
then fu the expansion. This would allow fo mo e Advanced APMs to be made available to physicians,
soone .
In developing APMs, CMMI should take maximum advantage of oppo tunities to lessen administ ative
bu dens, including the use of ce tified elect onic health eco ds, by waiving unnecessa y and p oblematic
equi ements in existing payment system, such as Medica e not eimbu sing fo physician/patient
consultations via telephone and email.
Befo e any administ ative equi ement is imposed, potential pa ticipants in the APM should be given the
oppo tunity to suggest less bu densome app oaches to achieving the same goal, such a basis attestation of
activities ve sus multiple laye s of pape wo k. The APM should p ovide pa ticipants with adequate
esou ces to cove the costs of implementing any administ ative equi ements.
As pa t of this p inciple, CMMI needs to p ovide the esou ces physicians need to delive new types
of se vices, including inc eased payments, to suppo t the clinical t ansfo mations p oposed in ou
Advanced APMs. AUGS membe s a e willing to take accountability fo the aspects of spending and
quality they can cont ol o influence, if they have adequate esou ces and flexibility to delive high
quality ca e in the most app op iate settings.


Patient-cente ed ca e

Patient-cente ed ca e is impo tant, but equally impo tant is inc easing a patient’s healthca e lite acy o
p oviding/adapting education/counseling/decision aid mate ials to meet the low health lite acy patient
needs. Othe wise, the patient cannot be a pa tne in thei ca e with thei physician. AUGS would
ecommend that CMMI add the need to inc ease a patient’s healthca e lite acy to this p inciple o the
patient will not be able to make educated decisions ega ding pa ticipation in an APM.


Benefit design and p ice t anspa ency

AUGS would ask that as pa t of this p inciple, CMMI adopt a policy of p oviding access to Medica e
claims data to medical specialty societies f ee of cha ge. We also believe that p io to any discussion
ega ding p ice t anspa ency, CMMI must develop and validate a isk adjustment methodology to allow
fo the compa ison of patients with simila conditions and como bidities. As pa t of the validation
p ocess, the isk adjustment methodologies need to available fo comment by specialty societies.


T anspa ent model design and evaluation

CMMI has imposed agg essive deadlines on applicants fo submitting applications and epo ts, but
the agency then takes 18-24 months to ca y out its complex inte nal p ocess of deciding whethe and
how to test a payment model. The enti e p ocess should be edesigned to enable limited-scale tests of
APMs to be implemented within 6 months following submission of a detailed p oposal and b oade scale tests to be implemented within 12 months. AUGS is pa ticula ly conce ned that the e seems to
be no pathway o timeline fo stakeholde developed APMs to be tested by CMMI, and no integ ation
between the PTAC p ocess and CMMI such that APMs ecommended by the PTAC can be tested o
implemented. AUGS u ges CMMI to develop a t anspa ent p ocess with easonable deadlines fo
implementing APMs that a e ecommended by the PTAC.
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AUGS also urges CMMI to create a rocess where medical s ecialty societies can a ly to
CMMI to be assigned to a CMMI staff team that would work with us regarding model design
and evaluation on a longer-term basis.


Small Scale Testing

AUGS suppo ts this p inciple and believes that this will allow fo mo e Advanced APMs to be
implemented in a apid manne . AUGS ve y much looks fo wa d to wo king with CMMI to implement
the Advanced APMs that we a e developing fo the t eatment of SUI.

Focus Areas for APMs
We have a few comments ega ding the focus a eas p oposed in the RFI:


Expanded Oppo tunities fo Pa ticipation in Advanced APMs

Pa ticipation in cu ent Advanced APMs has been limited because of the limited numbe of such APMs
and the p oblematic designs of the existing Advanced APMs. The numbe one p io ity fo CMMI should
be to wo k with medical societies ega ding the development and testing of new, physician-focused
APMs. CMMI should c eate a system to enable medical societies to apply to CMS and be assigned to a
CMMI staff pe son to collabo ate on Advanced APMs design as a mento . CMS should also rovide
access to Medicare claims data for APM design research ur oses free of charge. CMS should also
expand its APM toolkit to contain gene al APM designs that a e “p e-app oved,” allowing medical
societies to then customize those APM designs to thei specific patient populations, clinical inte ventions,
and cost benchma ks.
We ecommend that CMS modify its egulations to allow a much la ge numbe of the APMs being tested
by CMMI to qualify as “Advanced” APMs. The cu ent egulations ega ding quality measu es, CEHRT
use, and especially the financial isk c ite ia to qualify as an Advanced APM set the ba unnecessa ily
high.


Consume -Di ected Ca e and Ma ket-Based Innovation Models

We suppo t empowe ing consume s to d ive change th ough the choices they make, but this can only be
effective if consume s a e fully info med ega ding health-ca e lite acy o they will not be able to make
good choices fo thei healthca e. Many Medica e beneficia ies a e single, olde , and do not have family
nea by to help them with thei healthca e decisions. Instead of developing these types of APMs, CMMI
needs to put all its esou ce into encou aging physicians to develop innovative ca e delive y models and
payment models and implementing them quickly. This will give consume s multiple good choices fo ca e
delive y, athe than a choice between the cu ent system and one APM.
AUGS is conce ned that CMMI is looking to only test consume models whe e patient’s costs would be
less. Howeve , in many cases, bette outcomes can only be achieved with additional se vices o mo e
intensive se vices that will involve highe costs in the sho t un, but a bette outcome due to a eduction in
complications, e-admissions, and eme gency oom visits. We suppo t testing of models in which
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physicians can delive mo e o diffe ent se vices to patients who need them and to be paid mo e fo doing
so.


Physician Specialty Models

CMMI’s highest p io ity should be expanding the availability of APMs in which specialists can
successfully pa ticipate. Instead of CMMI defining such payment models itself, the agency should
commit to implementing condition-specific APMs that have been developed by physicians and medical
specialty societies and all APMs that have been ecommended by the PTAC. CMMI should collabo ate
with societies like AUGS, p oviding them with technical assistance du ing the APM design p ocess.
CMMI could accele ate these effo ts, p ovide suppo t, including access to Medica e claims data and
commit to implementing the APMs they develop afte they a e app oved by eithe CMMI o PTAC.


Medica e Advantage Innovation Models

Instead of designing APMs fo Medica e Advantage plans, CMMI should act as a b oke /match-making
between physician specialty societies and Medica e Advantage plans to allow us to wo k togethe to
develop APMs. Even though Medica e Advantage plans have the flexibility to pay physicians diffe ently,
most of them pay physicians and othe p ovide s using standa d fee-fo -se vice systems. When they do
implement APMs, they often use diffe ent quality measu es, att ibution systems, isk adjustment
fo mulas, and othe components than othe paye s do, which inc eases administ ative bu dens fo
physicians. The efo e, AUGS ecommends that CMMI eve se its app oach – and suppo t the c eation of
APMs whe e the Medica e Advantage plan and the medical specialty society a e wo king togethe f om
the ve y beginning.
+++
AUGS looks fo wa d to collabo ating with CMMI to wo k on these impo tant issues and to implement
the SUI APM that we a e developing. If AUGS can p ovide CMMI with additional info mation, please
do not hesitate to contact Michelle Zinne t.
Since ely,

Cha les R. Ra din, MD, FACOG, FACS
AUGS P esident
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Novembe 20, 2017
Amy Bassano
Acting Di ecto
Cente fo Medica e & Medicaid Innovation
Cente s fo Medica e & Medicaid Se vices
7500 Secu ity Bouleva d
Baltimo e, Ma yland 21244
RE: CM Innovation Center -- New Direction Request for Information (RFI)
Dea Ms. Bassano:
Ame ica’s Health Insu ance Plans (AHIP) app eciates the oppo tunity to submit comments to the
Cente s fo Medica e & Medicaid Se vices (CMS) in esponse to its Request fo Info mation on
a new di ection fo the CMS Cente fo Medica e & Medicaid Innovation (Innovation Cente ).
AHIP is the national association whose membe s p ovide cove age fo health ca e and elated
se vices. Ou membe s offe cove age ac oss the enti e spect um of p ivate-secto and public
p og ams. We a e committed to ma ket-based solutions and believe that eve y Ame ican
dese ves affo dable cove age that p ovides them with access to high quality ca e.
We applaud CMS fo seeking public input on the development of p io ities and guiding
p inciples fo the Innovation Cente . AHIP encou ages CMS to move fo wa d in di ecting
Innovation Cente esou ces towa d model designs most likely to encou age mode nization of the
Medica e and Medicaid p og ams and to lowe costs, inc ease quality, and imp ove outcomes.
We a e aligned with CMS in ou belief that achieving such objectives is best accomplished
th ough models focused on ma ket-based efo ms that p omote patient-cente ed ca e, expand
competition and choice, and educe unnecessa y bu dens.
To achieve these objectives, AHIP st ongly ecommends that the Innovation Cente design and
test new models focused on Medica e Advantage (MA), Medica e P esc iption D ug Cove age
(Pa t D), and Medicaid health plans. We a e encou aged that the RFI specifically identifies these
th ee p og ams as potential a eas fo testing and have attached seve al ecommended models.
These models would mode nize benefits, bette p event and t eat addiction to opioids and othe
substance use diso de s, p omote bette ca e integ ation fo dual eligible beneficia ies, allow
plans to add ess social dete minants of health, leve age technologies to imp ove the beneficia y
expe ience, bette align d ug cove age within Medica e, and p ovide plans with tools and
flexibility to contain ising p esc iption d ug costs. We also encou age CMS to wo k closely
with health plans and othe elevant stakeholde s in model development and design.
Health insu ance p ovide s have a p oven t ack eco d of success they can b ing to bea on
Innovation Cente models. Ou membe s specialize in integ ating and coo dinating ca e fo
beneficia ies; mitigating the ha m of ch onic diseases by focusing on p evention, ea ly detection,
1

and ca e management; add essing the needs of vulne able individuals, including low-income
beneficia ies and individuals with disabilities; applying evidence-based clinical p actices to
inc ease patient safety and to limit unnecessa y utilization of se vices; educing medication
e o s; and p omoting clinically sound d ug usage. Th ough collabo ation with physicians,
hospitals, and othe clinicians, health plans p ovide bette ca e, achieve bette outcomes, and
lowe costs fo beneficia ies. While these achievements a e impo tant, statuto y and egulato y
est ictions continue to limit the potential fo fu the innovation and imp ovement in Medica e
and Medicaid. We believe health plans a e an ideal labo ato y fo testing new innovative
st ategies and p actices.
The Value of Medicare Advantage and Part D
Today nea ly 19 million Ame icans, o nea ly one in th ee Medica e beneficia ies, have chosen
to en oll in the MA p og am. Since 2010, MA en ollment has inc eased by mo e than 60 pe cent.
The MA p og am has a beneficia y satisfaction ate of 90 pe cent fo plans, p eventive ca e
cove age, benefits, and choice of p ovide .1
Unlike t aditional Medica e, whose benefit package is la gely stuck in time and eflects its 1960s
o igins, MA plans often offe additional, comp ehensive benefits such as vision, dental, and
hea ing cove age, as well as a cap on out-of-pocket spending, and many plans offe d ug
cove age as well fo no additional cost to beneficia ies. In compa ison to the t aditional
Medica e p og am, which is built upon a fee-fo -se vice chassis that ewa ds volume ove value,
MA has been shown to educe hospital eadmissions2 and institutional post-acute ca e
admissions3, and inc ease ates of annual p eventive ca e visits4 and sc eenings.5
The benefits of the MA p og am acc ue to taxpaye s as well. Fo many yea s, ave age MA plan
bids fo delive ing the basic Medica e benefit have been below t aditional Medica e costs and, in
2017, ave age MA payments a e equivalent to t aditional Medica e acco ding to the Medica e
Payment Adviso y Commission. Fu the mo e, in many geog aphies, inc eases in MA en ollment
1 Mo ning Consult National T acking Poll. Ma ch 11-16, 2016.
2 Lemieux, Jeff, Sennett, Ca y, Wang, Ray, Mulligan, Te esa, Bumbaugh, Jon. Hospital eadmission ates
in Medica e Advantage plans. Americ n Journ l of M n ged C re 18(2): 96-104. Feb ua y 2012.
3 Huckfeldt, Pete J., Esca ce, Jose J., Rabideau, B endan, Ka aca-Mandic, Pina , Sood, Nee aj. Less
intense post-acute ca e, bette outcomes fo en ollees in Medica e Advantage than those in fee-fo se vice. He lth Aff irs 36(1): 91-100. Janua y 2017.
4 Sukyung, Chung, Lesse , Lena d I., Laude dale, Diane S. et al. Medica e annual p eventive ca e visits:
Use inc eased among fee-fo -se vice patients, but many do not pa ticipate. He lth Aff irs 34(1): 11-20.
Janua y 2015.
5 Ayanian, John Z., Landon, B uce E., Zaslavsky, Alan M., et al. Medica e beneficia ies mo e likely to
eceive app op iate ambulato y se vices in HMOs than in t aditional Medica e. He lth Aff irs 32(7):
1228-1235. July 2013.
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have led to dec eases in t aditional Medica e spending g owth due to changes in p actice patte ns
and ca e guidelines that have positive “spillove ” effects by educing Medica e fee-fo -se vice
spending.6 In fact, p ivate MA plans pionee ed many payment and delive y efo ms being tested
in the t aditional Medica e p og am. Mo eove , ecent studies have shown that alte native
payment models within MA lead to the delive y of ca e that is of highe quality and lowe cost
than othe types of payment a angements.7
Pa t D cove s most medications – including many biologics and vaccines – that a e not othe wise
cove ed by Medica e Pa t A (hospital insu ance) o Pa t B (medical insu ance). Ove the past 10
yea s, Pa t D has been a model of consume choice and ma ket competition that has imp oved
access to p esc iption d ugs and educed out-of-pocket costs fo tens of millions of beneficia ies.
Today, 43 million senio s and individuals with disabilities a e cove ed by p ivate plans
pa ticipating in the p og am, and en ollees a e ove whelmingly pleased with thei cove age and
benefits. The p og am is highly popula , as nea ly 90 pe cent of senio s a e satisfied with the
Pa t D p og am.8 Pa t D p emiums also have been elatively stable ove time. Fo 2018,
acco ding to CMS, the ave age Pa t D p emium is p ojected to fall 3 pe cent, f om $34.70 to
$33.50, which is the fi st p ojected p emium dec ease since 2012.
The Value of Medicaid Managed Care
Medicaid health plans a e at the fo ef ont of implementing systems and p og ams ac oss the
count y that p omote high-quality, coo dinated ca e fo millions of ou most medicallyvulne able citizens, including lowe -income individuals, people with disabilities, and p egnant
women and child en. Mo e than 52 million low-income individuals – ep esenting ove 70
pe cent of total Medicaid en ollment – ely on p ivate health plans fo thei Medicaid cove age.
Thi ty-nine states have adopted Medicaid managed ca e and 26 states have adopted managed
long-te m se vices and suppo ts (MLTSS), a six-fold inc ease since 2004.
AHIP membe s have a p oven t ack eco d in add essing the needs of Medicaid beneficia ies
with complex needs, including individuals with physical o developmental disabilities, people
with multiple ch onic conditions, olde adults, foste child en, and those in need of long-te m
se vices and suppo ts and/o home and community based se vices. Medicaid health plans’ focus
on ch onic ca e and disease management and delive y of patient-cente ed ca e imp oves quality
and ca e coo dination fo these vulne able populations.

6 Johnson, Ga et, Figue o, Jose F., Zhou, Xine , O av, E. John, Jha, Ashish K. Recent g owth in
Medica e Advantage en ollment associated with dec eased fee-fo -se vice spending in ce tain US
counties. He lth Aff irs 35(9):1707-1715. Septembe 2016.
Mandal, Aloke K., Tagomori, Gene K., Felix, Randell V., Howell, Scott C. Value-based
contracting innovated Medicare Advantage healthcare delivery and improved survival.
Americ n Journ l of M n ged C re 23(2): e41-e49. January 201 .

8 Mo ning Consult fo Medica e Today, “Ten Yea s Afte Implementation, Nea ly Nine in 10 Senio s a e
Satisfied with Pa t D” (July 2016).
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Mo eove , Medicaid health plans emain committed to the success and sustainability of the
Medicaid p og am. Medicaid health plans help states – and, by extension, the fede al
gove nment – cont ol escalating p og am costs and achieve high value fo thei sca ce health
ca e dolla s. By coo dinating medical and pha macy benefits, Medicaid health plans saved $2.06
billion in state and fede al expenditu es in 2014 alone.9 In many states, Medicaid health plans
have p ovided savings of up to 20 pe cent compa ed to Medicaid fee-fo -se vice and between 10
and 15 pe cent lowe pe -membe pe -month d ug costs.10 In addition, a epo t f om the Ohio
Association of Health Plans shows that Ohio’s Medicaid health plans saved the state Medicaid
p og am as much as $2.5 to $3.2 billion compa ed with the fee-fo -se vice Medicaid p og am
f om 2013 to 2015.11
Potential Model Considerations
As noted above, we have developed a va iety of ecommendations fo pu suing innovations in
MA, Pa t D, and Medicaid p og ams. B ief summa ies of these p oposals a e attached. They
einfo ce the guiding p inciples in the RFI that a e aimed at inc easing beneficia y choices in the
ma ketplace and testing new payment and delive y models to imp ove quality and dec ease costs.
By focusing mo e models on oppo tunities and added flexibility fo health plans to implement
innovative p og ams and se vices, the Innovation Cente will be able to identify and test new
app oaches and develop best p actices that could p ovide g eate value to Medica e and
Medicaid beneficia ies in managed ca e and ultimately be implemented in the t aditional fee-fo se vice p og ams. At the same time, these app oaches may bette align health plan p actices and
quality standa ds in comme cial and public p og ams, educe bu den fo p ovide s pa ticipating
in health plan netwo ks ac oss multiple p oducts, and einfo ce effo ts to imp ove quality and
educe costs ac oss the health ca e system.
In ou comments submitted to the Agency ea lie this yea ega ding t ansfo mational ideas in the
RFI within the 2018 Advance Notice fo MA and Pa t D, we ecommended seve al changes to
t ansfo m and mode nize the MA and Pa t D p og ams. We have included seve al of those
p oposals as potential Innovation Cente models. We st ongly u ge CMS to implement those
suggestions as pe manent p og am changes by exe cising its inte p etive egulato y autho ity.
Howeve , we have included these suggestions in this RFI esponse to the extent CMS may have
questions about the Agency’s egulato y autho ity o CMS is othe wise hesitant to implement the
suggested changes th ough egulation.
We also want to add ess seve al othe elements in the RFI. Fi st, CMS equests input on the
possibility of developing models that would test alte natives to t aditional Medica e and MA,
p esumably th ough new types of isk bea ing entities. We have se ious conce ns with such an
9 The Menges G oup, “Compa ison of Medicaid Pha macy Costs and Usage in Ca ve-In Ve sus Ca veOut States,” Ap il 2015.
10 The Lewin G oup, “Medicaid Managed Ca e Cost Savings: A Synthesis of 24 Studies,” Ma ch 2009.
11 Ohio Association of Health Plans, “The Impact of P ivate Indust y on Public Health Ca e: How Managed Ca e
is Reshaping Medicaid in Ohio,” Janua y 2017.
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app oach. The t aditional Medica e and MA p og ams al eady p ovide obust, alte native fo ums
fo the Innovation Cente to explo e diffe ent models in pu suit of the p inciples in the RFI.
Int oducing alte native financing p og ams that equi e p ovide s to assume substantial new
levels of financial isk would dive t significant gove nment and p ivate secto attention and
esou ces. Fo example, such an app oach could lead to the financial insolvency of p ovide s
and othe entities that lack the capacity to effectively manage isk. This would, in tu n,
inva iably c eate confusion fo beneficia ies and potential ha m as a esult of p ovide challenges
and potential failu es. Based on thei t ack eco d, plans in the MA p og am a e in the best
position to test and implement innovative models that offe long-te m value to beneficia ies and
taxpaye s. We u ge the Innovation Cente to focus on wo king with stakeholde s to identify and
solve specific p oblems within t aditional Medica e and MA.
Second, the RFI indicates potential CMS inte est in an MA demonst ation “that incentivizes MA
plans to compete fo beneficia ies, including those beneficia ies cu ently in Medica e fee-fo se vice (FFS), based on quality and cost in a t anspa ent manne .” We note that existing
competition in the MA and Pa t D p og ams is obust. En ollment continues to inc ease despite
significant changes that have been made to these p og ams ove the past decade. Howeve , we
believe CMS can take steps to enhance beneficia y unde standing of thei choices, including the
additional value that MA plans offe . Fo example, we ecommend that CMS wo k with
stakeholde s to develop a way to measu e the quality of ca e eceived by beneficia ies in
t aditional Medica e. Beneficia ies could then have mo e info mation available to compa e the
pe fo mance of t aditional Medica e against MA plan options in thei se vice a eas. We also
ecommend that CMS wo k with stakeholde s to imp ove the Medica e Plan Finde so that
beneficia ies have a clea e and bette unde standing of thei Medica e cove age options.
Thi d, we suppo t CMS’s inte est in fu the explo ing the volunta y use of value-based cont acts
(VBCs) fo new high cost d ug the apies. We encou age CMS to p io itize VBC a angements
that include independently-developed outcome measu es, app op iate and adequate safegua ds
and gua antees fo the p omised impact and length of the apeutic effects and to explo e
alte natives to t aditional end of the yea payment econciliations. We believe these types of
a angements can ensu e the maximum value fo patients and taxpaye s.
Finally, we would like to take this oppo tunity to ecognize and suppo t the wo k of the
Medica e-Medicaid Coo dination Office (MMCO). The MMCO was c eated to se ve
individuals who a e dually eligible fo Medica e and Medicaid, with a focus on integ ating
p og am benefits and imp oving fede al and state coo dination. Achieving these goals is c itical
to educing avoidable costs and enhancing quality fo these often-vulne able beneficia ies. AHIP
believes the MMCO has been ext emely successful in fu the ing those objectives, as eflected in
the implementation of the Medica e-Medicaid Plan (MMP) demonst ations and the office’s ole
in esolving b oade issues fo dually eligible beneficia ies. The MMP demonst ations a e a
c ucial labo ato y fo testing the impacts of eliminating egulato y conflicts, inc easing
stakeholde engagement, and implementing othe activities to achieve the highest value ca e fo
dual eligibles. The efo e, as indicated in ou attached ecommendations, AHIP st ongly u ges
CMS to continue and expand the MMP demonst ations. We also encou age enhanced int aagency coo dination in the design and ove sight of p og ams impacting dual eligibles, unde the
leade ship of the MMCO, so that decisions affecting these p og ams a e made th ough the lens of
5

an integ ated p og am that conside s the impact on beneficia ies, as well as coo dination with
state pa tne s.
We look fo wa d to p oviding any additional info mation you may need and to continue wo king
with you to p omote innovation and st engthen the Medica e and Medicaid p og ams fo the
beneficia ies they se ve.
Since ely,
Matthew Eyles
Senio Executive Vice P esident & Chief Ope ating Office
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AHIP L st of Model Ideas for Innovat on Center RFI

MA Inno ation Models
I
Model ame

Curre t La dscape a d Challe ges

Medica e Access and
CHIP
Reautho ization Act
(MACRA) Medica e
Advantage (MA)
Advanced APM
Demonst ation

Unde the cu ent MACRA ule, MA
plans a e t eated as ‘Othe Paye s’
and payments and membe s
att ibutable to MA plans a e not
counted towa d qualifying alte native
paye model (APM) dete minations
unde the Medica e Option.
Clinicians taking isk in a cont act
with an MA plan a e only eligible to
eceive c edit fo thei pa ticipation
th ough the All-Paye Combination
Option beginning in payment yea
2021.

Test whethe including p ovide isk
a angements with MA plans as qualifying
APM a angements unde the Medica e Option
will expand the adoption and impact of value
based a angements. Additional details about
this ecommended model we e submitted to
CMS as pa t of AHIP comments on the
p oposed 2017 MACRA ule. We note and
app eciate that the MACRA CY2018 final ule
confi ms CMS inte est in moving fo wa d with
a demonst ation.

Telehealth
demonst ation

The o iginal Medica e fee-fo -se vice
(FFS) p og am est icts the cove ed
se vices that can be delive ed via
telehealth to a limited list of
geog aphies, cove ed se vices, and
p ovide types. MA plans can only
p ovide cove age fo telehealth
se vices beyond those est ictions
th ough supplemental benefits.

Test whethe pe mitting MA plans to
inco po ate telehealth costs in the basic MA
benefit, and the eby expand the use of
telehealth and emote patient monito ing, will
educe costs and enhance quality and access to
ca e fo Medica e plan en ollees.

CMS is cu ently testing a model

Enhance testing of the cost and outcomes

Expansion of MA

ovatio Ce ter Guidi g Pri ciples*

Model descriptio
CC

PC&T

PCC

























BD&PT TMD&E



SST



* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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AHIP L st of Model Ideas for Innovat on Center RFI
MA Inno ation Models
I
Model ame

Curre t La dscape a d Challe ges

Value Based
Insu ance Design
(VBID) Model

allowing MA plans to offe VBID,
but the model is limited to 10 states
and to ce tain types of clinical
conditions.

Expanded
Supplemental MA
Benefits

CMS ules est ict the types of items
and se vices that MA plans can offe
as supplemental benefits to those that
a e “p ima ily health elated,” defined
by CMS as having a “p ima y”
pu pose to p event, cu e o diminish
an illness o inju y.

Limited Home and
Community Based
Se vices (HCBS)
Benefit fo “Nea
Dual Eligibles”

CMS ules fo home health se vices
equi e that the en ollee need
inte mittent skilled nu sing ca e. MA
plans cannot p ovide suppo tive home
health se vices to people who have
difficulty pe fo ming activities of
daily living (ADLs), except in
combination with skilled se vices,
and such se vices cannot be p ovided
as supplemental benefits. Many

ovatio Ce ter Guidi g Pri ciples*

Model descriptio
impacts of VBID by expanding the model
nationwide and p oviding plans with mo e
flexibility to identify clinical conditions eligible
fo VBID and conside expanding to othe plans
types.
Test the cost and quality impacts of allowing
MA plans to cove a b oade ange of assistive
devices, items and se vices that help
beneficia ies compensate fo physical
disabilities, diminish the impacts of an illness o
inju y, and enhance quality of life. We note, fo
example, that CMS pe mits ce tain D-SNPs to
offe supplemental benefits fo en ollees
needing assistance with activities of daily living
(Medica e Managed Ca e Manual, Chapte 16b,
Sec. 20.2.6.2); a model could test the impacts of
extending simila flexibility to all MA plans.
Test whethe allowing MA plans to cove a
limited HCBS benefit as a supplemental benefit
fo this population educes the numbe of
Medica e en ollees who p og ess to Medicaid
and dual eligibility, and whethe such limited
HCBS would have positive impacts on use of
Medica e acute se vices, e.g. inpatient hospital
and ER.

CC

PC&T

PCC











BD&PT TMD&E

SST









* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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ovatio Ce ter Guidi g Pri ciples*

Model descriptio
CC

PC&T

PCC

BD&PT TMD&E

SST

individuals with ADL impai ments
would qualify fo nu sing home level
ca e but have incomes too high to
qualify fo Medicaid, and a
significant numbe of these “nea
dual eligibles” spend down thei
esou ces to eventually qualify fo
Medicaid.
Hospice and
Palliative Ca e in
MA

MA Rewa ds and
Incentives P og am

MA membe s who elect to eceive
hospice ca e eceive such cove age
exclusively th ough Pa t A of the FFS
p og am. In addition, beneficia ies
eceiving hospice ca e a e gene ally
limited to the eceipt of palliative
ca e, not additional cu ative ca e. The
Innovation Cente is cu ently testing
a model that allows beneficia ies
eceiving hospice benefits to also
eceive cu ative ca e.

Test whethe p oviding a mo e integ ated
hospice benefit by including it as an MA
cove ed se vice can educe costs and enhance
quality of life of MA beneficia ies. Fu the test
the cost and quality impacts of offe ing
concu ent palliative and cu ative ca e in this
MA benefit.

CMS ules limit the types and
amounts of ewa ds and incentives
that a e pe missible unde the MA
p og am fo plans to p ovide to thei
membe s.

Allow plans mo e flexibility to design
innovative ewa d and incentive p og ams fo
beneficia ies, including innovative educational
out each to ta geted membe populations, and
pe mit use of cash o moneta y ebates as a
fo m of ewa d o incentive.





















* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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Model descriptio
CC

MA Health Savings
Account (HSA)
Demonst ation

Medical savings account (MSA)
plans, fi st offe ed as a demonst ation
unde the Balanced Budget Act of
1997, have been a pe manent MA
option since the Medica e
Mode nization Act of 2003. Howeve ,
en ollment in MSA plans ep esents
less than 0.1 pe cent of total MA
en ollment. The p og am was
developed befo e mode n HSAs and
lacks featu es such as the ability of
beneficia ies to cont ibute thei own
funds to an MSA. Othe est ictions
that may affect en ollment include a
p ohibition on mandato y
supplemental benefits.

ovatio Ce ter Guidi g Pri ciples*
PC&T

PCC

BD&PT TMD&E

SST

Test whethe modifying Medica e MSA ules to
be mo e consistent with comme cial HSA
a angements could inc ease Medica e
beneficia y inte est and ultimately lead to
highe value utilization of Medica e se vices.











* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.

4

AHIP L st of Model Ideas for Innovat on Center RFI
MA Inno ation Models
I
Model ame

Curre t La dscape a d Challe ges

Model descriptio
CC

MA Cove age of
Home Infusion D ugs

The FFS p og am limits the cove age
of home infusion se vices. Some MA
plans p ovide b oade cove age of
home infusion se vices, and have the
option of bundling Pa t D home
infusion d ugs with equipment,
supplies, and nu sing se vices as a
supplemental benefit. The Innovation
Cente is cu ently testing a model in
the FFS p og am that p ovides
bundled payments fo a specific type
of home infusion se vice that is
usually available only to homebound
membe s.

ovatio Ce ter Guidi g Pri ciples*
PC&T

PCC

BD&PT TMD&E

SST

Test the p og am cost impacts and othe
potential benefits of p oviding MA plans
additional incentives to offe se vices to
en ollees who a e not homebound, and/o
including Pa t D home infusion cove age unde
a bundled payment.











* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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Model descriptio
CC

Extension and
Expansion of the
Medica e-Medicaid
Plan Financial
Alignment
Demonst ations

The Financial Alignment
Demonst ations (FADs), which
cu ently se ve mo e than 400,000
Medica e-Medicaid beneficia ies in
11 states, a e highlighting inte actions
between Medica e and Medicaid,
helping policymake s to unde stand
and b idge the disconnects between
the two p og ams. The FADs se ve as
impo tant labo ato ies in seve al
espects:
Identifying and unde standing
challenges and inconsistencies
between benefits, ules and
equi ements of the two p og ams;
Unde standing state, p ovide and
beneficia y pe spectives and
behavio towa d integ ated ca e
models; and
Refining integ ated delive y of ca e
and se vices to imp ove outcomes,
while wo king within the existing
statuto y and egulato y
f amewo k.
The Medica e-Medicaid Plans
(MMPs) ope ating in the capitated
FADs p ovide g eate flexibility fo
the delive y of se vices to these

ovatio Ce ter Guidi g Pri ciples*

To enable health plans and state Medicaid
agencies to continue investing in the
coo dination and integ ation of benefits and
se vices fo Medica e-Medicaid dual eligibles,
to allow sufficient time fo evaluation epo ts
and othe demonst ation esults to become
available, and to allow sufficient time fo state
budget planning and CMS p ocesses, AHIP
st ongly ecommends that the Innovation Cente
wo k with all inte ested states to extend the
MMP FADs, consistent with the extensions
CMS p eviously offe ed to states with 2018
demonst ation end dates. We also st ongly
ecommend that CMS expand oppo tunities fo
additional plans and states to pa ticipate.
Mo eove , we believe that the e a e additional
oppo tunities to fu the enhance the levels of
integ ation within the MMPs. Extending the
demonst ations will p ovide time to ealize
those enhancements, fo example, testing the
cost and quality impacts of allowing states
additional flexibility and pe mitting g eate
integ ation and st eamlining of Medicaid and
Medica e administ ative p ocesses in the FADs,
including netwo k adequacy eviews, financial
and p og am epo ting, appeals and en ollment.



PC&T

PCC



BD&PT TMD&E



SST



The MMPs a e the most integ ated cu ently
available plan option fo dual eligibles, and we

* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.

6

AHIP L st of Model Ideas for Innovat on Center RFI
State-Ba ed and Local Innovation, including Medicaid-Focu ed Model
I
Model ame

Curre t La dscape a d Challe ges

Model descriptio
CC

vulne able beneficia ies and educed
administ ative bu den fo the
p ovide s and health plans se ving
them.

Cu ent Medica e and Medicaid
Unified Dual Eligible benefits and administ ative p ocesses
a e independent and not aligned,
Integ ation
c eating significant challenges fo
Demonst ation
beneficia ies in unde standing and
navigating the two p og ams, and
challenges fo p ovide s and health
plans in coo dinating ca e and
se vices. Non-alignment also c eates
incentives to shift costs between
Medicaid and Medica e.

ovatio Ce ter Guidi g Pri ciples*
PC&T

PCC

BD&PT TMD&E

SST

u ge the Innovation Cente to continue its
commitment to this impo tant ca e delive y
model, pa tne ing with states and the MMPs to
efine it as p og am evaluations and esults
become available. We believe that the e is much
mo e to be lea ned f om the MMP
demonst ations, and allowing adequate time fo
those insights and lessons lea ned to be ealized
will cont ibute significantly to the long-te m
outlook fo pe son-cente ed, integ ated ca e and
se vices fo dual eligibles.
A Unified Dual Eligible Integ ation
Demonst ation would take the evolution of
integ ation of ca e and se vices fo Medica eMedicaid dual eligibles to the next level. The
Innovation Cente could select up to ten states
to implement fully integ ated p og ams in all o
pa t of the state. States would apply to
administe integ ated funding and benefits fo
full benefit dual eligibles, including Medica e
Pa ts A, B and D, and Medicaid cove ed
se vices such as behavio al health and MLTSS.
CMS would p ovide Medica e funds, along
with FFP fo Medicaid, to demonst ation states,
who would administe funds and p ovide
igo ous accounting of Medica e and Medicaid
att ibutable expenditu es. States would cont act











* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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ovatio Ce ter Guidi g Pri ciples*

Model descriptio
CC

PC&T

PCC

BD&PT TMD&E

SST

with qualified managed ca e o ganizations to
p ovide delive y systems, ca e management and
coo dination. Beneficia y-cente ed p ocesses
such as en ollment, continuous cove age,
benefits and appeals would be completely
aligned and integ ated.

* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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Model descriptio
CC

Enhanced Integ ation
fo Medica e/
Medicaid Dual
Eligible Special
Needs Plans (DSNPs)

Special Needs Plans fo Dual
Eligibles (D-SNPs) have been an
option unde the Social Secu ity Act
fo mo e than ten yea s. They offe an
alte native app oach to p oviding
integ ated and coo dinated benefits
fo duals, and also p ovide flexibility
in CMS ules to enable mo e
simplified p ocesses.
Mo e ecently, Fully Integ ated Dual
Eligible (FIDE) SNPs we e
developed to offe additional
integ ation with espect to benefits,
membe facing p ocesses and
mate ials.

ovatio Ce ter Guidi g Pri ciples*
PC&T

PCC

BD&PT TMD&E

SST

Test the cost and quality of pe mitting all DSNPs to use fully integ ated membe
co espondence, ma keting and membe
mate ials, fo membe -facing administ ative
p ocesses, such as en ollment, appeals and
medical management, with complete alignment
of Medica e and Medicaid equi ements.
In addition, fo FIDE SNPs, the Innovation
Cente could test a model that allows states to
pa ticipate financially in savings that acc ue to
Medica e th ough intensive coo dination and
management of se vices p ovided to dual
en ollees th ough thei Medicaid cove age, such
as Medicaid-cove ed long-te m se vices and
suppo ts that educe use of Medica e-cove ed
inpatient and eme gency oom use.

  

The e is still substantial wo k that can
be done in D-SNPs to fu the
integ ate funding, benefits and
administ ative p ocesses, limit
challenges fo beneficia ies, and
enhance the ability of SNPs to
achieve the most effective ca e and
se vice coo dination. Fo example,
some states have been eluctant to
expend sca ce state esou ces on
FIDE SNP pa ticipation because such
SNPs a e not designed to p ovide
states with tangible financial benefits
that
may be “CC”
ealized
by theand
SNPs
* Innovation Cente Guiding
P inciples:
is choice
competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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Model descriptio
CC

Integ ated Cove age
fo Social
Dete minant(s) of
Health

ovatio Ce ter Guidi g Pri ciples*
PC&T

PCC

BD&PT TMD&E

SST

The e is a g owing body of evidence
about the impacts of social
dete minants – such as employment,
food secu ity and access to affo dable
housing – on health costs and
outcomes fo Medicaid beneficia ies
and othe individuals. Yet
community, state and fede al
p og ams aimed at these social issues
a e not coo dinated with public health
policies. Fo example, social
dete minants clea ly have impacts on
Medicaid utilization and costs, but
key aspects of fede al p og ams, such
as funding c ite ia, eligibility
standa ds and benefit du ation fo
Medicaid, housing, nut ition and job
t aining p og ams va y significantly.
These diffe ences seve ely limit the
ability of Medicaid health plans and
othe s to combine health and social
se vices to add ess the needs of
people with Medicaid in a holistic
manne .

Test the impacts of allowing Medicaid health
plans to coo dinate the offe ing of a mo e
integ ated and seamless set of medical and othe
se vices.
Fo example, Medicaid “buy-in” (MBI)
p og ams a e widely available fo Medicaid
en ollees with disabilities, allowing pa ticipants
to wo k while etaining Medicaid cove age
within limits. A potential demonst ation could
expand the MBI model to all adults with
Medicaid to test the long-te m savings fo
Medicaid and low-income assistance p og ams
by Medicaid cove age of job eadiness,
placement, and etention se vices; fo example,
simila to Ohio’s successful JobConnect
p og am. By allowing en ollees to etain
Medicaid eligibility fo a pe iod of time,

   
ega dless of income, this would eliminate the
financial eligibility “cliff” that discou ages
pe manent employment. Such a demonst ation
also could test expanded flexibilities, such as
eliminating uppe age limits, and va ying
p emiums and cost sha ing on a sliding scale
acco ding to income.
Anothe example would be a model
incentivizing and testing the cost impacts on
Medicaid and othe low-income p og ams of
p oviding coo dinated and integ ated health
se vices fo people moved f om ch onic
* Innovation Cente Guiding P inciples: “CC” is choice and competitionhomelessness
in the ma ket; into
“PC&T”
is p ovide
choice
pe manent
suppo
tiveand incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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Model descriptio
CC

HCBS Inf ast uctu e

Medicaid D ug Costs

ovatio Ce ter Guidi g Pri ciples*

The p acticality and viability of
HCBS p og ams in some states o
ce tain geog aphies within states may
be affected by a ange of ba ie s,
including wo kfo ce att ition and
esistance/conce ns f om facilitybased p ovide s to dive sify into
HCBS. Some states a e t ying to
add ess these ba ie s but may not
have fede al financial suppo t.

Test the impacts on costs, availability of
se vices and institutionalization ates of making
state Medicaid and fede al matching funds
available to add ess HCBS inf ast uctu e
ba ie s th ough MLTSS health plans. Examples
include: t aining p og ams to imp ove the
numbe of di ect ca e se vice wo ke s;
inc eased suppo t fo di ect ca e se vice wo ke
wages; and assistance fo LTSS p ovide s in
u al a eas to dive sify and conve t facilitybased esou ces to the p ovision of meaningful,
bona fide HCBS that comply with the HCBS
settings ule.

Medicaid ules allow states and
health plans to develop fo mula ies
and ce tain utilization management
p ocesses such as p io autho ization
common in comme cial and othe
p og ams fo p esc iption d ug
cove age, but they gene ally have less
flexibility to incentivize use of the
highest value d ugs. At the same time,
MACPAC finds that p esc iption d ug
spending has been a key d ive in
ising Medicaid costs.

Test the cost impacts and clinical outcomes of
p oviding states – wo king with health plans –
with additional flexibility to develop medication
management policies fo high cost d ugs
ta geted to the needs of a state’s population.
Any such model should ensu e policies a e
developed in consultation with clinicians and
othe expe ts on pha macy and the apeutics
committees o d ug utilization eview boa ds,
taking into account evidence (f om scientific
lite atu e, cost effectiveness studies and
specialty p ovide p actice guidelines) and
state-specific facto s (such as the availability of
specialists).



PC&T

PCC





BD&PT TMD&E

SST













* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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CC

MA-VBID Model
Focused on Opioids

Expand Enhanced
MTM Demonst ation

The Sec eta y has decla ed the opioid
c isis a nationwide public health
eme gency. HHS eleased a five-point
st ategy in Ap il of 2017 to combat
the opioid c isis, including
imp ovement of access to p evention,
t eatment, and ecove y suppo t
se vices. A la ge pa t of this st ategy
elies on the full ange of medicationassisted t eatments (MATs).
Cu ently, the MA-VBID model tests
the impact of p oviding plans with the
tools and flexibility to p omote bette
health and outcomes among
beneficia ies. Howeve , CMS
cu ently limits MA-VBID to ce tain
specified clinical conditions.
Cu ently, CMS has limited the Pa t
D Enhanced MTM model test to five
out of 34 Pa t D egions (i.e., to only
11 states), p eventing many plans that
a e eady and willing to pa ticipate
nationwide f om doing so. In fact,
only 6 standalone Pa t D plan

ovatio Ce ter Guidi g Pri ciples*

Model descriptio
PC&T

PCC









BD&PT TMD&E

SST

In addition to expanding the geog aphic and
clinical scope of the MA-VBID model,
specifically test the public health impact of
leve aging innovative benefit designs cente ed
a ound imp oving access to p evention,
t eatment, and ecove y suppo t se vices.
Models can include:





Expanding cove age and educing cost
sha ing fo non-opioid and non-medical
t eatments fo pain;
Imp oving access to MATs by allowing
MA plans to eimbu se Methadone
unde Pa t D when used fo t eating
addiction; and
Enhancing ecove y suppo t se vices by
giving plans the flexibilities to bette
coo dinate medical, behavio al, and
mental health se vices.

Enhance testing of the cost and outcomes
impacts of the Pa t D Enhanced MTM model by
expanding the model to nationwide testing and
p oviding mo e plans with the flexibility to
identify a wide a ay of ta geting c ite ia,
inte vention activities, and p ovide -beneficia y
engagement st ategies allowed unde the model.











* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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ovatio Ce ter Guidi g Pri ciples*

Model descriptio
CC

PC&T

PCC









BD&PT TMD&E

SST

sponso s cu ently pa ticipate in the
p og am.
Aligning Pa t B and
D D ug Cove age

While the Pa t D p og am gene ally
cove s outpatient p esc iption d ugs
pu chased at etail pha macies, some
pha macy d ugs a e cove ed by Pa t
B. This sometimes can c eate
confusion, including cases involving
delayed/inconsistent Pa t B Local
Cove age Dete minations. In
addition, the e can be significant
diffe ences in payment ates, cost
sha ing, and othe matte s fo Pa t B
and Pa t D d ugs.

Test the cost and access impacts of applying
Pa t D to all d ugs and supplies dispensed at a
etail pha macy. These would include d ugs and
supplies cu ently cove ed by Pa t B, such as
o al anticance d ugs and o al antiemetic d ugs.

P efe ed & NonP efe ed Specialty
Tie s

CMS has the autho ity to allow plans
to use p efe ed and non-p efe ed
specialty d ug tie ing in thei Pa t D
plans. Howeve , to date CMS has not
pe mitted this design.

Test the cost and outcomes impacts of p efe ed
and non-p efe ed specialty tie ing.

Flexibility in
Implementing the
P otected Class
Requi ement

Pa t D plans gene ally a e equi ed to
cove all d ugs in six p otected
classes. The statute gives CMS
autho ity to modify the list of classes
but has not done so.

Test the cost and access impacts of p oviding
Pa t D plans with the flexibility to apply
common fo mula y management tools,
developed based on clinical evidence and best
p actices via a Pha macy and The apeutics (i.e.,
P&T) committee p ocess, fo d ugs in one o





















* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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Model descriptio
CC

PC&T

PCC

BD&PT TMD&E

SST

mo e p otected classes.
Flexibility in
Implementing the
“Two D ugs Pe
Class” Requi ement

Though CMS has the autho ity to
allow fo one d ug pe the apeutic
class to be cove ed by a plan, plans
a e cu ently equi ed to cove two
d ugs fo each class of d ugs.

Test the cost and access impact of equi ing the
cove age of one d ug pe the apeutic class.









Mental and Beha ioral Health Models
I
Model ame
Ea ly Identification
and Ca e
Coo dination fo
Behavio al Health
Conditions

Curre t La dscape a d Challe ges
Coo dinating ca e fo individuals
with behavio al health issues p esents
a b oad ange of challenges fo
p ovide s, health plans, and othe
stakeholde s in the cu ent legislative
and egulato y envi onment. These
challenges include:


ovatio Ce ter Guidi g Pri ciples*

Model descriptio
Test the cost and access impacts of a p oactive
identifying and conducting out each to patients
with behavio al health conce ns using ca e
manage s and founded on quality met ics and
evidence-based ca e.

CC

PC&T

PCC







BD&PT TMD&E



SST



Fede al ules limiting the sha ing
of substance use info mation
among p ovide s, affecting
coo dination and integ ation of

* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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Model descriptio
CC







ovatio Ce ter Guidi g Pri ciples*
PC&T

PCC

BD&PT TMD&E

SST

ca e.
A quality measu ement
inf ast uctu e that is less
developed than that fo
medical/su gical ca e.
A lack of validated evidencebased quality standa ds and
ce tification/acc editation
standa ds fo behavio al health
facilities, pa ticula ly inpatient o
24-hou esidential ca e facilities.
The e is significant ambiguity
and wide va iation in what is
conside ed a esidential t eatment
facility.
The laws and egulations
applicable to mental health and
substance use diso de t eatment
a e subject to multiple
ju isdictions and diffe ing
inte p etations.

* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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Explo e Models of
Data Sha ing and
Agg egation that
Allow fo Imp oved
Effo ts to Reduce
F aud, Waste and
Abuse

Effo ts to dete f aud, waste, and
abuse a e often dete ed by the failu e
to collect and epo t info mation o
the f agmentation of info mation that
is epo ted.

Enhancing P ovide
Competition

CMS should ensu e that all models
tested enhance, and in no case, educe
p ovide competition.

ovatio Ce ter Guidi g Pri ciples*

Model descriptio
Test models that allow fo bette sha ing of data
and info mation elated to f aud, waste, and
abuse to fu the imp ove effo ts to educe them.
The Healthca e F aud P evention Pa tne ship
(HFPP) has demonst ated the impo tant esults
that can happen when info mation is collected,
analyzed, and (in an app op iate fo m) sha ed.
We encou age the Innovation Cente to explo e
incentives fo enhanced collection and epo ting
of info mation elated to f aud, waste and
abuse, and also fo enhanced p ocesses fo
utilizing such info mation including in
agg egated fo m if it is combined with
info mation f om othe entities.
Test actively p omoting app oaches that a e
based upon p ovide competition and eject
app oaches that ely upon a eduction in
p ovide competition. Fo example, the
Innovation Cente should focus on ways in
which existing p ovide competition can be
enhanced, e.g., th ough epo ting on common
data elements and ewa d st uctu es based on
elative outcomes on those elements.
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* Innovation Cente Guiding P inciples: “CC” is choice and competition in the ma ket; “PC&T” is p ovide choice and incentives; “PCC” is patient-cente ed ca e; “BD&PT” is
benefit design and p ice t anspa ency; “TMD&E” is t anspa ent model design and evaluation; and “SST” is small scale testing.
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November 1, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Submitted via email to CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
We appreciate the opportunity to comment on the future of the Center for Medicare & Medicaid
Innovation (the Innovation Center). We view the Innovation Center as a critical tool to advancing the
nation’s health care delivery system. We are pleased to see that the Administration is taking a closer
look at the Innovation Center’s future as there is significant potential to build on the work that has
already been done and to drive the nation’s health care providers toward value-based care models.
CAPG represents nearly 300 medical groups and independent practice associations across 44 states,
Washington, D.C., and Puerto Rico. CAPG members participate in value-based payment models across
all of Medicare and have successfully operated under risk-based payment models for over two decades.
Our members participate in numerous existing Innovation Center initiatives, including the Next
Generation ACO program, the Bundled Payment for Care Improvement initiative (BPCI), and
Comprehensive Primary Care Plus (CPC+).
In response to the request for information (RFI) on the future direction of the Innovation Center, CAPG
is pleased to put forth two recommendations. Our recommended models are consistent with the
guiding principles for the future of the Innovation Center and satisfy the focus areas outlined in the
informal Request for Information (RFI).
To summarize:
•
•

We call on CMS to adopt a better ACO model, the Third Option, which would provide a capitated
payment model option in the Medicare ACO portfolio.
We call on CMS to adopt an advanced APM demonstration project in Medicare Advantage (MA)
that could create an additional avenue for physicians (primary care and specialists) to become
advanced alternative payment model (APM) qualifying participants.

Additional details are provided below.
1501 M Street, NW
Suite 640
Washington, DC 20005
Telephone: 202-770-1869
www.capg.org

I.

Context for our Recommendations

For years, the nation’s physicians and physician groups have engaged in experimentation with various
levels of risk-bearing in traditional Medicare, including bundled payments, the Primary Care Medical
Home, and Accountable Care Organizations. While these experiments have yielded quality
improvement and modest cost savings, physician stakeholders, including CAPG, have routinely called on
CMS and HHS to articulate the destination of delivery system reforms.
To CAPG and our members, the ultimate destination is clear: capitated payments to physician
organizations, paired with robust pay-for-performance elements, and an engaged patient population.
The success of this model is well-documented across the country with other payers.
For example, a recent study by the Integrated Healthcare Association (IHA) examined the health care
quality and cost across the state of California. The study finds strong evidence that models like the two
we propose, yield higher quality care and lower costs. Relevant findings include:
•

•

•

Commercial HMO products generally outperform commercial PPO products on both clinical
quality measures and risk-adjusted cost. Commercial HMOs, which typically rely on integrated
networks, outperformed PPO products on five of six clinical quality measures while consistently
providing less costly care, on average $4,245 per enrollee per year for commercial HMO versus
$4,455 for commercial PPO (a difference of $210 per enrollee annually).1
HMO product utilization of integrated care delivery networks, with more robust care
coordination processes and capitated payment models is a leading explanation for the higher
performance of HMO over PPO.2
In California, where much of MA is provided in capitated arrangements with physician
organizations, statewide averages for emergency department visits, all-cause readmissions, and
inpatient bed days are all between 50 percent and 75 percent higher in fee-for-service than they
are for Medicare Advantage (567 vs. 373 emergency department visits per thousand-member
years; 18.4 percent vs. 11.2 percent readmissions; and 1,363 vs. 789 bed days per thousand
member years).3

A recent study in the American Journal of Managed Care compared two physician organizations – one
paid fee-for-service and one capitated – in MA. The capitated group had higher quality on several
metrics (discussed below) but the authors also concluded that the capitated group created savings not

1

Integrated Healthcare Association, Benchmarking California Health Care Quality and Cost Performance (2016),
available at http://www.iha.org/sites/default/files/resources/issue-brief-cost-atlas-2016.pdf.
2
Integrated Healthcare Association, Benchmarking California Health Care Quality and Cost Performance (2016),
available at http://www.iha.org/sites/default/files/resources/issue-brief-cost-atlas-2016.pdf.
3
Integrated Healthcare Association, Benchmarking California Health Care Quality and Cost Performance (2016),
available at http://www.iha.org/sites/default/files/resources/issue-brief-cost-atlas-2016.pdf.
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observed in the fee-for-service (FFS) group. Specifically, the capitated group reduced emergency
department visits per 1,000 members. In this specific case, 154 fewer ED visits per 1,000 members
yielded $100,915 in estimated savings, and 143 fewer inpatient admissions per 1,000 members saved
$1,756,869.4
However, perhaps even more importantly, the advanced APM group had a six percent better survival
rate and a 32.8 percent lower risk of dying as compared to the FFS group.5 The capitated group reduced
emergency department visits and inpatient hospital admissions by 11.2% and 11.9% respectively.6 The
reduction in ED visits results in savings of $100,915 and the reduction in inpatient admissions saved
$1,756,869.7
The two models described below have the potential to spread these types of results across the country.
In addition, these capitated delivery models provide systematic improvements necessary to care for the
population of the future – a population that is living longer with multiple chronic conditions.
II.

The Innovation Center should test the Third Option – an advanced and improved
accountable care model that features capitated payment to physician organizations.

Based on our members’ vast experience with Medicare ACOs and risk contracts outside of traditional
Medicare, our Board members developed an improved ACO model, the Third Option. In brief, the Third
Option seeks to address the flaws of existing ACO models built on FFS platforms. Our member
companies came together to analyze existing ACO constructs and to recommend improvements to bring
these models closer to successful risk contracts used in commercial arrangements. The resulting Third
Option design is described in detail below.
a. Formation of clinically integrated organizations
Under our proposed Third Option, CMS would contract directly with clinically integrated organizations
(CIOs). CIOs may be existing physician organizations or newly formed entities.
The CIO would be explicitly physician group centric. However, other providers could take ownership
stakes, or could accept a measure of risk and accountability through affiliation agreements. This could
include a broad spectrum of health care providers, including physicians, hospitals, nursing homes, home
health organizations, and other entities wishing to be accountable for the delivery of care to a defined
patient population across the continuum of care. The CIOs would feature team-based care, led by
primary care physicians and supported by other providers operating at the top of their licenses (e.g.,
nurse practitioners, physicians’ assistants, pharmacists, social workers).
To participate in this model, CIOs would have to meet certain requirements, similar to those required for
existing Medicare ACO participants:

4

Mandal, et al. Value-Based Contracting Innovated Medicare Advantage Healthcare Delivery and Improved
Survival, American Journal of Managed Care (2017).
5
Mandal, et al., Value-Based Contracting Innovated Medicare advantage Healthcare Delivery and Improved
Survival, Am. J. Manag. Care 2017:23(2).
6
Id.
7
Id.
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•
•
•
•
•
•

A formal legal structure that allows the organization to receive capitated payment and pay
contracted or employed providers;
Primary care professionals sufficient to care for the defined population;
A minimum of 10,000 participating beneficiaries;
Systems in place to identify and provide care for high risk and complex patients;
The ability to stratify the population (identifying patients with multiple complex chronic
conditions and to tailor care management programs to the patient population);
Demonstrated experience in quality performance programs.

b. Active beneficiary enrollment
The Third Option would build on the attribution model currently used in Medicare ACO programs. For
the first two years of the CIO’s participation in the model, CMS would use the prospective attribution
methodology currently used in the Next Gen program combined with an enrollment option that would
allow beneficiaries to voluntarily enroll in the CIO. After the first two years, the CIO would migrate to an
enrollment-only model, with the ultimate goal being full transition to enrollment. Beneficiaries who
enroll would commit to receiving services in the CIO for one year. Experience has taught us that active,
intentional enrollment by an engaged and informed beneficiary is vastly superior to passive attribution
models used in traditional Medicare ACOs.
To facilitate beneficiary election of a CIO, quality and service information would be made available to
the beneficiary. CIO-level information would be developed by stakeholders, including physicians,
approved by CMS, and then disseminated by both CMS and the CIO to allow consumers to make fully
informed choices about their care. Beneficiaries would be empowered with information regarding the
quality, cost, and scope of services available under each of FFS, MA, and the CIO, including additional
care management programs or benefits.
c. Benefits
The Third Option would cover the standard Medicare Part A and Part B benefits.8 CIOs would have the
option to work with a Medicare drug plan to offer Part D benefits, but CIOs would not be required to
offer pharmacy benefits. If the CIO did not offer Part D benefits, such benefits would continue to exist
alongside the Third Option.
d. Premium
In the Third Option, the Part B premium would be reduced for beneficiaries that select the Third Option
for a year and actively select a primary care physician within the CIO. The percentage to be waived is to
be determined with the aim of providing sufficient incentive for beneficiaries to select the CIO and
providing sufficient funding for the program. This partial waiver of premium, coupled with the
provisions relating to Medicare supplemental insurance below, should make the Third Option attractive
to many seniors.

8

A variation, or track, within the Third Option could also include a capitated payment for professional services only
(Part B). This is a common arrangement used in the marketplace today and could serve as a pathway to engage
additional physician groups and organizations in value-based care.
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e. Beneficiary engagement
As with traditional Medicare, beneficiaries would be free to access services from any Medicare
contracted physician. However, to incentivize beneficiaries to access in-network care as directed by
their chosen primary care physician, services rendered by out of network providers would be subject to
higher out of pocket costs. Prior authorization for certain high cost services would be required. The
higher cost-sharing for use of services outside the CIO is designed to achieve the twin goals of allowing
freedom of choice but incentivizing the efficiencies and higher quality that can be obtained by
consistently accessing a highly organized, financially aligned, and electronically connected network of
team-based providers. To encourage beneficiaries to seek high value care, including preventive services,
beneficiaries would not need to pay a deductible and would have no copayments for preventive
services. To provide beneficiaries with additional incentives to access in-network services, Medicare
supplemental policies sold to CIO beneficiaries would be required to provide coverage for in-network
services only. Beneficiaries would remain free to access services out of network, but would do so
without the benefit of supplemental insurance coverage. This would likely necessitate the creation of
an ACO-specific supplemental offering.
f.

Payment to CIOs

CMS should establish capitation rates for CIOs in the same way it sets those rates for MA plans. The
payment should be actuarially sound and use accurate risk adjustment. One capitated payment would
cover the entire population of the CIO.
As with MA capitation rates, the capitated amount would be updated each year. The capitation amount
would be published in advance to allow CIOs to decide whether to continue participation and to permit
an orderly transfer for beneficiaries to other options if the CIO found that the proposed capitation was
inadequate.
CMS would pre-pay this amount to the CIO each month in lieu of Medicare Part A and Part B FFS
payments for those beneficiaries, thus creating the alignment and incentives to produce lower cost
trend and higher quality than experienced in the past. The CIO would be responsible for the payment
for all professional and hospital services, whether provided in-network or out-of-network.
The CIO will be free to use its capitated payments to invest in providing care to treat social determinants
of health. CIOs will present plans to CMS as to what specific services the CIO proposes to offer. Patients
will benefit from these enhanced benefits and the attention to their total health needs.
The Third Option guarantees savings to Medicare. The payment level for the capitated rate would be
set at a rate of 98 percent of what FFS spending would have been for the population. Unlike a shared
savings model, savings to the federal government are guaranteed.
g. Administration and Operations
Rather than building expensive health plan infrastructure and capacity, CMS would, at its expense,
contract with one or more Affiliated Service Organizations (ASOs) to administer the eligibility and
enrollment process, make capitated payments, receive encounter data from the CIOs, operate the
quality and incentive bonus program, and conduct all other functions necessary to operate the Third
Option. In particular, the ASO will be necessary to handle the complexities associated with
5

administering differential cost sharing for the out-of-network benefit. CMS may elect to contract with
one or more national insurance carriers with the existing infrastructure and systems necessary to rapidly
implement this program. The expectation is that the use of national health plans in this ASO, non-risk
bearing capacity will result in lower cost for these services than currently experienced within MA. The
ASO model will mimic the use of an ASO by self-insured employers in the commercial context.
h. Quality and efficiency measurement
The Third Option would use two layers of quality and efficiency reporting and performance evaluation.
One would be an external, MA Stars rating or ACO-like quality reporting system. These measures would
be publicly reported, would assess quality, efficiency, and patient satisfaction at the organization level,
and would be used to make comparisons with MA and FFS Medicare. Quality measures would be
developed, tested, and rolled out consistent with accepted practices. These measures would apply and
be reported at the CIO level (not the individual provider level).
In addition, to ensure that CIOs have a strong business case for the delivery of high quality care, CIOs
would be required to maintain a pay-for-excellence program to incent their downstream providers to
deliver high quality care. The compensation payable to providers under these programs would be paid
by the CIO from the capitation rates (CMS would not make a separate payment to the CIO’s individual
providers). Under this program, incentive compensation of as much as 15 percent of total provider
compensation will be tied to high performance on quality measures, a model which has been
demonstrated to successfully drive provider behavior.
CMS would develop quality floors for CIO participants. If the organization’s performance fell below the
floors, the organization would no longer be able to participate as a CIO. In the years following the
MACRA advanced APM bonus years, CIOs should be eligible for an incentive program like the MA Five
Star incentive program, where high performers are eligible for additional payments.
i.

Additional Considerations

Additional considerations for CMS are similar to those in the current ACO program and Medicare
Advantage, and include: Stark and anti-kickback waivers; compliance with state insurance law; and
marketing requirements related to enrollment.
j.

Conclusion

The time for the next iteration of the ACO program has come. Physician organizations have long called
on CMS to articulate the destination for delivery system reform. The Third Option offers that
destination and will be an attractive APM option for many sophisticated, risk-bearing organizations
across the country. In addition, we note that there is bipartisan support for this concept in Congress.
III.

The Innovation Center should adopt an advanced APM demonstration project in Medicare
Advantage that could create an additional avenue for physicians (primary care and
specialists) to qualify as advanced alternative payment model qualifying participants.

a. Background: the urgent need for additional advanced APMs
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Under MACRA, certain qualifying models can become eligible for advanced APM status. The statute
defines bonus-eligible advanced APMs to Innovation Center demonstration projects, MSSP, ACOs, and
demonstrations required by federal law. In addition, advanced APMs must participate in a quality
program comparable to MIPS; use certified electronic health records technology (CEHRT); and bear
more than nominal financial risk or be a qualifying medical home.
To qualify for the five percent advanced APM bonus, APMs must have a certain threshold of their Part B
revenue or patients in the advanced APM. For the first two years of MACRA implementation, that
threshold has been spelled out to in include 25 percent of Part B payments or 20 percent of Part B
patients. In later years, the Medicare Part B threshold increases to 50 percent and then 75 percent.9
Under current regulations and sub-regulatory guidance, only a handful of models qualify as advanced
APMs. The majority of these models are Innovation Center demonstrations. The existing models, all
built upon Part B, show promise, but have thus far exhibited mixed results and modest success.
Currently, no MA arrangements count as advanced APMs and MA risk does not count toward an
organization’s Medicare risk threshold.
In its proposed rule earlier this year, CMS proposed excluding roughly 64 percent of clinicians from
MIPS. These are mostly small groups and rural providers. This means, that many CAPG member
companies and other large physician organizations will remain in MIPS, competing against each other.
In addition, because of the budget neutrality provisions in MIPS, CMS itself indicates that the bonus pool
will be limited – many clinicians will be either excluded or able to pass the low MIPS threshold for the
2017 performance year, and proposed for the 2018 performance year. Taken together with MACRA’s
zero percent update to the physician fee schedule in later years, this is a powerful incentive for groups
to move from MIPS to the advanced alternative payment model track.
However, the limited number of models in Part B do not offer sufficiently attractive or numerous
options for physician groups who want to get out of MIPS and into advanced APMs. CMS clearly needs
to swiftly adopt new advanced alternative payment models to remedy this problem.
We believe that the fastest and most equitable way to do this is to create an advanced APM
demonstration project for physician organizations participating in risk contracts in MA.

b. CMS has clear legal authority to create an MA APM demonstration project.
CMS has the legal authority to use Section 1115A of the Social Security Act to test new models with the
potential to lower costs and maintain or improve quality of care offered to patients.10 CMS should use
this legal authority to design a demonstration project to compare the cost and quality of care delivered
in risk contracts between MA plans and physician organizations to the cost and quality of care delivered
in traditional Medicare.
9

Beginning with the 2021 payment year, advanced APMs may count “all payer” revenue in addition to 25 percent
of their Medicare Part B revenue to reach the thresholds to qualify as an advanced APM. We note that in all years
of the MACRA APM bonus, CMS has proposed to require participation in Medicare Part B payment models.
10
Memorandum from Akin Gump to CAPG re: CMS has legal authority to make incentive payments to participants
in Medicare Advantage alternative payment models (April 7, 2017).
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This MA APM option would then become a “qualifying model” under the MACRA statute by virtue of
being an Innovation Center demonstration. Furthermore, once within the Innovation Center, CMS can
use waiver authority to modify the existing Medicare Part B revenue test to include MA revenue,
creating a modified revenue threshold that includes Medicare risk revenue from Part B and MA risk
revenue. In addition, or in the alternative, CMS could use the patient count threshold without a waiver
as the language for that category is broader and permits the inclusion of MA patients as currently
written.11
As mentioned above, for the Innovation Center to test a model, models are to be expected to lower
costs and improve or maintain the quality of care. An existing body of evidence, cited above, proves
that risk contracting between plans and providers in MA satisfies both tests.
Second, there is compelling evidence that this demonstration will save money as compared to
traditional Medicare. Research dating back to the 1990s has showed that as the penetration of
managed care increases, traditional Medicare spending is reduced. Recent research has similarly shown
that greater MA market penetration is associated with reduced costs in traditional Medicare and slowed
growth in traditional Medicare spending.12
In addition, the Medicare Payment Advisory Committee (MedPAC) has published findings showing that
enrollment-weighted bids in MA averaged 94 percent of FFS spending in 2016. MedPAC estimates that
HMOs bid an average of 90 percent of FFS spending. These numbers suggest that HMOs can provide the
same services for less than FFS in the areas where they bid.13
Creating incentives for physicians to participate in risk-bearing relationships in MA (where today there
may be barriers to doing so across the country) will be one step forward in accelerating the spread of
MA risk contracts. We believe that this policy will help continue to rapid growth of MA across the
country, thereby controlling costs and lowering FFS spend.
c. CMS should adopt a model design that facilitates physician group and independent
practice association participation.
Below is a detailed description of the model we are suggesting. We note that this model builds off, but
modifies, what CMS has proposed for the all-payer calculation that is required to begin in the 2019
payment year. We urge CMS to adopt this demonstration project in 2018. Not only will that benefit
11

Memorandum from Akin Gump to CAPG re: CMS has legal authority to make incentive payments to participants
in Medicare Advantage alternative payment models (April 7, 2017).
12
M. Chernew, et al., Managed care and medical expenditures of Medicare beneficiaries, Journal of Health
Economics (2008), available at
http://www.sciencedirect.com/science/article/pii/S016762960800101X?via%3Dihub; C. Afendulis et al., The Effect
of Medicare Advantage on Hospital Admissions and Mortality, National Bureau of Economic Research (2013),
available at http://www.nber.org/papers/w19101; K. Baicker, et al., Medicare Payments and System-Level HealthCare Use: The Spillover Effects of Medicare Managed Care, American Journal of Health Economics (2015), available
at http://www.mitpressjournals.org/doi/abs/10.1162/AJHE_a_00024#.V7Q3MmCEB1R; Johnson G., et al., Recent
Growth in Medicare Advantage Enrollment Associated with Decreased Fee-for-Service Spending in Certain US
Counties, Health Affairs (2016), available at http://content.healthaffairs.org/content/35/9/1707.abstract.
13
Medicare Payment Advisory Commission, Data Book June 2016, available at
http://www.medpac.gov/docs/default-source/data-book/june-2016-data-book-section-9-medicareadvantage.pdf?sfvrsn=0 (accessed Aug. 4, 2017).
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clinicians by allowing them to participate in the advanced APM track of MACRA should they desire to do
so, but it will give the agency crucial experience with a significant component of the advanced APM allpayer option prior to the nationwide rollout of that option.
First, we would use the eligible clinician submission option to allow medical groups and IPAs to submit
MA risk contract information to CMS for consideration as an advanced APM. Leveraging off of the
organized administrative systems of the groups and IPAs will bring efficiency and accuracy to the
program.
The medical group or IPA would submit a summary of relevant contract terms14 from the health plangroup contract to CMS for approval as an advanced APM qualifying model. The medical group or IPA
would also submit a list of clinicians participating in the risk contract, including the TIN-NPI combination
for each clinician.15 The medical group or IPA will attest to its MA revenue and MA patient count
information. CMS will calculate the traditional Medicare information for the medical group or affiliated
IPA doctors, just as it currently does for traditional Medicare advanced APM participants.
CMS will use the reported TIN-NPI combinations to identify the individual clinicians and tally the Part B
revenue for participating clinicians for purposes of calculating the amount of the bonus CMS will pay.
This step is identical to the process CMS uses for advanced APMs under current regulation.
Note, unlike the CMS proposal for implementing the all-payer thresholds, we propose that CMS
calculate the risk and patient count threshold performance at the group or IPA level, not at the
individual clinician level. Once that risk level is achieved by the APM entity, CMS should use the
traditional Medicare revenue information to pay the bonus to the participating clinicians’ Medicare Part
B billing TINs. This is consistent with current CMS practice in traditional Medicare.
We believe that assessing risk at the individual clinician level is unworkable. The key reason is that risk
contracts in MA tend to exist between the group or IPA (APM entity) and the plan and not between
individual clinicians and the health plan. Instead, individual clinicians may contract for a subcapitated
payment, salary, or other form of compensation from the physician group. We believe that a standard
that requires individual clinicians to report all of their income from different sources and determine risk
at the individual level will be unworkable, burdensome, and will not necessarily give CMS the
information it needs about the underlying contract between the MA plan and the group. Furthermore,
the individual clinician assessment does not align to what is required in traditional Medicare, where, in
general, risk is assessed at the group level. Creating a different standard in MA adds unnecessary
complexity to the implementation of the QPP.
Below we provide additional detail on how the model would work. Because we see key differences in
how medical groups and IPAs would participate, we have separated out detailed processes for each
organization type.
Detailed Process between CMS and Staff/employed model Medical Group
14

Relevant contract terms should be limited to those that have a direct bearing on MACRA APM status: quality,
CEHRT and risk. CMS should minimize the required disclosures to reduce burden on physicians and groups and
streamline data collection.
15
In the case of an IPA, the clinician list would be limited to those with “meaningful participation” in the IPA’s MA
risk contract. This concept is described in greater detail below.
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1. Physician group submits a summary of the relevant terms of its MA risk contracts to CMS for
review. These terms align to the MACRA definition of an advanced APM (quality measurement,
CEHRT, and more than nominal risk). The group will also need to submit a list of clinicians
participating under the arrangement. [Appendix A]. The physician group will need to do this for
each MA contract with multiple MA plans that may qualify as an advanced APM.
a. Name of arrangement
b. Geography covered
c. Term of arrangement (contract start and end dates)
d. Describe accountability for 5 star quality measures16
e. Describe requirements that more than 50 percent of clinicians use certified electronic
health records technology (CEHRT).
f.

Describe “more than nominal risk” provision (including capitation) for the physician
group.

g. List individual clinicians participating in the arrangement (include TIN-NPI combination
for each clinician).
2. CMS reviews the submission and determines whether the contract between the health plan and
the group meets the MACRA criteria as an advanced APM. If so, CMS lists the name of the
arrangement as an advanced APM on the CMS website.
3. Physician group submits its total MA revenue and MA patient count information to CMS to
support the calculation of the MA revenue and patient count thresholds [Appendix B].
4. Physician group must attest to or certify the accuracy of all information submitted to CMS. CMS
retains the right to audit this information.
5. If the physician group meets one of the two thresholds (revenue or patient count) based on a
threshold that combines its reported MA information plus CMS-calculated traditional Medicare
information, CMS will pay a bonus to the Part B billing TIN equal to five percent of the
traditional Medicare revenue.

Detailed Process between CMS and IPAs
1. CAPG proposes that IPAs function like medical groups for purposes of the MA APM.
2. The IPA submits a summary of the relevant terms of its MA risk contracts to CMS for review.
These terms align to the MACRA definition of an advanced APM (quality measurement, CEHRT,
and more than nominal risk). The IPA will need to submit a list of clinicians participating under

16

CMS should deem the 5 star ratings program quality measurement to be equivalent to what is required under
MIPS, sufficient to meet the MACRA requirements for quality.
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the arrangement [Appendix A].17 The IPA will need to do this for each MA contract with multiple
MA plans that may qualify as an advanced APM.
a. Name of arrangement
b. Geography covered
c. Term of arrangement (contract start and end dates)
d. Describe accountability for quality measures.
e. Describe contractual requirement that more than 50 percent of clinicians use certified
electronic health records technology (CEHRT).
f.

Describe “more than nominal risk” provision (including capitation) for the physician
group.

g. List individual clinicians with “meaningful participation”18 in the arrangement (include
TIN-NPI combination for each clinician).
3. CMS reviews the submission and determines whether the contract meets the MACRA criteria as
an advanced APM. If so, CMS lists the name of the arrangement as an advanced APM on the
CMS website.
4. The IPA submits its total MA revenue and MA patient count information to CMS to support the
calculation for the revenue and patient count thresholds for its MA population. [Appendix B].
5. IPA must attest to the accuracy of all information it submits to CMS regarding the IPA’s MA
contracts and revenue. CMS retains the right to audit for accuracy.
6. CMS will calculate the traditional Medicare revenue and patient count information for the
clinicians listed in step 2 above.
7. CMS will determine if the IPA meets one of the two thresholds (revenue or patient count) based
on a threshold that combines the IPA’s reported MA information plus CMS-calculated traditional
Medicare information. Again, the revenue and patient count tests would be modified to reflect
a combined MA and traditional Medicare revenue/patient count (rather than only Part B as is
current practice). IPAs, like medical groups, should remain free to participate in both a Part B
APM and an MA APM.

17

In IPA relationships, some clinicians are “non-exclusive” meaning that they participate with multiple IPAs. We
believe that defining “meaningful participation” in an IPA will address the participation of these clinicians.
However, there may be instances where a clinician has less than meaningful participation with multiple IPAs and
his or her total practice revenue exceeds the thresholds. As the agency has done for traditional Medicare
participants in multiple APMs, CMS should design an “exception” for these clinicians as well.
18
For purposes of IPA arrangements, we recommend that CMS develop a volume test to ensure that clinicians
participating in the IPA and benefitting from the bonus payment are strongly tied into a coordinated care model.
We suggest that CMS may want to mirror the low-volume threshold set out for MIPS: $90,000 or less in Part C
payments or 200 or fewer Part C patients with the IPA.
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8. If the IPA meets the patient count or revenue threshold, CMS will calculate the bonus payment
amount based on information CMS collects related to Part B payments to clinicians on the IPA’s
list.
9. Bonuses will be paid to the Medicare Part B billing TIN for the participating clinician, just as is
done in traditional Medicare advanced APMs today.
10. The IPA will notify its clinicians that it is submitting their names on a list that may allow them to
qualify for a bonus and escape MIPS. The IPA will collect acknowledgements in writing from its
contracted clinicians that the IPA is submitting this information on the clinician’s behalf.
[Appendix C and D].

Today, CMS uses only Part B revenue to calculate the risk and patient count thresholds. We are
proposing, for both IPAs and medical groups, a combined Medicare threshold that would aggregate Part
B and Part C revenue or patient counts for a single threshold calculation. Our intent is that physicians
with MA risk will qualify. Those that already qualify by having a Medicare ACO or other qualified entity
using their Part B revenue should have the option to participate in both the Part B qualifying model and
the MA APM model described above. This would enable physicians and physician groups to combine
their Medicare risk revenue to meet the escalating risk thresholds in later years (50 percent and 75
percent). As an example, a group participating as a Next Gen ACO could also qualify as an MA APM and
could use both risk arrangements to meet the new Medicare threshold.

d. Additional considerations.
A few additional considerations to highlight for CMS. First, any process CMS adopts for the MA APM
demonstration should minimize reporting burdens on physicians and physician groups. Self-reporting,
attestation, and auditing should be sufficient to protect the trust funds from fraud and abuse, as is the
practice in current Medicare models.
Second, the model we outlined above would apply a five percent bonus to the clinicians’ part B revenue
only, not the Part C revenue. In prior comments, CAPG has outlined a recommended solution to apply a
bonus to MA revenue to encourage the adoption of risk contracting in MA. We are hopeful that in
forthcoming rulemaking and guidance on the MA program, CMS will continue to explore how it can
encourage the proliferation of capitated coordinated care downstream from health plans in MA.
Third, the Innovation Center may need to deploy additional waiver authority to address Stark Law
concerns, as it has done with the traditional Medicare models.
Finally, we note that the timing of this demonstration is critical. We call on CMS to implement the
above demonstration beginning in December 2017, just as it has proposed for the creation of virtual
groups. While we know that CMS and the PTAC are working to bring new models online, we fear that
the pace will not be fast enough to allow our risk-bearing clinicians to access the advanced APM
pathway and will leave these sophisticated players in MIPS. Rapid introduction of MA APM options will
facilitate a faster transition to value across the country and will provide clinicians with valuable new
options to advance their risk-bearing capabilities.
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Again, please do not hesitate to contact me or Mara McDermott, CAPG’s Vice President of
Federal Affairs with any questions.

Sincerely,

Donald H. Crane
President and CEO
CAPG
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APPENDIX A:
Submission Template for Approval of Contract between MA Plan and Physician Organization

Name of submitting physician group or IPA:

Name of Medicare Advantage Alternative Payment Model:

Counties or service areas covered by this arrangement:

Term of the arrangement (start date and end date):

Describe how the physician organization is accountable for quality measures (attach a list of quality
measures used by the organization):

Describe the contract’s requirement that participating clinicians use certified electronic health records
technology:

Describe how the physician organization takes risk under the contract:

Other details about care coordination under the contract that demonstrate qualification as an advanced
APM (optional):

Attach a list of clinicians participating in the arrangement. Please include the NPI for each clinician
listed:
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APPENDIX B
Submission Template for Risk Threshold Determination
MACRA requires that APM entities meet certain risk thresholds to qualify as advanced alternative
payment models eligible for the five percent bonus. While CMS has access to the traditional Medicare
revenue information, you will need to disclose your MA contracting information.
Physician groups and IPAs will report the total MA revenue paid to the group or IPA. This will be broken
down as follows (aggregated across all contracts submitted to CMS and approved as advanced APMs).

Category
A. Physician organization’s total MA revenue
B. Physician organization revenue paid to
physician organization through CMSapproved MA advanced APM contracts
C. Physician organization’s total count of MA
beneficiaries
D. Physician organization’s count of MA
beneficiaries through CMS-approved
advanced MA APM contracts

Amount
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APPENDIX C
Template Letter from IPA to Eligible Clinicians
To:

Physicians participating in approved MA APM contract model

From:

Independent Practice Association

Re:

Notice of Ability to Qualify for MACRA Advanced Alternative Payment Model Bonus
Payments

Dear Clinician,

We have submitted our Medicare Advantage (MA) contracts for consideration as advanced alternative
payment models (APMs) under the Medicare Access and CHIP Reauthorization Act (MACRA). As part of
this submission, we have listed you as a clinician that participates in this model.
As you may know, MACRA created a new payment system for traditional Medicare. Clinicians may
participate in either the Merit-Based Incentive Payment System (MIPS) or in an advanced APM.
Clinicians in MIPS have an increasing percent of their fee-for-service payments tied to their
performance. Clinicians in APMs are eligible for a bonus payment applied to their Part B revenue,
provided that they meet certain criteria.
Our IPA has submitted our MA risk contracts to qualify as an advanced APM. If our IPA qualifies, you will
be eligible for a bonus payment and will be exempt from MIPS.
If you have questions, please contact [contact person].

Sincerely,

IPA Executive
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Appendix D
Acknowledgment from IPA Clinician
[DATE]
[Address to IPA]
Dear IPA Executive,
I, [insert clinician name], hereby acknowledge that I have received information and instruction from
[insert IPA name] regarding by participation in the Centers for Medicare and Medicaid Services (CMS)
Quality Payment Program.
The information I have received indicates that I will be listed as a participating provider in the IPA’s
Medicare Advantage Alternative Payment Model contract by virtue of my meaningful participation with
the IPA in a Medicare Advantage contract.
By signing below, I am indicating my consent to be included on the IPA’s submission. I recognize that
this may qualify me to be exempt from the Merit-Based Incentive Payment System (MIPS) and may
qualify me for a five percent incentive payment in traditional Medicare.

________________________________________________
Signature of IPA Clinician
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___________________

November 20, 2017
Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, Maryland 21244
[Submitted via email at: CMMI_NewDirection@cms.hhs.gov]
RE: CMS Innovation Center – New Direction Request for Information (RFI)
Dear Ms. Bassano:
On behalf of AmeriHealth Caritas, I respectfully submit comments in response to the Centers for Medicare &
Medicaid Services’ (CMS) in response to its Request for Information (RFI) on a new direction for the CMS
Innovation Center (Innovation Center). AmeriHealth Caritas is a national leader in developing health care
solutions for those most in need. Operating in 17 states and the District of Columbia, we serve more than 5.7
million Medicaid, Medicare and CHIP members through our integrated managed care products,
pharmaceutical benefit management and specialty pharmacy services, behavioral health services and other
administrative services. Headquartered in Philadelphia, AmeriHealth Caritas is a mission-driven organization
with more than 30 years of experience serving low-income and chronically ill populations.
For nearly a decade, we have partnered with state Medicaid agencies, providers and delivery systems to
accelerate the adoption of value-based payment models in the Medicaid managed care market. Today, over

50 percent of our members are touched by a value-based payment model across all our lines of
business. Additionally, starting January 1, 2018, one of our health plans, AmeriHealth Caritas
Louisiana, will be a participating payer partner in the Comprehensive Primary Care Plus (CPC+) model.
We commend CMS for seeking public input on the development of priorities and guiding principles for the
Innovation Center. AmeriHealth Caritas encourages CMS to move forward to direct Innovation Center
resources toward models that increase quality, improve health outcomes, and lower health care expenditures.
We are aligned with CMS in our belief that achieving such objectives can be accomplished through
collaborative models focused on market-based reforms that promote patient-centered care, foster
transparency, and reduce unnecessary burdens. Health plans like AmeriHealth Caritas are critical partners for
testing innovative strategies and models.
Expanding Opportunities for Participation in Advanced Alternative Payment Models (APMs)
We strongly support CMS’ goal to expand opportunities for participation in Advanced APMs. Medicare as the
largest purchaser of health care in the country must continue to take a leadership role in testing and
evaluating provider-directed payment reforms. The Innovation Center’s previous demonstrations and
initiatives have served as a powerful catalyst for public and private payer organizations’ involvement in earlier

iterations of APMs. By taking a prominent leadership role in collaboration with state and private payers, the
Innovation Center has been an essential to driving delivery system change in a multi-payer environment.
We believe advanced APM acceleration will be achieved through the Innovation Center’s continuation and
expansion of the state or region-based models that align Medicaid and commercial payer participation with
Medicare in programs such as CPC+. Evidence is emerging from the evaluations of the CPC Initiative which
supports the continuation of infrastructure found in the CPC+ including multi-payer collaboration, data
feedback and aggregation, and care delivery quality improvement activities. CPC+ serves as a continuum for
primary care practices as they transition from fee-for-service to quality-based payment to risk-based payment.
In our experience, we know that most practices are not able to assume a full-risk payment model. Multi-payer
collaborative models like CPC+ provide an infrastructure for small scale testing in regions across the country
that expand opportunities for physicians to participate in primary care advanced APMs. We strongly
encourage the Innovation Center to continue funding and providing technical assistance for these models.
While we support the Innovation Center’s goal of developing new specialty physician models to expand
opportunities for providers to participate in advanced APMs, we believe it is equally important to expand
opportunities for small and rural practices to participate in APMs. Small and rural primary and specialty
practices are at the greatest risk of not being able to afford the technical and capital investments required to
participate in APMs. Practice redesign is needed for many practices to provide high-value care in a 21st century
health care system. We believe there is an opportunity for the Innovation Center to test market-based
reforms that support and encourage small and rural practices to participate in APMs.
Moreover, we believe that opportunities must be afforded to federally-qualified health centers (FQHCs) and
pediatricians to participate in APMs and advanced APMs. These providers serve a large proportion of
Medicaid and CHIP populations, but historically have been excluded from participation in Innovation

Center models. For example, we identified numerous FQHCs in Louisiana who were interested and met
criteria for participation in CPC+, but unfortunately were ineligible to apply as a participating practice. We
have found that many FQHCs in our provider networks are equally or more ready for value-based payment. In
fact, we have an increasing number of FQHCs participating in our shared-savings programs, and these
providers are actively using data to monitor and improve performance and quality outcomes. We urge the
Innovation Center to explore models that are more inclusive of FQHCs and pediatric providers as a tactic to
increase APM participation.
Medicaid-Focused Models
We appreciate CMS’ commitment to partnering with states to drive better outcomes for people based on local
needs, especially for Medicaid and CHIP beneficiaries. As states increasingly turn toward Medicaid managed

care, we encourage the Innovation Center to develop multi-payer Medicaid-focused models as an approach
that may better align performance measurement, reduce burden for providers participating in multiple health
plan networks, and reinforce efforts to improve quality and reduce costs across the health care system.

Additionally, the Innovation Center should consider more testing of how best to integrate and report on the
influence of social determinants and health outcomes. There is a growing body of evidence about the impact
of social determinants – such as employment, food security and access to affordable housing – on health costs
and outcomes for Medicaid beneficiaries and other individuals. Yet community, state and federal programs
aimed at these social issues are not coordinated with public health policies. For example, social determinants
clearly have impacts on Medicaid utilization and costs, but key aspects of federal programs, such as funding
criteria, eligibility standards and benefit duration for Medicaid, housing, nutrition and education programs
vary significantly. These differences severely limit the ability of Medicaid health plans and others to combine
health and social services to address the needs of people on Medicaid in a holistic manner. An Innovation
Center model could test the impacts of allowing Medicaid health plans to coordinate the offering of a more
integrated and seamless set of medical and other services.
Mental and Behavioral Health Models
We are pleased that CMS is actively exploring models focused on behavioral health. We recommend robust
models that test the delivery of care and cost for patients with co-occurring physical and behavioral health
conditions. Additionally, the Innovation Center could explore models for multi-disciplinary centers treating
patients with opioid and substance use disorders as well as innovative delivery models that test quality
outcomes and cost for pregnant women with substance use disorders.
Continued Promotion and Support for Data Sharing

All Innovation Center models should include a renewed focus on data integration and access to patient-level
data at the point of care. We urge the Innovation Center to examine how effective health IT infrastructures
and partnerships can foster data exchange, analytics and care coordination to drive improvements in cost and
quality across the delivery system. We believe the best shared and interoperable infrastructure for sharing
data is non-profit or publicly owned multi-stakeholder state/regional health information exchanges (HIEs). Our
experience is that these organizations act as community health assets that serve all entities, are Electronic
Health Record (EHR) vendor agnostic, and seek to address salient use cases that impact the health of the
community.
We look forward to providing any additional information you may need and to continue working with you to
promote innovation and strengthen the Medicare and Medicaid programs for the beneficiaries they serve. If
you have any questions, please contact me.
Sincerely,

Andrea Gelzer, MD, MS, FACP
Senior Vice President & Corporate Chief Medical Officer

November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, Maryland 21244-1850
Dear Ms. Verma:
The AMGA appreciates the opportunity to comment on Centers for Medicare and Medicaid
Innovation's (CMMI) “Innovation Center New Direction” Request for Information (RFI). AMGA,
founded in 1950, represents more than 450 multi-specialty medical groups and integrated
delivery systems representing about 177,000 physicians who care for one-in-three Americans.
Our member medical groups strongly support CMMI's programming efforts and participate in
many of CMMI's demonstrations including most if not all of CMMI's demonstrations that qualify
as Alternative Payment Models (APMs) under the Center for Medicare and Medicaid Service's
(CMS') Quality Payment Program (QPP).
To begin, we have one overarching comment. The “New Direction” RFI makes repeated mention
of market forces and beneficiary choice. The RFI's overall intent is, as CMS states, to “test
market-driven reforms” and “reduce costs” by “engaging beneficiaries,” “empowering
consumers” and better “informing beneficiaries about their choices.” Thematically, the RFI asks
stakeholders to offer demonstration programming ideas that improve beneficiary education such
that they can make more informed coverage choices. AMGA has long supported this goal both
in previous comment letters and in published essays. In these writings AMGA has argued
beneficiaries would be more “engaged,” “empowered” and Medicare costs would be “reduced” if
CMS intentionally competed Medicare Fee For Service, Accountable Care Organizations (ACOs)
and Medicare Advantage (MA) programs.
The below comments are noted under the appropriate RFI focus areas.
Expanded Opportunities for Participation in Advanced APMs
Further Demonstrate ACO Innovations: CMS is well aware that the ACO program and the Pioneer
demonstration have achieved limited or modest success over the past five years, or between
2012 and 2016. CMS' Public Use File (PUF) data and data made available by CMS' contractor, RTI,
showed that, for example, for performance year 2016, only 129 out of 432 MSSP ACOs earned
share savings checks. The 30 percent of successful ACOs in 2016 was similar to the 29 percent in

2016, 26 percent in 2015 and 27 percent in 2014. Shared savings paid out, at slightly more than
$700 million, on $82 billion in total spending, was again highly concentrated. The 15 highest
performing 2016 ACOs received $265 million total in shared savings as compared to the 15
lowest performing shared savings ACOs that received $20 million in total. Success was largely
determined by an ACO’s financial benchmark. ACOs that earned shared savings in 2016 had a
reconciled benchmark 10% higher than all other ACOs, or respectively $11,614 per beneficiary
versus $10,563 per beneficiary. Concerning quality performance, as in previous years ACOs
earning shared savings did not measurably outperform all other ACOs. Specifically, 94.88
percent versus 94.59 percent, respectively. Those ACOs that fell below of their negative MLR
had a mean quality score of 98.6%.
We note these statistics to suggest there is ample opportunity for innovative demonstrations to
improve MSSP performance. Many of these proposed innovations have been discussed at length
by ACO stakeholders in numerous comment letters in response to proposed MSSP rules. These
include, for example, changes to beneficiary assignment and engagement, changes to risk
adjustment for the continuously assigned and making claims data more timely.
Despite being in its sixth performance year, the vast majority of ACO participants remain in the
“no risk” Track 1, or 95 percent in 2016 (410 out of 432). The question remains begged how to
incent providers to take on an ACO downside risk contract. (Per a recent IOG report the MSSP
has saved just $1 billion in its first three years. Medicare spending in 2016 was $689 billion.) To
accelerate Track 1 ACOs ability to take on financial risk CMS in its December 2014 ACO proposed
rule discussed “possible alternatives" that would allow ACOs to annually "split their ACO
participant TIN list into different risk tracks" during an agreement period. In this "segmented
lists" discussion, the agency outlined seven criteria to accomplish this. We note this related,
previous discussion because allowing ACOs to annually, incrementally move into risk
arrangements would prove to be valuable. Allowing an ACO to "accept varying degrees of risk"
within an agreement period would position the ACO to balance its exposure to and tolerance for
financial risk. This flexibility would create another glide path for providers. Quality
measurement could remain the same but reported by risk track. Benchmarking could be the
same if the option was limited to moving to Track 2. ACOs could also manage sub-populations
either by retrospective or prospective assignment.
Field Full Episode of Care Bundle Demonstrations: (We make this comment under this focus area
recognizing under, “Consumer-Directed Care and Market-Based Innovation Models,” CMS notes
“offering bundled payments for full episodes of care.”) As we have argued in CMS proposed rule
comment letters, among other things, short term bundled payment arrangements run the risk of
(further) fragmenting care and/or compromising care coordination. If designed or demonstrated
as full episode bundles or bundles for full cycles of care, these models can offer the beneficiary
greater choice and value and make the Medicare program more spending efficient. For chronic
conditions the defined period would likely be a year. For example, the Netherlands has been
treating type 2 diabetes for the past ten years and COPD patients for the past seven years under
bundle payment arrangements. We propose full episode bundles as a compliment to other pay
for performance reforms. For example, an ACO could identify a cohort or sub-population of
assigned beneficiaries that share a chronic condition for which the ACO cares for under a full
episode bundle payment arrangement. Some termed these “shadow bundles.” This solves or
addresses three immediate problems. Approximately half of the 48 Bundled Payments for Care
Improvement (BPCI) episodes do not lend themselves to 30 to 90 day bundles, such as
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congestive heart failure, COPD and diabetes. Second, imbedding a full episode bundled in an
ACO avoids, using CMS' phrase, having to “account for overlap,” an intractable overlap problem
with no satisfying solution. Third, it is anticipated CMS is soon to announce an advanced BPCI
demonstration. We encourage CMS to offer full episode arrangements under an advanced BPCI
demonstration. Appropriately constructed, these full BPCI episodes could also be defined as an
APM.
Improving HIT Interoperability: Recent research published in Health Affairs concluded that only
30 percent of hospitals in 2015 met all four domains of HIT interoperability: electronically finding;
sending; receiving; and, integrating information into electronic health records from outside
providers. This was a modest gain compared to 25 percent of hospitals in 2014. It appears the
Office of the National Coordinator's (ONC's) 2018 national objective of “widespread
interoperability” will not be met. As the authors conclude, absent interoperability, hospitals
asked to become APM partners will be require to provide “better management of patient
populations” which will be “difficult to achieve without robust interoperability.” If APMs are to
be adopted on a widespread scale, this issue needs to be a priority. The Innovation Center
should work to test incentives to increase HIT interoperability.
Better Engage the Health Care Plan Learning Action Network (HCPLAN): CMS created the
HCPLAN “to help advance the work being done across sectors to increase the adoption of valuebased payments and alternative payment models (APMs).” AMGA has been a strong supporter
of the LAN. We have written at least four comment letters in response to LAN white papers over
the past two years. Generally, we believe the LAN could be more effective in spreading
CMS/CMMI driven payment model innovation. For example, regretfully the LAN has recently
rejected the idea of developing operational and tactical support for commercial ACOs.
Consumer-Directed Care & Market-Based Innovation Models
Pursue Value: CMS states the agency “believes beneficiaries should be empowered as consumers
to drive change.” We interpret this to mean CMS is interested in providing beneficiaries with
greater value for their Medicare premium. AMGA has written at length that CMS should work
towards measuring for value, equate quality with spending or calculate health care outcomes
achieved relative to spending. AMGA has argued quality and spending be correlated in at least
seven comment letters: our September 2017 comment letter in response to the Yale's white
paper titled, “Hospital Quality Star Rating on Hospital Compare, Public Input Period” (subtitled,
“Enhancement of the Overall Hospital Quality Star Rating”); our August 2017 comment letter in
response to the proposed 2018 MACRA rule; our June 2017 response to HCPLAN's Alternative
Payment Model Framework; our April 2017 response to CMS' Episode-Based Cost Measure
Development for the Quality Payment Program; our June 2016 response to the MACRA proposed
rule; our June 2016 response to HCPLAN's Performance Measurement White Paper; and, in our
March 2016 response to CMS' Proposed Quality Measurement Development Plan.
Despite the considerable amount of financial resources providers are required to expend, clearly
noted in CMS' 2018 MACRA proposed and final rule impact tables, there is, again, no correlation
between quality and spending, or no measurement of value, in the MSSP program. As for
hospitals, as Anup Das and his colleagues noted in their May 2016 Health Affairs essay, “Adding A
Spending Metric To Medicare's Value-Based Purchasing Program Rewarded Low-Quality
Hospitals,” when CMS added a spending measure in 2015 to the Hospital Value Based Program
(HVBP) program, low-spending hospitals that received bonuses increased from 38 percent in
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2014 to 100 percent in 2015. This was despite the fact that low-quality hospitals, the authors
found, “performed significantly worse on almost all measures of quality, compared to the
medium- and high-quality hospitals that received bonuses.”
CMS has motivation and opportunity to test or demonstrate measuring for value. Beyond having
to build out the MACRA MIPS cost component, CMS should, over time, correlate the MIPS
quality component with the cost component. The 2015 MACRA funds $15 million annually
between 2015 and 2019 to identify gaps in MIPS quality measures. These funds could be used to
test new quality measures that align with MACRA's goal to develop "measures that reflect efforts
to lower costs and significantly improve outcomes." CMS could also work with the International
Consortium for Health Outcomes Measurement (ICHOM) to both exploit and develop additional
and much needed outcome measures. ICHOM currently fields 22 measure sets that the
organization argues covers half of the world-wide disease burden. Working with ICHOM also
provides an opportunity to compare Medicare program performance internationally.
California's Integrated Healthcare Association's (IHA's) value based pay for performance program
imposes both quality and spending thresholds. If neither threshold is met, the provider or
provider group's performance score is reduced. (In 2016 Andrew M. Ryan and his colleagues
published in Medical Care Research and Review a review of seven methodological approaches
that combine quality and spending to measure for efficiency.) Measuring for value could also be
forwarded via how the agency builds out MACRA-required care episode and patient condition
group codes that are intended to improve resource use measurement. Hospital-based bundled
payment arrangements, for example, ideally lend themselves to value-base performance
measurement scoring since they are intentionally designed to drive improved outcomes over
spending.
Patient Reported Outcomes (PROs)/Patient Report Outcome Measures (PROMs):
Currently, participants in the Comprehensive Care for Joint Replacement (CJR) demonstration
can voluntarily report patient functional status. ACO's use a patient reported depression
measure. CMS is anticipated to make a Measure Development Plan-related funding
announcement that will in part emphasize PROMs and we understand CMS participates as a
member of the ICHOM steering committee. Also, it is anticipated this year's National Quality
Forum's (NQF) Measure Applications Partnership (MAP) process will also address. The NQF
published a PROM-related report this past August titled, “Measuring What Matters to Patients.”
Since CMS emphasizes in this RFI “patient centered” care and improving care quality and choice,
AMGA strongly encourages the agency to develop and test more PROM-related quality measures.
Under this focus area AMGA would be remiss the association did not again note its concern
regarding risk adjusting performance measures. Specifically, our continuing concern that CMS
test accounting for social risk factors in developing quality measurement risk adjustment
approaches.
Date Transparency: This focus area notes, “beneficiaries should be empowered as consumer”
and “CMS may develop models to facilitate and encourage price and quality transparency.”
Therefore, AMGA recommends CMS make fully transparent ACO performance data including
making the agency's Shared Saving Portal (SSP), which is currently available to only ACO
participant, publicly available. Similarly, AMGA also supports bundled payment data or
performance transparency. For example, beneficiaries ought to be able to evaluate a lower
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extremity joint replacement by a setting's cost a quality performance. For example, how does a
hospital's hip replacement procedure compare against an ambulatory surgical centers in the
same market.
ACO Participation and Sharing in Saving and ACO Enrollment: This focus area also notes
“beneficiaries could choose to participate in arrangements that would allow them to keep some
of the savings.” We encourage CMS to demonstrate or demonstrate further a beneficiary's
ability to share in savings. This should exceed the current Next Generation ACO coordinated care
reward of $50 annually. Per CMS' statement, “Models we are considering testing include
allowing beneficiaries to contract directly with healthcare providers,” we support allowing
beneficiaries to choose to enroll in an ACO demonstration.
Physician Specialty Models
PTAC: AMGA supports the work of the Physician-Focused Payment Model Technical Advisory
Committee (PTAC). This past April the PTAC has recommended for limited testing Project Sonar
and the ACS-Brandeis Advanced APM. In September the PTAC also recommended for limited
testing Hackensack Meridian's Oncology Bundled Payment Program model as well as the Ichan
School of Medicine at Mount Sinai's HAH Plus or Hospital at Home Plus model. Per PTAC's
enabling legislation, the “Secretary shall review the comments and recommendations submitted
by the Committee . . . and post a detailed response to such comments and recommendations on
the Internet website of the Centers for Medicare and Medicaid services.” We encourage the
Secretary to promptly comment on or filed these four PTAC recommendations.
Medicare Advantage
Support Testing MA as an Advanced APM in Performance Year 2018: In our August 21 comment
letter in response to the proposed 2018 MACRA rule, we supported the agency's proposal to use
its demonstration authority to include in performance year 2018 MA under the all payer APM
option. We are pleased CMS finalized this decision in the 2018 MACRA final rule. AMGA
recently forwarded a letter to the Administrator again expressing support of a MA APM demo.
Expand the MA Value-based Insurance Design (VBID) Demonstration: The VBID demonstration
began this year in seven states and is designed to expand to 10 states in 2018. The
demonstration is currently addressing nine major chronic conditions that is designed to expand
to 11 in 2018. Currently, there are only nine plans in three states participating. Since CMMI is
fielding only one other demonstration that includes a few MA plans, the Oncology Care Model,
CMMI should work to expand participation in its VBID demonstration.
Publicly Report MA versus ACO Quality Performance: CMS states in this RFI the agency is
interested in “promoting competition based on quality.” In theory, a Medicare beneficiary could
learn how each MSSP ACO performed on each of the 34 ACO quality measures via
https://data.cms.gov/. 2016 quality performance for each MSSP ACO is at:
https://www.cms.gov/Research-Statistics-Data-and-Systems/Downloadable-Public-UseFiles/SSPACO/index.html. A beneficiary wanting to compare ACO quality performance against
MA quality performance could identify via CMS' website quality performance by each quality
measure for all MA plans in their region. However, this would not be instructive because MA
quality star scores noted are the average score for however many markets in which a plan
participates, not the score for the plan's performance in the beneficiary's specific zip code.
Perhaps not surprisingly, CMS recently announced the agency is in the early stages of developing
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Medicaid and CHIP scorecards that would publish Medicaid outcomes by state. Per our
comments above regarding the HCPLAN, it is worth noting in the commercial sector, a recent
report by the Altarum and the Catalyst for Payment Reform graded 42 states with an “F” on
quality transparency. Again, to “engage beneficiaries” and “empower consumers, CMMI should
demonstrate quality score transparency.
State-Based and Local Innovation, Including Medicaid-focused Models
Demonstrate Oregon's Coordinated Care Organizations (CCOs): Oregon's 1115 Medicaid waiver
CCO pay for performance program (in 2016 quality pool dollars equaled 4.25 percent of monthly
payments) has been nationally recognized for providing integrated, team-based, patientcentered care that is also population based and focused on reducing health care disparities. The
program is also noted for its ability to offer social service supports along with medical benefits
and for its Community Paramedicine Program. In 2016, counting challenge pool dollars, seven of
the 16 CCOs earned above 100 percent of their quality pool dollars and six earned more than 90
percent. Beyond quality improvement and spending efficiency the program is demonstrating
favorable spillover effects in the commercial plan market. We encourage CMMI to work to
spread CCO innovations within and beyond the Medicaid program.
Mental and Behavioral Health
Extend Telehealth Demonstration Waivers: To date CMMI has extended telehealth waivers to the
Comprehensive Care for Joint Replacement (CJR), ESRD Care (CEC), Comprehensive Primary Care
Plus (CPC+) and Next Generation ACO demonstrations. All demonstrations should equally
benefit from a telehealth waiver, particularly those that are also designated as APMs, i.e., the
Oncology Care Model (OCM). AMGA also encourages CMS to provide telehealth waivers in all
ACOs or Track 1, Track 1+, Track 2 and Track 3.
Test Inclusion of Mental/Behavioral Health Clinicians in APMs: Under MACRA, there are five
Eligible Professionals (EPs) identified for the 2017 and 2018 performance year and CMS proposes
to add eight more EPs beginning in performance year 2019. While none of the initial five are
mental or behavioral health clinicians, the eight EPs proposed for 2019 include clinical social
workers and clinical psychologists. According to the CDC approximately 20% of all visits to
primary care physicians in 2010 included at least one of the following five mental health
indicators: depression screening; counseling; a mental health diagnosis or reason for visit;
psychotherapy; or provision of a psychotropic drug. For individuals older than 75, 31 percent of
primary care visits were based on one or more of these five indicators. Because
mental/behavioral health is poorly integrated into primary care, primary care clinicians are
frequently inadequately trained in treating these diagnoses that causes as many as 50 percent of
patients with a mental/behavioral health disorder to go undiagnosed, and because CMMI has
done little if any work in improving mental/behavioral health, we urge CMMI to intentionally
design into its primary care demonstrations, moreover ACOs, integration of mental/behavioral
services.
Program Integrity
To Reduce Waste, Demo the Choosing Wisely Campaign: It is commonly estimated that up to 30
percent of care is either of no or low value, or constitutes waste. To address this problem the
ABIM Foundation launched the Choosing Wisely campaign in 2012. The campaign today consists
of recommendations to avoid no or low value care by over 500 specialty societies. Recent
research however found only 25 percent of physicians were aware of the campaign. Research
Page 6 of 7

has also found that organizational characteristics that reduced low-value care include a
commitment measuring value. CMMI and Choosing Wisely are natural partners. We encourage
the Innovation Center to partner with the Choosing Wisely campaign as it develops and reforms
its demonstrations.

If you have any questions about these comments, please do not hesitate to contact David
Introcaso, Ph.D., Senior Director of Regulatory and Public Policy.
Sincerely,

Jerry Penso, M.D., M.B.A.
President and Chief Executive Officer
AMGA
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Jason Spangler, MD, MPH
Executive Director
U.S. Health Policy & Reimbursement
Global Value Access & Policy
www.amgen.com

November 20, 2017
VIA ELECTRONIC DELIVERY

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building
Room 445-G
200 Independence Avenue SW
Washington, DC 20201
Re:

Innovation Center New Direction Request for Information

Dear Administrator Verma:
Amgen Inc. (Amgen) is pleased to have this opportunity to respond to the Innovation
Center New Direction Request for Information (RFI) from the Centers for Medicare & Medicaid
Services (CMS), published on September 20, 2017.1
As a science-led company, Amgen is committed to developing and delivering high
quality, targeted medicines that make a difference to patients’ lives and address some of
society’s most devastating and grievous illnesses. Our objective as an organization is aligned
with that of any quality healthcare system – to improve the health of the populations we serve,
and to deliver healthcare solutions that help individuals lead longer, healthier and more
productive lives. Our innovative medicines and healthcare policy solutions improve patient
productivity and quality of life, while helping to reduce healthcare and societal costs, such as
medical spending, hospital costs and physician office visit expenditures. We are working to:








Continue to be patient centered and support payment reforms that deliver high value
care to the patient;
Provide cost-effective solutions, including biosimilars, for patients around the globe;
Evolve manufacturing processes to drive down costs;
Develop advanced new technologies to engage patients and providers to ensure optimal
value is derived from our products;
Foster partnerships with payers to improve overall population health to ensure we are
delivering our medicines to the patients who need them most;
Accelerate discovery and development of new medicines through clinical trial
efficiencies; and
Continue to be a leading manufacturer of high-quality and reliably supplied medicines.

1

Centers for Medicare & Medicaid Services: Innovation Center New Direction, Sept. 20, 2017, available at
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf (“Request for Information”).
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Biopharmaceutical medical advances have the potential to improve the lives of
individuals and to reduce the costs of disease. As such, healthcare delivery reforms must
maintain incentives for continued development of innovations that address unmet medical
needs and improve patient outcomes. Amgen has a keen interest in collaborating with CMS and
other healthcare stakeholders on reforms that improve the healthcare system, in particular
patient access to high-value care that can improve their outcomes.
We appreciate this opportunity to share with CMS our recommendations regarding the
following four areas of potential innovation center initiatives and how to best structure them.
Our key recommendations address the guiding principles for model design as outlined by CMS
and the specific payment model focus areas of Prescription Drug Payment Models, Physician
Specialty Models, and Medicare Advantage (MA) Innovation Models. Our recommendations
include the following:
1. Guiding Principles: Amgen appreciates CMS outlining the agency’s guiding principles
for model design and request for feedback. We are supportive of many of the principles
CMS identified, in particular, models that are patient-centered, voluntary and tested in
small, targeted populations with thorough evaluation prior to potential expansion.
Transparency in model design and evaluation also is critical and we recommend the
guiding principles address the need for robust stakeholder engagement and input
through the development and evaluation of new payment models. Further, payment
reforms must maintain incentives for continued development of innovation that
addresses unmet medical needs and improves patient outcomes. Finally, we agree with
PhRMA that CMS should codify a revised set of guiding principles through notice and
comment rulemaking.
2. Prescription Drug Payment Models: Amgen is a leader in the still nascent field of
value-based payment models for prescription drugs and our comments reflect our
experience to date in development and implementation of value-based arrangements.
CMS can play a critical role in fostering growth and development of such models, while
preserving the well-functioning structure of the Medicare Part B and D programs. Amgen
urges CMS to address the significant regulatory barriers that impede greater use of
value-based payment models.
3. Physician Specialty Models: Amgen is supportive of payment and delivery models that
have the potential to improve patient access to innovative therapies, and that improve
quality and outcomes. We would like to work with CMS and other stakeholders to
develop models to support these goal. However, Amgen has significant concerns about
shifting to capitation-like pre-payment models when such models fail to account for the
unique needs of individual patients, do not have appropriate safeguards for patient
access to high quality care (including access to innovation that improves outcomes),
while increasing providers’ economic risk. Additionally, it is premature to incorporate
elements of the Oncology Care Model (OCM) into new payment models given that the
OCM is still in the early stages of being piloted and the impacts and outcomes of the
model remain unknown. Amgen has concerns about the existing OCM model that CMS
should address prior to deploying elements of the OCM in other new models.
4. MA Innovation Models: Amgen supports models that are designed to provide
beneficiaries with lower cost sharing and/or supplemental benefits to drive high value
care, such as the MA Value-Based Insurance Design (MA-VBID) Model. CMS should
consider additional flexibility within the MA-VBID pilot or new pilots aimed at reducing
patient cost-sharing for high-value services.

Amgen Inc. | Innovation Center New Direction Request for Information
November 20, 2017
Page 3 of 9
I.

Guiding Principles

In the RFI, CMS outlines guiding principles for its approach to new model designs,
including a focus on voluntary models, choice and competition in the market, patient-centered
care, benefit design and transparency, transparent model design and evaluation, and small
scale testing, and with a focus on key payment interventions rather than specific products.2
Amgen is generally supportive of these guiding principles, particularly the focus on patientcentered care, models that are voluntary in nature and that are tested in small populations with
thorough evaluation prior to potential expansion. Below we provide some additional
considerations for the guiding principles, including a principle on preserving access to
innovation, that we recommend CMS consider as an important element of both current and
future alternative payment models (APMs). We also echo PhRMA’s comments that CMS
should codify a revised set of guiding principles in regulation through notice and comment
rulemaking.
APMs should be developed with robust patient input and aim to increase the value
patients and their families find in the care they receive. Amgen is supportive of models that are
voluntary in nature and strongly opposes the use of mandatory payment models, particularly in
the vulnerable Medicare and Medicaid patient populations. Further, payment reforms must be
based on rigorous evidence and tested and proven in voluntary demonstration/ pilots of limited
size before broader implementation. We support transparency in evaluation of such models, but
also stress that there needs to be comprehensive analysis demonstrating that patient access to
quality care and outcomes are improved. Pilots, as well as any broader payment reforms,
require ongoing analysis to determine effectiveness and a process to adapt if the program is not
meeting goals or jeopardizing patient outcomes or access to care.
CMS discusses making sure that providers and beneficiaries have the information they
need to make their best decisions. Amgen is supportive of payment reform approaches that
preserve both provider and beneficiary choice of treatment and allow for heterogeneity of patient
preferences. Physicians and patients should be permitted to consider all components of value,
including clinical, humanistic, and economic benefits when making treatment choices. Payment
reforms should align with evidence-based treatment guidelines from specialty societies.
However, guidelines and quality measures commonly are population-based and therefore may
be more representative of an ‘average’ patient. Recognizing that no patient is average, payment
reforms must also be sufficiently flexible to accommodate exceptions given the heterogeneity of
treatment response.
Amgen strongly recommends that CMS incorporate a guiding principle around the
advancement of innovation in APMs. Biopharmaceutical medical advances have potential to
improve the lives of individuals and reduce the costs of disease. We have made tremendous
advances in cancer, as the cancer death rate has fallen by over 23% from 1991-2012.3 Further,
from 1988-2000, almost 86% of survival gains are attributable to innovations in treatment.4
Payment reforms must maintain incentives for continued development of innovation that
addresses unmet medical needs and improves patient outcomes. This could include carveouts, adequate payment adjustments for new technology, and timely requirements to update
guidelines, formularies, etc. for new technologies.
Further, Amgen emphasizes that payment reforms must ensure high quality care and
improved patient outcomes through appropriate, externally validated quality measures that have
established benchmarks and transparent methodologies. Quality measures should focus on
2

Request for Information, at 1-2.
American Cancer Society. Cancer Facts & Figures 2016.
4
Sun E, et al. Forum for Health Economics & Policy. 2010;13(2): Article 1.
3
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demonstrating improved patient life expectancy, disease control, quality of life, and other
attributes that are important to patients. In the OCM, for example, the Model largely uses
process rather than outcomes measures and because of this, many of these measures do not
accurately reflect patient outcomes. Incorporating outcomes measures into this Model is
important to balance its focus on costing cutting, which may result in underutilization of
necessary care. Because bundling and other models that shift risk to providers can shift
provider focus to cost minimization, meaningful incentives to improve quality should be equal to
or greater than incentives to reduce costs.
In addition to transparency in model design, the design of new payment models should
focus on specific clinical circumstances in order to enable outcomes-based measurement that is
directly relevant to the clinical condition. Overly broad designs do not allow for sufficient
oversight and measurement of patient outcomes in different clinical conditions. It also is
imperative that new models are designed and have sufficient oversight to prevent adverse
selection, including but not limited to appropriate risk adjustment. As risks shifts to providers
under new models, patient protections predicated on financial risk (such as those in Medicare
Part D and MA) should apply.
Finally, Amgen recommends that evaluations of pilots or demonstrations consistently
take into account other systematic savings beyond direct program costs, such as societal and
patient savings. We also suggest that CMS provide the necessary data capabilities to support
model requirements and that such data is provided in a user-friendly format.
Our comments on types of models addressed in the RFI are based on these principles.
II.

Prescription Drug Models

CMS seeks to test new models for prescription drug payment in Medicare Part B,
Medicare Part D, and state Medicaid Programs that would “incentivize improved health
outcomes for beneficiaries at lower costs and align payments with value.”5 Amgen is at the
forefront in development and implementation of value-based payment models for prescription
drugs and we are encouraged that CMS is seeking input on how to appropriately test valuebased payment initiatives in a measured and thoughtful manner. We believe that, if designed
appropriately and voluntary in nature, with consideration of the many factors that can complicate
these types of arrangements, value-based payment models have the potential improve patient
access to therapies and services for their medical conditions while potentially reducing costs to
patients and payers. In considering prescription drugs models, however, CMS should not
disrupt the structure of the Medicare Part B and Part D programs. There are important clinical
and operational distinctions between the Part B and Part D programs given the differing needs
of patients served under each program.
Successful and robust implementation of value-based payment models for drugs will
require CMS to address the significant regulatory hurdles that currently limit use of such models.
These include impediments such as Medicaid Best Price reporting requirements, constraints on
information-sharing between manufacturers and payers regarding clinical and health economic
information, and a lack guidance or safe harbors addressing value-based arrangements under
the Anti-Kickback Statute (AKS). In some cases, other price reporting obligations such Average
Sales Price (ASP) may be challenging. While the Innovation Center clear waiver authority in
some instances, such as with respect to the AKS requirements and with ASP reporting,
solutions are also needed outside of the Innovation Center to foster increased growth of these
arrangements. Moreover, there are other regulatory barriers, such as Medicaid Best Price,
5
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where we need to better understand the Innovation Center’s authority to make the appropriate
accommodations or whether collaboration with other Agencies or changes in statute are needed
to address the hurdles so that value-based contracting can be deployed and tested more
robustly.6 Finally, regulatory relief may be needed to provide flexibility to adjust formulary
designs (e.g., Medicare Part D specialty tier definition) as value-based arrangements will seek
to better align patient out of pocket spending with product value. This could include providing
exemptions for a lower cost sharing tier for clinically appropriate therapies.
Further, CMS must also recognize that value-based prescription drug models could
impose significant implementation requirements, including costs, for manufacturers, providers
and payers. These models require high quality information systems, databases, and operational
and analytic expertise. Payers likely would need databases to track individual patients and could
need patients to have standardized Electronic Medical Records (EMRs). Pharmacy and medical
systems would need to be compatible to measure and monitor outcomes and allow
retrospective data analysis.7 Prescribers and medical administrators would require extensive
training on measuring, monitoring, and adjudicating outcomes data generated for such
arrangements.8 CMS needs to be aware that that these costs may impede development of
value-based models, and the agency should consider ways to address them in development of
any new models.9
Finally, it is essential that any value-based models focused on prescription drugs do not
hinder timely patient access to the therapies they need and continue to maintain the
confidentiality of prescription drug pricing data. With respect to confidentiality, currently
information that manufacturers and wholesalers must disclose to the Secretary of Health and
Human Services (HHS) under a Medicaid Drug Rebate Program National Rebate Agreement,
for the purpose of calculating the Medicaid rebate and the payment for drugs under Medicare, or
to the Secretary of Veterans Affairs (VA) under an agreement specific to pricing for the VA, is
confidential.10 When adopting value-based prescription drug payment models, CMS should
continue to maintain the confidentiality of this pricing data. The authorizing statute for the
Innovation Center does not authorize CMS to waive provisions of Section 1927 of the Social
Security Act in adopting demonstration models.11 To the extent that CMS is permitted to waive
provisions of Section 1927 under other statutory waiver authorities, there are strong policy
reasons for why it should not do so. A manufacturer’s confidential pricing information is
proprietary and should not be publicized in any way that may make it available to the
manufacturer’s competitors. CMS therefore should consider the confidentiality of pricing
information as part of any prescription drug payment model that it may adopt.

III.

Physician Specialty Models

The Innovation Center is contemplating testing new specialty physician models to
improve quality and lower costs and engage specialty physicians in APMs.12 CMS explains that
one potential model, for cancer care in particular, could be to test full prepayment for Medicare
and Medicaid beneficiaries incorporating elements from the existing OCM.
Tara O’Neill Hayes, Current Impediments To Value-Based Pricing for Prescription Drugs, American Action Forum (AAF), June
2017, https://www.americanactionforum.org/research/current-impediments-value-based-pricing-prescription-drugs/. See also:
Network for Excellence in Healthcare Innovation (NEHI) White Paper, Value-based Contracting for Oncology Drugs, October 2017,
https://www.nehi.net/writable/publication_files/file/nehi_vbconcology_final.pdf.
7
Vindell Washington and Andy Slavitt, “Building the Value-Based Health Care System of The Future Depends on Meeting
Clinicians’ Data Needs,” Health Affairs, January 17, 2017, http://www.healthaffairs.org/do/10.1377/hblog20170117.058345/full/.
8
Id.
9
Hayes, Current Impediments, AAF.
10
Social Security Act (SSA) § 1927(b)(3)(D) (codified at 42 U.S.C. § 1396r-8(b)(3)(D)).
11
SSA § 1115A(d)(1) (codified at 42 U.S.C. § 1315a(d)(1)).
12
Request for Information, at 4.
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Amgen is supportive of payment and delivery models that have the potential to improve
patient access to innovative therapies, and that improve quality and outcomes. We believe that
payment reforms should preserve both physician and patient choice of treatment and allow for
heterogeneity of patient preferences. Physicians and patients should be permitted to consider
all components of value, including clinical, humanistic, and economic benefits when making
treatment choices. We would like to work with CMS and other stakeholders to develop models
to support these goals. However, before significant economic risk is shifted to providers through
pre-payment or capitation-like models it is imperative that models account for the unique needs
of individual patients, have appropriate quality safeguards with a strong focus on improving
outcomes, and robust risk adjustment given the well documented inherent risk of
underutilization and cherry-picking under such models.13
Additionally, Amgen supports the OCM’s goals of “utilizing appropriately aligned financial
incentives to improve: 1) care coordination, 2) appropriateness of care, and 3) access for
beneficiaries undergoing chemotherapy.”14 Amgen strongly believes, however, that it is
premature to incorporate elements of the OCM into new payment models given that the OCM is
still in the early stages of being piloted and the impacts and outcomes of the model remain
unknown. Practices have yet to even receive reconciliation reports for their first performance
period. Specifically, Amgen has five overarching concerns with the OCM that CMS should
address prior to deploying elements of the OCM in other new models.
a. CMS should ensure that models provide sufficient incentives for innovation and
appropriate protections to ensure patient access to novel therapies.
Amgen was encouraged that final specifications for the OCM did include an adjustment
for novel therapies. However, we are concerned that as currently designed this adjustment does
not sufficiently protect Medicare patient access to innovation. As explained previously, payment
reforms must maintain incentives for continued development of innovations that address unmet
medical needs and improve patient outcomes. The OCM baseline methodology, which is based
on historical spending, and novel therapy adjustment to the benchmark price are not sufficient to
meet this objective. The novel therapy adjustment provides limited support for the use of
innovative therapies and new indications for therapeutics. Further, it is not clear if the novel
therapy adjustment is applicable to supportive care agents or indications. Supportive care plays
an important role in the treatment of cancer patients and aligns with the model’s aim to improve
high-value care, improve medical outcomes for cancer patients, and reduce unnecessary or
preventable healthcare costs. Supportive care agents can help patients avoid hospitalizations
and continue on planned chemotherapy treatments.
Further, the adjustment relies on a comparison of use of novel therapies by OCM
practices versus non-OCM practices, which creates uncertainty for providers, and the
adjustment only covers a portion of the costs. This approach to the adjustment does not remove
the disincentive that exists under this shared savings payment model to use new technologies
since the baseline is based on historical spending. We recommend that CMS remove the cost of
new technologies from actual spending calculations until the use of new technologies can be
reflected in the benchmark in the OCM and in future APMs that are based on historical
spending.

Michael Porter and Robert Kaplan, “How to Pay for Health Care,” Harvard Business Review, August 2016,
https://hbr.org/2016/07/how-to-pay-for-health-care (“data on outcomes and costs needed to set prices are difficult to obtain;
differences in risk across patients are hard to assess, which will lead to cherry-picking; and bundled payments won’t rein in
overtreatment.”).
14
Center for Medicare & Medicaid Innovation, Oncology Care Model Overview, May 2017, at 5,
https://innovation.cms.gov/Files/slides/ocm-overview-slides.pdf.
13
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Moreover, the OCM does not appear to have a mechanism to routinely assess patient
access to innovative therapies to ensure that appropriate therapies are an option for every
patient. This may create barriers to patient access to innovative therapies and potentially impact
patient outcomes and quality of care.
Improvements to methodologies for the novel therapy adjustment, determination of
payment targets and performance payments calculations should be implemented in the OCM
and any future models to safeguard beneficiary access to innovation and quality of care. CMS
must ensure that models provide incentives for appropriate use of all innovative therapies,
including supportive care agents.
b. CMS should ensure that models have appropriate and sufficient safeguards to protect
against barriers to access to care for patients under the model, including appropriate
quality measures.
Amgen is concerned that the safeguards in place in the OCM are insufficient to balance
the model’s emphasis on cost-cutting and to mitigate the potential risk of unintended
consequences such as shift to less appropriate therapies or biases in patient selection towards
healthier patients. In the OCM, for example, episodes of care are triggered by the
administration of chemotherapy treatments. This places undue emphasis on drug costs and
may create unintended and inappropriate incentives that could influence objective clinical
decision making. This could be addressed by providing an appropriate, patient-based
adjustment to target costs based on patient risks profiles and patient characteristics.
Additionally, the OCM should seek to be more holistic and to incorporate an expanded
selection of relevant quality measures that more closely reflect practice-level quality and patient
outcomes. Multiple quality measures included in the OCM are narrowly defined and limited in
scope, and therefore not applicable to many practices. Further, outcomes-based quality
measures should be incorporated into the OCM.
Amgen urges CMS to address these issues in the OCM and in any potential future
models.
c. CMS should be transparent about the data used to create each model and evaluate
performance under it.
Payment reforms should be developed through a predictable and transparent process
for stakeholder input, including notice and comment rulemaking. Data on outcomes, access,
and cost generated through pilots or reforms should be shared with stakeholders though a
transparent and recurring process that allows stakeholders to participate in ongoing evaluation
of the results achieved.
Under the OCM, stakeholders, including patient groups and manufacturers, lack visibility
and input into key elements of the program such as the details of quality measure calculation
and baseline cost and quality data. In fact, CMS does not make many of the key documents
describing the program’s policies and operation available to key stakeholders in the healthcare
industry, including patient groups and manufacturers, and, instead, shares this information
exclusively with participating practices. The lack of transparency for key elements of the OCM
raises concerns for patients. For example, patients may not be aware of the potential influence
of the OCM on their care and thus may be less able to protect themselves against risks such as
diminished therapeutic choice, variation from recommended therapeutic regimens, and lack of
access to innovative therapies.
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For the OCM and all future models, CMS should increase transparency and information
sharing for all patients and stakeholders. CMS should also ensure that patients receive
balanced information and education on models they are subject to, including understanding the
payment model and how it could impact their access to therapy.
d. CMS should ensure that individual patients’ values are prioritized and measured.
Payment reforms should aim to increase the value patients and their families find in the
care they receive. In other words, the OCM and any future models should ensure that individual
patient preferences and choice are considered, including their preferences for where they seek
care and the course of treatment they receive. For example, Medicare patients selecting an
OCM practice are required to participate in the OCM. If the patient does not wish to participate
in the OCM, they must receive their care elsewhere because there are no exception
mechanisms in place. Because many of the participating entities are tertiary level specialized
providers, this may limit local options for patients and effectively subvert patient autonomy and
choice. CMS must immediately act to preserve patient choice at OCM participating practices
and create a mechanism for patients to opt out should they not want to participate in the OCM.
This concept should also be carried forward to any potential new models.
e. CMS should ensure that changes in Medicare’s payment rates and policies outside of a
model do not incentivize providers to shift sites of service under the OCM and related
models
CMS should ensure that changes in payment rates and policies outside of proposed or
adopted APMs will not inappropriately penalize or reward APM participants for changes in their
overall costs that are beyond their ability to influence patterns of care. For example, CMS
recently finalized its policy to reimburse hospitals for 340B-purchased drugs at ASP minus 22.5
percent instead of ASP plus 6 percent, subject to certain exceptions, while increasing payment
for all other non-drug items and services under the OPPS by 3.2 percent.15 When CMS
implemented comprehensive ambulatory payment classifications (C-APCs), payment rates for
some procedures increased due to expanded packaging of other services, while total payment
for certain combinations of procedures fell significantly.16 These changes could make it appear
that costs for participants in certain APMs, such as the OCM, have dropped where those
patients are referred to chemotherapy services furnished by 340B program hospitals under the
model, or make costs appear to have increased simply because Medicare changed the method
for calculating the reimbursement rate. These changes therefore will not capture improvements
in decisions made by practitioners to coordinate and manage a patient’s care but instead will
capture an overall change in payment rates under the Medicare program and how providers
respond to it. APM model participants should not be rewarded for these changes through a
model such as the OCM when they have absolutely nothing to do with the care provided.
Similarly, where other payment changes cause model participants’ costs to appear to rise, those
participants should not be penalized for changes that were beyond their control.
In addition, changes in reimbursement could incentivize model participants to change
the site of service for patients for chemotherapy or for other services in favor to 340B program
sites in an effort to reduce the cost of the services they provide. CMS should monitor changes in
site of service for beneficiaries receiving their care from model participants. Again, these
changes may be due to changes in payment rates, not in changes in care coordination and
management services on the part of APM participants. In particular, CMS should monitor
whether these changes in site of service are occurring within the OCM and, if so, update the
15

Medicare Program: Hospital Outpatient Prospective Payment and Ambulatory Surgical Center Payment Systems and Quality
Reporting Programs (CY 2018); CMS-1678-FC, at 1077, https://s3.amazonaws.com/public-inspection.federalregister.gov/201723932.pdf.
16
See, e.g., 81 Fed. Reg. 79564, 79584 (November 14, 2016).
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current benchmarks and cost calculations as needed to make sure that OCM participants are
not benefiting from changes in 340B-purchased drug reimbursement under Medicare by shifting
the site of service in which they provide care.
While this comment is specific to the OCM, CMS should consider implications for other
payment models with a shared savings component. Moving forward, it will be important to
carefully monitor for new payment policy changes and their interactions with existing payment
models being tested and to make modifications, as appropriate.
IV.

MA Innovation Models

CMS is interested in exploring new models in the MA market and the regulatory flexibility
that be may necessary for the purposes of testing these models. Amgen supports the ongoing
MA-VBID Model which provides plans with flexibility to reduce cost sharing and/or provide
supplemental benefits to drive high value care to certain patient populations. Importantly,
targeted enrollees can never receive fewer benefits or have to pay higher cost-sharing than
other enrollees as a result of the model.17 Currently, the MA-VBID Model includes 11 insurance
plans in 7 states and applies to 7 conditions: diabetes, chronic obstructive pulmonary disease
(COPD), congestive heart failure (CHF), patient with past stroke, hypertension, coronary artery
disease, and mood disorders. Starting in 2018, rheumatoid arthritis, and dementia will also be
included conditions.
CMS should consider complimentary pilots to further explore reduced cost sharing
and/or provisions of supplemental benefits to drive high value care to certain patient
populations. This could be done in several ways. The MA-VBID Model could be expanded to
additional states, on a voluntary basis, following its limited test in 7 states and evaluation.
Another option would be to test other chronic conditions with significant impact on the Medicare
program, such as osteoporosis. In tandem to the above recommendations, Amgen also
supports a revision of the regulatory limitations that apply to marketing of plan designs and cost
sharing adjustments. Amgen supports a reduction in these limitations to allow plans some preenrollment marketing of plan designs and cost sharing adjustments to beneficiaries.
*

*

*

*

*

We appreciate your consideration of our comments on the Innovation Center’s New
Direction RFI. We look forward to continuing to work with CMS to ensure Medicare’s
reimbursement methodologies foster medical advancements and promote patient access to vital
treatments. Please contact me if you have any questions regarding our comments.
Sincerely,

Jason Spangler, MD, MPH
Executive Director
U.S. Health Policy and Reimbursement
17

Medicare Advantage Value-based Insurance Design Model, https://innovation.cms.gov/initiatives/vbid/.

Centers for Medicare & Medicaid Services: Innovation Center New
Direction
I. Background
One of the most important goals at CMS is fostering an afordable,
accessible healthcare system that puts patients frst. Through this
informal Request for Information (RFI) the CMS Innovation Center
(Innovation Center) is seeking your feedback on a new direction to
promote patient-centered care and test market-driven reforms that
empower benefciaries as consumers, provide price transparency,
increase choices and competition to drive quality, reduce costs, and
improve outcomes. The Innovation Center welcomes stakeholder
input on the ideas included here, on additional ideas and concepts,
and on the future direction of the Innovation Center.
II. Provisions of this RFI
A. Guiding Principles
While existing partnerships with healthcare providers, clinicians,
states, payers and stakeholders have generated important value
and lessons, CMS is setting a new direction for the Innovation
Center. We will carefully evaluate how models developed consistent
with the new directions can complement what we are learning from
the existing initiatives. The Innovation Center will approach new
model design through the following guiding principles:
1) Choice and competition in the market – Promote competition
based on quality, outcomes, and costs.
2) Provider Choice and Incentives – Focus on voluntary models, with
defned and reasonable control groups or comparison populations,
to the extent possible, and reduce burdensome requirements and
unnecessary regulations to allow physicians and other providers to
focus on providing high-quality healthcare to their patients. Give
benefciaries and healthcare providers the tools and information
they need to make decisions that work best for them.
3) Patient-centered care – Empower benefciaries, their families, and
caregivers to take ownership of their health and ensure that they
have the fexibility and information to make choices as they seek
care across the care continuum.
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4) Beneft design and price transparency – Use data-driven insights
to ensure cost-efective care that also leads to improvements in
benefciary outcomes.
5) Transparent model design and evaluation – Draw on partnerships
and collaborations with public stakeholders and harness ideas from
a broad range of organizations and individuals across the country.
6) Small Scale Testing – Test smaller scale models that may be
scaled if they meet the requirements for expansion under 1115 A(c)
of the Afordable Care Act (the Act). Focus on key payment
interventions rather than on specifc devices or equipment.
The Innovation Center is interested in testing models in the
following eight focus areas: (1) Increased participation in Advanced
Alternative Payment Models (APMs); (2) Consumer-Directed Care &
Market-Based Innovation Models; (3) Physician Specialty Models; (4)
Prescription Drug Models; (5) Medicare Advantage (MA) Innovation
Models; (6) State-Based and Local Innovation, including Medicaidfocused Models; (7) Mental and Behavioral Health Models; and (8)
Program Integrity. However, the Innovation Center may also test
models in other areas.
B. Potential Models
1. Expanded Opportunities for Participation in Advanced APMs
In April 2015, Congress passed the Medicare Access and CHIP
Reauthorization Act of 2015 (MACRA) that repealed the Sustainable
Growth Rate formula for updating the Medicare physician fee
schedule, and replaced it with a series of fxed statutory updates
and a Quality Payment Program that includes the Merit-Based
Incentive Payment System (MIPS) and Advanced APMs. CMS
administers the Quality Payment Program, and the Innovation
Center bears primary responsibility for development of policies and
operations relating to Advanced APMs. Eligible clinicians who are
Qualifying APM Participants (QPs) for a year from 2019 through
2024 receive a lump sum APM incentive payment and, beginning for
2026, a diferentially higher update under the Medicare physician
fee schedule. Eligible clinicians who are QPs for a year are also not
subject to the MIPS reporting requirements and payment
adjustment.
CMS expects that the number of eligible clinicians choosing to
participate in Advanced APMs will grow over time. To facilitate this
growth, CMS seeks comment on ways to increase opportunities for
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eligible clinicians to participate in Advanced APMs and achieve
threshold levels of participation to become QPs. CMS has received
feedback from the healthcare provider community on the extensive
and lengthy process that is required for a model to qualify as an
Advanced APM. CMS seeks feedback from stakeholders on ways the
Administration can be more responsive to eligible clinicians and
their patients, and potentially expedite the process for providers
that want to participate in an Advanced APM. CMS also seeks
guidance from the stakeholders on ways to capture appropriate
data to drive the design of innovative payment models and
strategies to incentivize eligible clinicians to participate in
Advanced APMs.
2. Consumer-Directed Care & Market-Based Innovation Models
CMS believes benefciaries should be empowered as consumers to
drive change in the health system through their choices. Consumerdirected care models could empower Medicare, Medicaid, and CHIP
benefciaries to make choices from among competitors in a marketdriven healthcare system. To better inform consumers about the
cost and quality implications of diferent choices, CMS may develop
models to facilitate and encourage price and quality transparency,
including the compilation, analysis, and release of cost data and
quality metrics that inform benefciaries about their choices. CMS
will consider new options for benefciaries to promote consumerism
and transparency. For example, benefciaries could choose to
participate in
arrangements that would allow them to keep some of the savings
when they choose a lower-cost option, or that incentivize them to
achieve better health. Models that we are considering testing
include allowing Medicare benefciaries to contract directly with
healthcare providers, having providers propose prices to inform
benefciary choices and transparency, ofering bundled payments for
full episodes of care with groups of providers bidding on the
payment amount, and launching preferred provider networks. CMS
solicits feedback from patient and consumer advocacy groups, the
healthcare provider community, as well as experts in the technology
industry, and other stakeholders that can provide creative ideas on
how to operationalize these principles in models that best serve
patients in terms of cost, quality, and access to care.
3. Physician Specialty Models
a. Physician Specialty Models
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The Innovation Center is interested in increasing the availability of
specialty physician models to improve quality and lower costs and
engage specialty physicians in alternative payment models,
especially for independent physician practices. One potential option
may be to include specialty physician management of a defned
population of benefciaries with complex or chronic medical
conditions, including multiple chronic conditions. This may include
the specialist serving as the primary source of care and providing
care coordination for medically complex benefciaries. Another
option may be paying healthcare providers for limited episodes of
care based on quality measure performance and competitive
pricing. For cancer care in particular, a model could test full
prepayment for Medicare and Medicaid benefciaries, with care
provided in collaborative networks, possibly incorporating elements
from the existing Oncology Care Model. CMS solicits feedback from
the provider community, patient and consumer advocacy groups,
and other stakeholders regarding their best ideas for new physician
specialty models and appropriate quality measures.
b. Physician-Focused Payment Model Technical Advisory Committee
(PTAC) Recommended
Models
In addition to creating MIPS and Advanced APMs, MACRA also
creates incentives for physicians to participate in Alternative
Payment Models (APMs), including the development of physicianfocused payment models (PFPMs). Section 101(e)(1) of MACRA
creates the Physician-Focused Payment Model Technical Advisory
Committee (PTAC). PTAC makes comments and recommendations to
the Secretary on proposals for physician-focused payment models
submitted by individuals and stakeholder entities. The Secretary
may choose to recommend Innovation Center testing of models
recommended by PTAC.
4. Prescription Drug Models
CMS wants to test new models for prescription drug payment, in
both Medicare Part B and Part D and State Medicaid programs that
incentivize better health outcomes for benefciaries at lower costs
and align payments with value. Models that better align incentives
and engage benefciaries as consumers of their care can continue to
improve patient outcomes while controlling drug costs. Models that
contemplate novel arrangements between plans, manufacturers,
and stakeholders across the supply chain, including, but not limited
to innovative value based purchasing arrangements, and models
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that would increase drug pricing competition while protecting
benefciaries’ access to drugs are of particular interest.
5. Medicare Advantage (MA) Innovation Models
CMS wants to work with Medicare Advantage (MA) plans to drive
innovation, better quality and outcomes, and lower costs. CMS
seeks to provide MA plans the fexibility to innovate and achieve
better outcomes. CMS is currently implementing an MA plan model,
the Medicare Advantage Value-Based Insurance Design (VBID)
model, that provides beneft design fexibility to incentivize
benefciaries to choose high-value services; but this model could be
modifed to provide more fexibility to MA plans and potentially add
additional states. More generally, CMS is
interested in more models in the MA plan space and regulatory
fexibility as necessary for purposes of testing such models. CMS is
potentially interested in a demonstration in Medicare Advantage
that incentivizes MA plans to compete for benefciaries, including
those benefciaries currently in Medicare fee-for-service (FFS),
based on quality and cost in a transparent manner. CMS is also
interested in what additional fexibilities are needed regarding
supplemental benefts that could be included to increase choice,
improve care quality, and reduce cost. Additionally, CMS seeks
comments on what options might exist beyond FFS and MA for
paying for care delivery that incorporate price sensitivity and a
consumer driven or directed focus and might be tested as
alternatives to FFS and MA.
6. State-Based and Local Innovation, including Medicaid-focused
Models
States play a critical role in innovation and delivery of high quality
care. CMS wants to partner with states to drive better outcomes for
people based on local needs. CMS and the Innovation Center have
worked with states on a variety of initiatives including the State
Innovation Models, Innovation Accelerator Program, Strong Start
and Medicaid Incentives for the Prevention of Chronic Diseases
Model. These eforts and a variety of successful State-led models
provide lessons learned for advancing innovation. Through this
model focus area, States could drive reform and innovation.
Healthcare providers and states would work with CMS to develop
state-based plans and local innovation initiatives to test new
models. Models would vary based on the needs and goals of each
state for improving care and lowering costs, but could include
providing states with more fexibility for multi-payer reforms as well
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as increasing opportunities for physicians serving Medicaid and
CHIP populations to participate in value-based payment models.
Models specifc to Medicaid populations would also be considered.
CMS would rely on authority under sections 1115 and 1115A of the
Act in developing and implementing such models.
7. Mental and Behavioral Health Models
CMS is actively exploring potential models focused on behavioral
health, including focus areas such as opioids, substance use
disorder, dementia, and improving mental healthcare provider
participation in Medicare, Medicaid, and CHIP through models that
enhance care integration and/or utilize episode payment. CMS is
interested in stakeholders’ views of the best payment models and
state and local interventions to improve care in these areas.
8. Program Integrity
CMS is seeking comment on ways that CMS may reduce fraud,
waste, and abuse and improve program integrity. The costs and
efectiveness of diferent approaches to program integrity could be
tested to help CMS fnd the ideal balance between burdens on
patients and additional workload created for the physician and
efectiveness of the review. Such an approach could be tested as
part of a new model and/or be layered on top of other models.
C. Questions
1. Do you have comments on the guiding principles or focus
areas?
1) Choice and competition in the market – Promote
competition based on quality, outcomes, and costs.
Anth m b li v s that valu -bas d population h alth programs must
d sign, d v lop and d liv r programs that comp t bas d on quality,
outcom s and costs and that th y must do this whil of ring
attribut d m mb rship ahigh p rforming n twork that m ts n twork
ad quacy guid lin s. How v r, curr nt n twork ad quacy guid lin s
ar writt n in ways that, in som cas s, r quir pay rs tocontract with
multipl hospital syst ms within ag ographically proximat mark t.
Th hospital’s awar n ss of th n d for th ir contractual participation
in th n twork, v n though th y ar oblig d to provid car toall
M dicar r cipi nts, allows th m to d mand r imburs m nt rat s in
xc ss of usual and customary M dicar rat s. This driv s up th
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costs of h alth car without any d monstrabl improv m nt in d liv ry
of car .
W propos that for full-risk b aring valu -bas d population h alth
d monstrations consid ration b giv n to amodifcation of th n twork
ad quacy guid lin s wh r th d monstration ntity can att st to th
proximat availability of th full sp ctrum of s rvic s n d d to m t
th n ds of th m mb rship within th community. B caus having
acc ss to th information r garding th clinical cours of th m mb rs
is critical to optimal transitional car manag m nt, out- of-n twork
inpati nt faciliti s that provid car for d monstration m mb rs should
b r quir d to provid all ncount r data for v ry pisod of car as a
condition of paym nt for s rvic s d liv r d. This will l v l th
conomic playing f ld for car d liv ry syst m d monstration mod ls
att mpting to control l akag in th ir attribut d m mb rship and aid in
th manag m nt of b n fciari s across th continuum of car .
2) Provider Choice and Incentives – Focus on voluntary
models, with defned and reasonable control groups or
comparison populations, to the extent possible, and reduce
burdensome requirements and unnecessary regulations to
allow physicians and other providers to focus on providing
high-quality healthcare to their patients. Give benefciaries
and healthcare providers the tools and information they need
to make decisions that work best for them.
W b li v that th proactiv and compr h nsiv docum ntation of
th m dical, b havioral, functional, social, nvironm ntal and
conomic d t rminants of h alth is ss ntial to optimal population
manag m nt. W also f l that th curr nt m thods of obtaining this
information ar both in f ctiv and in fci nt. As th costs of
l ctronic data coll ction, storag and analysis has d clin d ov r tim ,
th limitations inh r nt in having provid rs obtain, support and
op rat individual El ctronic M dical R cord syst ms hav b com
vid nt. Most of th s syst ms hav limit d or nodata transf r
conn ctivity functionality. Eforts to addr ss som of th s limitations
through l ctronic h alth information xchang s hav b n
chall nging du to fnancial, r gulatory and int rop rability
constraints. Th variabl functionality and suboptimal conn ctivity has
imp d d th r quisit tri-dir ctional transf r of information b tw n
th pati nts, th provid rs and th pay rs. The ra id reduction in the cost of
data acquisition, aggregation and analysis su orts the case for develo ing value-based
information and care management solutions that favor functionally su erior
standardization over s ecialized client customization Such im rovements would allow
the information highway functions as a ublic utility (like the interstate roadways). To
continue the analogy, rivate contractors would have the o tion of bidding on the contract
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for the construction of these “roads” and would utilize a anel of subject matter ex erts to
design the ro osal request in a matter that rovides for the current needs while having
ada tability for future needs. The ability to build in more so histicated security measures
should be im roved by the standardization of data collection and aggregation. This
would still allow customization of data analysis, re orting and utilization at the end user
level. Such a utility would enhance the effectiveness and efficiency of front line care
roviders while lowering the cost of doing business. It would also accelerate the ability
to develo better redictive analytic tools for better management. CMS should su ort
demonstration rojects that test the feasibility of such a model on a small scale to identify
and solution for challenges to broad base im lementation (statewide, regional or national)
in the future.
3) Patient-centered care – Empower benefciaries, their
families, and caregivers to take ownership of their health and
ensure that they have the fexibility and information to make
choices as they seek care across the care continuum.
Catalyzing th appropriat tri-dir ctional transf r of disparat h alth
data to b n fciari s, th ir famili s, car giv rs and pay rs would mak
r al-tim or n ar r al-tim shar d clinical d cision making functionality
a r ality, r duc r dundant or unn c ssary diagnostic or th rap utic
s rvic s, acc l rat comparabl
f ctiv n ss r s arch in car
d liv ry. This will h lp b n fciari s und rstand th ir h alth, w lln ss
and car manag m nt options.
4) Beneft design and price transparency – Use data-driven
insights to ensure cost-efective care that also leads to
improvements in benefciary outcomes.
Catalyzing th appropriat tri-dir ctional transf r of disparat h alth
data to b n fciari s, th ir famili s, car giv rs and pay rs would aid
int llig nt, mark t-sp cifc b n ft d sign focus d on quality and pric
transpar ncy This will h lp b n fciari s und rstand th ir h alth,
w lln ss and car manag m nt options.
5) Transparent model design and evaluation – Draw on
partnerships and collaborations with public stakeholders and
harness ideas from a broad range of organizations and
individuals across the country.
Comparabl
f ctiv n ss r s arch would aid int llig nt mark tsp cifc mod l d sign and valuation.
6) Small Scale Testing – Test smaller scale models that may be
scaled if they meet the requirements for expansion under 1115
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A(c) of the Afordable Care Act (the Act). Focus on key payment
interventions rather than on specifc devices or equipment.
Anth m supports small scal t sting of innovativ mod ls with avi w
toward an “id at fast, fail fast and l arn fast m thodology”. That
said, mod ls must b d sign d with scalability option that supports th
inv stm nt in r sourc s n c ssary to support aviabl and sustainabl
valu -bas d population h alth manag m nt mod l.
2. What model designs should the Innovation Center consider
that are consistent with the guiding principles?
Mod ls that driv th clinical, op rational and fnancial alignm nt of
pay rs, provid rs, car d liv ry syst ms and b n fciari s with r gard
to low ring h alth car costs through m asurably improving th h alth
of th b n fciari s with particular mphasis on b n fciari s with th
gr at st burd n of illn ss. Sp cial att ntion should b giv n to
programs that h lp improv th ability to f ctiv ly and fci ntly
pr dict and r duc burd n of illn ss by compr h nsiv ly addr ssing
th social d t rminants of h alth.

3. Do you have suggestions on the structure, approach, and
design of potential models? Please also identify potential
challenges or risks associated with any of these suggested
models.
Whil w b li v th r ar many ways tostructur aviabl valu bas d population h alth manag m nt program, w f l th r ar
ss ntial cor comp t nci s. Th program must b d sign d with th
m mb r-c ntric int nt of proactiv ly and compr h nsiv ly: 1)
id ntifying and docum nting th individual burd n of illn ss for ach
attribut d m mb r (m dical, b havioral, functional, nvironm ntal,
social and conomic), 2) id ntify and clos , as b st possibl , all known
gaps in car (m dical, b havioral, functional, nvironm ntal, social and
conomic) and 3) allocat clinical, op rational and fnancial r sourc s
in amann r that r duc s avoidabl
pisod s of car and low rs th
cost of appropriat and b n fcial car products and s rvic s and disinc ntiviz s m dically d liv ry syst ms with th d sir and capacity to
cr at such a mod l struggl tosustain th s programs long nough to
acquir th signifcant attribution to driv proftability. W propos that
consid ration b giv n to innovativ mod ls that can facilitat th
acquisition unn c ssary r qu sts. Our xp ri nc has r v al d that
oft n provid r groups and car of “critical volum attribution” whil
d monstrating th capacity to guarant
savings and improv
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p rformanc and quality m trics. Additionally, w hav found that
many ntiti s fnd th cost and workfow to bring signifcant chall ng s
of int grating disparat h alth data from multipl sourc s and imp d
f ctiv and fci nt population h alth manag m nt. Finally, th r
r main signifcant obstacl s to th tri-dir ctional transf r of information
b tw n th b n fciari s/car giv rs, th provid rs/car d liv ry
syst m and th pay rs.
4. What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
Though much progr ss has b n mad in aligning physician inc ntiv s
and car d liv ry syst ms around quality and p rformanc m asur s
forts toward m mb r ngag m nt, ducation and mpow rm nt in
h alth improv m nt strat gi s, w b li v that s lf-dir ct d w lln ss
and shar d clinical d cision making hav d monstrat d variabl
r sults, particularly in individuals with th gr at st social d t rminants
of h alth burd ns. As th valu of pati nt-g n rat d h alth data
b com s mor
vid nt, population h alth programs will b inv sting
r sourc s in acquiring this information. Anth m b li v s that xploring
alt rnativ paym nt mod ls that allow innovativ m thods for
comp nsating attribut d m mb rs and or th ir car giv rs for th ir
contributions to th improv d coll ction, analysis, r porting and
utilization of disparat h alth information would h lp to b tt r align all
stak hold rs in th car manag m nt proc ss and acc l rat th
much-n d d r s arch on improving pr dictiv analytics. Emphasis
could b plac d on proc ss manag m nt inc ntiv s that b n fciari s
across th board can m t.

5. How can CMS further engage benefciaries in development of
these models and/or participate in new models?
Th r is consid rabl
vid nc tosupport th b li f that most
M dicar and M dicaid b n fciari s hav alimit d fund of knowl dg
with r gard to th
xt nt (and limitations) of s rvic s and products
provid d to th m through CMS. Inv sting r sourc s in mor
f ctiv
ngag m nt and ducation of b n fciari s about CMS and its mission
is an unm t n d that will not only rais awar n ss of th ag ncy but
mak b n fciari s b tt r consum rs of th s rvic s and products
provid d. Th
xpansion of digital ngag m nt m dia pr s nts
opportuniti s for innovativ solutions by can nhanc CMS’ infu nc
with this b n fciari s.
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6. Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?
Anth m f ls that gr at r f xibility for full risk valu -bas d population
h alth ntiti s to of r attribut d m mb rs s rvic s and products
b yond thos r quir d, but not sp cifcally d lin at d in th product
d scription, would giv th s programs gr at r latitud in m ting and
social d t rminant of h alth d fcits for th ir attribut d population.
Exampl s could includ ab n fciary pr s nting to an Em rg ncy
Room that, upon valuation, is d t rmin d not to r quir an acut or
sub-acut inpati nt admission for th saf and f ctiv manag m nt
of th m mb r but is thought, for non-m dical d t rminants of h alth
r asons, could b n ft from short t rm r sid nt housing solutions as a
transitional car option.
7. Are there any other comments or suggestions related to the
future direction of the Innovation Center?
The introduction of Medicare Part A and Part B were game-changers for low-income
seniors in communities around America and, frankly, for the hos itals and roviders that
had served them for years without adequate com ensation. Medicare Part C, Medicare
Advantage, has hel ed to better align the incentives of those that rovide care so as to
focus the allocation of resources and the develo ment of rocesses toward revention,
early detection and wellness. But the shift from a fragmented, acute-in atient-focused,
volume vs value rewarded health care delivery model has been slow. At the same time,
the costs of managing the o ulation with the greatest burden of illness in our country
has risen ex onentially- increasing not only the medical burden on the communities in
which they reside but also im osing em loyment, business develo ment and olitical
challenges for those with fiduciary accountability for these beneficiaries. The Center for
Medicare and Medicaid Services request for information to seek new solutions affords
the o ortunity for innovative ublic- rivate collaborations that can align the dis arate
community, health system and state olicy stakeholder interests and encourage
investment in the develo ment of best-in-class value based o ulation health latforms
across the continuum of care that addresses the social determinants of health while better
educating and engaging beneficiaries and informing the rogress of redictive analytics
and com arable effectiveness research. The infrastructure built to o timize the health
and wellness of Medicare-Medicaid Dual eligible beneficiaries will lead to im roved best
ractice care delivery for individuals regardless of their ty e of insurance.
By 2030, th r will b 70,000,000 s niors in th U.S. W lack th
infrastructur to f ctiv ly and fci ntly manag our curr nt s nior
population. Your vision in plotting this n w dir ction is both
ncouraging and xciting and of rs hop that w will cr at amod l
that giv s s niors aw lln ss and h alth manag m nt program
b ftting th gr at st nation civilization has v r built.
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Resources to submit comments can be found on
https://innovation.cms.gov/initiativ s/dir ction/. Comments will be
received through November 20, 2017.
Special Note To Commenters:
Whenever possible, respondents are asked to draw their responses
from objective, empirical, and actionable evidence and to cite this
evidence within their responses.
This RFI is issued solely for information and planning purposes; it
does not constitute a Request for Proposal, applications, proposal
abstracts, or quotations. This RFI does not commit the Government
to contract for any supplies or services or make a grant or
cooperative agreement award. Further, CMS is not seeking
proposals through this RFI and will not accept unsolicited proposals.
Responders are advised that the U.S. Government will not pay for
any information or administrative costs incurred in response to this
RFI; all costs associated with responding to this RFI will be solely at
the interested party’s expense. Not responding to this RFI does not
preclude participation in any future procurement or program, if
conducted. It is the responsibility of the potential responders to
monitor this RFI announcement for additional information pertaining
to this request.
Please note that CMS will not respond to questions about the policy
issues raised in this RFI. CMS may or may not choose to contact
individual responders. Such communications would only serve to
further clarify written responses. Contractor support personnel may
be used to review RFI responses.
Responses to this RFI are not ofers and cannot be accepted by the
Government to form a binding contract. Information obtained as a
result of this RFI may be used by the Government for program
planning on a non-attribution basis. Respondents should not include
any information that might be considered proprietary or
confdential. This RFI should not be construed as a commitment or
authorization to incur costs for which payment would be required or
sought. All submissions become Government property and will not
be returned. CMS may publicly post the comments received, or a
summary thereof.
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Anthony Mader
Vice President, Public Policy
Anthem, Inc.
1121 L Street
Sacramento, CA 95814

Submitted Electronically to: CMMI_NewDirection@cms.hhs.gov and via online submission
November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Request for Information (RFI) on Centers for Medicare & Medicaid Services’ Innovation Center New
Direction
Dear Administrator Verma:
Anthem, Inc. (“Anthem”) appreciates the opportunity to provide comments in response to the Centers for Medicare
& Medicaid Services’ (CMS) Innovation Center’s (CMMI) Request for Information (RFI), released on September
20, 2017, to gather feedback on a new direction to promote patient-centered care and test market-driven reforms.
With over 73 million people served by its affiliated companies including more than 40 million enrolled in its family
of health plans, Anthem is one of the nation's leading health benefits companies. One in eight Americans receives
coverage for their medical care through Anthem's affiliated plans.
Overview: Guiding Themes and Priorities
Anthem strongly supports CMS’ efforts to evaluate the future of CMMI. We agree that CMMI, through its ability
to test new approaches and models addressing the delivery of health care, is a powerful tool for improving quality
and reducing costs within the Medicare and Medicaid programs. CMMI has taken a number of steps over the last
seven years to facilitate the movement away from a fee-for-service (FFS) system that rewards volume and towards
one that emphasizes value, quality, and innovation, but more can be done to truly transform health care payment
and delivery. This RFI represents an important opportunity for CMS to collaborate closely with stakeholders—
including beneficiaries, health plans, providers, states, and others within the health care community—to ensure that
CMMI’s “new direction” is one that promotes patient-centered and consumer-directed care, flexibility, choice, and
market-based innovation.
As CMMI moves in this new direction, Anthem has specific recommendations on each of the Innovation Center’s
areas of focus (our detailed comments begin on Page 4). At the same time, we offer several guiding themes and
priorities and provide a brief overview of our recommendations as follows.

1

Promote Patient-Centered and Consumer-Directed Care
While consumers are increasingly engaged in their health care, navigating the system to identify affordable, highquality, and innovative options that meet a patient’s unique needs can still be a challenge. Anthem is committed to
ensuring our members have the tools necessary to make important health care decisions for themselves and their
families, and urge potential CMMI model tests be designed to empower patients to be engaged in their own health
care. Any future CMMI model tests must ensure beneficiaries are adequately informed and continue to have access
to quality care. CMMI should also consider beneficiaries’ families and caregivers when determining whether a
model is supporting the delivery of patient-centered care.
Promote Data and Information Sharing
We urge CMMI models to promote collaboration among payers and appropriate information sharing—missing and
lagged data prevents providers from developing a truly patient-centered approach to managing care. Electronic
health record (EHR) interoperability is the cornerstone for state of the art medical care, enhancing patient
satisfaction and enabling data sharing in the event of national security events. Despite recognition of the importance
of interoperability, it has been widely documented that that EHR systems and fractured and siloed, and that more
work is also needed to create adequate exchange of health information. While CMS has made great strides in
promoting access to and utilization of EHR, continued investments in its infrastructure are needed to secure the
success of future CMMI tests.
Account for Social Determinants of Health (SDoH)
As CMMI looks to promote patient-centered care, Anthem also recommends that models appropriately understand
and account for the impact of SDoH. In our work across states and markets, there is a growing focus on addressing
SDoH to better serve members holistically and improve health outcomes and cost effectiveness over time. We
recommend CMMI examine the role of SDoH in state-based, and especially Medicaid-based, models and examine
ways for the health care system to coordinate effectively with the broader system of social supports, including
housing, employment, and education supports, nutrition, and non-medical transportation.
Ensure Provider and State Engagement
A key to any successful payment and delivery reform is provider and, as appropriate, state engagement. As CMMI
contemplates potential new models, it will be important to ensure that providers and states are appropriately
educated about the opportunities available to them and the expectations associated with participation. As models
are implemented, CMMI must provide clear information regarding timelines and goals (both for itself and for
participants), provide technical assistance and training to ensure challenges are mitigated and/or resolved as quickly
as possible, and disseminate learnings regarding best practices. These kinds of activities and milestones offer clear
signals to providers and states that CMMI is committed to the successful testing of new initiatives, and provides the
reassurances these stakeholders need to invest their time and resources.
Maintain the Value of Medicare Advantage (MA) and Medicare Part D
More than 18 million beneficiaries rely on MA plans to receive valuable, affordable health care that includes an
array of important benefits not available in FFS. The comprehensive, coordinated care offered by MA plans helps
beneficiaries achieve better outcomes, lower readmissions rates, and higher rates of preventive care visits when
compared to FFS—leading to high rates of satisfaction among MA plan enrollees. Today, the MA program is more
efficient than traditional Medicare at delivering benefits and care to seniors and individuals with disabilities. These
results show the critical role of the private sector and government working together—efficiently and effectively.
They also demonstrate that proven approaches—like coordinated care and a focus on wellness and prevention—
deliver real value and are essential to success.
2

Medicare Part D covers most medications that are not otherwise covered by Medicare Part A or Part B. Over the
past 10 years, Part D has been a model of consumer choice and market competition that has improved access to
prescription drugs and reduced out-of-pocket costs for tens of millions of beneficiaries. Today, 43 million seniors
and individuals with disabilities are covered by private plans participating in the program, and enrollees are
overwhelmingly pleased with their coverage and benefits.
Thus, Anthem strongly supports CMS’ intention to work with MA and Part D plans to drive innovation, better
quality and outcomes, and lower costs. We believe that CMMI can modify current demonstrations—such as the
MA Value Based Insurance Design (VBID) model test and the Enhanced Part D Medication Therapy Management
(MTM) model test—and implement additional model tests (e.g., providing additional flexibility around
supplemental benefits, and promoting value-based contracting for prescription drugs) aimed at providing MA and
part D plans the flexibility to innovate and achieve better outcomes, all the while supporting transparency and
patient-centered care.
We also note that the RFI indicates potential CMMI interest in an MA demonstration “that incentivizes MA plans
to compete for beneficiaries, including those beneficiaries currently in Medicare fee-for-service (FFS), based on
quality and cost in a transparent manner.” Existing competition in the MA and Part D programs is robust. Under
the current structure of the MA and Part D programs, plans already have strong incentives to compete with one
another for beneficiaries—including those beneficiaries enrolled in FFS or other MA plans, or newly eligible for
Medicare—based on quality and cost. Among other incentives:


In MA, plans with high quality performance, as determined by achievement on the Star Ratings, receive
higher payment benchmarks and rebates, and in turn, those higher quality plans can provide greater value to
enrollees relative to their competitors, such as reduced cost sharing and enhanced benefits.



Likewise, MA plans have strong incentives to coordinate care and manage total costs of care, in order to
maximize the value of the benefits that they can offer to beneficiaries relative to their competitors, to attract
enrollees.



In MA and Part D, plans with 5-Stars are afforded year-round open enrollment, affording beneficiaries who
want to move into a 5-Star plan a special enrollment period.



In Part D, premiums and out-of-pocket costs for medications are the primary driver of beneficiaries’ plan
choice, giving plans direct and strong incentives to lower costs relative to their competitors.



Furthermore, in Part D, plans that bid below the low-income benchmark premium amount are eligible for
auto-enrollment of certain low-income subsidy (LIS) eligible beneficiaries.



MA and Part D plans’ Star Ratings, along with premiums and expected out-of-pocket costs, are published
on the Medicare Plan Finder website to aid beneficiaries in making a plan selection.



Plans with the highest ratings (5 Stars) are rewarded with a special high-performing icon and plans with the
lowest ratings (less than 3 Stars) are marked with a low-performing warning icon.

As evidenced above, a demonstration that would test “competitive bidding” in MA is not warranted; MA is already
a competitive marketplace. We have strong concerns about a “competitive bidding” program because of the
potential for such a program to result in a “race to the bottom” with negative consequences for beneficiaries.
Instead of upending the program, CMS should take steps to enhance and strengthen the current MA and Part D
programs. This would include taking steps to enhance beneficiaries’ understanding of their choices, including the
value that MA plans offer relative to the FFS program. For example, Anthem recommends that CMS work with
stakeholders to develop a system to measure the quality of care received by beneficiaries in traditional Medicare,
similar to the Star Ratings that exist for MA plans. Beneficiaries comparing their coverage options would then be
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able to use the FFS quality ratings to compare the performance of traditional Medicare (including Part D plans and
Medigap plans) against MA plan options in their service areas.
Additionally, CMS should modify the Plan Finder to give beneficiaries a complete picture of their financial
obligations under various coverage options. Today, when beneficiaries are comparing FFS to MA, the Plan Finder
does not include the costs associated with a standalone Part D Plan (PDP) or Medigap plan, both of which are
commonly purchased by enrollees in FFS, and neither of which are separately needed by beneficiaries choosing an
MA-PD plan. Therefore, beneficiaries do not see a true apples-to-apples comparison of their costs under each
coverage option. CMS should work with stakeholders to improve the Medicare Plan Finder so that beneficiaries
have a clearer and better understanding of their Medicare coverage options and the costs and quality associated with
each.
If CMS is intent on moving forward with a “competitive bidding” demonstration, it is incredibly important that FFS
be included as part of the bid calculation. This will mitigate the potential for a “race to the bottom” because having
the FFS program included in the bid would help moderate aggressively-low bids with plan features that are not in
the best interest of beneficiaries in the long-term.
Maintain the Value of Medicaid Managed Care
Medicaid health plans are at the forefront of implementing programs across the country that promote high-quality,
coordinated care for millions of individuals, including lower-income individuals, people with disabilities, pregnant
women, and children. More than 52 million low-income individuals rely on private health plans for their Medicaid
coverage.
Anthem’s unique position of serving the Medicaid and state-sponsored health program needs of more than 6.4
million members across 20 states provides us with a mature understanding of the trends, best practices, and lessons
learned across the Medicaid managed care industry. As CMMI considers state-based and Medicaid-focused models,
we believe that new models should drive efficiency, promote more integrated care delivery, and test innovations
that will be easily replicated by other states. Additionally, CMMI should ensure that successful models and
programs have a clear path to permanency to continue meeting the needs of state Medicaid programs the
individuals that rely upon them. With these goals in mind, and consistent with CMMI’s guiding principles, Anthem
offers the following as areas where models should be tested: managed long-term services and supports (MLTSS),
and state-based waiver programs. Anthem supports testing new models and innovative ideas in these areas to
identify successful programs and approaches that can then be scaled and adapted for diverse states and markets.
Detailed Response
I.

Expanded Opportunities for Participation in Advanced APMs


Do you have comments on the guiding principles or expanded opportunities for participation in
Advanced APMs (AAPMs)?

As CMS advances payment and delivery system models that focus reimbursement on delivery of high
quality and cost effective care, Anthem serves as an experienced partner in transforming health care from a
FFS or “pay-for-volume” system to one which focuses on value and quality. Anthem engages in alternative
payments models across the many markets and health care programs in which we participate, including in
commercial insurance, and the Medicare and Medicaid programs. Today, nearly 60 percent of Anthem’s
reimbursements are value-based models—including shared savings agreements, shared risk arrangements,
and population-based payment structures—supporting high quality care and better health outcomes.
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However, more can be done across the health care system to increase the development of and participation
in value-based alternative payment models.
We commend CMS’ commitment to test inclusion of MA alternative payment arrangements as AAPMs.
Potential CMMI demonstrations in this arena will help CMS, in collaboration with its payer and provider
partners, in moving further toward shared risk and population-based payments, create strong financial
incentives for limiting care duplication, and appropriately compensate value-creating activities, such as
care coordination—all of which will lead to improved care for beneficiaries at lower costs to the federal
government. We have specific recommendations outlined in the responses below.


What expanded opportunities for participation in AAPM model designs should the Innovation
Center consider that are consistent with the guiding principles?

Anthem commends CMS for acknowledging that there is merit in testing the effects of incentives for
eligible clinicians to participate in alternative payment arrangements with MA, especially in the case of
eligible clinicians who would not receive credit for such participation under the regular APM incentive
rules. As CMS pursues this idea, Anthem reiterates our recommendation that CMS test risk-based financial
arrangements between MA plans and individual clinicians/clinician groups as qualifying AAPMs under
rules pursuant to the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA).
Value-based contracts between MA plans and providers groups have been found to improve utilization,
such as increasing office and preventive visits, decreasing emergency department and inpatient hospital
admissions, and increasing survival rates. Surveys suggest that while the vast majority of MA plans have
some form of value-based contracts with network providers — ranging from patient-centered medical
homes and bundled payments to shared savings/risk and global capitation — there is substantial
opportunity to expand.
A voluntary demonstration under Section 1115A authority testing AAPMs in MA is consistent with
CMMI’s guiding principles of small-scale testing and provider choice and incentives. Such a demonstration
would further encourage providers to move away from volume-based payments towards risk-based
contracts and help meet CMS’ stated goals of moving more providers towards value-based payment
arrangements. It would also reward the successful, innovative patient-centered care practices that MA plans
and providers have already developed—and that CMMI aims to promote—to improve care delivery, better
outcomes, and lower costs for Medicare beneficiaries.


Do you have suggestions on the structure, approach, and design of potential expanded
opportunities for participation in AAPM models? Please also identify potential challenges or
risks associated with any of these suggested models.

Anthem has the following recommendations on the structure, approach, and design of demonstrations
involving AAPMs.
Expand participation in AAPMs
An approach CMS could take is to consider the following providers as participating in Medicare AAPMs
for Qualifying APM Participant (QP) determination purposes:
1) Contract with MA plans, and
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2) Meet requirements regarding EHR usage, quality, and financial risk as defined in MACRA
For example, payments received from the MA plan, or patients served that were enrolled in the MA plan,
would be taken into account in determining whether a provider meets the 25 percent minimum Medicare
payment amount threshold or 20 percent minimum Medicare patient threshold, respectively.
As with the existing AAPM track, an APM incentive payment for these QPs would then be calculated
based on the total amount of FFS Medicare payments received. Providers participating in the demonstration
would be exempt from the Merit-based Incentive Payment System (MIPS), including both reporting
requirements and any payment adjustments. This approach would align with existing rules under MACRA
that exempt QPs participating in Medicare AAPMs from MIPS.
Under this approach, CMS should deem provider contracts with MA plans that include reporting under the
Star Ratings System to meet the requirement of reporting on quality measures comparable to those used
under MIPS, given the strong role that the Star Ratings program plays in MA. CMS should also permit
flexibility in meeting EHR and financial risk requirements, such that alternative criteria may be applied to
meet an equivalent standard, to continue to promote the type of private sector innovation observed to date.
Permit Advanced Payment to Support Provider Investments in Infrastructure
Another design element that CMS should consider would allow for advance payment to providers that do
not currently qualify as QPs. This type of funding mechanism would create access to the capital required to
invest in the infrastructure (e.g., IT, data analytic, patient engagement) necessary for transitioning to risk
based payment arrangements. CMS could use the Advanced Payment accountable care organization (ACO)
Model as a guide, which makes several types of upfront payments to participating providers as an advance
on shared savings the organizations are expected to earn under the model.
Calculate Expected Savings over the Duration of the Demonstration and Include Impact to MA and FFS
With respect to measuring the demonstration’s ability to reduce federal spending, or to remain budget
neutral while enhancing quality, CMS should consider potential savings over the duration of the test, rather
than on a year-by-year basis. This approach would appropriately recognize the time it can take to realize
the positive impacts resulting from changes in practice patterns and improved care coordination and disease
management.
CMS could consider reducing the potential costs of the program by making providers eligible for a range of
bonus payments attributable to participation in an MA AAPM rather than a flat 5 percent bonus. The
largest payments could be reserved for providers in certain arrangements (e.g., capitation) that may be
expected to achieve the greatest savings. Even if a provider receives a reduced amount, when it is combined
with savings from avoiding MIPS reporting requirements, it could help providers adopt AAPMs.
In considering potential sources of savings, CMS should consider the impact on the MA program, as well
as the FFS program. By encouraging MA providers to adopt AAPMs, the demonstration can reduce MA
plan bids, thereby reducing costs to the government. Value-based contracting in MA has been found to
improve utilization and health outcomes which, over time, will lower MA plans’ cost of care. As such,
increases in value-based contracting arrangements should lead to lower MA costs – and therefore lower
MA bids. Similar to the evaluation approach that CMS is using for the MA VBID model, CMS could
evaluate an MA AAPM demonstration for its impact on: outcomes, satisfaction, and out-of-pocket costs;
expenditures for participating health plans; and plan bids over time to determine if the model results in
savings.
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Consideration must also be given to the potential savings for the FFS program. Research demonstrates that
where penetration is strongest, the MA program has had a “spillover effect” of decreases in Medicare FFS
spending. Researchers have found that in counties with high baseline MA penetration rates, each 10percentage point increase in MA penetration was associated with a decrease in FFS spending of $154 per
patient annually.1 The adoption of AAPMs in MA by providers who might otherwise remain in MIPS could
lead to changes in practices of care that will result in cost savings in the FFS program. Therefore, these
savings should also be factored into the demonstration.
Reduce Administrative Burden Placed on Providers
In order to reduce physician burden, the demonstration should include a physician-initiated attestation
process that would be limited to the collection of minimum, necessary data. Through this attestation
process, clinicians would indicate the percent of payments, or patients, associated with qualifying MA
payment arrangements. Inclusion of an attestation process would not only minimize administrative burdens
for CMS, plans, and providers, but would also help to ensure that proprietary or commercially sensitive
information is adequately protected. Any payer-initiated attestation process would be voluntary.
Ensure any Demonstration is Voluntary Supports Private Market Innovation, and Does Not Disclose
Competitively Sensitive Information
Finally, we note that Section 1854 (a)(6)(B)(iii) of the Social Security Act prohibits CMS from interfering
in the terms and conditions of an MA organization’s contracts with providers. CMS cannot, under the
statute, dictate pricing or contract terms between MA plans and their network providers. Moreover, specific
information on risk sharing, capitation amounts, or shared savings arrangements between MA plans and
their network providers is likely to be proprietary and commercially sensitive and disclosure of such
contract-specific details would be anti-competitive. Therefore, while this demonstration would make
important strides in encouraging providers to adopt APMs, it is critical that the demonstration remain
voluntary, that it not involve the disclosure of competitively sensitive information, and that it otherwise be
designed in a way to best preserve private sector negotiations and the principles of the noninterference
clause.


What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?

MA plans have a long history of managing and coordinating care for members, via a long-standing
infrastructure that is required to support risk-based arrangements. In these arrangements, MA plans bear the
risk of caring for their members via receipt of a capitation payment from CMS. In addition, MA plans have
led the creation of multiple innovative partnerships with providers—so that providers may share in the
benefits and risk of providing high quality care to our members. MA organizations have established the
infrastructure that is necessary to promote care coordination and risk sharing relationships with providers,
including development of robust networks, IT systems, and reliable data and data sharing mechanisms. Any
efforts to improve/expand risk-bearing arrangements in Medicare should thus focus on MA and not create
additional options that needlessly create more complexity in an already complicated program.
As CMS and CMMI consider new ways to pay for care delivery that emphasizes price sensitivity and
consumer engagement—including care integration and risk-sharing models in the FFS system—CMS must
1 Johnson, Garret et. al. “Recent Growth in Medicare Advantage Enrollment Associated with Decreased Fee-for-Service Spending in Certain
US Counties.” Health Affairs. September 2016. http://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2015.1468?journalCode=hlthaff.
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ensure that there remains a strong role for managed care. New models should rely on and use the
infrastructure that MA organizations have built, rather than using limited resources to reinvent the system.
Relying on this existing infrastructure will allow new partnerships to evolve, by building upon bestpractices and minimizing the administrative hurdles that impede beneficiary care.


How can CMS further engage beneficiaries in development of expanded opportunities for
participation in AAPM models and/or participation in new models?

Outreach to stakeholders, especially beneficiaries, patient advocates, and providers, is critical to the success
of any CMMI effort. Outreach includes helping stakeholders understand the potential benefits of a model or
change and secures their engagement early in the process. With any demonstration, CMMI must ensure that
communication and marketing rules enable participating organizations to communicate clearly and openly
with eligible stakeholders. It is critically important to make sure that beneficiaries are aware of available
programs as early as possible so that they 1) are not confused about what is available to them, and 2) are
immediately able to reap the rewards of a demonstration test. This transparency will, in turn, maximize the
opportunity for improved outcomes.
The Innovation Center should work with plans, beneficiaries, and patient advocacy groups to ensure
educational materials are clear and appropriate. Providers should also be equipped with the education
opportunities and tools so they can either answer patient questions directly or know where to direct patients
and their caregivers for additional information.


Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?

CMS has the legal authority to use Section 1115A of the Social Security Act to test new models with the
potential to lower costs and maintain or improve quality of care. CMS should use this authority to design
demonstration projects in the areas outlined above to assess the impacts on beneficiary outcomes, quality,
and program costs.

II.

Consumer-Directed Care & Market-Based Innovation Models


Do you have comments on the guiding principles or Consumer-Directed Care & Market-Based
Innovation Models?

While consumers are increasingly engaged in their health care, navigating the system to identify affordable,
high-quality, and innovative options that meet a patient’s unique needs can still be a challenge. Anthem is
committed to ensuring our members have the tools necessary to make important health care decisions for
themselves and their families. With a focus on consumer-driven care, delivery and payment reforms, and
innovative, efficient technology, health plans are uniquely positioned to support CMS in promoting choice
and competition in the market, patient-centered care, benefit design and price transparency.
Our detailed recommendations are below.
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What Consumer-Directed Care & Market-Based Innovation Model designs should the
Innovation Center consider that are consistent with the guiding principles?

Anthem recommends the following model concepts, and which are consistent with CMMI’s guiding
principles.
 Promote Medigap Innovation


Modernize Medicare Plan Finder and the Default Enrollment Process

Expanded information is below.


Do you have suggestions on the structure, approach, and design of potential Consumer-Directed
Care & Market-Based Innovation Models? Please also identify potential challenges or risks
associated with any of these suggested models.

Promote Medigap Innovation
Medigap plans are an essential supplement to the Medicare benefit for many seniors—in fact, over 30
percent of all Medicare FFS beneficiaries have a Medigap plan.2 While Medigap plans do an excellent job
helping Medicare beneficiaries meet the financial burden of their care, significant restrictions limit the
ability of Medigap plans to contribute to improving the quality of care received by beneficiaries. Today,
Medicare beneficiaries may choose from one of 11 standardized benefit designs. While this standardization
facilitates beneficiary “apples-to-apples” comparison, it stifles innovation by plans that could improve care
quality and health care outcomes. Furthermore, these restrictions limit Medigap plans’ ability to
successfully pursue cost-savings that could be incorporated back into the system and help improve care.
To address these issues, Anthem recommends that CMMI test a combination of Medigap-focused models
that are consistent with the guiding principles of promoting choice and competition, patient-centered care,
and benefit design and price transparency.


Innovative Plan Designs: CMS should consider a demonstration which provides flexibility, allowing
Medigap plans to incorporate VBID elements. This demonstration would encourage Medigap plans to
innovate, offering greater value to beneficiaries, while generating lower costs for both beneficiaries and
the program. For example, depending on current plan design, a Medigap plan could lower copayments
or offer premium discounts or deductible credits to beneficiaries who select providers identified as high
value.
For any Medigap demonstration to be successful, it is important that plan sponsors receive meaningful
flexibility to alter plan designs in ways that can truly impact care. Currently, Medigap plans have very
limited ability to influence beneficiary behaviors and treatment choices. Even if plan sponsors choose
to introduce care management programs, they cannot require members to participate. To be effective,
Medigap plans should be able to provide incentives for using preferred provider networks and
implement limited prior authorization policies to incent the use of high-value care.
Complementing this more flexible approach, Medigap plans could choose to implement care
management services and tools to reduce Medicare spending and improve beneficiary care, as is
permitted under current law. In addition, these services could either be required or incentivized through
VBID tools. For example, plans may choose to sponsor case management initiatives targeted at

2 Medicare Payment Advisory Commission. “Trends in Medigap Enrollment, 2010 to 2015.” February 2017. http://www.medpac.gov/-blog/trends-in-medigap-enrollment-2010-to-2015/2017/02/13/trends-in-medigap-enrollment-2010-to-2015.
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beneficiaries transitioning from the hospital to home or beneficiaries living with chronic conditions that
place them at high risk of hospitalization.
Medigap plans should be free to offer all existing Medigap policies. Furthermore, under our proposal,
Medigap policyholders would retain the right to utilize all Medicare-participating providers, but their
Medigap plan may incentivize a high-value provider, as identified by the plan, with lower cost-sharing
or deductible credits.


Shared Savings: Plan participation should be encouraged through shared savings agreements that allow
Medigap plans and CMS to share the benefits of reduced costs. If a Medigap plan were to invest in care
management on its own today, the plan would see only see approximately 20 percent of any savings
realized—which might not even offset the plan’s investment—and the remainder would accrue to the
Medicare program. Specifically, CMS could test a model under which shared savings would be used in
the Medigap market to align Medicare, Medigap, and beneficiary incentives toward the delivery of
high-value care. The federal government would establish an appropriate benchmark for Medicare
spending. Medigap plans that achieve the spending targets will share in the savings that accrue to
Medicare. Plans that do not will be charged a penalty. To ensure that the quality of care received by
beneficiaries is not negatively affected by these changes, CMS should work with the National
Association of Insurance Commissioners (NAIC) to measure the use or impact of specific case
management and care coordination programs implemented as part of a Medigap demonstration. As
Anthem has strongly advocated, these measures should be appropriately adjusted for plans serving high
concentrations of low socioeconomic status beneficiaries.



Beneficiary Choice: The principle of beneficiary choice should be retained. Beneficiaries should
continue to be able to enroll in existing Medigap plan offerings and continue enrollment in their current
plan.



Enhanced Tools to Facilitate Plan Selection: While today beneficiaries can compare MA plans to one
another and separately compare Medigap plans to one another, they do not have an easy way to
compare the benefits and total cost of coverage across these different options. In order to assist
beneficiaries in choosing the right plan for their particular situation, a Marketplace-style plan
comparison and purchasing system could be created for Medicare overall, which permits cost and
benefit comparisons across original Medicare, Medigap, and MA plans. The goal is to ensure
beneficiaries understand their options and have accurate information to choose the plan that is best for
them.

Modernize Medicare Plan Finder and the Default Enrollment Process
Given Medicare is a substantial payer of services, it can have a reinforcing impact on private sector
innovation. The recent withdrawal of the CMS regulation that would have implemented bundled payments
in FFS shows that it can be difficult for the federal government to implement its own payment reform
programs. However, MA continues to be a source of health care delivery reforms that improve quality and
reduce costs.
When individuals become eligible for Medicare, they should no longer be enrolled, by default, in FFS when
they do not make an active enrollment choice—instead, beneficiaries should have to make an explicit
choice of enrolling in an MA plan or staying within traditional Medicare.
Under current policy, newly eligible Medicare beneficiaries who do not make an active enrollment choice
are, by default, enrolled in original FFS Medicare. To ensure that patients end up with the care that is the
best for them, improving engagement and satisfaction, which would ultimately lead to improved outcomes
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and decreased costs, CMMI should modernize the Medicare Plan Finder tool to provide beneficiaries with
complete information regarding the premiums, out-of-pocket costs, and quality ratings associated with all
Medicare coverage options available (including FFS, Medigap, and MA) and test an alternative process that
requires beneficiaries to make active enrollment selections when reaching Medicare eligibility.
Modernizing the Medicare Plan Finder tool is critical to increasing beneficiary awareness and
understanding of coverage options. By enhancing this tool, CMMI would be providing beneficiaries with
the complete information needed to facilitate enrollment in the coverage best suited to meet their particular
needs—and could therefore conduct a demonstration project to assess the impact of requiring beneficiaries
to make an active enrollment selection upon become eligible for Medicare. Beneficiaries would be free to
change plans if they wanted. Testing this change would enable CMMI to identify the best ways for
ensuring that patients end up with the care that is the best for them, and would likely improve engagement
and satisfaction, ultimately leading to improved outcomes and decreased costs.


What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?

MA plans have a long history of managing and coordinating care for members, via an infrastructure that is
required to support risk-based arrangements. In these arrangements, MA plans bear the risk of caring for
their members via receipt of a capitation payment from CMS. In addition, MA plans have led the creation
of multiple innovative partnerships with providers—so that providers may share in the benefits and risk of
providing high quality care to our members. MA organizations have established the infrastructure that is
necessary to promote care coordination and risk sharing relationships with providers, including
development of robust networks, IT systems, and reliable data and data sharing mechanisms. Any efforts
to improve/expand risk-bearing arrangements in Medicare should thus focus on MA and not create
additional options that needlessly create more complexity in an already complicated program.
As CMS and CMMI consider new ways to pay for care delivery that emphasizes price sensitivity and
consumer engagement—including care integration and risk-sharing models in the FFS system—CMS must
ensure that there remains a strong role for managed care. New models should rely on and use the
infrastructure the MA organizations have built, rather than using limited resources to reinvent the system.
Relying on this existing infrastructure will allow new partnerships to evolve, by building upon bestpractices and minimizing the administrative hurdles that impede beneficiary care.


How can CMS further engage beneficiaries in development of Consumer-Directed Care &
Market-Based Innovation Models and/or participate in new models?

Outreach to stakeholders, especially beneficiaries, patient advocates, and providers, is critical to the success
of any CMMI effort. Outreach includes helping stakeholders understand the potential benefits of a model or
change and secures their engagement early in the process. With any demonstration, CMMI must ensure
that communication and marketing rules enable participating organizations to communicate clearly and
openly with eligible stakeholders. It is critical to make sure that beneficiaries are aware of available
programs as early as possible so that they 1) are not confused about what is available, and 2) are
immediately able to reap the rewards of a demonstration. This transparency will maximize the opportunity
for improved outcomes.
The Innovation Center should work with plans, beneficiaries, and patient advocacy groups to ensure
educational materials are clear and appropriate. Providers should also be equipped with the education
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opportunities and tools so they can either answer patient questions directly or know where to direct patients
and their caregivers for additional information.


Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test? Yes or no

CMS has the legal authority to use Section 1115A of the Social Security Act to test new models with the
potential to lower costs and maintain or improve quality of care offered to patients. CMS should use this
authority to design demonstration projects in the areas outlined above to assess the impacts on beneficiary
outcomes, quality, and program costs.

III.

Prescription Drug Models


Do you have comments on the guiding principles or Prescription Drug Models?

While there has been substantial innovation in how health plans and the government reimburse for hospital
and physician payments, payment for prescription drugs is most often tied to the volume of product
purchased. Given the role that prescription drugs play in the treatment of and spending for many complex
and chronic conditions, Anthem supports CMMI’s desire to test new prescription drug models that improve
beneficiary outcomes, focus on value, and lower costs (for both the system and for beneficiaries).
The ability of health plans and manufacturers to develop arrangements that align payment with quality,
accountability, and coordination can encourage access to high-value medicines and treatments and ensure
that patients are getting the best value for their healthcare dollars. However, existing regulatory barriers are
stifling this innovation. New payment models that measure value appropriately, link reimbursement to that
value, and do so in a way that stimulates innovation in high-need areas would support CMMI’s guiding
principles of benefit design and price transparency and choice and competition in the market.
Anthem also supports CMS’ goals of improving the beneficiary experience and beneficiary outcomes in
Medicare Part D. We believe that opportunities exist for collaboration between CMS and Part D plan
sponsors to pilot new models that will improve the MTM program and result in better care.


What Prescription Drug Model designs should the Innovation Center consider that are consistent
with the guiding principles?

Anthem recommends the following model concepts, and which are consistent with CMMI’s guiding
principles:


Reduce Regulatory Barriers that Inhibit Value-Based Contracting for Prescription Drugs



Improve the Enhanced Part D MTM Model Test



Promote Increased Access to Substance Use Disorder Treatment via Payer-Provider Partnerships

We provide expanded detail in response in CMMI’s next question.
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Do you have suggestions on the structure, approach, and design of potential Prescription Drug
Models? Please also identify potential challenges or risks associated with any of these suggested
models.

Reduce Regulatory Barriers that Inhibit Value-Based Contracting for Prescription Drugs
Traditional drug pricing contracts typically establish a fixed price for the product that remains in place
throughout the benefit year. This may include flat pricing (e.g., price per unit) or volume arrangements. For
example, a health plan and manufacturer may agree that if spending for a particular medicine exceeds a
certain level, the manufacturer will offer the health plan a discount or rebate on the unit price. In contrast,
value-based arrangements may condition payment or drug price based on patient-level clinical or economic
outcomes (e.g., a 1 percent reduction in HbA1c levels for certain patients with diabetes).
Value-based arrangements allow both plans and manufacturers to share in the risk associated with
individual patient outcomes and spending for a particular medicine. These contracts offer important
benefits for consumers, health plans, and manufacturers. Consumers, in particular, may enjoy earlier or less
managed access to new medicines when payments are aligned with value. Over time, identifying and
encouraging use of the highest-value products could both improve patient outcomes and curb healthcare
spending growth. Although manufacturers and health plans seek opportunities to invest in these innovative
models, existing legislation and regulations raise concerns, including anti-kickback statutes (AKS) and
rules around reporting drug prices to the federal government.
In order to capitalize on the potential of value-based arrangements for consumers, and healthcare
stakeholders, CMMI should test the adoption of standards related to kickbacks and government pricing to
accommodate these novel contracts, including:


Expansion or creation of new regulatory safe harbors to the AKS that more clearly protect innovative,
value-based contracting arrangements (under a defined set of requirements);



Amendments to the regulatory definitions of certain prices reported to the government (e.g. Best Price)
to define the terms for excluding payments made pursuant to value-based contracts;



Regulations clarifying how manufacturers can incorporate value-based contracts in their price reporting
calculations; and



Pilots or demonstration programs with commercial health plans that adapt the government pricing rules
to test how value-based contracts impact reported government price figures, and in turn, Medicaid
rebate amounts and 340B ceiling prices.

By testing an environment in which value-based contracts are permitted, CMMI could promote increased
collaboration between health plans and manufacturers to enter into value-based contracts. This would
present a significant opportunity to drive quality and access, create savings, and slow cost growth, aligned
with the overall shift to value-based care that CMS—and other payers—are focused on facilitating.
Improve the Enhanced Part D MTM Model Test
Anthem supports CMS’ goals of improving the beneficiary experience and beneficiary outcomes in
Medicare Part D. In particular, we have long been a champion for new and additional opportunities for
collaboration between CMS and Part D plan sponsors to pilot new models that will improve the MTM
program. The Enhanced MTM model test announced by CMMI in 2015 and launched in 2017 takes several
important steps to ensure participating plans have the flexibility needed to impact the provision of care.
However, modifications to the Enhanced MTM model test should be implemented so that additional plans
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can participate, and that those plans can focus more on MTM interventions and beneficiary outcomes,
instead of paperwork and process. These modifications include:


Eligible Plans: Anthem appreciates that CMS’ goal was to test the impact of enhanced MTM in a
targeted subset of standalone prescription drug plans (PDPs) before assessing whether enhanced MTM
approaches should be incorporated into the Part D program more broadly. However, Anthem believes
that the qualification restrictions for the enhanced MTM model participation may be too limiting and
will not test innovative MTM services across a broad enough array of Part D enrollees. Therefore, we
recommend CMMI expand the enhanced MTM model to additional regions—preferably nationally—
and to MA prescription drug (MA-PD) plans.
We also recommend that CMMI grant plan sponsors the ability to join the model test after the first
year. Limiting participation in the model to only PDPs that apply in Year 1 creates a very small pool
from which CMS will be able to assess results and draw conclusions about the impact of enhanced
MTM.
CMMI should also consider allowing sponsors to enroll the entire contract into the model test if one
plan under a PDP contract is eligible to participate in the model. In addition to the operational benefits
described above, including an entire PDP contract in the model will enable CMS to collect as much
data as possible on effective MTM strategies across different demographics and patient populations.



Data Collection and Quality Indicators: Anthem appreciates CMS’ commitment to developing
appropriate MTM-related data and metric collection requirements in order to effectively monitor and
evaluate the model test. We recognize that these types of requirements are critical in assessing the
success of new initiatives, as well as if/how these initiatives should be applied to the Part D program
more broadly. CMMI’s Announcement states the uniform set of data elements to be collected will
include data on specific beneficiary-level interventions and outcomes identified through the use of
Systematized Nomenclature of Medicine (SNOMED) codes whenever possible. Anthem agrees with
CMS’ assertion that while not widely used, SNOMED codes can represent clinically-relevant
information consistently and reliably. However, Anthem would like to emphasize to CMS the
significant systems integration and training initiatives that many plans interested in participating in the
enhanced MTM model test would have to take on in order to successfully utilize SNOMED codes. We
recommend that CMS embed upfront costs associated with acquiring appropriate software, preparing
internal IT systems, and training staff on SNOMED into the cost assumptions that plans must prepare
for their model test applications.
Because infrastructure capabilities are just as important as providing clinical interventions and services,
Anthem believes that plans should be able to reflect the additional resources they will need to invest
into their IT systems in their initial cost assumptions for the model. Similarly, we recommend that
start-up costs be amortized over the period of the demonstration.
Assessing the quality of enhanced MTM services is also of critical importance. CMS should reconsider
the MTM Star Rating measure. The current measure assesses the percentage of MTM-eligible
beneficiaries who received a comprehensive medication review (CMR) and promotes a “check the
box” approach to MTM services that will prevent plans from offering the kinds of tailored
interventions most likely to improve patient adherence and outcomes. An unintended consequence of
this measure may be that plans restructure their MTM programs to be less inclusive in order to ensure
that their performance on this measure is appropriately captured. However, revision of this measure
and/or adoption of measures focused on MTM outcomes would encourage plans to tailor interventions
for each beneficiary, particularly when combined with greater flexibility on the types of services plans
can employ in their MTM programs.
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Provider Education and Shared Learnings: While Anthem was pleased to know that CMS encouraged
further plan engagement with prescribers and pharmacies as part of the model test, and that CMMI will
provide more insight into Medicare Parts A and B claims and the ACO alignment records managed in
CMS’ Master Data Management (MDM) system, we reiterate the need for robust education about the
enhanced MTM model test, particularly as it compares to the standard MTM program. In order for this
model test to be successful, there must be understanding and buy-in from providers and pharmacies.
Moving forward, CMMI should lead robust training and education campaigns surrounding the
implementation of the enhanced MTM model so that all impacted healthcare stakeholders are aware of
it purpose and processes. We believe increased communication and education will lead to a stronger
model test, allowing for positive beneficiary experiences and outcomes.
Similarly, we urge CMMI to share learnings from the enhanced MTM model with interested
stakeholders as soon as possible. While CMS will provide sponsors participating in the model with
learning activities and resources—intended to provide background and technical support, share best
practices, and accelerate model implementation and results—it is critical that this information be shared
with plans more broadly. Increased communication and education will lead to a stronger model test,
allowing for positive beneficiary experiences and outcomes.



Plan Marketing and Enrollee Communications: The model test’s marketing restrictions are extremely
challenging in ways that result in unintended consequences. Organizations should be rewarded for
their willingness to participate in the model test and should not be limited in their ability to
communicate enhanced MTM options to enrollees. It is critically important to make sure that enrollees
are aware of these programs as early as possible so that they 1) are not confused about what type of
MTM (i.e., standard or enhanced) is available, and 2) are immediately able to reap the rewards of more
individualized care. This transparency will, in turn, maximize the opportunity for improved outcomes.

Promote Increased Access to Substance Use Disorder Treatment via Payer-Provider Partnerships
Anthem is at the front lines of the opioid epidemic, coordinating services and care for those affected by
opioid use disorders. It is well known that there are currently an inadequate number of qualified substance
use treatment providers and licensed health care professionals trained to support individuals with substance
use disorders (SUD). CMMI and CMS should consider new approaches and test payer-provider
partnerships to train more professionals and address workforce shortage issues which would, in turn, have
important positive impacts on access to SUD treatment.
More specifically, CMMI should examine prevention, treatment, and recovery programs that are showing
promising results for testing and scaling. Anthem is continuing to cultivate best practices in opioid
prevention, treatment, and recovery services and can be a partner to CMMI in designing effective,
comprehensive approaches to the opioid crisis. We discuss additional mental health and SUD model
concepts in section six of our response.


What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?

MA plans have a long history of managing and coordinating care for members, via a long-standing
infrastructure that is required to support risk-based arrangements. In these arrangements, MA plans bear the
risk of caring for their members via receipt of a capitation payment from CMS. In addition, MA plans have
led the creation of multiple innovative partnerships with providers—so that providers may share in the
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benefits and risk of providing high quality care to our members. MA organizations already have established
the infrastructure that is absolutely necessary to promote care coordination and risk sharing relationships
with providers, including development of robust networks, IT systems, and reliable data and data sharing
mechanisms. Any efforts to improve/expand risk-bearing arrangements in Medicare should thus focus on
MA and not create additional options that needlessly create more complexity in an already complicated
program.
As CMS and CMMI consider new ways to pay for care delivery that emphasizes price sensitivity and
consumer engagement—including care integration and risk-sharing models in the FFS system—CMS must
ensure that there remains a strong role for managed care. New models should rely on and use the
infrastructure the MA organizations have built, rather than using limited resources to reinvent the system.
Relying on this existing infrastructure will allow new partnerships to evolve, by building upon bestpractices and minimizing the administrative hurdles that impede beneficiary care.


How can CMS further engage beneficiaries in development of Prescription Drug Models and/or
participate in new models?

Outreach to stakeholders, especially beneficiaries, patient advocates, and providers, is critical to the success
of any CMMI effort. Outreach includes helping stakeholders understand the potential benefits of a model or
change and secures their engagement early in the process. With any demonstration, CMMI must ensure
that communication and marketing rules enable participating organizations to communicate clearly and
openly with eligible stakeholders. It is critically important to make sure that beneficiaries in particular are
aware of available programs as early as possible so that they 1) are not confused about what is available to
them, and 2) are immediately able to reap the rewards of a demonstration. This transparency will maximize
the opportunity for improved outcomes.
The Innovation Center should work with plans, beneficiaries, and patient advocacy groups to ensure
educational materials are clear and appropriate. Providers should also be equipped with the education
opportunities and tools so they can either answer patient questions directly or know where to direct patients
and their caregivers for additional information.


Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?

CMS has the legal authority to use Section 1115A of the Social Security Act to test new models with the
potential to lower costs and maintain or improve quality of care offered to patients. CMS should use this
authority to design demonstration projects in the areas outlined above to assess the impacts on beneficiary
outcomes, quality, and program costs.

IV.

MA Innovation Models


Do you have any comments on the guiding principles or MA Innovation Models?

More than 18 million beneficiaries rely on MA plans to receive valuable, affordable health care that
includes an array of important benefits not available in FFS. The comprehensive, coordinate care offered by
MA plans helps beneficiaries achieve better outcomes, lower readmissions rates, and higher rates of
preventive care visits when compared to FFS—leading to high rates of satisfaction among MA plan
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enrollees. Notably, when MA plans work with providers to deliver more coordinated care, we make
meaningful progress to deliver better care, improved health, and lower costs for all —not just those in MA.
According to recent research—and as noted elsewhere in this RFI response—in areas where penetration is
strongest, the MA program has had a “spillover effect” in delivering significant decreases in Medicare FFS
spending growth.3
Moreover, MA bids continue to be lower than the FFS program on average for delivering basic Medicare
benefits. Today, the MA program is more efficient than traditional Medicare at delivering benefits and care
to seniors and individuals with disabilities. These results show the critical role of the private sector and
government working together—efficiently and effectively. They show that proven approaches—like
coordinated care and a focus on wellness and prevention—deliver real value and are essential to success.
Thus, Anthem strongly supports CMS’ intention to work with MA plans to drive innovation, better quality
and outcomes, and lower costs. We believe that CMMI can modify current demonstrations and implement
additional model tests aimed at providing MA plans the flexibility to innovate and achieve better outcomes,
all the while supporting transparency and patient-centered care.
We also note that the RFI indicates potential CMMI interest in an MA demonstration “that incentivizes MA
plans to compete for beneficiaries, including those beneficiaries currently in Medicare FFS, based on
quality and cost in a transparent manner.” Existing competition in the MA and Part D programs is robust.
Under the current structure of the MA and Part D programs, plans already have strong incentives to
compete with one another for beneficiaries—including those beneficiaries enrolled in FFS or other MA
plans, or newly eligible for Medicare—based on quality and cost. Among other incentives:


In MA, plans with high quality performance, as determined by achievement on the Star Ratings,
receive higher payment benchmarks and rebates, and in turn, those higher quality plans can provide
greater value to enrollees relative to their competitors, such as reduced cost sharing and enhanced
benefits.



Likewise, MA plans have strong incentives to coordinate care and manage total costs of care, in order
to maximize the value of the benefits that they can offer to beneficiaries relative to their competitors,
to attract enrollees.



In MA and Part D, plans with 5-Stars are afforded year-round open enrollment, affording beneficiaries
who want to move into a 5-Star plan a special enrollment period.



In Part D, premiums and out-of-pocket costs for medications are the primary driver of beneficiaries’
plan choice, giving plans direct and strong incentives to lower costs relative to their competitors.



Furthermore, in Part D, plans that bid below the low-income benchmark premium amount are eligible
for auto-enrollment of certain LIS eligible beneficiaries.



MA and Part D plans’ Star Ratings, along with premiums and expected out-of-pocket costs, are
published on the Medicare Plan Finder website to aid beneficiaries in making a plan selection.



Plans with the highest ratings (5 Stars) are rewarded with a special high-performing icon and plans
with the lowest ratings (less than 3 Stars) are marked with a low-performing warning icon.

As evidenced above, a demonstration that would test “competitive bidding” in MA is not warranted; MA is
already a competitive marketplace. We have strong concerns about a “competitive bidding” program
because of the potential for such a program to result in a “race to the bottom” with negative consequences
3
Johnson, Garret et. al. “Recent Growth in Medicare Advantage Enrollment Associated with Decreased Fee-for-Service Spending in Certain
US Counties.” Health Affairs. September 2016. http://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2015.1468?journalCode=hlthaff.

17

for beneficiaries. Instead of upending the program, CMS should take steps to enhance and strengthen the
current MA and Part D programs. This would include taking steps to enhance beneficiaries’ understanding
of their choices, including the value that MA plans offer relative to the FFS program. For example,
Anthem recommends that CMS work with stakeholders to develop a system to measure the quality of care
received by beneficiaries in traditional Medicare, similar to the Star Ratings that exist for MA plans.
Beneficiaries comparing their coverage options would then be able to use the FFS quality ratings to
compare the performance of traditional Medicare (including Part D plans and Medigap plans) against MA
plan options in their service areas.
Additionally, CMS should modify the Plan Finder to give beneficiaries a complete picture of their financial
obligations under various coverage options. Today, when beneficiaries are comparing FFS to MA, the Plan
Finder does not include the costs associated with a standalone Part D Plan (PDP) or Medigap plan, both of
which are commonly purchased by enrollees in FFS, and neither of which are separately needed by
beneficiaries choosing an MA-PD plan. Therefore, beneficiaries do not see a true apples-to-apples
comparison of their costs under each coverage option. CMS should work with stakeholders to improve the
Medicare Plan Finder so that beneficiaries have a clearer and better understanding of their Medicare
coverage options and the costs and quality associated with each.
If CMS is intent on moving forward with a “competitive bidding” demonstration, it is incredibly important
that FFS be included as part of the bid calculation. This will mitigate the potential for a “race to the
bottom” because having the FFS program included in the bid would help moderate aggressively-low bids
with plan features that are not in the best interest of beneficiaries in the long-term.


What MA Innovation Model designs should the Innovation Center consider that are consistent
with the guiding principles?

Anthem recommends the following model designs, which are consistent with CMMI’s guiding principles.


Make targeted changes to the current MA VBID model test to reduce the use of unnecessary,
duplicative care, and increase effective care and beneficiary engagement, particularly for beneficiaries
with complex, chronic conditions.



Design a model that provides MA plans with increased flexibility to offer additional supplemental
benefits, including medical and non-medical benefits.



Test the removal of telehealth restrictions in MA.



Test inclusion of hospice benefits in the basic MA benefit package.



Test options for expanding dual eligible Special Needs Plans and continue testing the Financial
Alignment Initiative.



Establish and implement a TRICARE Advantage demonstration.

Additional detail on these recommendations is included in response to CMMI’s questions below.
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Do you have suggestions on the structure, approach, and design of potential MA Innovation
Models? Please also identify potential challenges or risks associated with any of these suggested
models.

Improve the MA VBID Model Test
As indicated in prior comment opportunities related to the MA VBID model test, Anthem is supportive of
VBID designs that incentivize beneficiaries to use high-value services. An while we appreciate the
additional flexibilities CMS is proposing to offer MA plans with respect to offering targeted supplemental
benefits (included in CMS’ proposed rule, released November 16, 2017), we agree that the MA VBID
model test will continue to be an important vehicle for CMS to test future VBID innovations within MA.
Thus, Anthem recommends that CMMI should modify specific aspects of the model test to increase its
potential to improve care quality and reduce costs:


Expand the model test nationally. As CMS is aware, a significant number of states currently have a
high penetration of health maintenance organizations (HMOs) and are home to health systems that are
already engaged in value-based contracting, factors that would enable the MA VBID model test to
thrive. Furthermore, VBID approaches are increasingly used in the commercial market, and evidence
suggests that the inclusion of clinically nuanced VBID elements in health insurance benefit design may
be an attractive option for beneficiaries and employers alike. Thus, Anthem believes that national
expansion of the model test would create additional opportunities for CMS to achieve its goal of
improving quality while reducing the cost of care for chronically ill MA enrollees. However, we note
that in expanding the model, CMS would also need to modify its plan selection requirements in order
for a national test to be successful (see below for additional detail on this issue).



Allow tailoring of VBID programs to specific sub-populations. Anthem believes that enrollees with the
targeted conditions identified by CMS for years one and two of the model test could benefit greatly
from the interventions specified, and that these conditions should continue to be included in future
years of the test. However, in order to more completely assess the utility of structuring patient cost
sharing and other health plan design elements, it would be beneficial for CMS to provide greater
flexibility for MA plans participating in out years of the model to design VBID programs that are
highly-tailored to specific sub-populations.
As the health care system becomes increasingly patient-centric, thanks in large part to sophisticated
new technologies that enable plans and providers to assess better and more robust data about the
individuals for whom they provide care, CMS should position the MA VBID model test to further
emphasize patient centricity. Materials provided by CMS to-date regarding the MA VBID model
indicate that plan benefit design still must be uniform among enrollees within each condition category,
but Anthem believes that nuanced tailoring of the benefits would be more beneficial to patients while
also allowing plans to be more prudent with resources, which supports CMS’ overall goal of the model
test.



Lessen restrictions on plan selection criteria. Anthem appreciates that CMS’ goal in the first year of
the model was to test the impact of VBID in a targeted subset of MA plans before assessing whether
VBID approaches should be incorporated into the MA program more broadly. However, per our
comments above, the model test would be significantly improved if it were expanded nationally. That
said, Anthem urges CMS to implement a number of changes to the plan selection criteria before
making the model test national in scale.
As we stated in comments submitted to CMMI in September 2015, Anthem believes that the
qualification restrictions CMS finalized for the MA VBID model participation were too limiting.
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Specifically, requiring plans to have at least 2,000 enrollees in a model test state and to have been
offered in at least three annual coordinated election periods prior to the open enrollment period for CY
2017 are restrictive. Anthem believes that as long as an organization has sufficient total membership in
one of the test states and meets the qualification requirements at the parent level (e.g., has at least 2,000
enrollees in a model test state, has at least a 3-Star overall quality rating in the relevant year, and is not
under sanction by CMS), organizations should be given sufficient flexibility to offer a new plan type
(e.g., add an HMO) or use one that has not been in the market for a substantial period of time.
Organizations may have a long history in a market with Regional Preferred Provider Organizations
(RPPO) and Local Preferred Provider Organizations (LPPO) plans, but wish to offer VBID under an
HMO structure. However, if the organization has not offered an HMO or had enough membership or
years to achieve a Star rating for that one plan, it would be prohibited from offering the HMO in the
MA VBID model test. Anthem urges CMMI to modify this rule for future years of the model test, such
that the organization can offer any of the available plan types, as long as the experience in the state
with other plan types meets the specified performance standards (again, at least 2,000 enrollees in a
model test state, at least a 3-Star overall quality rating for the relevant year, and not under sanction by
CMS).
Finally, the model test should not be plan benefit package (PBP) specific. We are concerned about the
potential adverse consumer impact of incorporating the VBID into an existing PBP should CMS later
decide to terminate the model. This would result in a negative change to the Annual Notice of Change
(ANOC), which causes some members to shop for other coverage, even though the change may not
directly affect them. Allowing plans the option to offer the MA VBID model in a new PBP would
mitigate this concern, providing a higher degree of stability for enrollees.


Allow greater flexibility around plan marketing and enrollee communications. The model test’s
marketing restrictions, as currently defined, are challenging in ways that would result in unintended
consequences. Organizations should be rewarded for their willingness to participate in the model test
and should not be limited in their ability to communicate VBID options to enrollees. It is critically
important to make sure that enrollees are aware of these programs as early as possible so that they can
immediately take advantage of the improved benefits. This transparency will in turn, maximize the
opportunity for improved outcomes. Therefore, Anthem requests that in future years of the model test,
CMMI allow plans to cite their participation in the model or specific benefits available under the model
in pre-enrollment marketing materials targeted at potential enrollees.

Increase MA Plan Flexibility to Offer Additional Supplemental Benefits
CMMI should consider options that would allow MA plans to offer a wider array of supplemental benefits
than they can today. Current definitions limit supplemental benefits coverage to items or services that CMS
considered to be “health related.” CMMI should conduct a demonstration that expands the scope of “health
related” services to be medical services or other non-medical, social services that improve the overall
health of individuals with chronic disease. Examples of such services include, homemaker services, homedelivered meals, personal care services to assist with bathing and dressing, transportation escort services,
inpatient custodial level care, in-home caregiver relief, adult day care services, and medical and safety
equipment, such as the purchase of a refrigerator to store insulin, or an air conditioner in geographies with
severe summer temperatures or railings to help prevent falls.
This kind of flexibility is only extended to Fully-Integrated Dual Eligible Special Needs Pans (FIDE SNPs)
today; however, providing this additional flexibility to more than just FIDE-SNPs would allow
significantly more beneficiaries to reap the benefits.
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We also note that families and caregivers are an integral part of the support team for individuals with
chronic illness. For optimal care management, CMS cannot ignore home-based care. Historically, Medicare
has better supported family- and home-based models of care by including services such as family respite,
certain home-aide assistance, and home-care benefits, as part of the Medicare benefit package. However,
these benefits have been significantly reduced or eliminated.
The elimination of these benefits has had grave impacts on the provision of health care and has also
impacted program costs. For example, family respite care is a benefit that has been significantly reduced
and is now only available in very limited cases. Respite care is the provision of short-term care in a facility
outside the home, which provides a temporary break to family members and caregivers. The physical,
emotional, and financial aspects of providing care to a chronically ill individual can be overwhelming for
caregivers, without sufficient support. Supporting caregivers will enable them to provide better care.
Additionally, without sufficient support, chronically ill individuals could end up in a hospital, or ultimately
in an institutional setting, if a caregiver is not be able to provide continued care, whereas a respite facility
would be the more appropriate place of service.
A CMMI demonstration to test the impact of the provision of a wider array of supplemental benefits, as
well as home-based care, on patient outcomes and costs over time would provide plans with greater
flexibility to provide beneficiaries with a more comprehensive array of benefits designed to meet their
health care needs in a more holistic manner.
Remove Telehealth Restrictions in MA
Telehealth has the ability to empower patients and caregivers, while improving the lives of beneficiaries.
The use of telehealth technology provides patients with real-time access to physicians who are able to
consult and provide quality care without patients needing to visit an urgent care center or other more costly
care setting. The consultations include a documented patient evaluation, including a review of the patient’s
medical history and an initial discussion to determine a diagnosis and identify underlying conditions or
contraindications to the treatment recommended. Patients are then able to forward the documentation from
their consultation to their selected care provider(s) to uphold the patient’s continuity of care.
However, a limited set of telehealth services are covered under Medicare and under CMS’ current
interpretation of the law. MA plans can only include in their bid for the basic Medicare benefit package
costs associated with telehealth services to the extent they would be covered under the FFS program. Any
additional telehealth services are considered supplemental benefits and must be financed through rebates or
beneficiary premiums. Because coverage of telehealth services is extremely limited in FFS, this
interpretation has limited the ability of many plans to adopt innovative telehealth services.
CMMI should conduct a demonstration to test the provision of expanded telehealth services as part of the
basic benefit package. . In other words, MA plans participating in a CMMI model test should be permitted
to offer additional telehealth benefits in their annual bid amount beyond the services that currently receive
payment under Part B. Such a demonstration would allow plans more flexibility to use technology to bring
care directly to patients when they need it and to support preventive care efforts.
Test the Inclusion of Hospice Benefits in the Basic MA Benefit Package
The current hospice system is incredibly fragmented and significant improvements are needed. To test
solutions, CMMI could carry out a demonstration of a beneficiary-focused model that would extend
Medicare hospice eligibility (from six months to twelve months) and integrate curative care, as well as
palliative care within the MA benefit.
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In developing and testing the demonstration, CMMI should work closely with plans to ensure that the MA
payment methodology accurately and appropriately accounts for the addition of the hospice benefit.
Anthem expects this demonstration would identify ways in which hospice care could be better coordinated
for members and their families and that could eventually be applied to the MA program as a whole.
Identify Options to Expand Dual Eligible Special Needs Plans (D-SNPs)
States continue to focus on high-cost and high-need populations, such as dual eligible beneficiaries and
many have developed Medicaid programs focused on serving the needs of these specialized populations.
There has also been increased interest in advancing better care coordination and integration for dual
eligibles across Medicaid and Medicare services, even among states that did not choose to participate in the
Financial Alignment Initiative or are ending their participation. To achieve this, states are examining how
D-SNPs can improve service delivery and health outcomes for dual eligible beneficiaries and be helpful
partners to State Medicaid plans. Anthem has found in its own research and based on early studies that DSNPs can offer a number of benefits to states and beneficiaries including:


Improvements in beneficiary experiences and care coordination,



Greater use of primary care services and access to certain benefits,



Simplifications for providers serving dual eligibles, and



Flexible opportunities to better integrate LTSS.

Through increased contracting for D-SNPs or FIDE-SNPs, states and health plans are interested in working
together to ensure dual eligibles are being served in the most integrated and coordinated manner. This has
resulted in MLTSS and D-SNP contracts inclusive of increased requirements for service coordination and
has led health plans to develop new and innovative tools and processes that provide a more coordinated and
seamless experience for members and providers. Anthem is focused on tools and processes that manage
dually-eligible member services and provider payments across the entire spectrum of services, whether
through enhanced coordination or single call center, claims processing, and utilization management—
meaning dually eligible members and providers would have a one-stop shop experience. To benefit from
these health plan capabilities and to further integration and coordination, many states and health plans are
increasingly interested in enrollment of dually-eligible individuals into the same Medicaid plan and D-SNP
operated by a single parent company.
One helpful tool to support enrollment into this arrangement is seamless conversion (also called “default
enrollment”), a program Anthem participates in in Arizona and Tennessee (and a number of other plans
participate in in other states) and has been successful in advancing continuity of coverage for those already
in a Medicaid managed care plan and are turning 65 years of age, thereby qualifying for Medicare and
becoming dually eligible. Through default enrollment, the individual is seamlessly enrolled into the
Medicaid plan parent issuer D-SNP. Currently, there is a CMS moratorium on this practice. In the Contract
Year 2019 Policy and Technical Changes to the MA and Part D Programs proposed rule, released on
November 16, 2017, CMS proposes to permit default enrollment only for Medicaid managed care enrollees
who are newly eligible for Medicare and who are enrolled into a D-SNP administered by an MA
organization under the same parent organization as the organization that operates the Medicaid managed
care plan in which the individual remains enrolled. While CMS reviews comments from stakeholders on
this and related provisions, Anthem does note that there are new elements of default enrollment—some of
which CMS identifies in the recently proposed rule—that CMMI could test as part of potential
demonstrations. Model tests could permit seamless conversion while also enhancing beneficiary protections
and the ability for individuals to make an informed choice regarding all Medicare coverage options
available to them. Such enhancements could include additional advance notification to enrollees (with
additional information regarding other coverage options), providing special enrollment periods for those
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wishing to switch out of the MA plan they have been enrolled into, and allowing a six month extension of
Medigap guaranteed-issue rights for those individuals who are seamlessly enrolled.
Additionally, CMMI, in coordination with MMCO, should explore models that allow states and
participating FIDE-SNPs, D-SNPs, and Medicaid plans to test the delivery of services to dual eligibles
under certain regulatory flexibilities. Similar to the structure and goals of the Medicare-Medicaid Plan
(MMP) model, these Medicaid plans, D-SNPs and FIDE-SNPs serving duals could have the ability to test
the positive impact that a single set of Medicare and Medicaid standards (i.e., unified appeals and
grievances processes, unified beneficiaries materials, a single coverage identification card, benefit
flexibility, and other integrated elements) could have on effective, efficient operation of programs covering
dually eligibles. This may be an especially valuable model to test among those issuers serving the same
dually-eligibles individuals in both of their Medicaid and Medicare products and are equipped to deploy
tools and processes that offer an integrated experience. This type of model could promote a better
experience for enrolled dual eligibles and network providers in these programs. It also promises higher
levels of integration that could produce better outcomes and cost efficiencies. CMMI should enlist the input
of stakeholders to identify those areas of needed integration and alignment as well as additional model
elements in order to develop a demonstration inclusive of this concept.
Continue Testing the Financial Alignment Initiative (FAI)
The FAI has provided one of the most important opportunities to test the delivery of integrated services and
benefits to those individuals dually eligible for Medicare and Medicaid. The FAI includes a number of
critical components, including more coordinated and flexible coverage of Medicaid and Medicare services
and benefits under a single entity, coordinated grievances and appeals processes, and singular insurance
identification cards for all covered services.
Anthem currently participates in the Virginia and California capitated models, serving over 30,000
individuals within Anthem’s MMPs, and is supportive of this model. Though the FAI provides significant
opportunities to provide duals with more aligned and integrated care—unlike the historically fragmented
and siloed care this beneficiary population is accustomed to—differing Medicare and Medicaid
requirements and processes continue to challenge the participating states, MMPs, and beneficiaries. The
Medicare-Medicaid Coordination Office (MMCO), under the CMMI partnership, has been able to address
many issues raised by stakeholders, but continuous improvements should be made. Specifically, CMMI
should continue to work with organizations, including health plans, state Medicaid agencies, providers, and
consumer groups, to improve integration. For example, the marketing approval process for member
materials has continued to be challenging, often requiring Medicare and Medicaid to carry out two separate
review processes and slowing down the ability of health plans to provide members with important
information they need about their benefits and coverage availability.
Continuing to test within the FAI presents an opportunity to not only improve upon integration and
coordination beyond the original demonstration design, but to complete testing the potential to improve
quality of care, value, and access to a more meaningful package of services by a highly complex
population. Although early results through Consumer Assessment of Healthcare Providers and
Systems (CAHPS) surveys and reporting of focus group discussions have showed positive beneficiary
experience and quality of life improvements, more time is needed for future reporting that shows
demonstration-wide achievement of lowering the cost of care and improving health outcomes of dually
eligible individuals – results that will likely vary by state and model. For these reasons, Anthem
recommends that CMMI continue to improve upon and test the FAI.
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Establish and Implement a TRICARE Advantage Demonstration
Today, military retirees and dependents remain eligible for the military health benefit, known as
TRICARE, until they reach age 65 and become eligible for Medicare. When a TRICARE beneficiary
becomes Medicare-eligible, Medicare FFS takes over as the primary payer for the health care services
utilized. If the TRICARE beneficiary is enrolled in Medicare Parts A and B, he or she also gains automatic
Medicare wraparound coverage through a military benefit known as TRICARE for Life (TFL).
Alternatively, beneficiaries can select an MA plan, but are financially disincentivized from doing so.
There is a significant opportunity to improve health outcomes, increase beneficiary choice, and lower costs
in this space. In 2015, there were over 2 million beneficiaries enrolled in the TFL program. Spending on the
healthcare services purchased for this population totaled approximately 16 billion for the federal
government. The majority of this cost, an estimated 12 billion was paid by the Medicare Program while the
TFL program paid nearly 4 billion4.
Anthem recommends that CMMI proactively coordinate with the Department of Defense (DOD) to design
and implement a "TRICARE Advantage" demonstration program. This demonstration would utilize MA
and/or MA-PD plans to serve TFL beneficiaries. MA plans have a strong history of providing holistic and
integrated care for all Medicare beneficiaries, including those with chronic conditions. This focus has
resulted in improved beneficiary outcomes, increased beneficiary satisfaction, and decreased costs to both
beneficiaries and the Program.
Congress has actively encouraged the increased use of value-based initiatives in DOD programs. Given
that CMS and CMMI have experience in testing value-based programs, CMMI could coordinate with the
DOD to spearhead innovative pilots to help provide additional options to all Medicare-eligible
beneficiaries.
The Senate version of the National Defense Authorization Act for Fiscal Year 2018 (S. 1519) included a
provision (Section 701) that would have required the Secretary of Defense, in consultation with the
Secretary of Health and Human Services, to establish a demonstration program to make available
competitively selected MA plans to certain TFL beneficiaries. While this provision did not survive
conference, the conference report language supported the value of the MA program and this demonstration,
stating “[t]he conferees believe that a TRICARE Advantage demonstration program would result in better
health outcomes for TFL beneficiaries with costly chronic health conditions and help to prevent
overutilization of high-cost health care services. The conferees encourage the Department to conduct a
TRICARE Advantage demonstration program under its existing demonstration authority” (page 856 of H.
Rept. 115-404).
Moreover, the National Defense Authorization Act for Fiscal Year 2017 (Section 705 of P.L. 114-328),
required that the Secretary of Defense develop and implement value-based incentive programs as part of
any medical contract awarded by the DOD. The language specifies that in creating such programs, the
Secretary can adapt value-based incentive programs conducted by CMS.
A TRICARE Advantage demonstration offers a significant and innovative opportunity to increase
beneficiary quality of care and satisfaction, while lowering overall costs. Below, we have outlined
recommended demonstration parameters.

4 These costs are estimated based on care purchased for the TFL population in FY 2015. The amount paid by TRICARE is estimated based
on the TRICARE paid amount while the amount paid by Medicare is based on the amount paid by other health insurance (OHI) which is
largely the Medicare program but may also include payments made by private health plans if the beneficiary has a third insurance source.
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Participating Plans: CMMI, coordinating with the DOD could competitively select one or more MA
or MA-PD plans to participate in the TRICARE Advantage demonstration program. CMMI could
outline selection criteria for MA or MA-PD plans to ensure high-quality, such as a requirement that
plans have a 4-Star rating or higher.



Duration and Geography: The pilot could run for five years in select locations. Geographies selected
should include those with high concentrations of TFL beneficiaries, as determined by the DOD.



Beneficiary Participation: An appropriate pool of beneficiaries is vital to ensuring an accurate and
successful demonstration program. Thus, we recommend that the demonstration include autoenrollment for the selected geography.

We also note that such a demonstration would require additional stakeholder input on operational details.
Anthem stands ready to provide additional background information, context, and operational detail, and
look forward to discussing this concept further with CMMI.


What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?

MA plans have a long history of managing and coordinating care for members, via a long-standing
infrastructure that is required to support risk-based arrangements. In these arrangements, MA plans bear the
risk of caring for their members via receipt of a capitation payment from CMS. In addition, MA plans have
led the creation of multiple innovative partnerships with providers—so that providers may share in the
benefits and risk of providing high quality care to our members. MA organizations have established the
infrastructure that is necessary to promote care coordination and risk sharing relationships with providers,
including development of robust networks, IT systems, and reliable data and data sharing mechanisms.
Any efforts to improve/expand risk-bearing arrangements in Medicare should thus focus on MA and not
create additional options that needlessly create more complexity in an already complicated program.
As CMS and CMMI consider new ways to pay for care delivery that emphasizes price sensitivity and
consumer engagement—including care integration and risk-sharing models in the FFS system—CMS must
ensure that there remains a strong role for managed care. New models should rely on and use the
infrastructure the MA organizations have built, rather than using limited resources to reinvent the system.
Relying on this existing infrastructure will allow new partnerships to evolve, by building upon bestpractices and minimizing the administrative hurdles that impede beneficiary care.


How can CMS further engage beneficiaries in development of MA Innovation Models and/or
participate in new models?

Outreach to stakeholders, especially beneficiaries, patient advocates, and providers, is critical to the success
of any CMMI effort. Outreach includes helping stakeholders understand the potential benefits of a model or
change and secures their engagement early in the process. With any demonstration, CMMI must ensure
that communication and marketing rules enable participating organizations to communicate clearly and
openly with eligible stakeholders. It is critically important to make sure that beneficiaries in particular are
aware of available programs as early as possible so that they 1) are not confused about what is available,
and 2) are immediately able to reap the rewards of a demonstration test. This transparency will maximize
the opportunity for improved outcomes.
The Innovation Center should work with plans, beneficiaries, and patient advocacy groups to ensure
educational materials are clear and appropriate. Providers should also be equipped with the education
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opportunities and tools so they can either answer patient questions directly or know where to direct patients
and their caregivers for additional information.


Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test? Yes or no

CMS has the legal authority to use Section 1115A of the Social Security Act to test new models with the
potential to lower costs and maintain or improve quality of care offered to patients. CMS should use this
authority to design demonstration projects in the areas outlined above to assess the impacts on beneficiary
outcomes, quality, and program costs.

V.

State-Based and Local Innovation, including Medicaid-focused Models


What State-Based and Local Innovation, including Medicaid-focused Model designs should the
Innovation Center consider that are consistent with the guiding principles?

Anthem’s unique position of serving the state-sponsored health program needs of 6.5 million members
across 20 states provides us with a mature understanding of the trends, best practices, and lessons learned
across the Medicaid managed care industry. As CMMI considers state-based and Medicaid-focused
models, we believe that new models should drive efficiency, promote more integrated care delivery, and
test innovations that can be replicated by other states. Additionally, CMMI should ensure that successful
models and programs have a clear path to permanency to continue meeting the needs of these vulnerable
populations. With these goals in mind, and consistent with CMMI’s guiding principles, Anthem offers the
following as areas where models should be tested:


Managed Long-Term Services and Supports (MLTSS),



Medicare-Medicaid Integration,



State-based Waiver Programs, and



Value-Based Payments in Medicaid.

Additional discussion of these concepts is located below.


Do you have suggestions on the structure, approach, and design of potential State-Based and
Local Innovation, including Medicaid-focused models. Please also identify potential challenges or
risks associated with any of these suggested models.

In general, as CMMI tests state-based and local innovation models, including Medicaid-focused models, it
will be important to understand and account for the impact of SDoH on the models. In Anthem’s work
across states and markets, there is a growing focus on addressing SDoH to better serve members
holistically and improve health outcomes and cost effectiveness over time. We recommend CMMI examine
the role of SDoH in state-based, and especially Medicaid-based, models and examine ways for the health
care system to coordinate effectively with the broader system of social supports, including:


Housing supports,



Employment supports,
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Nutrition,



Educational supports, and



Non-medical transportation.

Managed Long Term Services and Supports (MLTSS)
Anthem believes that managed care organizations (MCOs) are valuable partners in improving service
delivery for Medicaid beneficiaries that require Long-Term Services and Supports (LTSS). Well-designed
managed care approaches can enhance the delivery of coordinated, high-quality services and supports that
can help beneficiaries achieve better outcomes and live or work in the setting of their choice—and be costeffective for state Medicaid programs. Anthem recommends that CMS test a MLTSS model to better
understand the value of MLTSS and its impact on beneficiary outcomes, quality of life/experience, and
federal and state costs. Model development should be based on broad stakeholder engagement that
recognizes the full range of provider types and family members and/ or other caregivers who may be
involved in a beneficiary’s care and service delivery.
A model could include the following components:


Increased Home and Community Based Services (HCBS) Capacity and Access to Services.
Beneficiaries participating in an MLTSS model would have increased access to HCBS by expanding
the capacity of state and local programs to serve more beneficiaries. This would also need to include
workforce training, wage adjustments and caregiver supports, among other options to ensure capacity
aligns with enrollment.



Integrated MLTSS Model that Addresses Needs of Wide Range of Beneficiaries. CMMI should test an
integrated MLTSS model that includes physical and behavioral health benefits and services, and that
addresses social determinants of health that are related to health outcomes, such as housing, food
insecurity, and employment supports. The model should be flexible enough to recognize the unique
needs of diverse MLTSS populations (e.g. below and over 65 years, dual eligible and non-dual eligible,
intellectual and developmental disabilities (ID/DD), mental health and SUD, younger beneficiaries
with disabilities that could benefit from employment and other supports).



Nursing Home Diversion. An MLTSS model could include a nursing home diversion and transition
component for beneficiaries that choose to remain in home and community-based settings. Individuals
accessing HCBS under the MLTSS would be monitored closely by the health plan for any changes in
health or functional status in order to ensure the individual and their family members or caregivers have
the services and supports needed to avoid unnecessary, unwanted placement in long-term care
facilities.



Network Standards that Promote Home-Based Care. A model should also consider testing meaningful
network standards – beyond simple time/distance standards—that assess and recognize how LTSS
providers travel to and serve beneficiaries in their homes. Further, a model could include testing
incentives for home health provider participation to increase home-based service delivery. The model
could also allow for network capacity standards that recognize the full range of innovative approaches
to service delivery using telehealth and other non-traditional methods, particularly in rural areas.



Quality Metrics and Value-Based Payment. An MLTSS model would be an important opportunity to
advance quality metric development and performance measurement. Quality metrics should focus on
outcomes and allow states flexibility to select measures appropriate to their unique programs,
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populations, provider community, and administrative structure. Much work is being done by CMS, the
National Committee for Quality Assurance (NCQA) and the National Quality Forum (NQF) to develop
and endorse quality measures aimed at populations accessing LTSS. It is important that MLTSS quality
measures should be targeted and meaningful measures that are focused on outcomes and quality of life
of members, including their family and caregivers. Furthermore, measures reported by health plans
should be for quality elements over which the health plan has control. CMMI could also offer states an
option to test an outcomes-based payment component, as is being developed/tested in Wisconsin.


Support for States Agencies. CMMI and CMS should also offer educational and technical assistance for
state agencies seeking to increase capacity and access to integrated MLTSS models, including targeted
resources to better understand Medicare programs serving dual eligibles. Support can include learning
collaboratives and sharing of best practices and lessons learned.



Raise Enrollment Caps: A major challenge state Medicaid programs face are current enrollment caps
that limit access to home and community-based services for beneficiaries. Medicaid managed care
plans participating in MLTSS programs are able, depending on the state’s program, to offer additional
services beyond state’s benefit package or waiver services, which has been a helpful vehicle to
expanding access to HCBS. However, more should be done to grow HCBS programs and advance
access to HCBS. In testing an MLTSS model, CMMI should consider ways to raise enrollment caps.



Elimination of Siloed Care: Current challenges include the current siloed delivery of services in LTSS
programs, which result in fragmented and uncoordinated care, as well as lack of coordination between
the healthcare system and the broader system of care, which includes community-based providers and
organizations. Models focused on MLTSS offer an opportunity to better understand the value of health
plans serving as a single point of contact for the broad array of provider types and services involved in
an individual’s service plan.

Medicare-Medicaid Integration
Health plans are seeking ways to promote home-based care and community services among Medicare
members. CMS could build on these market-driven ideas by allowing plans to make LTSS, particularly
HCBS services, available to Medicare beneficiaries. The Innovation Center could then test the impact of
increased access to these services for at-risk beneficiaries on preventing the use of more costly institutional
care, on changes in acute inpatient utilization, and on discharge to community-based settings following a
hospitalization. In Tennessee, Anthem has found that these services can be effectively wrapped around
home health services to allow members to successfully remain in the community.
State-based Waiver Programs
Anthem supports the use of state-based waivers to drive innovation. We also support the recently
announced changes to the approval process as we believe these will encourage innovations that are
efficient, integrated, and transparent. Further, we believe that it is important to engage stakeholders, allow
sufficient timeframes for input, and continue to standardize and streamline processes in a way that does not
stifle innovation. CMMI can also play an important role in removing barriers for information sharing and
increasing transparency of reviews and reporting of waivers and models so that best practices and progress
can be shared across states.
For instance, models such as the Medicaid waiver program in Indiana, known as the Healthy Indiana Plan
(HIP) 2.0, could serve as a template to build on for further state testing of models that create flexibilities in
benefit design and use incentives to improve consumer engagement with their health care utilization and
delivery in the Medicaid population. Further, Anthem supports expanding opportunities for Medicaid
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managed care organizations to tailor the delivery of care through innovative benefit designs and benefit
flexibilities.
CMMI and its statutory authorities can also be used to provide a clear path to permanency for models that
have demonstrated they reduce costs while maintaining or improving quality and outcomes for
beneficiaries. Anthem recommends that CMMI also focus on the evaluation of state-based models. This
could include establishing a common set of evaluation measures for assessing statewide transformation
efforts, while also eliminating burdensome requirements. We believe that supporting systems and models
that work and improve the health of beneficiaries is critical.
CMMI can also test models that examine impacts on beneficiaries and program costs outside the 5-year
budget window currently required, as CMS recently indicated will be permitted by permitting states to
request waiver approvals for up to 10 years. This would allow CMS and states to give additional time for
programs to mature and for savings to be realized. This would also allow states to set actuarially-sound
rates for the duration of the waiver, and not only in later years. CMMI has also led a number of cross-payer
models and efforts, and is in a unique position to assess savings across programs and payers (i.e. Medicare,
commercial payers, state employee programs, Social Security, etc.). As states move forward in testing a
number of changes to their Medicaid programs, such as cost-sharing requirements, eligibility changes,
Health Savings Accounts (HSAs), beneficiary engagement efforts, and work requirements, it is especially
important that CMMI examine the impacts of these proposals across states and payers, and over potentially
longer periods of time.
As states and Medicaid managed care organizations broach social determinants that may be barriers to
employment opportunities, CMMI could test and ramp up successful programs. For example, Anthem
Indiana Medicaid launched a new value-added benefit to improve the health and quality of life of Anthem
members experiencing homelessness, or at-risk of experiencing homelessness. The program is focused on
addressing key health and social determinant risk factors.
The program, nicknamed Blue Triangle, is a short-term, transitional initiative utilizing 50 single room
occupancy (“SRO”) units at the Blue Triangle Residence Hall (“Blue Triangle”) in downtown Indianapolis.
While working to connect members with long-term permanent housing, the program helps them stabilize
their mental and physical health, providing recovery focused services through a low barrier, Housing First,
harm reduction approach. Many of these services are offered onsite.
Program impact on several key areas is being measured: overall utilization including crisis, criminal justice
and other local services, medical costs, self-reported physical and mental health, social functioning,
housing stability, and income/employment. Prior to Program entry the average length of homelessness for
members at Blue Triangle was 4 years; 50% were living unsheltered, 20% were not receiving any social
services, 70% had not been assessed or put on a permanent housing waiting list.
Although it is still early, key indicators have been encouraging (data current as of 7/31/17):


Of the 56 members served, five members have transitioned to permanent housing.



37/56 members have not had an emergency department (ED) visit since program entry.



Several previously high ED utilizers have significantly reduced or had no ED utilization.



47/56 members have had no inpatient admissions since program entry. Most of the inpatient admissions
that have occurred are addressing serious and sometimes previously untreated mental health and SUD
issues.
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Members are utilizing the onsite computer lab to search for employment, and several have obtained
work with temporary employment agencies or other employers.

Models that will involve state waivers, in particular Section 1115 waivers, will pose unique challenges.
Consistent with CMS’ recent changes to the waiver process, we recommend that clear and concise
guidance is released to streamline the waiver approval process. The approval process should have clear,
reasonable and written approval and denial timeframe requirements including:


Approval or rejection of a waiver application within 1) 90 days in the case of Sec. 1915(b) and Sec.
1915(c) waiver applications and 2) 60 days for Sec. 1115 waiver applications.



Requiring negotiations to be conducted within the proposed timeframe requirements—especially in the
case of Section 1115 waivers where lengthy negotiations can impede the implementation of potentially
cost-saving, innovative programs that improve beneficiary outcomes.

In addition, increased transparency and standardization would also address implementation challenges and
barriers. For instance, Anthem recommends that CMS consider:


Developing a non-regulatory approach for information sharing that is both transparent and timely so
states can see what others have proposed, CMS’ feedback to the applicants, and how states are making
progress toward waiver goals.



Updating and maintaining waiver and state-plan amendment (SPA) templates, which should be
validated by states and other stakeholders. Templates should be available for waiver concept papers,
waiver narratives, and budget neutrality and financing exhibits, but can allow flexibility where
appropriate.

In an effort to streamline the process, CMMI should also considering testing allowing states to organize a
coalition of Medicaid MCOs, community-based providers, and interested beneficiaries to work collectively
on a waiver. This arrangement could eliminate much of the back-and-forth that is part of the current
process, which calls on states to draft waivers independently and then review with community-based
organizations. Bringing all stakeholders to the table from the get-go would not only simplify the process,
but ensure that there is buy-in from all interested parties throughout the development of the waiver—which
will set the goals of the waiver up for continued success.

Value-Based Payments in Medicaid
Anthem supports the testing of value-based payment models to drive quality and lower costs for Medicaid
beneficiaries. We believe that Medicaid MCOs are particularly well positioned to play a role in testing new
and innovative models. Models could test ways to ensure provider participation and engagement as well as
testing the use of incentives for provider participation. Further, value-based payment model testing could
also explore how other factors, including social determinants of health, may influence both performance
and participation.


How can CMS further engage beneficiaries in developing of State-Based and Local Innovation,
including Medicaid-focused Models and/or participate in new models?

States and plans have identified outreach to stakeholders, especially beneficiary and patient advocates and
providers, as critical to success. Outreach includes helping stakeholders understand the potential benefits of
a model or change and secures their engagement early in the process. The Innovation Center should work
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with local organizations when possible to reach beneficiaries and advocates, such as the State Health
Insurance Assistance Programs (SHIPs).


Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?

CMS has the legal authority to use Section 1115A of the Social Security Act to test new models with the
potential to lower costs and maintain or improve quality of care offered to patients. CMS should use this
authority to design demonstration projects in the areas outlined above to assess the impacts on beneficiary
outcomes, quality, and program costs.

VI.

Mental and Behavioral Health Models


Do you have any comments on the guiding principles or Mental and Behavioral Health Models?

Anthem appreciates CMMI’s interest in testing mental health and SUD-related health models (MH/SUD).
MH/SUD are chronic conditions which require an integrated and holistic plan to support the individual and
their family and cannot be treated or paid for as episodes of care. Anthem believes that physical health and
MH/SUDs must be addressed in an integrated and coordinated manner to successfully provide the
necessary support to beneficiaries.
The suggestions we offer for CMMI’s consideration align with these goals, as well as the guiding principles
outlined in the RFI.


What Mental and Behavioral Health Model designs should the Innovation Center consider that
are consistent with the guiding principles?

Consistent with CMMI’s guiding principles, Anthem offers the following as areas where models should be
tested:


Fully Integrated Physical and MH/SUD Models, and



Innovations in Opioid Prevention and Treatment.

Additional detail on these concepts is located below.


Do you have suggestions on the structure, approach, and design of potential Mental and
Behavioral Models? Please also identify potential challenges or risks associated with any of these
suggested models.

Implement Fully Integrated Physical and MH/SUD Models
Anthem’s goal is to provide seamless care and support across the continuum of benefits to beneficiaries.
Anthem aims to serve as the locus of coordinated care for beneficiaries by working with state Medicaid
programs, mental health agencies, providers, members and their families/caregivers, as well as social
service agencies that coordinate housing and other needs. Early examinations of programs that fully
integrate benefits and care show that outcomes can be improved. As CMMI examines testing innovative
approaches to improving care for those with MH/SUD, we strongly recommend that integrated
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approaches—not those that carve-out MH/SUD—be the focus to test how integrated benefits and care
impact health outcomes and total cost of care.
Anthem can be a partner and resource to CMMI in designing and testing an integrated physical and
MH/SUD model. Features of such a model could include:


Integrated physical health and MH/SUD operations, such as case management and other tools, to allow
beneficiaries to navigate care and communicate with providers across the continuum,



Integrated administration and financing of MH/SUD, pharmacy, and physical health benefits at the
managed care level,



Testing integrated networks, which could also include a MH/SUD incentive program modeled after
efforts in states such as Maryland, California, and New Jersey, and



Multi-payer participation.

Any fully integrated MH/SUD demonstration, should also address all of the below issues.
Account for Social Determinants of Health
Consistent with our responses in other sections of the RFI, Anthem believes that integrated physical and
MH/SUD models should provide greater flexibility to plans and providers to address the SDoH that are
known to impact health outcomes. Current barriers include inability to use funding to address SDoH, as
well as state regulations that do not allow crisis observation. CMMI should include more flexibility for
plans to deploy resources that support holistic care, especially for those with MH/SUDs.
Include Telehealth/Telepsychiatry
As CMMI considers integrated models that include a focus on MH/SUD, Anthem recommends that
telehealth, especially telepsychiatry, be included in the design. Models should extend availability of care
and treatment via telehealth, and can build on existing market driven models such as Anthem’s Live Health
Online, which permits individuals to access a physician any time of day and every day of the week for
treatment of their physical health conditions. Anthem has expanded this offering by launching LiveHealth
Online Psychology and is contracting with Bright Heart Health to provide outpatient, opioid use disorder
treatment and medication-assisted treatment (MAT). These are the types of market-driven innovations that
should be included in integrated physical/MH/SUD models to improve access to care, especially for those
affected by the opioid epidemic.
Grant Health Plans Access to Prescription Drug Monitoring Programs
Prescription Drug Monitoring Programs (PDMPs) are valuable tools that have been shown to assist
providers in identifying patterns of overprescribing, misuse, abuse, and diversion. Unfortunately, in most
states, health plans do not have access to the PDMP. However, health plans have a central role to play in
assuring health care quality and in addressing substance use disorders and the opioid epidemic. Without
access to PDMP data, health plans do not have a complete picture of prescribed controlled medications.
This is a major challenge facing health plans today – and could be a barrier in successful implementation of
models with MH/SUD components. Therefore, CMMI should work with states to grant health plans access
to PDMPs to support opioid prevention, treatment, recovery, and deterrence as part of model testing.
Align 42 CFR Part 2 with the Health Insurance Portability and Accountability Act (HIPAA)
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In any model that has a MH/SUD component or focus, CMMI should examine ways to align 42 CFR Part 2
with HIPAA for purposes of health care treatment, operations, and payment. Having all of the information
necessary for safe, effective, high-quality treatment and care coordination that addresses all of an
individual’s health needs is vital to support prevention, treatment, and recovery. The federal regulations
governing the confidentiality of drug and alcohol treatment and prevention records (42 CFR Part 2) are
outdated and incompatible with the way health care is—and needs to be—delivered today. These
requirements limit the use and disclosure of patients’ SUD records among treating providers and effectively
separate SUD treatment records from physical health medical records. These rules have limited the ability
of providers to integrate MH, SUD, and physical health care treatment for patients, which is especially
problematic in the context of the opioid epidemic. These barriers also run counter to the intent of mental
health parity and contribute to fragmented care.
Expand Access to Health Navigators by Eliminating Barriers
Health navigators partner with a member to assist them through the health care continuum and can
especially play an important role in improving health outcomes for those with MH/SUD issues; however,
their use is currently fragmented. In considering models that address the needs of those with MH/SUD
issues, CMMI should consider addressing the current challenges facing the use of health navigators
including developing minimum standards for navigators, and removing operational requirements that often
differ by state.
Support Provider Licensing and Workforce Training
It is well known that there are currently an inadequate number of qualified substance use treatment
providers and licensed health care professionals trained to support individuals with SUD. This will also be
a challenge for the testing new models with MH/SUD components. CMMI and CMS should consider new
approaches and partnerships to train more MH/SUD professionals and address workforce shortage issues.
For instance, market driven approaches such as the following could be built upon:


Improving MAT access in rural and underserved areas through primary care physician recruitment and
training to ensure there is least one MAT-trained physician in each primary care practice.



Accelerating best practices in local communities. For example, Anthem offers funding and support for
an Extension for Community Healthcare Outcomes (ECHO) project in West Virginia (WV). Project
ECHO is a collaboration among Anthem, the WV Clinical and Translational Science Institute
(WVCTSI), WV University School of Medicine, WV Primary Care Association, and Cabin Creek
Health Systems, connecting primary care providers with expert information to treat individuals with
SUD. Similar programs could be expanded upon and tested in additional communities.

Innovations in Opioid Prevention and Treatment
Anthem is at the front lines of the opioid epidemic, coordinating services and care for those affected by
opioid use disorders. CMMI should examine prevention, treatment, and recovery programs that are
showing promising results for testing and scaling. Anthem is continuing to cultivate best practices in opioid
prevention, treatment, and recovery services and can be a partner to CMMI in designing effective,
comprehensive approaches to the opioid crisis. Some of Anthem’s programs and focus areas include:


Peer Support. Anthem uses peer recovery support organizations in a variety of ways, including to assist
individuals who enter emergency rooms due to overdoses or complications from SUD, to provide
needed recovery coaching and other supports, and to connect members experiencing homelessness to
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stable housing and other support resources to assist in improving long-term recovery and long-term
stability.


In-home Services. Anthem cultivates partnerships with organizations such as AWARE Recovery
Services in Connecticut and New Hampshire to provide in-home substance use disorder treatment
services, which includes peer recovery support.



Pregnant Women and Families. Anthem’s Maternal Child Services works with providers and our
members to reduce the risk of opioid misuse before and during pregnancy, reduce the risk of Neonatal
Abstinence Syndrome (NAS), and to develop protocols for the treatment of substance use and NAS.
We identify women with risk factors for opioid use disorders and target them for maternity case
management. Families of infants with NAS are offered neonatal case management and behavioral
health support. We support women of child-bearing age with SUDs by assessing family planning intent
and providing education on contraception use and available member services throughout their treatment
and recovery efforts.



Non-opioid Pain Management. Anthem addresses chronic pain through a holistic and integrated
approach to care and services. We support coverage of pain relief drugs and non-drug treatments,
according to best clinical practice guidelines and scientific evidence, including the Centers for Disease
Control and Prevention (CDC) Guidelines, and also cover a range of non-opioid approaches to pain
relief. Anthem also uses online consumer support tools, such as mobile apps, decision-support tools,
and support groups, available in a variety of markets. We are also piloting an integrated approach
leveraging our health coaches and an online emotional resiliency tool with pain management modules
to support members.



Care Management Resources. Anthem employs a range of care management tools, including disease
management and MH/SUD programs that encompass a wide range of engagement approaches
including care coordination and assistance after medication assisted withdrawal, recovery, and longterm stability support, and coordination with providers to ensure the appropriate level of care is
available and accessible to address each member’s needs and preferences. Anthem also uses an
enhanced Behavioral Health Resource program, which automatically refers all individuals who have
received inpatient, residential treatment, or partial care facility treatment to a case manager that works
to engage members and their support network on an ongoing basis.



How can CMS further engage beneficiaries in development of Mental and Behavioral Health
Models and/or participate in new models?

States and plans have identified outreach to stakeholders, especially beneficiary and patient advocates and
providers, as critical to success. Outreach includes helping stakeholders understand the potential benefits of
a model or change and secures their engagement early in the process. The Innovation Center should work
with local organizations when possible to reach beneficiaries and advocates.


Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?

CMS has the legal authority to use Section 1115A of the Social Security Act to test new models with the
potential to lower costs and maintain or improve quality of care offered to patients. CMS should use this
authority to design demonstration projects in the areas outlined above to assess the impacts on beneficiary
outcomes, quality, and program costs.
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VII.

Program Integrity


Do you have comments on the guiding principles or Program Integrity?
Anthem is committed to mitigating waste, fraud, and abuse in its day-to-day operations across all lines of
business. As part of Anthem’s organizational commitment to accountability and program integrity, we have
a designated Special Investigations Unit (SIU), along with hundreds of employees across other departments
throughout the company, who have responsibility for mitigating waste, fraud, and abuse activities. We
therefore strongly support CMS’ desire to explore ways to improve current anti-fraud, waste, and abuse
efforts, as well as to identify new approaches to ensure integrity across both the Medicare and Medicaid
programs.



What Program Integrity model designs should the Innovation Center consider that are consistent
with the guiding principles?
Anthem recommends CMMI consider the following model designs:


Allow providers to submit medical records prior to claim submission for clinical review, and



Expand the use of managed care and fraud alerts through a model test to focus on provider outreach
and education.

Expanded detail on these model suggestions is included in our response to the following CMMI question.


Do you have suggestions on the structure, approach, and design of potential Program Integrity
models? Please also identify potential challenges or risks associated with any of these suggested
models.
Deploy Additional Education Review Request-Like Models
Anthem supports CMS’ ongoing efforts to reduce provider burden while preventing improper payments.
Recent changes in FFS are driving Medicare contractors to institute a new model for error rate
prevention/reduction. As part of Targeted Probe and Educate (TPE), Medicare Administrative Contractors
(MACs) focus on specific providers/suppliers that bill a particular item or service rather than all
providers/suppliers that bill a particular item or service. Positive results of the TPE pilot program have
included a decrease in appeals, as well as an increase in provider education. This has resulted in decreased
denial rates for a majority of providers as they progress through the broader Probe and Educate process.
Anthem strongly endorses the TPE initiative. In fact, National Government Services (NGS), a whollyowned subsidiary of Anthem, currently offers an Education Review Request (ERR) that allow providers to
submit medical records for specific items and services prior to claim submission for clinical review. This
initiative is completely voluntary, but offers an important service that offers one-on-one education,
feedback, and support to providers.
We therefore urge CMMI to deploy additional ERR-like models. Administrative costs would be reduced
(due to less manual review of medical records) as well as reduced provider burden—a key focus of CMS.
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We also recommend an online validation process based on providers’ submitted data and information. As
part of the demonstration’s implementation, CMMI should work with an expert to develop the clinical
engine that would determine if submissions meet Medicare guidelines. Partnering this with a provider
incentive of avoiding complex manual review is important to drive provider adoption and would support
reduced provider burden. We note that CMS used this incentive with providers who decided to participate
in APMs – Medicare contractors were directed to exclude those providers from any complex medical
review activities.
Expand Fraud Alerts
Fraud Alerts through CMS’ Fraud Prevention System (FPS) are currently being used by Anthem’s Federal
Government Solutions (FGS) unit to drive provider outreach activities through an approved pilot. These
alerts have historically been utilized by CMS Fraud contractors to drive Fraud investigations. Only those
alerts deemed significant enough are included in the Fraud contractors’ work, leaving lower prioritized
alerts with no follow-up. Through the Anthem FGS pilot, we use these lower-priority alerts to initiate
educational events with the impacted providers.
CMS has indicated a desire to move forward with making this a national program and are in the beginning
stages of determining the best way to move forward—testing through a CMMI demonstration is one clear
option for doing so. Through our pilot, there are numerous manual interventions including approval
processes to ensure the alerts are appropriate for education. CMMI should consider a model which would
test revisions to the FPS. This could include unrestricted access to FPS by MACs whereby alerts of a
certain level are assigned to them for investigation and provider education.


How can CMS further engage beneficiaries in development of Program Integrity models and/or
participate in new models?
Outreach to stakeholders is critical to the success of any CMMI effort. Outreach includes helping
stakeholders understand the potential benefits of a model or change and secures their engagement early in
the process. With any demonstration, CMMI must ensure that communication and marketing rules enable
participating organizations to communicate clearly and openly with eligible stakeholders. It is critically
important to make sure that stakeholders are aware of available programs as early as possible so that they
1) are not confused about what is available, and 2) are immediately able to reap the rewards of a
demonstration test. This transparency will maximize the opportunity for improved efficiencies.



Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
CMS has the legal authority to use Section 1115A of the Social Security Act to test new models with the
potential to lower costs and maintain or improve quality of care offered to patients. CMS should use this
authority to design demonstration projects in the areas outlined above to assess the impacts on beneficiary
outcomes, quality, and program costs.
***
Anthem is working to transform health care with trusted and caring solutions. Our health plan companies
deliver quality products and services that give their members access to the care they need. With over 73
million people served by its affiliated companies, including more than 40 million within its family of health
36

plans, Anthem is one of the nation’s leading health benefits companies. For more information about
Anthem’s family of companies, please visit www.antheminc.com/companies.
Anthem appreciates this opportunity to offer our suggestions, and stands ready to discuss innovations
which would improve health care, while reducing inefficiencies and overall program costs. Should you
have any questions or wish to discuss our comments further, please contact Danielle Horne.

Sincerely,

Anthony Mader
Vice President, Public Policy
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November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
200 Independence Ave. SW
Washington, DC 20201
RE: Innovation Center New Direction Request for Information
Submitted via: CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
The Antimicrobials Working Group (AWG) appreciates the opportunity to respond to the recent request for
information (RFI) on ideas for consideration by the Center for Medicare and Medicaid Innovation (CMMI). We
believe that CMMI has the unique ability to assist in reshaping Medicare and Medicaid to support their viability
into the future.
Antimicrobial resistance (AMR) is a growing and important clinical threat to Medicare and Medicaid
beneficiaries. We are writing to urge CMS to test payment models that provide incentives to general acute care
hospitals and post-acute care (PAC) providers (such as skilled nursing facilities (SNFs), inpatient rehabilitation
facilities (IRFs), long-term care hospitals (LTCHs) and home health agencies that support and seek to improve
appropriate antibiotic use. It is important to establish medication management standards/guidelines that
support appropriate antibiotic use and drive the adoption of those standards, all of which can improve the
quality of care and clinical outcomes provided to Medicare and Medicaid beneficiaries for the same or lower
program costs.
By way of background, AWG was founded in 2012 with the vision of providing a unified voice to improve the
tenuous development environment for emerging infectious disease companies. Today, AWG is comprised of
fifteen (15) biotechnology companies and works in concert with The Conafay Group, a life-sciences government
relations firm based in Washington D.C. In four years of work, AWG has taken significant strides towards
addressing the challenges facing antimicrobial and diagnostic developers which have significant downstream
implications on appropriate antimicrobial use.
CMS Should Test Models that Improve Appropriate Antibiotic Use in Hospitals and Post-Acute Care
One of the guiding principles addressed in the RFI is provider choice and incentives and testing models in areas
such as prescription drug models. AWG recommends that CMS expand its prescription drug focus to include
antibiotics used in inpatient and post-acute care settings and to test models that provide incentives for general
acute-care hospitals and post-acute care providers to adopt and implement effective antibiotic stewardship
programs. This would include cases in which antibiotics are excluded from consolidated billing by the skilled
nursing facility prospective payment system (PPS) or home health PPS and, therefore, reimbursed under
Medicare Part B or Part D.

Antimicrobial Resistance (AMR) Is a Threat to Medicare and Medicaid Beneficiaries
The appropriate use of antimicrobials is of critical importance to the AWG. AMR is one of the biggest public
health threats facing the United States, and a critical element in the battle against AMR is reducing
inappropriate use of antimicrobials. The Centers for Disease Control and Prevention (CDC) estimates that 20% 50% of all antibiotics prescribed in acute care hospitals are either unnecessary or inappropriate.1 Antibiotic
prescription results in selective pressure on a patient’s microbiome and the potential for resistance
development. Nearly 2 million Americans each year develop hospital acquired infections (HAIs), the majority of
which are related to antibacterial-resistant pathogens.2 AMR also accounts for roughly 23,000 deaths and over
$20 billion in unnecessary costs in the United States each year. It is more critical than ever that optimal
antibiotic use be required to limit the unintended adverse events of inappropriate prescribing.3
Medication Management Standards Support Appropriate Antibiotic Use in Hospitals and Post-Acute Care
Settings
In 2014, CDC recommended that all acute-care hospitals in the United States implement an antibiotic
stewardship program to guide efforts to improve appropriate and necessary antibiotic use and released the Core
Elements of Hospital Antibiotic Stewardship Programs.4 As of January 1, 2017, The Joint Commission
implemented a new Medication Management standard for hospitals, critical access hospitals (CAH), and nursing
care centers, focused on antimicrobial stewardship. The standard sets requirements for accredited health care
providers to establish a comprehensive antibiotic stewardship program (ASP) that adheres to national
guidelines.5
In June 2016, CMS proposed infection control and antibiotic stewardship requirements for hospitals to develop
an antibiotic stewardship program to meet the Medicare and Medicaid Conditions of Participation (CoPs).6 AWG
supports CMS in its updated proposal to increase infection control awareness; however, the Medicare
Conditions of Participation rule has yet to be finalized. Furthermore, approximately 25% of hospitals are not
accredited by The Joint Commission and are therefore not subject to the organization’s accreditation
requirements.7 Even when a health care facility has an antibiotic stewardship program in place, it is not clear
how closely employees are following the program. Despite concerted efforts, inappropriate antimicrobial use
continues in hospitals nationwide.

1

Centers for Disease Control and Prevention. Core Elements of Hospital Antibiotic Stewardship Programs
(https://www.cdc.gov/antibiotic-use/healthcare/implementation/core-elements.html).
2 Infectious Disease Society of America. Facts About Antibiotic Resistance (http://www.idsociety.org/AR_Facts/).
3 Antibiotic Resistance Threats in the United States, 2013 (https://www.cdc.gov/drugresistance/pdf/ar-threats-2013-508.pdf)
4 Centers for Disease Control and Prevention. Antibiotic Prescribing and Use in Hospitals and Long-Term Care
(https://www.cdc.gov/antibiotic-use/healthcare/).
5 The Joint Commission. New Antimicrobial Stewardship Standard
(https://www.jointcommission.org/assets/1/6/New_Antimicrobial_Stewardship_Standard.pdf).
6 CMS. CMS Issues Proposed Rule that Prohibits Discrimination, Reduces Hospital-Acquired Conditions, and Promotes Antibiotic
Stewardship in Hospitals (https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-sheets/2016-Fact-sheets-items/2016-0613.html).
7 The Joint Commission. Facts about Hospital Accreditation (https://www.jointcommission.org/facts_about_hospital_accreditation/).

Incentives that Drive Antibiotic Stewardship Can Improve Quality for the Same or Lower Costs
AWG recognizes the growing public health concern surrounding antibiotic resistance and the dearth of new antiinfective therapies. We think there are common sense approaches to address these public health challenges and
would like to propose the idea of working with CMMI and relevant stakeholders on meaningful models that
would be of interest to general acute-care hospitals and post-acute care providers (PAC) to improve clinical
outcomes through the development and adherence to an antibiotic stewardship program. Under the proposed
model, general acute-care hospitals and post-acute care providers would be required to develop an antibiotic
stewardship program that follows the guidelines issued by either the CDC, the Infectious Disease Society of
America (IDSA), or another relevant organization. Hospitals and post-acute care providers that develop and
successfully practice their antibiotic stewardship program would be rewarded financially; hospitals that do not
would be penalized. We believe these stewardship approaches will have the potential to improve the quality of
care provided to Medicare and Medicaid beneficiaries and, even with financial incentives, could reduce program
costs through avoided complications, inpatient hospitalizations, shorter post-acute stays, and lower readmission
rates. If successful, CMMI could use the agency’s authority to scale the model to meet the requirements of the
full Medicare program.
AWG welcomes the opportunity to meet with the appropriate staff professionals at the Center for Medicare and
Medicaid Services to discuss our ideas related to the appropriate use and stewardship of antibiotics. By working
towards the appropriate use of antibiotics and controlling the transmission of infections, the public health
concerns from growing resistance to antibiotics can begin to be addressed as we collectively look for more
solutions to improve patient outcomes.
We appreciate the opportunity to participate in a public comment process. If you have any questions, or need
additional information, please do not hesitate to contact Stephen Conafay, AWG Counsel.

Sincerely,
The Antimicrobials Working Group Executive Committee

Jeffrey Stein, Ph.D.
Chairman, Antimicrobials Working Group
President & CEO, Cidara Therapeutics

Evan Loh, M.D.
Vice Chair, Antimicrobials Working Group
President, COO & CMO, Paratek Pharmaceuticals Inc.

Eugene Sun, M.D.
Vice Chair, Antimicrobials Working Group
Former CEO, Melinta Therapeutics

Colin Broom, M.D.
CEO, Nabriva Therapeutics

Michael Dunne, M.D.
CSO, Iterum Therapeutics

Kevin Finney
COO, Zavante Therapeutics

Ciara Kennedy, Ph.D.
President and CEO, Amplyx Pharmaceuticals

AWG Member Companies:
Amplyx Pharmaceuticals
Aridis Pharmaceuticals
Arsanis
Cidara Therapeutics
ContraFect Corporation
Iterum Therapeutics
Melinta Therapeutics, Inc.
Nabriva Therapeutics
Cc:

Paratek Pharmaceuticals, Inc.
Scynexis
T2 Biosystems
Theravance BioPharma
Viamet Pharmaceuticals
Vical
Zavante Therapeutics

Steve Sandor
Vice President, Market Access and Trade
PARATEK PHARMACEUTICALS INC.
Amanda Jezek
Senior Vice President, Public Policy and Government
Relations
Infectious Disease Society of America
Barrett Thornhill
Washington Counsel
Antimicrobial Innovation Alliance

20 November 2017
Seema Verma,
Administrator
Centers for Medicare and Medicaid Services
Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard Baltimore, MD 21244
Dear Administrator Verma and Director Bassano:
We are writing to you and your team in response at the “New Direction” RFI issued by CMS in
September. We welcome the opportunity to provide input into the future direction of CMMI and are
eager to learn more about the new initiatives you will be developing and launching out into the market.
The purpose of this submission is to share our proposed approach for developing a Comprehensive
Cancer Care Model (CCCM) designed to improve care and reduce costs for the full continuum of care
(surgical-radiation-medical oncology and associated hospitalization) for Medicare beneficiaries who
have been diagnosed for the top four most prevalent cancer types. CCCM is an “at-risk” model and
thus should serve to expand physician participation in Advanced APMs.
Our mission at Archway is to fix healthcare through payment reform and we do that by focusing on
building and managing bundled payment programs. Our team has participated in all of the current
CMS bundled payment initiatives – BPCI, CJR, OCM - since their inception back in 2011. To date we
have had significant success working with dozens of providers across the country to improve quality
and reduce costs for thousands of Medicare patients who have participated in these programs. We are
also working with health plans and employers to implement bundled payment programs in the
commercial market.
Our focus is on bundled payment because we believe this is the best model for improving value and
fixing healthcare. We are very appreciative of the leadership you have had in developing these
programs and bringing them to the market. We have also enjoyed the opportunity to have an ongoing
dialogue with your team at CMMI about ways to improve all of these programs, and we’ve been
impressed by your willingness to listen, respond to the market, and make program changes when
necessary and appropriate.
The attached proposal has been developed in partnership with 10 high performing, independent
oncology practices who are focused on finding innovative ways to improve care for their patients while
proactively managing costs. All of these practices have experience with the OCM program, and many
of them participated in the Oncology Medical Home demonstration. The structure if the CCCM is
based on our collective experience in these programs, as well as Archway’s experience providing

management and risk sharing services to specialty providers participating in the BPCI program. Our
goal for the model is to use this as a platform for oncology practices to continue to build infrastructure
and capabilities that can help them succeed within value based contracts with Medicare, as well as in
Medicare Advantage, Medicaid and in the commercial and self-insured employer markets.
In developing the Comprehensive Cancer Care Model, we have focused on a number of the potential
models outlined in the RFI. As you will see in the details, the CCCM is a specialty driven initiative
that is designed to be transparent and consumer focused, will qualify as an Advanced APM, provides
the highest cost savings opportunity for cancer care and can be adopted by Medicare Advantage plans
and Medicaid programs. It also meets the guiding principles of promoting value based competition,
transparent and data driven design, and it is a voluntary, physician driven model that is ready to be
implemented by a core set of motivated provider organizations.
Thank you for the opportunity to provide input into the New Direction. We believe the CCCM to be a
compelling, value-based approach for cancer patients and providers that can be implemented quickly,
and we hope you agree. We welcome your comments and feedback on the model as well as your
thoughts on the next steps to move this program forward.

Sincerely,

Dave Terry
CEO & Co-Founder

Ronald Barkley
President & CEO

Mah-J Soobader
Chief Analytics Officer
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Response to Request for Information (RFI)
A “New Direction” for the CMS Innovation Center
November 20, 2017

Summary
We are responding to the Center for Medicare and Medicaid Service Request for Information
for New Direction for the CMS Innovation Center (RFI) with an offer of our professional
perspectives and recommendations with regard to the full and comprehensive continuum of
cancer care services. We are all currently active in oncology care transformation, including
participation in the Oncology Care Model (OCM) program.
We are proposing that CMS consider offering a Comprehensive Cancer Care Model (CCCM)
program in which high-performing providers assume accountability for the full continuum
of cancer care services for the top four cancer types for episodes commencing with the initial
diagnosis of cancer through the conclusion of treatment and for which the participating
providers are compensated under a program of episode-based bundled pricing.
The suggested CCCM structure has features similar to the existing Oncology Care Model
(OCM) program, but is far broader in scope than OCM. However, the CCCM program is
structured to expand upon the OCM scope to include all care processes and associated costs
from point of diagnosis for a 2-year period of time post diagnosis with a payment
methodology designed to migrate CCCM provider to full risk by program year three.
A collaborative network of ten high-performing oncology providers plus their institutional
(hospital) counterparts have assembled for purposes of serving under such a model should
CMS elect to offer CCCM or a similar program.

Context for Our Response
Total cost of cancer care continues to skyrocket from $125 billion in 2010 to a projected
$173 billion in 2020. This rapidly increasing national cancer care expenditure is a major area
of concern as threats to the financial sustainability of our health care system. In 2017,
approximately 1.7 million new cancer cases will be diagnosed and an estimated 600,920
Americans will die from cancer. Delivery of cancer care services in the U.S. is inconsistent
and demonstrates high variations in quality, outcome and cost.
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According to the Agency of Healthcare Research and Quality, significant increases in the cost
of care for cancer patients are driven by most importantly avoidable emergency room visits
and their associated hospitalizations, avoidable readmissions and drugs costs.
The Center for Medicare and Medicaid Initiatives (CMMI) has made a commendable effort to
address this with the Oncology Care Model (OCM). However, to fully address the quality
improvement in cancer care and significantly bend the cost curve a more comprehensive
model is needed to address all aspects of the cancer care continuum, rather than focusing
solely on cancer care initiated with chemotherapy treatment.

Comprehensive Cancer Care Model (CCCM)
We propose a Comprehensive Cancer Care Model (CCCM) that is an episode-based payment
model that is patient-centered, emphasizing comprehensive care process transformation,
streamlined care coordination and that can accommodate multiple-payers. Under the CCCM
program, high-performing cancer care providers assume accountability for the full
continuum of cancer care services for the top four cancer types (breast, intestinal, lung,
prostate) for episodes commencing with the initial diagnosis of cancer through the
conclusion of treatment and for which the participating providers are compensated under a
program of episode-based bundled pricing.
CCCM does not dictate clinical care protocols but rather provides a payment model that
encourages efficient and effective care. The proposed model includes in its pricing
methodology all medical, diagnostic and hospital services and drug costs for a two-year
period. CCCM will demonstrate that, contrary to the current status quo, a full continuum of
high quality cancer care services can, in fact, be consistently delivered to patient populations
with improved outcomes and without corresponding increases in cost.
The model provides the most inclusive strategy to address expenditures through reduction
from the primary cost drivers: inpatient hospital stays, avoidable readmissions, unnecessary
emergency room visits, optimizing radiation treatment, appropriate imaging, integration of
genetic testing and drugs. CCCM has features similar to OCM, but is broader in scope than
OCM. OCM targets physician group practices that prescribe chemotherapy for cancer and
measures results of 6-month episode of care triggered by the initiation of chemotherapy.
OCM is workable for an oncology specialty group without formalized relationships with
upstream and downstream providers and was a natural starting point for Center for
Medicare and Medicaid Initiatives. However, an integrated oncology delivery network or an
oncology virtual network that provides multiple disciplinary and integrated treatment of
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both cancer and non-cancer care would be ideally suited to manage the CCCM. Further where
such networks do not exist CCCM creates an inherent stimulus to drive such integrations and
improve care coordination across different provider types. We emphatically believe that
such care coordination arrangements tied into contractual payments will maximally
improve the quality of care and drive the highest savings. This has been demonstrated
through other Center for Medicare and Medicaid Initiatives such as the Bundle Payment for
Care Improvement (BPCI).

Evidence
While a high degree of emphasis has been placed on savings from drug pricing in oncology
care, several studies have shown that more significant cost savings can be achieved from
precluding unwarranted ER incidents and hospitalizations and more appropriate end–of-life
care improving the quality of care and providing more efficient services - thus demonstrating
the need to look at the full continuum of care.
Published studies demonstrating achievable quality improvements and cost reductions from
avoidable hospitalizations:
[1] Butcher L, ed. Will Clinical Pathways Work?: Insurers say they are willing to give up control over what
they pay for to reduce cancer costs. But oncologists may think differently. Biotechnology healthcare.
2010;7(3):16-20.
[2] Montero AJ, Stevenson J, Guthrie AE, et al. Reducing unplanned medical oncology readmissions by
improving outpatient care transitions: A process improvement project at the Cleveland Clinic. Journal of
Oncology Practice. 2016; 12(5): e594-e602.

Published studies providing support that cancer patients receiving early palliative care had
significantly lower rates of inpatient, ICU admissions, and ED utilization:
[1] Tangeman JC, Rudra CB, Kerr CW, et al. Journal of Palliative Medicine. 2014;17(9):1005-1010.
[2] Scibetta C, Kerr K, Mcguire J, et al. Journal of Palliative Medicine. 2015;19(1):69-75.

To ensure that these published findings were directly applicable to the Medicare population
we conducted an in-depth analysis using the 5% Medicare Limited Data Set (LDS). Cancer
patients were identified as those with active cancer treatment in 2012 and followed up for
two years into 2014. The 2012 data includes 1.6 million Medicare FFS patients, among which
188 thousand (12%) have a cancer diagnosis and 45 thousand (3%) patients are under
active treatment. Our analysis of the LDS patient population strongly supports the published
studies. We have identified significant similar savings opportunities in the largest savings
area from avoidable hospitalizations and better management of end-of-life patients by
appropriately utilizing hospice service.
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Our analysis illustrated that among Medicare cancer patients, 62% of complication care cost
and 34% comorbidity care were spent in acute hospitalization stays. Reducing
hospitalizations through avoiding preventable complications and managing comorbidities in
outpatient environments will generate substantial savings. Our analysis showed that
reducing half of hospitalizations (reductions demonstrated to be achievable in multiple
pilots) for complication and comorbidity could save nearly $5,000 on an average episode
payment. These savings are especially high among end-of-life patient’s due to their higher
hospitalization rates.

Currently among end-of-life Medicare cancer patients, half either did not use hospice at all
or stayed in hospice for less than a week. 75% of all end-of-life patients used hospice for less
than a month. Our analysis showed that using hospice for last few months of life could
generate significant savings – compared to no hospice stay, staying in hospice could save
$15,000 per patient for the last month of life or >$22,000 per patient for the last three
months of life.
Last 6 Month Savings among End-of-Life Patients
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1-2 weeks,
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With a patient-centered focus on all care provided to cancer patients, additional areas of care
improvement and savings can also be addressed:
•

Reducing cost from radiation therapy:
Reference:
[1] Bekelman JE, Epstein AJ, Emanuel EJ. Single- vs Multiple-Fraction Radiotherapy for Bone
Metastases From Prostate Cancer. JAMA. 2013;310(14):1501–1502.
[2] Potters L, Raince J, Chou H, et al. Development, Implementation, and Compliance of Treatment
Pathways in Radiation Medicine. Frontiers in Oncology. 2013;3:105.

•

Following appropriate use criteria for use of imaging:
Reference:
[1] Dinan MA, Curtis LH, Hammill BG, et al. Changes in the Use and Costs of Diagnostic Imaging
Among Medicare Beneficiaries With Cancer, 1999-2006. JAMA. 2010;303(16):1625–1631.
[2] Clough JD, Patel K, Riley GF, et al. Wide Variation in Payments for Medicare Beneficiary Oncology
Services Suggests Room for Practice Level Improvement. Health Affairs. 2015;34(4): 601.

•

Integrating genetic testing into effective cancer care:
Reference:
[1] Hornberger J, Lyman GH, Chien R, et al, A Multigene Prognostic Assay for Selection of Adjuvant
Chemotherapy in Patients with T3, Stage II Colon Cancer: Impact on Quality-Adjusted Life
Expectancy and Costs. Value in Health. 2012; 15(8): 1014-1021.
[2] Albala D, Kemeter MJ, Febbo PG, et al. Health Economic Impact and Prospective Clinical Utility of
Oncotype DX® Genomic Prostate Score. Reviews in Urology. 2016;18(3):123-132.

Program Purpose
The purpose of the CCCM program is similar to those of the existing Oncology Care Model
(OCM) program, but with an expanded scope of service not limited to a relatively short
duration (6 month) of chemotherapy treatment. The purpose of the CCCM program is to:
1. demonstrate that coordination of care across providers and sites of service for the full
and comprehensive continuum of cancer care treatment will result in more consistent
delivery of care and improved outcomes;
2. demonstrated that overall costs of care can be reduced by adherence to the three
fundamentals of the oncology medical home model of care;
(a) continuum-wide adherence to evidence-based pathways and protocols,
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(b) routine proactive symptom and care management leading to interventions that
preclude unnecessary and unwarranted resource utilization, and
(c) disciplined end-of-life advanced care planning;
3. demonstrate provider alignment under a value-based and at-risk payment system
(bundled pricing) that solidifies team-based care and care process innovation;
4. develop and monitor refined approaches to care delivery incented through the
assumption of risk.
We propose that the risk feature of CCCM (commencing in program year 2) should be
considered as qualifying CCCM as an Advanced Alternative Payment Model (AAPM) and thus
serve to expand opportunities for broader physician participation in AAPMs.

Program Overview
The objectives of the CCCM program will be achieved via a fully coordinated network of highperforming value-based cancer care providers that can leverage learning’s from their
experience with alternative forms of cancer care delivery such as the Oncology Medical
Home and the Oncology Care Model.
In preparation for this CCCM initiative, a collaborative network (“Network”) of ten high
performing oncology providers plus many of their institutional (hospital) collaborators have
assembled for purposes of serving under such model should CMS elect to offer CCCM or a
similar program. A description of the Network and the identity of the Network members are
provided below. The signed expressions of interest from the Network participants are
provided herein at Appendix A.
The model proposes that Network providers will offer a full and comprehensive continuum
of cancer care services for the top four cancer-types impacting Medicare expenditures for a
two-year period commencing with the initial diagnosis of cancer. The top four cancer-types
are breast, lung, intestinal and prostate cancers, which together represent some fifty percent
of Medicare expenditures relevant to cancer.
Our analysis of the Medicare Limited Data Set (LDS) shows that the most commonly
diagnosed cancer types between 2012 and 2013 were breast, prostate, lung, and intestinal
cancers, which account for nearly 55% of all cancer patients, and over 51% of the total cancer
cost. These numbers are expected to hold for the next 5 years. Therefore, we believe that a
program that focuses on the top four high-prevalence cancer types and covers all the active
7

cancer treatments from the diagnosis throughout the continuum of care in a 2-year period
could greatly increase the chance to capture and deliver real savings from a broader
spectrum of care, such as, readmissions, comorbidity care, chemotherapy or radiotherapy.
CCCM scope of services would include all professional oncologic medical services (surgical,
radiation, medical oncology), technical component services, drug and institutional services
(hospital inpatient and outpatient hospital). Rather than dictating appropriateness of
treatment and site of care, our model empowers providers participating in the Network to
make local market determinations with regard to site of service taking into consideration
cost and quality factors.
Compensation for services would be based on existing Medicare fee-for-service rates
reconciled retrospectively on a quarterly basis against pre-established bundled prices for
the top four cancer types. Pricing will be based on 2-year historical spend by cancer type
with quarterly target reconciliations. Similar to OCM, where actual Medicare expenditures
are less than the bundled rates by cancer type, Network providers would be entitled to
payment of the positive reconciliations. However, where actual Medicare expenditures
exceed the bundled rates by cancer type, Network providers would be obligated to make
payment of the difference to the Medicare program.
Description of the Network
Archway Health Advisors, LLC (“Archway”) is the organizer and convener of the Network
(www.archwayhealth.com). Archway is responsible for developing and administrating the
CCCM pricing of bundles for Network providers.
Archway has demonstrated success as a CMS-designated “Convener” in Medicare programs
driving savings for providers through its sophisticated analytic insights and management
services. Further, Archway supports over 20 OCM practices with in-depth analytics and
decision support. Archway’s expertise includes bundle development, pricing and analysis;
advocacy and reconciliation of payments to providers participating in CMS innovation
programs; network development; care management process improvement; patient tracking;
performance analytics and benchmarking; best practice sharing and risk sharing.
As Network organizer and business partner, Archway will serve as point of contact with CMS
for purposes of this model should CMS elect to offer this or similar oncology-focused risk
model. Archway will serve as either a “Facilitator Convener” under the model or as an
“Awardee Convener” should CMS recognize such role in this or similar oncology-focused risk
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model. Either role would be similar to that served by Archway under the CMS Bundled
Payments for Care Improvement (BPCI) program.
As a Facilitator Convener, Archway would arrange for and facilitate contracting directly
between CMS and the participating Network providers, essentially a “messenger” arranging
for services to be provided to Medicare beneficiaries according to design and the terms of
the model. In addition, Archway would manage on behalf of contracted Network providers
the terms of payment under the bundled price model program. For its services, Archway
would be paid either a portion of the savings generated from the program, management fees
or a combination of the two. In some cases, Archway may also participate in sharing
downside losses as well. This fee structure is similar to how Archway earns revenue for the
services it provides in the BPCI and OCM programs. The final fee structure will depend on
the mix of program management services provided by Archway, the rules defined by CMS
(or other purchasers) in the final program structure, and the terms negotiated with
participating provider organizations.
One of the benefits of the CCCM program is the opportunity to pool risk across the
participating providers. In order to facilitate effective risk protection, Archway has
partnered with a major insurance carrier to develop stop-loss and reinsurance programs for
providers participating in the bundled pricing program.
Below is an illustrative overview of CCCM.
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Community Oncology Medical Group Practices. Network providers consist of “highperforming” oncology medical group practices plus their aligned institutional partners
(hospitals), both of whom are prepared to provide their respective services under the
proposed CCCM bundled price risk model.
The features of a high-performing community oncology practice include:
1. organized medical group practice with a formal and effective physician leadership
structure and value-based practice culture;
2. professionally managed by management team consisting of expertise in executive
leadership, clinical operations, business operations and finance;
3. facilities, staff and operational infrastructure through which patient care is regularly
delivered;
4. high-visibility profile and/or market-leader position in their market;
5. demonstrated ability to function effectively under alternative forms of payment and
care delivery, such as Oncology Medical Home and the Oncology Care Model (OCM);
6. organizationally ready and willing to enter into an at-risk model for the delivery and
payment of their services.
Ten high-performing community oncology medical group practices each in a different state
(TN, OK, TX, MI, WA, AL, SC, AR, FL, OH) have expressed an interest in participating in the
Network for purposes of serving a CCCM program. As well, their counterpart institutional
partners (hospitals) have been identified and have expressed interest in network
participation. In keeping with the Center for Medicare and Medicaid Innovation guidance
for small scale initiatives we are confident that demonstrating CCCM in 10 different states
with different provider network arrangements, local context for care delivery and patient
demographics will provide robust insights to scaling such a program to a national level.
Those community oncology medical practices and institutional partners who have endorsed
CCCM and have committed to the Network are listed below:
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Network Participant

Location

# Providers

West Clinic, P.C., a multidisciplinary, multi-site fully
integrated oncology practice in partnership with Methodist
Health System and University of TN Medical Center doing
business as West Cancer Center

Memphis, TN

107

Oklahoma Cancer Specialists and Research Institute, a
multidisciplinary, multi-site oncology practice in affiliation
with St. John Health System

Tulsa, OK

35

Center for Cancer & Blood Disorders, a multidisciplinary,
multi-site oncology practice in affiliation with UT
Southwestern Medical Center, an NCI-designated cancer
center

Ft. Worth, TX

26

Cancer and Hematology Centers of Western Michigan, the
largest private oncology practice in Michigan

Grand Rapids, MI

51

Tacoma, WA

24

Clearview Cancer Institute, a multi-site medical oncology
practice

Huntsville, AL

28

Carolina Blood & Cancer Specialists, a multi-site medical
oncology practice

Rock Hill, SC

5

Highlands Oncology Group, a multidisciplinary, multi-site
oncology practice

Fayetteville, AR

27

Miami Cancer Institute of Baptist Health South Florida, a
multidisciplinary fully integrated cancer program in
affiliation with Sloan Kettering Cancer Center, an NCIdesignated cancer center

Miami, FL

59

Dayton, OH

44

10 participants

406

Northwest Medical Specialties, a multi-site combined medical
oncology and infectious disease practice

Dayton Physicians Network, a multi-site multidisciplinary
oncology medical group practice
Total number oncology providers represented
(physicians and mid-level providers, NP, PA)

Institutional Partners. In some instances, an institutional partner also includes a
community oncology component, for example, where an institutional partner maintains an
affiliated practice group or oncology service line consisting of employed or tightly aligned
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oncologists. In such circumstances, the community oncology medical practice is represented
in the Network under the auspices of the institutional partner.
Some of the institutional partners may be cancer centers designated by the National Cancer
Institute (NCI) while others may not be NCI-designated organizations. NCI-designated
network members will serve as supporting referral “Centers of Excellence” and as the
resources for the treatment of rare and complex cancers as well as arbiter of second opinion
of proposed treatment plans under certain circumstances.
Community practice members and their collaborating institutional partners are, at a
minimum, aligned financially as a result of their combined assumption of risk for the cost of
the delivery of the defined bundles of cancer care services. In most instances, the practicehospital combinations are, as well, wholly or partially integrated clinically in order to deliver
consistent value-based cancer care.

Program Pricing Principles
Episode Selection
Ideal candidate episodes for bundling should
have the following features: (1) High
prevalence in the target population; (2) Proper
variation for both cost predictabilities and
changeability; (3) opportunities for care
improvement; (4) opportunities for patient
engagement and shared decision-making. The
Archway analytics team has experience
creating bundles for high-prevalence cancers
for the commercial population, including
breast cancer, colon and rectal cancer, and
thyroid cancer, for one of the largest cancer
centers in the U.S. For each bundle, multiple
bundled rates are created to address the variations in patient severity and the treatment
selections.
Recommendation: We recommend starting with the following cancer types that have the
highest prevalence and care improvement opportunities among Medicare population: (1)
Breast cancer; (2) Lung cancer; (3) Prostate cancer; (4) Intestinal cancer. These top 4 cancer
types account for 55% of patient volumes and 51% of total payments.
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Episode definition and bundled payment rates should be created separately for each cancer
type to address different risk or acuity levels. Bundles for specific cancer subtypes should be
created wherever appropriate.

Episode Definition
The graphic below describes each element of a cancer episode, and the following sections
describe the specifics of each element and our recommendations for how to structure these
cancer bundles.
Episode Definition
Trigger Event

Episode
Timing

Patient
Population

Services

Initial diagnosis of
one of the
following cancer
types at
participating
practice:

The episode begins
from the date of
initial cancer
diagnosis and ends
2 years after
diagnosis

Medicare FFS
beneficiaries except
those with the
following conditions:

The episode covers
the following
services occur
during the episode
period:

§ Breast Cancer
§ Lung Cancer
§ Intestinal
Cancer
§ Prostate Cancer

§
§
§
§

ESRD
HIV
§ All Medicare Part
Organ transplant
A and Part B
Multiple cancer
services related
diagnosis
to cancer care
§ All Part D
prescription
drugs with
certain
exceptions

Accountable
Entity
Community
oncology medical
group practices
and their
institutional
partners

Episode
Price

Provider
Risk

Quality
Metrics

The cancer-specific
target episode price
is set as the
combination of the
regional average
and provider’s
historical
performance.

Begin with upside
only and move to
two-sided risk in
the future

A handful of metrics
that are directly
related to the
condition:

Risk level:
§ Year 1: no risk
§ Year 2: 50%
§ Year 3: 100%

§ pathway
compliance
§ Unplanned
hospitalization
§ ER visits
§ Complications
§ Progression-free
survival

Risk adjustments
will apply.
Additional
adjustments are
considered for:
§ New technologies
§ New drugs

§ End of life process
§ Patient satisfaction

§ Pain
§ Functionality

Trigger Event
The Comprehensive Cancer Care Model is designed to cover the full continuum of cancer
care. Therefore, it is critical to start the episode at the beginning of this process: at the point
of initial cancer diagnosis.
Recommendation: The CCCM episode will start on the day of initial cancer diagnosis as
reflected by a physician office Medicare Part B claim documented by the applicable diagnosis
code. The CCCM pricing model should be designed to exclude circumstances in which a
hospitalized patient is rendered a cancer diagnosis after having been admitted for another
diagnosis (bleeding, difficulty breathing, etc.) in order to not charge the CCCM program with
the hospital expenses incurred prior to actual subsequent cancer diagnosis.

Episode Timing
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Appropriate episode period should be
defined based on the scope of the
bundled payment program. For example,
CMMI OCM uses 6 months for
chemotherapy episodes, whereas one or
two years are more typical with other
models that cover comprehensive care of
cancer. Our original research shows that
the cost of cancer patients is high in first
year and stays relatively stable after 18
months. For the first two years of
treatment starting from the initial
diagnosis, on average 43% of the active
cancer treatment is completed during the first 6 months and 65% in the first year. This varies
significantly across cancer types. Creating bundles with one year or less timeframe may not
cover majority of the services required for the active cancer care.
Recommendation: We recommend a 2-year period starting from cancer diagnosis for
comprehensive coverage of majority of the active treatments, better management of the
complications and comorbidities, and to maximize the opportunities of savings.

AverageEpisode Payment

Patient Population
Comprehensive cancer care should aim
Impact of Severe Medica Conditions on Cancer Care Cost
for a broad beneficiary inclusion in order
$250,000
to create large and statistically significant
oncology episode payment program and
$200,000
to spread risk across a sizable number of
$150,000
beneficiaries. Only the beneficiaries with
$100,000
catastrophic conditions, such as ESRD, HIV, and
organ transplant, etc. that may impact the cost and
$50,000
complicate the cancer
$0
Included
ESRD
HIV
Organ
treatment should be considered for
Population
Transplant
exclusion. Patients with distal metastasis
of primary cancer are included in the model. However, if a beneficiary develops a new cancer
during the episode of the initial cancer, the CCCM pricing model should accommodate the
new cancer as a new episode or incorporate new bundled pricing parameters into the
original episode to reflect the costs associated with the patient now being treated for two
different cancers.

14

Recommendation: We recommend excluding patients with the following conditions; (1)
ESRD; (2) HIV; or (3) organ transplant.

Services
CCCM should cover all medical and pharmacy services the beneficiary receives that is related
to their cancer treatment. The CCCM bundled pricing model should also adjust for
complications and comorbidity care that arise during the episode period. Comprehensive
cancer care should incorporate all physician, diagnostic, drug and hospital services provided
to beneficiaries that is related to their cancer treatment. Payment should also cover
complications and comorbidity care that arise during the episode period. Comprehensive
bundles present to providers both opportunities for saving from a broader spectrum of care,
and challenges in elevated demands in care coordination. Developing and executing this
comprehensive structure requires access to complete historical data sets and the building
relationships with providers outside of the scope of the contracting provider. This model
aggressively drives care coordination.

Recommendation: We recommend that the comprehensive bundle approach should include
the following types of services -- chemotherapy and other drugs, radiation therapy, cancer
surgery and related procedures, hospitalizations, ER visits, physician visits, palliative care
and hospice, and diagnostics (lab, MRI, CT, other radiology, etc.). Services being excluded are
-- unrelated surgeries, certain types of prescription drugs (e.g. drugs the patient was taking
prior to the cancer diagnosis, outlier drugs, etc.).

Patient Engagement
To maximize opportunities of engaging patients and families in advancing high-value care,
the CCCM providers must provide (1) standardized and validated decision-making tools to
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determine the appropriateness of the treatment; (2) transparency of performance and the
payment model; (3) shared care planning; (4) access to full health records; (5) care
coordination across settings; (6) access to comparative provider quality information. Both
overall strategies and condition-specific strategies for engaging with patients should be
developed by model participating providers to help patients manage their diseases and care
during the course of the episode.
Recommendation: We recommend the “INACT” process that includes the following 5
activities: (1) Identify patients eligible for a bundle based on the diagnostic and assessment
criteria; (2) Notify the patient and their family that they are in a bundled payment program;
(3) Assess the patient’s risks for complications, adverse events, hospital admissions,
palliative care planning, etc. Develop an overall risk score that segments patients into at least
High, Medium and Low risk strata; (4) Care plan development with the patient, their family
and the clinical team. The focus should be on developing an individualized plan with focuses
on getting the patient well and back home as quickly and safely as possible adhering to the
Institute of Medicine recommended plan elements. (5) Track the patient’s progress and
health status with two goals in mind -- identifying and intervening with patients who are
headed toward a complication or an adverse event before they happen, and helping the care
management team efficiently focus on patients who need their interventions and not on
patients who are on track.
In order to facilitate effective patient tracking, Archway has developed a simple tool called
Carelink that includes a dashboard that helps care managers to identify high risk patients
that require an intervention, and easy to use tools for patients and caregivers to provide
health status updates.
Archway Carelink
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Accountable Entity
The accountable entity should be chosen based on readiness to re-engineer change in the
way that care is delivered to the patient and to accept risk. For CCCM, our focus is on
partnering with specialty providers as the accountable entity. However, it will also likely
require a degree of shared accountability, given the number of providers working to care for
a patient.
Recommendation: We recommend the following characteristics for a specialty provider in a
program such as CCCM: (1) High volume within the clinical bundle area; (2) A preference for
specialty physicians. For a hospital to be partnered as the accountable entity, it needs to have
both engaged specialists and administrative leadership, with high quality and good
reputation among peers. We also look for the right culture of improving outcomes, process
and reducing costs, which include: (1) Engaged in the clinical care redesign process; (2)
Willing to learn and implement new processes and protocols, and to shift volume to high
value preferred providers; (3) Willing to serve as the episode initiator and coordinator of the
whole process; (4) Willing to invest in the program and to share risk coupled with
appropriate stop-loss and reinsurance protection.

Episode Pricing
The pricing of episodes should be set such that it accomplishes the following goals: (1) saves
money for the purchaser compared to the purchaser’s average “spend” (historical claims);
(2) creates potential savings for the patient through lower deductibles and co-pays; (3)
enables the episode-initiating provider to receive a financial incentive above traditional feefor-service through more efficient utilization of resources, choice of value-based site of
service and innovative clinical process design. This needs to be balanced through quality
metrics and safeguards against stinting of services, selection bias, etc. It is also important
that the episode-initiating providers have visibility into historical claims data and a clearly
defined perspective on where and how to improve the process and reduce costs.
Recommendation: We recommend the target episode price is initially established against a
regional benchmark price. Benchmarking against a regional historical experience will not
compromise CCCM network providers, many of whom have already reduced costs and
improved quality by virtue of their long-standing participation in other value-based
oncology initiatives, including in particular the OCM program. An estimate of a decrease in
costs based on achievable quality improvements, such as lower hospitalization rates or ER
rates can be included. The episode price can be revised over time to ensure continual
improvement by both the more and less efficient providers. In this way, the episode price
automatically integrates savings and simultaneously incentivizes a compression of variation
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in cost and quality across all providers. Finally, the episode price should take into account
services that are historically under reimbursed, and thus, underused, but are of high value
to the patient. Examples include care coordination, patient engagement, shared decisionmaking, assessment of patient-reported pain and function, psych-social evaluation, dietary
counseling, home-based visitations and interventions and pre-habilitation.
The target price adjusts for factors that affect episodic total cost of care, which include but
not limited to: (1) Patient characteristics, such as age strata or comorbidities; (2) Disease
characteristics, such as cancer histological subtype, metastatic status; (3) Types of services
provided, such as surgery, radiation therapy, chemotherapy, etc. Additional adjustments for
new technologies and new drugs will also be considered.
In order to assure confidence in risk arrangements, CCCM pricing methodologies must be
transparent and based on timely and accurate data, attribution determinations and full
disclosure of pricing adjustments such as any trend factors, novel therapy adjustments and
other factors that can impact the calculation of actual expenditure against bundled price
targets. This is a common criticism of the OCM program – complex and confusing pricing
methodology, prediction model statistical bias and long delayed reconciliation of
performance results. This program “credibility” gap must be avoided in CCCM if providers
are expected to go at financial risk.

Risk Arrangements
The risk sharing model should accomplish enough downside and upside to motivate true
engagement in the process, innovation, and change on the part of the participants. History
demonstrates that this could range from almost full up and downside risk (as found in the
BPCI program) to upside risk only models with moderate hurdle rates (like OCM). A phasedin risk strategy is to make bundles commence with upside reward sharing to allow for the
provider to incorporate the additional infrastructure and reengineer inter-provider care
processes (hospital and physician care-sharing) in order to assume downside risk in
subsequent periods. Risk mitigation strategies are needed for the protection against
“catastrophic” downside risk, whose threshold is low for specialty physicians and only
slightly higher for hospitals.
Recommendation: We recommend that CCCM bundles be initiated with a one-sided risk
model similar to what has been used under the OCM program. After the first program year,
CCCM participants should be migrated to a 50% two-sided risk model and thereafter to a full
risk model. Therefore, the recommended risk levels are Year-1: upside only/no risk; Year2: 50% risk assumption; Year-3: full risk assumption. Strategies for mitigating the downside
risk of “catastrophic” events include but not limited to outlier corridors, per case stop-loss,
18

aggregate stop-loss, and third-party reinsurance will be features incorporated for purposes
of risk mitigation.
Methodologies will be developed for the sharing of financial risk and reward among the
medical professional involved: surgical, medical and radiation oncology. As well,
methodologies will be developed for the sharing of financial risk and reward among
physician participants and institutional participants (hospital) for their respective
contributions under the pre-determined bundled rates.

$16
length, reconciliation can be done
Payment Flow
after the episode is completed. For
Episode payments are typically dispersed via either prospective payment or retrospective
reconciliation. Prospective Payment model establishes price that is paid as one payment to
the accountable entity prospectively, whereas retrospective reconciliation model pays
standard fee-for-service reimbursement to individual providers within the episode and
applies retrospective reconciliation for shared savings/losses.

,000

Average Monthly Payment by Cancer Type

$14,000
$12,000

reconciliation for episodes with 90

$10,000

$8,000 period is
However, when episode
long, like the proposed 2-year

ALL

example, BPCI condu

Breas Cancer
Intestinal Cancer
Lung Cancer
P ros tate
Cancer
days

post-dscharge

$6,000
$4,000

CCCM, holding the reconciliation
$2,000
until the episode is completely
$0
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24
finished will delay the valuable
Month
quality and financial performance
information being sent back to the participating providers, thus may weaken provider
motivation to participate in the program. Our original research shows that monthly payment
patterns can be identified for each cancer type. Based on the monthly payment change during
the 2-year period, prorated quarterly or 6-month target payment can be calculated and used
for interim reconciliation. Below are the example prorated target prices that we calculated
based on LDS data. Actual pricing would need to be further modified once the operational aspects
of the program are finalized to include further modifications including regional adjustment,
provider historical performance adjustment, outlier protection (through winsorization), program
discounts, etc.
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period.

Six-month Interim Reconciliation Target Price
6M
12M
18M
Breast Cancer
$24,187
$39,018
$52,676
Intestinal Cancer
$45,918
$71,379
$93,748
Lung Cancer
$43,042
$70,989
$97,793
Prostate Cancer
$21,174
$35,126
$48,895

24M
$65,939
$114,404
$122,838
$62,123

Recommendation: We recommend that CCCM uses retrospective reconciliation model
similar to what has been used under the OCM program. We recommend that CCCM also
feature a care management payment similar to the OCM MEOS payment to cover program
implementation and enhanced services costs incurred by participating providers. Finally,
we recommend that calculations of actual against prorated bundled price targets be
conducted more frequently and with more transparency than has been the case with the
OCM program. We would like to see bundled price reconciliations take place at least as
frequently as every six months during the program duration.

Quality Measures
Quality measures are one key mechanism to verify clinical improvements, assess patient
health outcomes and appropriate coordination of care, and ensure continued quality of care
for beneficiaries. It is important to identify a small number (6-10) of truly meaningful
metrics that are directly related to the clinical condition. One criticism of the OCM program
is that quality and clinical data reporting requirements are overly burdensome to providers
and many of the 30+ measures are of little relevance to truly measuring quality. In the CCCM
program, onerous requirements to collect and report data that is not readily available or
particularly relevant will be minimized.
Recommendation: We recommend including the following quality metrics: (1) performancefocused, including pathway compliance, ER visits, unplanned hospitalizations,
complications, progression-free survival, end-of-life treatments, etc.; (2) patient-focused,
including pain, functionality, satisfaction with the care process, etc.; (3) purchaser-focused,
including member satisfaction and unplanned costly events, etc.

Monitoring and Reporting
Judicious monitoring of new payment models is critical to ensure that most importantly
patient care is optimized and providers continue to gain insights into their performance and
areas of improvement.
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Recommendation: We recommend providing transparency into provider performance and
patients outcomes across the care continuum for all services rendered. We have gained
extensive experience through managing BPCI, CJR and OCM programs that has been utilized
to inform our analytics platform.
In order to facilitate program performance Archway’s Oncology Care Analytics Platform is
designed to help practices maximize performance by addressing key areas of costs and
quality.
Archway Oncology Care Analytics Platform

Miscellaneous Provisions
Eligibility Criteria
In addition to the eligibility criteria described above as the features of a “high-performing”
community oncology practice, Network providers, oncology practices and institutional
partners alike, will be required to meet and maintain compliance with more definitive
schedule eligibility criteria.
Learning System
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We anticipate that the model will engage Network participants in a Learning System aimed
at improving the likelihood of success under the model. The Learning System will be a
continuous process with two objectives: (1) to support rapid learning and practice changes
resulting in improved quality of care at lower cost and (2) to capture and disseminate
operational learnings that emerge from the model in an environment of shared learning
through a set of action-oriented learning and diffusion activities.
Non-Performance
Network providers participating in the model will be subject to termination from further
participation due to failure to meet certain performance criteria and program milestones. In
addition to the due diligence of Archway’s oversight of CCCM we anticipate that CMS will
continuously monitor participant performance under the model program to ensure that
access to care and quality of care are not being compromised, and that participants
demonstrate the capacity and infrastructure to deliver comprehensive cancer care under the
terms of the model.
Compliance with Law
Participants in the model will be required to be at all times in compliance with applicable
laws and regulations, including those laws and regulations pertinent to “Stark” and antikickback (AKS) statutes.
Waivers
Where CMS determines that any aspect of the proposed model requires a waiver from
provision of Medicare law or regulations, CMS will grant such waiver as necessary. One area
of attention that we recommend be incorporated into CCCM is exception for incentive
payment, such as sharing in savings achieved between providers similar to the “Stark”
waivers provided for gain sharing within Accountable Care Organizations.

Conclusion
We strongly recommend that CMS consider offering a program of comprehensive full
continuum cancer care provided “at risk” by motivated and high-performing cancer care
providers. We have described such a program as the Comprehensive Cancer Care Model
(CCCM). The model aligns all providers of cancer care by placing them at risk for financial
performance for the full continuum of care of the top four cancer types. A collaborative
Network of providers that are capable of functioning under the model have been identified
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and stand ready to perform under the CCCM or similar program should CMS elect to offer
one.

Further Information
For further information with regard to CCCM or the Network, contact:
Ronald Barkley, MS, JD.
Mah-J Soobader, PhD.
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Appendix A: Signed List of Network Participants
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Network Participant

Location

West Clinic & Methodist Health System (West Cancer Center)

Memphis, TN

Oklahoma Cancer Specialists and Research Institute & St. John
Health System

Tulsa, OK

Center for Cancer & Blood Disorders & UT Southwestern Medical
Center

Ft. Worth, TX

Cancer and Hematology Centers of Western Michigan

Grand Rapids, MI
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Northwest Medical Specialties

Tacoma, WA

Clearview Cancer Institute

Huntsville, AL

Carolina Blood & Cancer Specialists

Rock Hill, SC
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Highlands Oncology Group

Fayetteville, AR

Miami Cancer Institute

Miami, FL

Dayton Physicians Network

Dayton, OH
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Appendix B: Key Team Member Bios

David P. Terry, MBA, Co-founder, Chief Executive Officer
Dave P. Terry is Co-founder and CEO of Archway Health and brings with him more than 20 years
of experience as a healthcare payment reform strategist and expert. At Archway, Mr. Terry is
responsible for establishing the corporate vision and ensuring the team is delivering on its promise
of enabling payers and providers to succeed within bundled payment programs.
Throughout his career, Mr. Terry has served as a senior executive and trusted advisor to design,
implement and measure effective payment strategies that deliver value to payers, and providers,
and, ultimately, to patients. Throughout his roles, he has led care and risk management initiatives
across the continuum of care, including: primary care physicians; specialists; acute care hospitals;
pediatric health systems; skilled nursing facilities; home care companies; and hospice providers.
Mr. Terry is a thought leader and frequent speaker on bundled payments and other payment reform
initiatives.
Mr. Terry has helped organizations negotiate global cap and pay-for-performance contracts with
managed care plans, and led primary care “pods” designed to manage the care delivery and risk
levels within those contracts. In past experience, he administered a home care agency that managed
Medicare and Commercial episodes of care within a single payment, and has developed provider
networks and risk sharing models for Medicare ACOs. He has also led the effort to build the largest
network of providers in the CMS bundled payment program. Some of his previous industry
experience includes work with Partners Healthcare, Harborside Healthcare, and The Chartis Group.
Mr. Terry holds an MBA from Harvard Business School and a bachelor of arts from Columbia
University. He currently serves on the board of The Bottom Line, a national, educational nonprofit, and is a past board member of the Harvard Business School Health Industry Alumni
Association.
Ronald R. Barkley M.S., J.D., President & CEO
Mr. Barkley is a healthcare business development and operations advisor with expertise in medical
group practice; hospital/health system and healthcare corporate settings. Ron specializes in the
transaction and operational conversion of integrated physician-hospital oncology service lines and
cancer centers; alternate delivery models, such as oncology medical home and in the evolving
alternative payment models (APMs) associated with oncology, including Medicare’s Oncology
Care Model (OCM) program and episode-of-care/bundled pricing initiatives.
Mr. Barkley has served as Executive Director for a regionally dominant independent community
oncology medical group practice affiliated with Dana Farber Cancer Institute, Boston. He
successfully transacted the management and professional services alignment between Dana Farber
and the practice that became the forerunner of today’s predominant model of oncologist-hospital
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alignment. Ron has also served as market executive for the organizational re-structuring of the
Chicago-area practices of the McKesson/US Oncology Network and as professional business
advisor in oncology practice merger, acquisition, business diversification and oncologist-hospital
affiliations and service line consolidations in numerous settings nationally.
Mr. Barkley holds a Master’s Degree in Healthcare Administration and a Law Degree with
emphasis in healthcare transactional and regulatory law. He is a member of the State Bar of
California; American Health Lawyer’s Association (AHLA) and the Association of Community
Cancer Centers (ACCC) and is National Co-Chair of the Cancer Center Business Summit
(CancerBusinessSummit.com), a thought leadership forum on matters involving business
strategies and business models for cancer care delivery re-design and alternative payment in
today’s value-based paradigm.

Mah-Jabeen Soobader, MPH, PhD, Chief Analytics Officer
Mah-Jabeen Soobader, PhD, is Chief Analytics Officer of Archway Health and steers the strategic
progression of payers and providers that are transitioning to and designing value-based care
programs. Dr. Soobader is a nationally recognized subject-matter-expert in bundled payments and
value-based reimbursement with a proven track record of bringing cutting-edge analytics and
innovative platform solutions to the marketplace. She provides strategic insights into the changing
reimbursement landscape and assists payers and providers in developing a financially viable
transition to value-based reimbursement, while aligning their mission and strategies.
Dr. Soobader portfolio includes a suite of episode-of-care products and services for Medicare’s
Oncology Care Model, Comprehensive Care for Joint Replacement Model, and Bundled Payments
for Care Improvement programs. Additional products of Dr. Soobader’s have included commercial
bundled payments, Prometheus, and Physician Performance Programs. Past clients include:
Geisinger Health System; Carolinas Health Care Systems; IASIS Healthcare; Hartford Healthcare;
Providence Health; Priority Health; and Memorial Sloan Kettering Cancer Center.
Dr. Soobader holds a Ph.D. in social epidemiology, an M.P.H. from the School of Public Health
from Boston University, University of Professors Program, and a degree in optometry from the
University of Durban-Westville, South Africa. She is a recipient of the 2013 John Rutherford
Innovation Award, a prestigious corporate award given to creative thinkers who design innovative
solutions, and was selected by Janssen Scientific as an industry expert to educate and inform their
strategy on episodic payments. She has published more than 20 academic papers and has worked
in a number of academic settings, including the Department of Health and Social Behavior at
Harvard University.
Tony Cheng, MBA, Co-founder, Chief Technology Officer
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Tony Cheng is Co-founder and Chief Technology Officer of Archway Health and brings with him
more than 15 years of entrepreneurial and technology experience. Mr. Cheng leads Archway’s
product development, which includes its innovative bundled payment analytics capabilities as well
as tools for care management and customer service. He has a keen knack for leveraging technology
to augment experiences and simplify the experience of its users. He manages the internal and
external technology strategy for Archway with a strong focus on analytics.
Mr. Cheng’s past involvement in software and media start-ups led to the development of IgoUgo,
one of the first, user-generated content travel websites. The award-winning company was acquired
by Travelocity. Mr. Cheng also founded two other online, travel video brands,
HotelConfidential.com and Tripfilms.com. Previously, he has experience in technology
management for Citibank, process engineering at ExxonMobil, and investment banking at J.P.
Morgan.
Mr. Cheng holds an MBA from Harvard Business School and a bachelor of science from Cornell
University in chemical engineering. He is also the holder of three U.S. patents.

Jun Wang, PhD, MD, Principal Data Scientist
Dr. Wang is Principal Data Scientist at Archway Health and brings more than a decade of expertise
in the custom design, development and implementation of bundled payment programs.
Dr. Wang’s work was traversed Medicare, Medicaid and Commercial bundled payment initiatives,
including BPCI, CJR, OCM. Dr. Wang has led the production of all versions of the original SAS
analytic packages of the PROMETHEUS bundled payment model and has designed 39 custom
bundled payment arrangements for Commercial programs. Dr. Wang led the CMS multi-milliondollar project Generating Medicare Physician Quality Performance Measurement Results and the
Massachusetts State Medicaid P4P Quality Measure Program.
Dr. Wang has worked in several academic settings including serving as Assistant Professor at Tufts
University School of Medicine and as Clinical Research Scientist at Department of Preventive
Medicine at the University of Southern California. She has published over fifteen original research
papers in various topics. Dr. Wang holds a PhD in Molecular Epidemiology from Keck School of
Medicine, University of Southern California and an international equivalent MD from the School
of Medicine, Beijing University, China.

Keely Macmillan, MSPH, General Manager of Bundled Payments for Care Improvement
Keely Macmillan is General Manager of Bundled Payments for Care Improvement at Archway
Health and oversees all aspects of the company’s involvement in the BPCI Initiative. She is a
recognized expert in alternative payment models, bringing to Archway deep experience in guiding
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specialty providers to success in ACOs, bundled payments, value-based purchasing, and
MACRA’s Quality Payment Program.
For nearly a decade, Ms. Macmillan lead the Government Payment Policy team at Partners
HealthCare and managed the financial forecasting for the system’s billion-dollar government
revenue and also managed the strategic assessment of Medicare alternative payment models.
Additionally, she played a key role in developing and implementing Partners HealthCare’s systemwide public payer advocacy strategy, which included improvements to measures in the value-based
purchasing program and changes to the Comprehensive Care for Joint Replacement Model and
cardiac episodic payment model programs.
Ms. Macmillan holds an MSPH in health policy and management from the Harvard T.H. Chan
School of Public Health. She also holds a bachelor of science from Yale University.

Maureen Thompson, RN, MSM, Vice President of Care Management
Maureen Thompson is Vice President of Care Management at Archway Health and brings
significant industry experience as a results-oriented executive with diverse experiences in home
healthcare, palliative services and private care within large health systems and independent
agencies. Ms. Thompson leads the charge of ensuring that healthcare organizations are able to
leverage Archway’s care management tools for more efficient patient care. She has a demonstrated
ability to drive change and create efficiencies in a dynamic healthcare environment.
Previously, Ms. Thompson served as President of Steward Home Care, where she implemented a
successful transitions-in-care model, resulting in significant reductions in hospital readmissions,
and improving quality outcomes for patients with complex medical conditions. She has also held
executive roles at various organizations which deliver home care and Visiting Nurse Association
services.
Ms. Thompson holds a bachelor of science in nursing from Northeastern University and a master’s
degree in health services management from Lesley University.
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November 20, 2017
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services

Comments re: Innovation Center New Direction, submitted via CMMI_NewDirection@cms.hhs.gov

To Whom It May Concern:
Thank you for the opportunity to provide comments on the new direction for the CMS Innovation Center. Arcora
Foundation is a nonprofit dedicated to improving oral health and health equity by partnering with communities to
prevent oral disease, transform health systems, and increase access to care. We have a deep commitment to innovative
systems change to achieve the triple aim of better care, better outcomes and lower costs, and we have a long track
record of partnering with Apple Health, Washington’s Medicaid program, to develop and implement pilots and full-scale
programs to increase provider participation and patient access, and explore value-based payment models. Furthermore,
oral health is inextricably connected to overall health and wellbeing; as such, Arcora Foundation actively promotes
opportunities to better integrate medical and dental care.
In response to the guiding principles and focus areas for CMMI’s new direction, Arcora Foundation is encouraged by the
intention to increase flexibility for states to test innovations that can strengthen Medicaid and Medicare, and better
ensure that patients are getting the care they need when they need it. In particular, Arcora Foundation is interested in
testing models to increase access to dental care for Medicaid and Medicare beneficiaries in ways that improve oral and
overall health outcomes. There is strong evidence to support testing the following models, among other innovations:


Risk-based dental care. Arcora Foundation strongly supports pilots to test incentivizing dental care provided to
populations most at risk for oral disease. This model would require collaboration between medical and dental
providers, a shared understanding and implementation of risk assessment tools, and an evaluation of utilization
and health outcomes. Such state-based pilot projects providing additional or enhanced dental benefits for at-risk
populations (e.g. patients with diabetes, patients with kidney disease and other high-risk medical conditions that
need oral infection control) can test for medical cost savings from reduced oral infections.



Supporting a population health approach to oral health. The use of diagnostic coding (ICD10) in dental settings,
for example, is central to transforming the measurement of oral disease status and its correlation with other
chronic diseases. Pilot programs to test dental providers’ use of ICD10 codes would be a way to further
population health.



Value-based dental payment. Arcora Foundation strongly supports testing models to move oral health care
delivery from volume to value. Pilots can test incentive payments or other alternative payment structures for
specific health outcome metrics, such as caries on recall, disease severity indexing, or treatment plan
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completion. Designing value-based models around population health outcomes would provide useful data as
CMS and states continue to develop innovative ways to achieve the triple aim.


Consumer-directed care and market-based innovation models. We encourage CMMI to support states as they
look to technology solutions for providers and patients in the Medicaid program. For example, an easy-to-use
technology platform, in combination with care coordination and provider support, could be used to link
Medicaid beneficiaries with Medicaid providers.



Incorporating oral health assessments in the Medicare “welcome visit.” Medicare’s lack of dental coverage is a
significant barrier to dental care for beneficiaries. One way to begin to increase access to oral health care and
promote whole-person care is to incorporate an oral health assessment in the Medicare “welcome visit.” Arcora
Foundation and our partners have developed a model to include an oral health assessment and dental referrals
as needed during well-patient primary care visits. Qualis Health published the implementation guide, “Oral
Health Integration,” which details the case for integrating oral health into primary medical care, staffing and
workflow, structured referrals, and data and quality improvement. This model could be modified and replicated
for Medicare beneficiaries.

Arcora Foundation remains committed to partnering with our state’s Medicaid program to test new models to improve
dental care access and outcomes. Additionally, we stand ready as a partner when considering ways to increase access to
oral health care for Medicare beneficiaries. We look forward to the next phase of CMMI’s work.

Sincerely,

Diane Oakes
President & CEO

The Area Agency on Aging & Disabilities of SW WA (AAADSW) joins the State of Washington to endorse the
continuation of the Health Homes (HH) program. As mentioned in the Health Care Authority (HCA) response,
the Washington State Model for HH provides critical care coordination for Medicare-Medicaid beneficiaries.
The coordination services include community-based face-to-face comprehensive care management, care
coordination and health promotion, comprehensive transitional management, individual and family support,
referrals to community and social support services, and use of health information technology to link services.
Our agency has concerns with the Center for Medicaid/Medicare Services (CMS) ruling that forces HH clients
who enroll in a Medicare Advantage (MA) plan to terminate their Health Home benefits. The loss of HH
services causes anxiety, a disruption or loss of care coordination support, and may cause temporary loss of
drug coverage and medical services for the most vulnerable clients in our society.
As background information, Medicare/Medicaid, dually eligible, clients usually do not enroll in any kind of MA or
supplemental medical insurance plan to help with original Medicare deductibles and coinsurance costs due to
Medicaid providing secondary coverage. However, in Southwest Washington, specifically Clark County, local
practitioners and clinics have moved away from accepting original Medicare and many clinics and physicians
insist on MA membership to gain access to services. Unfortunately this exclusion includes the dually eligibly
person and those in the HH program. Additionally, there are a growing number of MA Special Needs (SNP) in
the area. The SNPs aggressively target Medicare/Medicaid enrollees.
Approximately two years ago, our agency noticed increasing numbers of people losing eligibility from the HH
program because they had joined a MA Plan. Many were enrolled in the SNP and many were enrolled in other
MA plans. To reiterate many people are feeling the pressure to enroll in a MA plan in order to retain their
healthcare providers, as our experiences are many clinics in Clark County will not accept the SNP plans. When
we asked the HCA why people had to drop their HH care coordination benefit, the HCA indicated there was a
CMS requirement of MA plans, specifically the SNPs, to provide "care coordination" benefits and therefore
enrollment in the HH would be a duplication of benefits.
We questioned whether there was any "duplication of benefits". Research lead us to the Model of Care (MOC)
Plan submitted by United Health Care for its Dual Eligible Special Needs Plan. CMS required the MOC, which
was approved in 2012 for a three-year period. We were unable to find a current MOC, but interaction with
United, its agents and a review of their Summary of Benefits Booklet for 2017 did not indicate any care
coordination services they offered would be a duplication of those offered through the State. The MOC section
defines Case Management and Coordination to direct its care coordination efforts towards medical staff, and
appears to focus on coordination between medical team members for services they provide to patients.
We suggest there is confusion and a lack of definition guiding the interpretation of care coordination in the MA
Plans in Washington State. From our perspective, it is a disservice to remove a high-risk/high-cost person
from the HH program due to MA enrollment. As mentioned above, the MA plan provides other benefits such as
access to care. If there are any care coordination benefits from a MA plan, the benefits appear to be limited in
scope and focuses on medical team coordination, which is not the same as the support and services offered
through the Washington State Health Home program.
We request CMS investigate this issue and work with HCA to change the requirement that HH members
cannot have a MA plan.

Douglas A. Ducey, Governor
Thomas J. Betlach, Director

Arizona Response to the Centers for Medicare and Medicaid Services
Center for Medicare and Medicaid Innovation Request for Information:
Innovation Center New Direction
Introduction
Arizona appreciates the opportunity to provide comments in response to the Centers for
Medicare and Medicaid Services (CMS) Center for Medicare and Medicaid Innovation
(Innovation Center) Request for Information (RFI) on market-driven reform concepts that
promote patient-centered care, increase choices and competition, reduce costs, and improve
outcomes. The need to create new advanced Alternative Payment Models (APMs) is incredibly
difficult and important work that must be a priority to advance our shared goal of a sustainable
health care delivery system.
Arizona’s Medicaid agency, the Arizona Health Care Cost Containment System (AHCCCS), has
long been a leader in innovation, serving its 1.92 million members through the creative and
effective use of managed care delivery systems. Since its inception in 1982, AHCCCS has been a
mandatory managed care state, except for its American Indian population, and has employed
innovative approaches to health care delivery and payment systems. With a model based on
competition and member choice, Arizona has frequently been a pioneer in testing health care
policies and financing strategies, continuously seeking to improve health care outcomes while
containing costs.
It is well-recognized that the misaligned incentives of a fee-for-service (FFS) payment model,
which rewards volume over value, result in reimbursements that often fail to deliver either
high-quality or cost-effective care for beneficiaries. Recognizing this, many states have made
significant investments in designing health care delivery systems to move providers away from
traditional FFS payments to alternative payment models (APMs) that reward value. These stateled transformation efforts are happening in different ways, at different paces, and according to
the specific needs and characteristics of each state’s population. Additionally, it is also critical to
recognize that Managed Care Organizations (MCOs) and provider organizations have invested
enormous amounts of resources to develop and support APMs.
Medicaid is the nation’s largest insurer, covering more than 70 million people. As co-financers
of the Medicaid program, states are uniquely positioned as equity partners with CMS in setting
a course for a value-driven health care system. AHCCCS supports the Innovation Center’s
mission to design and test new models of health care delivery and payment that have the
potential to reduce costs while maintaining or improving the quality of care in Medicare,
Medicaid, and the Children’s Health Insurance Program (CHIP). In particular, AHCCCS urges CMS
to leverage its unique and powerful role to continue building states’ capacity to lead the
movement towards a value-based health care system.
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AHCCCS’s Value-Based Purchasing Journey
For the past several years, AHCCCS has supported a market-based approach that incentivizes
payers and providers to establish new value-based arrangements that align incentives to
improve efficiency and member outcomes. When it first began these efforts, AHCCCS
recognized that contracted MCOs and providers were well-positioned to create new payment
models, rather than having these methods dictated by the State. To support this private-sector
innovation, AHCCCS established broad value-based goals for the system and allowed its MCOs
to advance APMs to best meet the needs of their own unique populations, provider mix, and
geographic regions. As detailed in the table below, AHCCCS established these multi-year goals
by various lines of business, recognizing the differing levels of provider maturity and transition
time needed within each program.
AHCCCS Contractor Value-Based Purchasing Requirements
Program

CYE 15

CYE 16

CYE 17

CYE 18

CYE 19

Acute

10%

20%

35%

50%

50%

Integrated LTSS, Medical
and Behavioral Health for
Elderly & Phys. Disabled

5%

15%

25%

35%

50%

-

5%

15%

25%

35%

Behavioral Health

AHCCCS has also moved to align with the CMS Healthcare Payment Learning and Action
Network (LAN) APM Framework by establishing expectations for contractors to move an
increasing portion of their APMs to Categories 3 and 4 of the Framework.
Examples of VBPs implemented by AHCCCS contractors under this market-based model include:




Total cost of care models that incentivize primary care providers to manage costs and
improve overall outcomes.
Leveraging bundled payments for lower-extremity joint replacements and expanding
to cardiac bundles.
Home- and Community-Based Services incentive payments predicated on total cost of
care and quality measures.

Lessons Learned and Success Stories
Over the past several years that AHCCCS has been engaged in this work, it has learned many
important lessons, a few of which we will highlight here because we believe they are critical for
CMS to consider. First, this is really difficult work that requires committed leadership. We can
unequivocally say that strong leadership makes a significant difference in both the pace and
success of implementation. Second, moving to new models requires plans and providers to
make substantial investments in infrastructure. From a business perspective, plans and
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providers must see the value in moving to value. Third, this leadership and investment has
created substantial momentum in the delivery system to take on new payment structures.
Fourth, there are statutory and regulatory limitations to some models that CMS should
recognize and examine. For example, required cost-based models like the Prospective Payment
System for Federally Qualified Health Centers are a major impediment to new payment models.
A critical element of AHCCCS’s success in this area has been our efforts to engage a wide variety
of stakeholders on the development of value-based requirements. AHCCCS has consulted with
all the major providers and provider groups, large delivery systems and Medicaid MCOs across
the state in its design and implementation of value-based models. All AHCCCS policies include a
public comment period, allowing these same stakeholders as well as the broader community to
inform the establishment of our requirements. This stakeholder engagement has been
invaluable in building support for the AHCCCS approach. It also ensured the mandatory levels of
value-based reimbursement reflected realistic expectations for providers that were achievable
but also moved the system forward towards value.
Moving to reimbursing for value is an incremental process. For every success, payers find other
models did not produce expected results. But as payers become more mature, they can identify
which models work and determine how to replicate and scale them. As the Innovation Center
recognized in its 2016 Report to Congress, evaluating success takes years of data. 1 However,
some early results are promising and should be both celebrated and monitored as they are
brought to scale.
As the Innovation Center notes in its 2016 Report to Congress:
To date, two CMS Innovation Center models have met the statutory criteria to be eligible
for expansion by reducing program spending while preserving or enhancing quality—the
Pioneer Accountable Care Organization (ACO) Model and the Diabetes Prevention
Program (DPP) Model. The Pioneer ACO Model generated more than $384 million in
savings to Medicare over its first two years—an average of approximately $300 per
participating beneficiary per year. Meanwhile, the DPP model has saved Medicare an
estimated $2,650 per beneficiary over a 15-month period, which covered program costs
and helped participants lose an average of 5 percent of their body weight to significantly
reduce their risk of developing diabetes. 2
Arizona has participating providers in both the above efforts. Banner Health Network was a
Pioneer ACO in Arizona that demonstrated annual savings ranging from $15 million to $35
million between 2012 and 2016 while maintaining high quality for its members. 3 Arizona
YMCAs participated in the DPP and the CMS Office of the Actuary noted the program’s success

1
Centers for Medicare and Medicaid Services, Center for Medicare and Medicaid Innovation, Report to Congress, December
2016.
2
ibid.
3
https://innovation.cms.gov/initiatives/Pioneer-aco-model/

3

in helping participants lose weight and reduce the incidence of diabetes without increasing the
overall costs of the program. 4
AHCCCS also has early examples of success. The managed care organization responsible for
services to individuals with serious mental illness established an APM with three Forensic
Assertive Community Treatment (FACT) teams. These FACT teams are responsible for care for
among the most complex members in the program who also require engagement on a variety
of social determinants of health. Over an approximately two-year period, these teams
produced the following results:

↓ 31% reduction in psychiatric hospital admissions.
↓ 18% reduction in the members using the Emergency Department.
↓ 19% reduction in the number of members experiencing homelessness.
↓ 76% reduction in the number of jail bookings.
↑ 84% increase in the percent of members who saw a medical provider at least once
per year.

AHCCCS RFI Comments
AHCCCS broadly supports the principles and strategies laid out by the Innovation Center. Our
comments focus on two main areas: 1) CMS must leverage its purchasing power to drive
delivery system change; and 2) CMS should continue and enhance opportunities to improve
integrated care for dual eligibles.
CMS Must Leverage Its Influence to Lead on Value
In its RFI, the Innovation Center outlined its Guiding Principles, which include competition and
choice, as well as transparency and a patient-centered focus. As mentioned above, the AHCCCS
program was built on a firm foundation of competition and choice. AHCCCS also supports the
other principles that CMS has outlined. Its focus on reducing the administrative burden and
unnecessary regulations is critical to assure ongoing participation by providers, both in valuebased models and in the Medicaid program as a whole. However, AHCCCS strongly believes that
the Innovation Center must establish an additional Guiding Principle: As the largest health care
coverage programs in the country, Medicaid and Medicare must mandate and drive the change.
For the healthcare system be sustainable, it must move from a system predicated on quantity
to one based on quality. This ultimately means that the way we pay for services must change.
Providers and payers will not move into a new world of value-based payments through
voluntary small pilots. The FFS system has too many misaligned economic incentives to expect
change without making value-based models more attractive than traditional, volume-based
reimbursement methods. To fulfill their fiduciary responsibility to taxpayers, public programs
must establish required reimbursement mechanisms that ensure member access to care but
reward quality over quantity.
4

https://www.cms.gov/Research-Statistics-Data-and-Systems/Research/ActuarialStudies/Downloads/Diabetes-PreventionCertification-2016-03-14.pdf
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Payers and providers have spent considerable resources over the past several years developing
infrastructure and new systems to support the drive toward APMs. Without clearly articulated
and mandatory requirements and expectations from the largest payers in the country, it will be
difficult for these systems to justify ongoing support of this new infrastructure. Medicare and
Medicaid have led the way in many markets across the country. If they fail to provide that
leadership moving forward, there will be significant retrenchment in the levels of
infrastructure, commitment and maturity of APMs. This is a critical juncture on the journey to
value-based reimbursement. If CMS pulls back and limits its efforts to small volunteer pilots,
other payers will likely end up following.
Promise of Multi-Payer Initiatives
CMS should be mindful of the critical role that the current authority has played in the successful
launch of demonstrations that align services for those eligible for both Medicare and Medicaid
(“duals” or “dual eligibles”). With almost 11 million duals nationally, it is critical that CMS and
states work together to develop new systems of care that will better meet the complex needs
of dual eligibles.
The creation of the Office of Medicare and Medicaid in combination with the authority
provided to the Innovation Center has not only resulted in new models of care, but also
documented the incredible opportunity to improve outcomes and bend the cost curve. The
third-party evaluations for Minnesota and Washington validate the great promise these new
models hold for a very complex population stuck in an incredibly hard-to-navigate, fragmented
system. These third-party evaluations not only documented improved outcomes but also
significantly lower hospitalization and readmission rates for members in aligned models of care.
CMS must make efforts to bring these models to scale. Previous initiatives have been too
restrictive and reached only a limited segment of the population. From January 2006 to May
2017, enrollment in Dual Special Needs Plans (D-SNP) increased from just over 400,000 to
almost 2 million. Enrollment in Duals Demonstration plans began in 2013 and has provided
another approximately 400,000 members the opportunity to receive aligned Medicare and
Medicaid benefits.5 While this growth is encouraging, over 80% of the duals population
nationally is still unaligned in a very fragmented system (with different entities responsible for
their Medicare and Medicaid benefits). Similar to the efforts with the Innovation Accelerator
Program, CMS should dedicate resources that serve as start-up capital for states to create the
infrastructure necessary to develop better systems of care for duals.
As the use of managed long term services and supports continues to grow significantly in
Medicaid, there is a unique opportunity for states to develop a strategy for incorporating
Medicare benefits into an aligned structure. AHCCCS has developed strategies to encourage
alignment by assigning dual members to Medicaid plans aligned with their Medicare plan. In
5

http://www.integratedcareresourcecenter.com/PDFs/ICRC_Growing_Enrollment_in_Integrated_Managed_Care_Plans_FINAL_
6-01-17.pdf
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addition, AHCCCS requires its Medicaid plans to offer D-SNPs and has established value-based
requirements for the LTSS D-SNP population, requiring an increasing percentage of that
population’s spend to be in a value-based arrangement each year. 6 However, states must have
the opportunity to partner with CMS to do more.
While there are efforts by other organizations like the Center for Health Care Strategies and the
National Association of Medicaid Directors to support states with these efforts, CMS, through
the Innovation Center and the Office of Medicare and Medicaid, needs to continue and
strengthen the partnership with states and dedicate even more resources to creating new
systems of care for duals.
In conclusion, we appreciate the opportunity to provide our perspective to CMS and are happy
to answer any questions on these comments as well as provide additional information on any of
the programs we mentioned. Our experience over the past few years demonstrates the need
for both collaboration and leadership from both CMS and states and we look forward to
continued partnership and dialogue.

6

15% in Contract Year Ending (CYE) 16, 25% in CYE 17, increasing to an estimated 70% in CYE 21.
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CMMI_Ne Direction@cms.hhs.gov

Subjec : Reques for Informa ion, Cen ers for Medicare & Medicaid Services: Innova ion Cen er
New Direc ion

Dear Cen ers for Medicare & Medicaid Services Innova ion,
Since 2012, Arkansas has been a he forefron of al erna ive paymen me hods and
ransforma ion of heal hcare processes. As an ini ial recipien of a CMMI implemen a ion gran ,
he Arkansas payer communi y has implemen ed groundbreaking models of episodes of care
and pa ien cen ered medical homes (PCMH). Our s akeholder communi y has embraced new
financial incen ives for heal hcare delivery and engaged in proac ive dialogue o evalua e and
improve new frameworks for paying for heal hcare. Because of his ex ensive experience in
heal hcare reform, he Arkansas payer collabora ive is pleased o offer i s hough s on fu ure
direc ions for he Cen ers for Medicare and Medicaid Innova ion.
Cen ral o he Arkansas approach o paymen reform is he concep ha he en ire s akeholder
communi y needs o be engaged s ewards of heal h sys em resources. This approach drives
paymen incen ives, program communica ions, da a sharing, and mu ual expec a ions. Program
design and implemen a ion res ed on fos ering mu ual rus and open communica ion wi h
providers, payers, pa ien s, and policymakers. We believe ha his communi y driven approach
is crucial o con inued evolu ion of our successful ini ia ives.
The Arkansas Paymen Improvemen Ini ia ive (APII) fea ured significan financial incen ives o
providers who developed effec ive managemen of heir pa ien popula ions. The payer
collabora ive believe ha incen ives should arge achievable, fair benchmarks. I is vi al ha
here be a popula ion of successful clinicians who receive financial recogni ion and serve as role
models for o hers o aspire similar success. Programs ha do no reward early adop ers or
excellen performers will fail o achieve rac ion wi h he general provider communi y.
We have added pa ien cen ered fea ures o our paymen improvemen ini ia ive. Arkansas
payers have suppor ed a pa ien li eracy ini ia ive, pa ien s akeholder par icipa ion in regional
mee ings, and added expec a ions of consumer engagemen in primary care medical homes.
We believe ha consumers mus play an engaged role in heal h sys em s ewardship. CMMI
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should consider a consumer advisory group o consider new co-pays for Medicare pa ien s who
pursue non-evidence based services. For example PSA es ing in asymp oma ic pa ien s over
he age of 75 could be designa ed for higher ou -of-pocke cos s for pa ien s insis ing on such
screening. A collabora ion be ween evidence exper s, providers, and pa ien s could help crea e
appropria e financial disincen ives o pursuing ineffec ive or inefficien personal heal hcare
ac ivi ies.
Lay publica ions frequen ly publish communica ions from pa ien s regarding coverage cri eria.
The lay public is wary of limi a ions on heir medical care regardless of he evidence.
Considera ion should be given o da a analy ical presen a ions for consumers o facili a e heir
involvemen as engaged s ewards of heal h sys em resources. To crea e an improved cul ure of
s ewardship wi h pa ien s, CMMI should suppor panels of providers, evidence exper s, and
consumer advoca es o explore principles of effec ive heal h care. I is vi al for consumer
advoca es, and no jus payers or providers, o embrace a more evidence informed approach o
heal h care u iliza ion and serve as vi al voices in crea ing dialogue o he general public abou
heal h sys em sus ainabili y and value based expendi ures of personal savings for medical care.
This improved consumer engagemen in s ewardship is cri ical for he fu ure of heal h sys em
ransforma ion.
Da a analy ic echniques in Arkansas have successfully developed frameworks o demons ra e
prac ice varia ion for acu e and chronic care. This big da a approach o paid claims has resul ed
in quar erly repor cards from payers o providers on a common por al using uniform me rics and
graphical presen a ions. The Arkansas payer communi y has been mee ing mul iple imes a
mon h for several years and has developed a robus working rela ionship across organiza ional
en i ies o facili a e planning and messaging o he provider and consumer communi ies. This
collabora ive approach is cri ical o successful regional al erna ive paymen implemen a ion.
The APII believes ha an en erprise approach o da a managemen could crea e innova ive
analy ics for he opioid crisis. Merging he payer da abases wi h s a e public heal h regis ries on
o al prescribing should produce effec ive repor cards for providers and assis in assessing new
s ra egies for mi iga ing he curren crisis. Arkansas has a pro o ype repor card for PCMH
prac ices ha de ails % of he adul panel’s use of opioids, benzodiazepines, and sleeping
agen s alone or in combina ion. Use of he Prescrip ion Moni oring Program (PMP) da abase
could crea e feedback o providers and insurers abou pa ien s paying cash for medica ions ha
could iden ify high risk clien s in he communi y. Economic penal ies could be es ablished for
ou lier prescribing prac ices by den is s and physicians bo h in erms of quan i y and
polypharmacy.
Likewise an en erprise approach o da a managemen holds grea po en ial o in erlink
da abases o harness social de erminan s of care informa ion o be er arge s ra egies o
suppor more effec ive heal h care. Curren CMMI paymen reform implemen a ion gran s are
developing innova ive me hods o analyze hese da a sources and crea e new care coordina ion
s ra egies ha make medical in erven ions more effec ive and improve ou comes of a risk
beneficiaries.
The Arkansas Paymen Improvemen Ini ia ive s akeholders have placed a high priori y on
developing a robus da a infras ruc ure o fur her develop our successful al erna ive paymen
model. The in egra ion of our heal h informa ion exchange wi h he Depar men of Public heal h
2

has brough abou a new collabora ion be ween he heal h depar men and he payer communi y
o pursue a heal h informa ion en erprise o serve our communi ies in o he fu ure. Specifically,
he payer communi y believes ha he curren provider fee driven approach o heal h
informa ion echnology will no bring abou needed progress in a imely fashion. The payer
communi y is prepared o assume grea er financial obliga ions o crea e a func ional, robus
da a infras ruc ure ha can give vi al feedback o he prac icing communi y, iden ify care gaps
for arge ed in erven ion, and manage he financial oversigh of popula ion heal h in Arkansas.
Wi h he HIE being managed by he Depar men of Heal h, here is a new emphasis on da a
sharing be ween he exchange and he public heal h regis ries such as vi al records,
immuniza ions, prescrip ion drug moni oring and o her sys ems ha would crea e efficiencies in
managing repor ing in o hese public heal h sys ems and he informa ion being readily available
o providers. I is our hope ha we can increasingly crea e elec ronic da a ex rac ion me hods
ha do no require provider driven fees o sof ware vendors wi h uncer ain, unreliable repor ing
of clinical benchmarks. The APII group s rongly believes ha fu ure CMII financing should
suppor broad-based communi y leadership o crea e robus da a sharing such a seen in
Oklahoma and emerging in a handful of o her s a es. Our provider communi y has responded
well o quar erly aggrega ed repor s on a common por al and indeed clamor for imelier, granular
informa ion. Achievemen of his kind of granular clinical da a feedback and regis ry
developmen is our priori y for he nex five years. We welcome he oppor uni y o in egra e
Medicare da a in o our aggrega ed da a por al. We believe we have he analy ic capaci y and
capabili y o manage Medicare claims da a and crea e quar erly repor s consis en wi h exis ing
mul i-payer da a sharing o he provider communi y.
The Arkansas Paymen Improvemen Ini ia ive is commi ed o achieving effec ive collec ion of
valid elec ronic clinical da a from medical record sof ware. Such da a in egra ion will allow for
robus regis ry developmen for immuniza ions and core me rics o guide regional and local care
of diabe es and hyper ension, o name jus a few cri ical clinical priori ies. Abili y o ransmi
accura e care gap oppor uni ies such as explored by he da a coopera ive in Oklahoma
represen s a major oppor uni y o improve popula ion heal h and should be a high priori y for
CMMI funding.
Arkansas is also implemen ing a manda ory All-Payer Claims Da abase (APCD) pursuan o
Arkansas Ac 1233 of 2015, he Arkansas Heal hcare Transparency Ini ia ive (Transparency
Ini ia ive). Improved in egra ion of Medicare da a is necessary o fur her Arkansas APCD and
CMS aligned goals of increased ransparency and research o fur her effor s owards overall
delivery sys em reform inclusive of po en ial consumer-direc ed care and marke -based
innova ion models.
Arkansas payers have implemen ed effec ive formulary managemen in heir fee-for-service and
managed-care programs. Fee-for-service Medicare should consider empowering regional
formulary programs o manage pharmaceu ical spend much like he evidence-based approach
seen in Arkansas and many o her s a es.
Arkansas Medicaid has launched i s new medical informa ion sys ems in November 2017. As
his ransi ion ma ures, he program in ends o change i s reimbursemen regula ions o allow for
co-loca ion of behavioral and physical heal h services o achieve in egra ion of cri ical men al
heal h assessmen s and in erven ions in o he general medical communi y. While severely
affec ed pa ien s will require in ensive specialized care, many chronically ill beneficiaries will
3

benefi enormously by having heir behavioral heal h comorbidi ies managed proac ively along
wi h heir physical ailmen s. This may be par icularly rue for pedia ric popula ions o fos er
an icipa ory guidance in primary care offices and engage paren s and children in a suppor ive
emo ional environmen o her han a designa ed men al heal h clinic. The APII s rongly
recommends ha CMMI suppor new financial mechanisms o suppor developmen of
innova ive behavioral heal h in egra ion models and for he da a infras ruc ure o suppor he
managemen of such clinical ini ia ives.
There is an oppor uni y for CMMI o reduce workforce burden hrough leverage of par icipa ion
in various s a e-based heal h care ini ia ives hrough analysis of model requiremen s in rela ion
o he Quali y Paymen Program (QPP). This would be similar o he work performed by he
Physician-Focused Paymen Model Technical Advisory Commi ee (PTAC) who evalua es
Al erna ive Paymen Models (APMs) based on an APM submi ed proposal agains a se of
legisla ively manda ed cri eria, de ermining if he model mee s QPP requiremen s. For s a ebased ini ia ives such as Medicaid SIM projec s, CMMI could evalua e he s a e program o
de ermine Advanced APM eligibili y or if he model mee s one or more of he four ca egories for
he MIPS program (Quali y, Improvemen Ac ivi ies, Advancing Care Informa ion, and Cos ).
Par icipan s of he s a e program could au oma ically receive MIPS credi for any or all of he
approved ca egories wi hou submi ing da a o bo h programs. The s a e program would only
need o send summary da a regarding he par icipan s o CMS for inclusion in MIPS scoring.
The CMMI eam has been very responsive and suppor ive in bo h he SIM and CPC work we
have par icipa ed in. Their alen and experience has been very beneficial and suppor ive o our
success ha we have had in Arkansas. The volume Medicare has brough o suppor and
collabora e wi h he innova ion in Arkansas has been ex remely helpful. The mul i-payer
alignmen has been cri ical o suppor he prac ices o make he changes needed o deliver
be er pa ien care.
The Arkansas Collabora ive Par icipan s apprecia e he oppor uni y o submi his response and
look forward o he oppor uni y o con inue our par nership wi h he CMMI eam o improve he
quali y of care for all Arkansans.

Sincerely,
Arkansas Collabora ive Par icipan s
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Ann Purvis, JD
Depu y Direc or for Adminis ra ion
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Joseph Thompson, MD
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Bryan Meldrum
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In response to this Request For Information (RFI), which
selection below do you most closely identify?
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Please specify organization represented.

The Armstrong Institute for Patient Safety & Quality, Johns Hopkins
Medicine (William Padula PhD, Core Faculty)

Guiding Principles & Expand Opportunities for Advanced APMs

Provisions of this RFI
Guiding Principles
While existing partnerships with healthcare providers, clinicians,
states, payers and stakeholders have generated important value and
lessons, CMS is setting a new direction for the Innovation Center. We
will carefully evaluate how models developed consistent with the new
directions can complement what we are learning from the existing
initiatives. The Innovation Center will approach new model design
through the following guiding principles:
1. Choice and competition in the market – Promote competition
based on quality, outcomes, and costs.
2. Provider Choice and Incentives – Focus on voluntary models,
with defined and reasonable control groups or comparison
populations, to the extent possible, and reduce burdensome
requirements and unnecessary regulations to allow physicians and
other providers to focus on providing high-quality healthcare to their
patients. Give beneficiaries and healthcare providers the tools and
information they need to make decisions that work best for them.
3. Patient-centered care – Empower beneficiaries, their families,
and caregivers to take ownership of their health and ensure that they
have the flexibility and information to make choices as they seek care
across the care continuum.
4. Benefit design and price transparency – Use data-driven
insights to ensure cost-effective care that also leads to improvements
in beneficiary outcomes.
5. Transparent model design and evaluation – Draw on
partnerships and collaborations with public stakeholders and harness
ideas from a broad range of organizations and individuals across the
country.
6. Small Scale Testing – Test smaller scale models that may be
scaled if they meet the requirements for expansion under 1115 A(c)
of the Affordable Care Act (the Act). Focus on key payment
interventions rather than on specific devices or equipment.
The Innovation Center is interested in testing models in the following
eight focus areas: (1) Increased participation in Advanced Alternative
Payment Models (APMs); (2) Consumer-Directed Care & MarketBased Innovation Models; (3) Physician Specialty Models; (4)
Prescription Drug Models; (5) Medicare Advantage (MA) Innovation
Models; (6) State-Based and Local Innovation, including MedicaidYes [Y]
focused Models; (7) Mental and Behavioral Health Models; and (8)
Program Integrity. However, the Innovation Center may also test
models in other areas.

Potential Models
Expanded Opportunities for Participation in Advanced APMs
In April 2015, Congress passed the Medicare Access and CHIP
Reauthorization Act of 2015 (MACRA) that repealed the Sustainable
Growth Rate formula for updating the Medicare physician fee
schedule, and replaced it with a series of fixed statutory updates and
a Quality Payment Program that includes the Merit-Based Incentive
Payment System (MIPS) and Advanced APMs. CMS administers the
Quality Payment Program, and the Innovation Center bears primary
responsibility for development of policies and operations relating to
Advanced APMs. Eligible clinicians who are Qualifying APM
Participants (QPs) for a year from 2019 through 2024 receive a lump
sum APM incentive payment and, beginning for 2026, a differentially
higher update under the Medicare physician fee schedule. Eligible
clinicians who are QPs for a year are also not subject to the MIPS
reporting requirements and payment adjustment.
CMS expects that the number of eligible clinicians choosing to
participate in Advanced APMs will grow over time. To facilitate this
growth, CMS seeks comment on ways to increase opportunities for
eligible clinicians to participate in Advanced APMs and achieve
threshold levels of participation to become QPs. CMS has received
feedback from the healthcare provider community on the extensive
and lengthy process that is required for a model to qualify as an
Advanced APM. CMS seeks feedback from stakeholders on ways the
Administration can be more responsive to eligible clinicians and their
patients, and potentially expedite the process for providers that want
to participate in an Advanced APM. CMS also seeks guidance from
the stakeholders on ways to capture appropriate data to drive the
design of innovative payment models and strategies to incentivize
eligible clinicians to participate in Advanced APMs.

Do you have comments on the guiding principles or Expanded
Opportunities for Participation in Advanced APMs?

As stated in the Model section of the CMS New Direction RFI
document, "CMS also seeks guidance from stakeholders on ways to
capture appropriate data to drive the design of innovative payment
models and strategies to eligible clinicians to participate in Advanced
APMs." Alternative Payment Models (APMs) continue to drive evidencebased guidelines and benefit patients through paradigm shifts in
clinical practice at the bedside. We want to be able to transform the
behavior of clinicians over time to make health systems safer and
practice evidence-based guidelines where it is not fully implemented.
Our experience has been widely cited for achieving guideline
implementation to prevention hospital-acquired conditions (HACs) in
practice such as the checklist for central line-associated bloodstream
infection (CLABSI), catheter-associated urinary tract infection (CAUTI),
surgical safety, etc. Centers for Medicare and Medicaid Services (CMS)
reduced payments for hospital-acquired conditions that began in 2008
has helped institutionalize checklists for evidence-based guidelines as
well. However, my colleagues and I at The Armstrong Institute have
noted that hospital-acquired pressure ulcer (HAPU) prevention is
lacking in terms of improved outcomes in the last decade relative to
other HACs. We have actually noted similar recent trends to CMS, such
as an increasing rate of HAPUs by about 58% over the past 2 years.
Thus, CMMI/CMS should consider alternative payment models specially
designed to incentivize HAPU prevention where previous models for
HAC prevention have not worked. In a May, 2017 conversation with Dr.
Patrick Conway (former Director of CMMI), we determined that
hospitals could be properly incentivized to prevent HAPUs through
payments that help hospitals to invest in the complex infrastructure for
quality improvement, such as increased nursing time for care and
education, new technologies for prevention, and cultural adaptations to
work with patients at the bedside based on their individual needs
assessment to avoid HAPUs. This concept has been further developed
into a “equal-sided” or “two-sided” risk model that financially rewards
hospitals for improved HAPU prevention, and penalizes poor
performing hospitals with high HAPU rates to maintain a financial
balance at the payer level. In continuing to work on this recently, we
have sat down with Ms. Amy Bassano and Dr. Ron Kline at CMMI to
discuss the ability to scale up an equal-sided risk model of HAPU
prevention to accountable care organizations (ACOs), whereby
performance is system-dependent such that individual hospitals
performing well are also responsible to teach better performance
tactics to poor performing facilities. Ultimately, we hope that CMMI will
give serious consideration to posting a request for a proposal on a
payment model trial of equal-sided risk APMs with the strategic
objective of delivering better care through improved outcomes with the
physicians and nurses engaged in the care pathway. We hope that this
type of request for a proposal could be specific to HAPUs, since HAPUs
remain the crux of the matter and are causal to other concomitant HAC
care pathways such as fall risk, CAUTI, deep vein thrombosis (DVT) and
sepsis.

What Expanded Opportunities for Participation in Advanced
APMs model designs should the Innovation Center consider
that are consistent with the guiding principles?

CMMI should consider a two-sided risk APM that includes a processdriven patient care pathway for Pressure Ulcer Safety in Hospitals
(PUSH) Pilot that appropriately incentivizes hospitals to become CMMI
Centers of Excellence in HAPU prevention. Hospitals and other types of
health systems are paid or penalized based on performance. However,
the PUSH pilot is not only an APM. We have recommended these three
tenets that such a model design should be aligned with guiding
principles CMS/CMMI, and have included the following in our own
development process for PUSH: 1) Patient-Centered Care: The
Armstrong Institute at Johns Johns Hopkins has organized the Pressure
Ulcer Research on Patient-centered Outcomes and Stakeholder
Engagement (PURPOSE) advisory council of patients, family caregivers
and providers who have experienced the impact of pressure ulcer care
and prevention on outcomes. Our proposed two-sided risk model will
continually leverage input from PURPOSE in order to ensure that CMS
payments are properly structured to incentivize providers to work to
benefit the patient. This model allows for a patient outcomes focus to
have an educational component to ensure that inpatient and outpatient
caregivers and patients have the tools to be empowered to take
ownership of their own health outcomes, and ensure they do not have a
pressure ulcer development post discharge. This allows for better
outcomes, less potential for developing a potential life threatening
event, as well as reduces costs to the system through less readmissions,
less treatment costs, and ultimately lowering the potential for
additional co-morbidities post inpatient episode. The PUSH Pilot
patient-centered care also provides a venue for education and
assurance in reducing unintended consequences that can also be
measured beyond HAPU or community-acquired pressure ulcers. It also
provides for reduced potential for falls and for those that have
prolonged immobilizaton may reduce Catheter Associated Urinary
Track Infections 2) Transparent Model Design and Evaluation:
Healthcare today requires partnerships beyond clinical and or
administrative internal collaboration for best outcomes. The PUSH Pilot
draws on partnerships with academic medical centers, surgeons,
nurses, health economists, manufacturers, as well as government
stakeholders to harness decades of knowledge and experiences that are
proven methodologies to improve outcomes from HAPUs. We would like
to engage CMMI directly on behalf of CMS as a payer in the PUSH
approach. The ability to also measure success comes from this
collaboration, and allows for innovation in thought and achievement of
goals that could have never have happened without all stakeholders. 3)
Small Scale Testing: The PUSH Pilot APM Model design allows for
alignment with the ability to "test smaller scale models that may be
scaled if they meet the requirements for expansion under 1115 A(c) of
the Affordable Care Act (the Act). Focus on key payment interventions
rather than on specific devices or equipment." This allows for small
scale, low-cost investment with focused intervention in payments to
yield measured outcomes on change of behavior through
implementation of a care pathway that has allows for measurement of
immediate results. Also this small scale testing, e.g. 400,000 patient
lives also provides statistically significant outcomes measurable data
that can be stratified to understand how to provide scalability should
the model be considered for larger scale implementation.

Do you have suggestions on the structure, approach, and
design of potential Expanded Opportunities for Participation
in Advanced APM models? Please also identify potential
challenges or risks associated with any of these suggested
models.

Yes [Y]

The structure of an Advanced APM for Hospitals such as intended for
PUSH Pilot to incentivize physicians should include performance
metrics for additional payment (bonus), and disincentives (poor
performance through increased HACs, Readmissions, and Value Based
Purchasing (VBP)). There should be incentives tied to the original
admitting diagnosis with an additional outlier payment for performance
of quality outcomes (e.g. patients admitted for CABG measured
monthly, and there are no incidences of acquiring a HAPU, nor an SSI,
nor readmittance to the hospital in the 90 day window). Then the
physician should gain an additional payment based on the overall score
of the hospital against previous year or quarter baseline. The two-sided
risk would include reduction of compensation for physicians where
there was a significant increase in CABG patients that had an incidence
of one of the aforementioned unintended consequences. Challenges
would include structure of payment consistency across the continuum
of care to ensure physician actions are included in the outcomes
measurements and payment methodology for bonus or disincentives
dependent on care improvement. The risk is there is anecdotal evidence
of doctors surveyed, stating they do not know how they will be able to
compete in a mandated value based payment structure unless they are
able to partner with organizations. Therefore the risks are high that
physician level quality programs may have unintended consequences
such as increased admittance for hospitalizations should there be any
potential sign of a quality concern from the physician care that may or
may not be related to their own practice, yet is related to the overall
patient profile and health and or socioeconomic conditions.
Consider episode of care improvement in all HAC incentives by
hospitals having a provision in the Advanced APM to include physician
level incentives through reduction of "Never Events" such as HACs and
What options might exist beyond FFS and MA for paying for
HAPUs. The quality of the overall hospital measurement will provide
care delivery that incorporate price sensitivity and a consumer additional incentives such as bonus incentives similar in nature to the
driven or directed focus and might be tested as a model and
Physician Value-Based Modifier (PVBM) incentives and or disincentive.
alternative to FFS and MA?
Potential range of structure could range from -4% to +4% depending on
outcome. Organizations that are making progress in adopting these
models tend to empower their physicians, allowing for better outcomes
in care delivery.

How can CMS further engage beneficiaries in development of
Expanded Opportunities for Participation in Advanced
APM models and/or participate in new models?

Having greater transparency for beneficiaries to access their care
providers based on the overall score / report cards on CMS mandated
programs such as VBP, Readmissions and HAC, and MACRA and MIPs
will allow for more informed consumers, and allow for incentives of the
beneficiary to use better performing care delivery models. As in
commercial payer benefit design, additional financial incentives for
patients to have better outcomes such as lower cost of base benefit by
being a non-tobacco user, or elimination of specific co-insurance and
deductibles for wellness programs could also be tied to a better
performing care delivery model. Using a lower performing care model
should have financial disincentives such as increased premium similar
to an "out of network" plan. This could be considered a "out of
performance network" planned provider of service that meant higher
consumer outlays for services.

Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

Yes [Y]
Penalties and bonuses of another model such as VBP, HAC, or
Readmission Reduction should be waived along with additional
physician quality measurements in a model where there are competing
incentives and disincentives for improving outcomes.

CD-MB

Consumer-Directed Care & Market-Based Innovation
Models
CMS believes beneficiaries should be empowered as consumers to
drive change in the health system through their choices. Consumerdirected care models could empower Medicare, Medicaid, and CHIP
beneficiaries to make choices from among competitors in a marketdriven healthcare system. To better inform consumers about the cost
and quality implications of different choices, CMS may develop
models to facilitate and encourage price and quality transparency,
including the compilation, analysis, and release of cost data and
quality metrics that inform beneficiaries about their choices. CMS
will consider new options for beneficiaries to promote consumerism
and transparency. For example, beneficiaries could choose to
participate in arrangements that would allow them to keep some of
the savings when they choose a lower-cost option, or that incentivize
them to achieve better health. Models that we are considering
No [N]
testing include allowing Medicare beneficiaries to contract directly
with healthcare providers, having providers propose prices to inform
beneficiary choices and transparency, offering bundled payments for
full episodes of care with groups of providers bidding on the payment
amount, and launching preferred provider networks. CMS solicits
feedback from patient and consumer advocacy groups, the
healthcare provider community, as well as experts in the technology
industry, and other stakeholders that can provide creative ideas on
how to operationalize these principles in models that best serve
patients in terms of cost, quality, and access to care.

Do you have comments on the guiding principles or ConsumerDirected Care & Market-Based Innovation Models?
What Consumer-Directed Care & Market-Based Innovation
Model designs should the Innovation Center consider that are
consistent with the guiding principles?
Do you have suggestions on the structure, approach, and
design of potential Consumer-Directed Care & Market-Based
No [N]
Innovation Models? Please also identify potential challenges or
risks associated with any of these suggested models.
What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Consumer-Directed Care & Market-Based Innovation
Models and/or participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?
Physician Specialty Models

No [N]

Physician Specialty Models
• Physician Specialty Models
The Innovation Center is interested in increasing the availability of
specialty physician models to improve quality and lower costs and
engage specialty physicians in alternative payment models, especially
for independent physician practices. One potential option may be to
include specialty physician management of a defined population of
beneficiaries with complex or chronic medical conditions, including
multiple chronic conditions. This may include the specialist serving
as the primary source of care and providing care coordination for
medically complex beneficiaries. Another option may be paying
healthcare providers for limited episodes of care based on quality
measure performance and competitive pricing. For cancer care in
particular, a model could test full prepayment for Medicare and
Medicaid beneficiaries, with care provided in collaborative networks,
possibly incorporating elements from the existing Oncology Care
Model. CMS solicits feedback from the provider community, patient
and consumer advocacy groups, and other stakeholders regarding
their best ideas for new physician specialty models and appropriate
No [N]
quality measures.
• Physician-Focused Payment Model Technical Advisory Committee
(PTAC) Recommended Models
In addition to creating MIPS and Advanced APMs, MACRA also
creates incentives for physicians to participate in Alternative
Payment Models (APMs), including the development of physicianfocused payment models (PFPMs). Section 101(e)(1) of MACRA
creates the Physician Focused Payment Model Technical Advisory
Committee (PTAC). PTAC makes comments and recommendations to
the Secretary on proposals for physician-focused payment models
submitted by individuals and stakeholder entities. The Secretary may
choose to recommend Innovation Center testing of models
recommended by PTAC.

Do you have comments on the guiding principles or Physician
Specialty Models?
What Physician Specialty Models designs should the
Innovation Center consider that are consistent with the
guiding principles?
Do you have suggestions on the structure, approach, and
design of potential Physician Specialty Models? Please also
identify potential challenges or risks associated with any of
these suggested models.

No [N]

What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Physician Specialty Models and/or participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

No [N]

Prescription Drug Models

Prescription Drug Models
CMS wants to test new models for prescription drug payment, in
both Medicare Part B and Part D and State Medicaid programs that
incentivize better health outcomes for beneficiaries at lower costs
and align payments with value. Models that better align incentives
and engage beneficiaries as consumers of their care can continue to
improve patient outcomes while controlling drug costs. Models that
contemplate novel arrangements between plans, manufacturers, and
stakeholders across the supply chain, including, but not limited to
No [N]
innovative value based purchasing arrangements, and models that
would increase drug pricing competition while protecting
beneficiaries’ access to drugs are of particular interest.

Do you have comments on the guiding principles or
Prescription Drug Models?
What Prescription Drug Model designs should the Innovation
Center consider that are consistent with the guiding
principles?

Do you have suggestions on the structure, approach, and
design of potential Prescription Drug Models? Please also
identify potential challenges or risks associated with any of
these suggested models.

No [N]

What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Prescription Drug Models and/or participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

No [N]

Medicare Advantage (MA) Innovation Models

Medicare Advantage (MA) Innovation Models
CMS wants to work with Medicare Advantage (MA) plans to drive
innovation, better quality and outcomes, and lower costs. CMS seeks
to provide MA plans the flexibility to innovate and achieve better
outcomes. CMS is currently implementing an MA plan model, the
Medicare Advantage Value-Based Insurance Design (VBID) model,
that provides benefit design flexibility to incentivize beneficiaries to
choose high-value services; but this model could be modified to
provide more flexibility to MA plans and potentially add additional
states. More generally, CMS is interested in more models in the MA
plan space and regulatory flexibility as necessary for purposes of
testing such models. CMS is potentially interested in a demonstration
in Medicare Advantage that incentivizes MA plans to compete for
beneficiaries, including those beneficiaries currently in Medicare fee- No [N]
for-service (FFS), based on quality and cost in a transparent manner.
CMS is also interested in what additional flexibilities are needed
regarding supplemental benefits that could be included to increase
choice, improve care quality, and reduce cost. Additionally, CMS
seeks comments on what options might exist beyond FFS and MA for
paying for care delivery that incorporate price sensitivity and a
consumer driven or directed focus and might be tested as
alternatives to FFS and MA.

Do you have any comments on the guiding principles or
Medicare Advantage (MA) Innovation Models?
What Medicare Advantage (MA) Innovation Model designs
should the Innovation Center consider that are consistent with
the guiding principles?
Do you have suggestions on the structure, approach, and
design of potential Medicare Advantage (MA) Innovation
Models? Please also identify potential challenges or risks
associated with any of these suggested models.

No [N]

What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Medicare Advantage (MA) Innovation Models and/or
participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?
State-Based and Local Innovation, including Medicaid-focused Models

No [N]

State-Based and Local Innovation, including
Medicaid-focused Models
States play a critical role in innovation and delivery of high quality
care. CMS wants to partner with states to drive better outcomes for
people based on local needs. CMS and the Innovation Center have
worked with states on a variety of initiatives including the State
Innovation Models, Innovation Accelerator Program, Strong Start
and Medicaid Incentives for the Prevention of Chronic Diseases
Model. These efforts and a variety of successful State-led models
provide lessons learned for advancing innovation. Through this model
focus area, States could drive reform and innovation. Healthcare
providers and states would work with CMS to develop state-based
plans and local innovation initiatives to test new models. Models
would vary based on the needs and goals of each state for improving No [N]
care and lowering costs, but could include providing states with more
flexibility for multi-payer reforms as well as increasing opportunities
for physicians serving Medicaid and CHIP populations to participate
in value-based payment models. Models specific to Medicaid
populations would also be considered. CMS would rely on authority
under sections 1115 and 1115A of the Act in developing and
implementing such models.

Do you have any comments on the guiding principles or StateBased and Local Innovation, including Medicaid-focused
Models?
What State-Based and Local Innovation, including Medicaidfocused Model designs should the Innovation Center consider
that are consistent with the guiding principles?
Do you have suggestions on the structure, approach, and
design of potential State-Based and Local Innovation,
including Medicaid-focused Models? Please also identify
potential challenges or risks associated with any of these
suggested models.

No [N]

What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
State-Based and Local Innovation, including Medicaid-focused
Models and/or participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

No [N]

Mental and Behavioral Health Models

Mental and Behavioral Health Models
CMS is actively exploring potential models focused on behavioral
health, including focus areas such as opioids, substance use disorder,
dementia, and improving mental healthcare provider participation in
Medicare, Medicaid, and CHIP through models that enhance care
integration and/or utilize episode payment. CMS is interested in
stakeholders’ views of the best payment models and state and local
No [N]
interventions to improve care in these areas.

Do you have any comments on the guiding principles or
Mental and Behavioral Health Models?
What Mental and Behavioral Health Model designs should the
Innovation Center consider that are consistent with the
guiding principles?
Do you have suggestions on the structure, approach, and
design of potential Mental and Behavioral Health Models?
Please also identify potential challenges or risks associated
with any of these suggested models.
What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Mental and Behavioral Health Models and/or participate in
new models?

No [N]

Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

No [N]

Program Integrity

Program Integrity
CMS is seeking comment on ways that CMS may reduce fraud,
waste, and abuse and improve program integrity. The costs and
effectiveness of different approaches to program integrity could be
tested to help CMS find the ideal balance between burdens on
patients and additional workload created for the physician and
effectiveness of the review. Such an approach could be tested as part Yes [Y]
of a new model and/or be layered on top of other models.

Do you have comments on the guiding principles or Program
Integrity?
Program Integrity allows for more efficient care, and elimination of
waste and potential fraud and abuse. Consideration of education as a
mechanism for improving program integrity through the use of
technology, such as advanced EHR with inclusion of digitally
documented pictures of clinically staged diagnostics would allow for
improved transparency of care. An example would be the Center of
Excellence for HAPU prevention that leverages EHR technology to
track HAPU outcomes, would allow for review of best evidence of care
and greater transparency in rates of HAPUs that may have been staged
incorrectly in the past through an improved review and oversight
process and identify causes of problems that lead to incidences.

What Program Integrity model designs should the Innovation
Center consider that are consistent with the guiding
principles?

The Pressure Ulcer Safety in Hospitals (PUSH) Pilot aligns with and
supports CMMI objectives to test payment and service delivery models
that incentivize improvements in the quality of acute care and patient
health outcomes using a value-based payment model including program
integrity to limit fraud, waste and abuse. Hospitals are challenged by
subjective documentation, that with overall technological use of a
clinically staged and recorded through digital imaging an actual patient
level HAPU, there would be consistency in care provided and
elimination of much subjectivity that is factored through previous
individual clinical judgement. This model is akin to CLABSI, CAUTI and
DVT care pathways that require a standardized process to support best
outcomes. The difference being in the PUSH Pilot model that this is tied
to Advanced Alternative Payment Methods to improve financial
outcomes while improving clinical outcomes.

Do you have suggestions on the structure, approach, and
design of potential Program Integrity models? Please also
identify potential challenges or risks associated with any of
these suggested models.

Yes [Y]
Anywhere in the acute or post-acute setting there should be mandates
for EHR digital imaging, documentation of appropriate and
inappropriate clinical decision making based on stage of disease state
or area of clinical judgement. This would provide for observation,
orientation, decision making and action (OODA loop - Colonel John
Boyd, US Air Force) to improve care pathways and processes to
eliminate unintended or fraudulently intended documentation. An
example of this would be proper staging of Hospital Acquired Pressure
Ulcers. Today, despite decades of education, process improvement
models as well as clinically accepted protocols for prevention, many
decisions and judgement of clinical presence of specific stage is left to
the determination by end user. Here is a potential challenge, if the
patient has darker skin pigment, or is morbidly obese, or has comorbidities that prevent the clinical to thoroughly or intermittently
review a patients skin assessment, there may be a miss on which actual
stage the patient is experiencing leading to unintended consequence. A
risk that is identified is ensuring for appropriate outcomes of CMS
patient safety outcomes programs meant to incentivize reduction of
patient safety areas such as HAPUs or PSI-03. An example may be
intentional inappropriate recording of a stage of a pressure ulcer in the
Electronic Health Records (fraud). Or there may be inappropriate and
inaccurate recording of a prevention protocol initiative like proper
turning ever 2 to 4 hours for high-risk patients by a clinician or a
designate (fraud and abuse). Therefore, the need is high to ensure that
there is elimination of potential intended or unintended consequences
through proper integrity models, such as determined in the PUSH Pilot.

Having a public, transparent measurement score with more real time
information such as HAC, Readmission and VBP in more real time (e.g.
quarterly, vs. when the reported time frames actually affect payment which may be 2 years old), this would allow for greater consumer
driven decision making in determining their own or others care delivery
services.) If there is an alternative payment model that is tied to real
What options might exist beyond FFS and MA for paying for
time quality outcomes this would provide for greater program integrity
care delivery that incorporate price sensitivity and a consumer
as those with a better performance score would be highlighted in the
driven or directed focus and might be tested as a model and
public domain and choice would determine best care. Also alternatively,
alternative to FFS and MA?
additional payments to sites of service should be considered for those
with best outcomes in real time over consistent time frames (e.g. 4
quarters), and reduction in payments for those same sites of service for
poor performers. This speaks to value based incentive models that have
equal sided risk, and allows for competitiveness in real time and a
reduction in fraud, waste and abuse.

How can CMS further engage beneficiaries in development of
Program Integrity models and/or participate in new models?

CMS could require that in order for the model to succeed, the site of
service must achieve status as a “Center of Excellence” designation for
the type of services they are most challenged with from a program
integrity standpoint as determined by CMS. An example would be
reducing HAPUs. If a beneficiary could chose a site of service and set of
providers from a "Center of Excellence in Preventative Wound Care"
they may be able to improve their own outcomes and reduce fraud,
waste and abuse and especially the increased costs that come along
with these implications. Additionally, CMS should work with additional
stakeholders such as commercial payers, Senate and Congress health
care subcommittee members, industry representatives in collaborating
on additional beneficiary engagement models. A forum already in place
for this consideration is the Health Care Payment Learning and Action
Network (HCP-LAN); whose mission is to accelerate the health care
system’s transition to alternative payment models (APMs) by combining
the innovation, power, and reach of the public and private sectors. This
type of stakeholder engagement is also included in the PUSH Pilot
AAPM.

Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

Yes [Y]
A payment waiver such as a state Medicare and or Medicaid capitated
health care rate of service such as within Maryland hospital system,
may allow for additional models akin to this to provide additional
waivers to additional states, or sites of care within our nations health
care system. The waiver when applied appropriately may also influence
commercial carriers and other programs to include a system
incentivizing best practice for quality improved outcomes.

Comments Suggestions
Are there any other comments or suggestions related to the
future direction of the Innovation Center?

Yes [Y]
Innovation Center should consider specific AAPMs that affect the entire
care continuum and not only physician-based models. They should also
review opportunities for improvement on medical device related areas
not just prescription drugs. CMMI should consider alternative payment
models surrounding the current Patient Protection and Affordable Care
Act Mandates of the Value Based Purchasing, Readmissions, and
Hospital and Community Acquired Conditions (HACs) that improve
outcomes beyond current program results last 5 years. HACs as an
example have had a 21% improvement over the period of 2010 to 2015
per the CMS review, however Pressure Ulcers were lowest in reducing
the overall improvement by 10% along with Obstetric Events. Pressure
Ulcer reduction requires additional incentives to change behavior to
focus on an $11B annual financial impact to our nations healthcare, as
well as improving patient outcomes where millions of Americans are
harmed by unintentional consequences of pressure ulcers and cause the
unnecessary deaths of over 60,000 annually due to the negligence of
the system incentives that are currently in place that allows for our
nations hospitals to ignore this patient safety indicator, while focusing
on others to ensure best possible financial outcomes for their facilities.

November 17, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health & Human Services
P.O. Box 8011
Baltimore, MD 21244-1850
RE: Request for Information, CMS Innovation Center New Direction
Dear Administrator Verma:
On behalf of the 54 million adults and nearly 300,000 children in the United States
with doctor-diagnosed arthritis, the Arthritis Foundation is pleased to offer comments
on the request for information (RFI) concerning a new direction for the Center for
Medicare and Medicaid Innovation (the “Innovation Center”). The Arthritis
Foundation is pleased that the Innovation Center is interested in fostering patientcenteredness as new models are developed, as well as renewing the focus on
stakeholder outreach and engagement.
Arthritis is a complex, chronic condition. For many in the arthritis community, access
to health care can mean the difference between a life of chronic pain and disability
and a life of wellness and full mobility. As a patient advocacy organization, we value
our role in helping policymakers understand the nuanced nature of treating arthritis
and the needs of people who suffer from this disease. Below please find our
comments on the RFI.
Guiding Principles and Areas of Focus
The Arthritis Foundation applauds the Innovation Center for putting forward six
guiding principles to assist in the evaluation of new models and complement what
has been learned from existing initiatives. We are pleased the Innovation Center
included a principle focused on patient-centered care; acknowledging the need for
a guidepost on patient-centeredness is a welcome first step. However, we urge the
Innovation Center to make this guiding principle more explicit by acknowledging the
importance of directly engaging patients and stakeholders as new models are
developed, implemented, and evaluated. This principle should be further supported
by the development, in partnership with patients and stakeholders, of criteria for
patient-centeredness, as aligned with the Innovation Center’s statutory guidance.

These criteria could then be used by patient and stakeholder partners to review and
evaluate new models and initiatives, similar to patient-centeredness merit review
criteria used in the Patient-Centered Outcomes Research Institute (PCORI) merit
review process. Our goal is that the Innovation Center will make patientcenteredness criteria the cornerstone of all its work within and among Innovation
Center teams for the purposes of building an infrastructure that supports broad,
meaningful patient engagement. Other guiding principles would benefit from such
an approach, especially in the context of gathering appropriate data and
harnessing techniques for shared decision-making.
Patient Protections and Notifications
The Arthritis Foundation would also be supportive of the development of appropriate
safeguards to ensure patient access to care is not jeopardized as new models are
developed. As an example, in the proposed rule that cancelled the episode
payment model, CMS proposed to place limits on the size of the Comprehensive
Care for Joint Replacement model, acknowledging that it should be tested in only
the number of hospitals necessary to attain valid, scientific results. This type of smallscale testing, as described in the guiding principles, marks a welcome return to the
original intent of the Innovation Center.
Similarly, as seen in the episode payment models and the Part B drug payment
model, it is critical that the Innovation Center avoid mandatory changes to how
care is delivered, which affect large patient populations and could prove disruptive
to the care of stable patients. Patients with chronic conditions like arthritis often
depend on treatments that are tailored to their specific needs; preserving the
doctor-patient relationship is critical as new models are developed. Another
important safeguard is to ensure patients are fully aware when they are subject to, or
are a participant in, a model demonstration with the option of opting-out of
participation. We also urge the Innovation Center to consider the role of Congress in
making mandatory changes to health policy.
In addition, in instances where small-scale testing of payment interventions appears
successful, we agree that the model may be scaled up if it meets requirements for
expansion under the Affordable Care Act (ACA). Importantly, under section 1115A of
the ACA, which established the Innovation Center, the evaluation and testing of
models must include an analysis of “the quality of care furnished under the model,
including the measurement of patient-level outcomes and patient-centeredness
criteria determined appropriate by the Secretary…”. We note that such criteria have
not yet been developed and encourage the Innovation Center, in concert with
patient stakeholders, to identify appropriate patient-centered quality or

performance measures. As the largest non-profit organization representing people
with arthritis, we are a primary conduit for reaching this population, and welcome
the opportunity to provide the patient perspective as a new direction is charted for
the Innovation Center.
Patient Engagement in Model Development
The Arthritis Foundation is pleased the Innovation Center is seeking out ways to
empower patients and best serve them through more routine feedback in the
development and testing of small-scale models. Over the last year, the Arthritis
Foundation has built a patient engagement strategy focused on infusing the lived
experience of arthritis patients into all aspects of the health care system. We support
a process in which patients are part of early model development, ensuring their
perspectives and values are incorporated before models are finalized and formally
proposed.
To maintain ongoing patient and stakeholder engagement, we encourage the
Innovation Center to create an advisory panel on patient engagement similar to the
Patient-Centered Outcomes Research Institute (PCORI). The PCORI Advisory Panel on
Patient Engagement allows for diverse perspectives from patients, caregivers,
advocates, researchers, and other experts to prioritize research questions and model
meaningful patient engagement efforts. The panel also holds public meetings and
employs working groups to prioritize topics for study and the development of criteria
and guidelines. This type of panel could help develop guidance on specific
approaches for patient engagement in Innovation Center processes, for example
during the design of evaluation survey questions. One key theme the Arthritis
Foundation urges the Innovation Center to adopt is that of “upstream involvement”
of patient partners, embracing the concept that it is never too early to involve
patients. We urge the Innovation Center to implement a similar model of patient
engagement to that of PCORI, using a variety of models and modes of patient
engagement as warranted.
An example of why patient engagement is so important is the Comprehensive Care
for Joint Replacement (CJR) model. A recent article in Health Affairs described one
family’s experience with the CJR bundled payment program and the lack of
information provided regarding participation in the model.1 As the article suggests,
the trend toward these types of payment arrangements can have significant effects
on provider behavior and the patient experience, creating perverse incentives that
diminish, rather than improve, the quality of patient care. Two examples are in the
Hoff, T. (2017). The Battle of The Bundle: Lessons From My Mother’s Partial Hip Replacement. Health Affairs, 36(8), 1511-1514.
https://doi.org/10.1377/hlthaff.2017.0356.
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disclosure process and the timing of the bundle. If patients are notified when they first
schedule their surgery, rather than when they are admitted into the hospital for
surgery, they have time to learn how the program might affect their care and can
plan accordingly.
Patient engagement would also ensure that the method and language used in the
disclosure mirrors what resonates most with patients. On timing of the bundle, we
believe the model could have greatest impact if it began before surgery, rather than
upon admission to the hospital for surgery. Research shows that patients receiving
physical therapy prior to joint replacement surgery have easier recoveries and better
outcomes post-surgery. This could ultimately result in lower overall episodic costs, if
patients require less intervention post-surgery. The Innovation Center has an
opportunity to incorporate the most up-to-date research in its models and test how
these findings can improve patient care and lower costs, which is the ultimate goal
of the Innovation Center. We urge the Innovation Center to apply a consistent
approach for patients, caregivers, and other stakeholders in the design, testing, and
implementation of any new models.
With that in mind, there are also provisions in the CJR model that we believe can
improve patient care and outcomes, and we encourage the Innovation Center to
consider scaling those up. For example, one component of the CJR model is a
waiver that eliminates the telehealth geographic and originating site requirements.
The ability of patients to access telehealth services and home visits could greatly
improve treatment adherence and other positive health behaviors that may result
from easier access to their providers.
Future Model Development
Many patient organizations have the infrastructure to collect rapid patient feedback
to help inform the Innovation Center’s work and ensure we are collectively meeting
the needs and values that matter most to patients. For instance, last year the Arthritis
Foundation launched an initiative to proactively address the challenges people with
arthritis face in accessing and affording their health care treatments. The initiative
also involved dozens of meetings with various stakeholders across the health care
system, including the pharmaceutical industry, insurers, pharmacy benefit managers,
and healthcare providers, to understand their perspectives on these issues.
Our experiences with this process have taught us the value of patients’ active
involvement in their own care, in the health care system in which they participate,
and in research that pertains to them. There are many sectors of the healthcare
system that a patient must navigate, yet all too often these sectors are not aligned.

The onus is on the patient to ensure they receive the benefits and coverage they
need, regardless of how sick they are or how much time it takes. We believe the
Innovation Center could help to shift this paradigm and begin to make health care
truly patient-centered.
Patient advocacy groups and other stakeholders are crucial partners in the design,
implementation, and evaluation of new models. There are several ways in which the
Arthritis Foundation can serve as a resource to the Innovation Center, including the
dissemination of information about proposed models to our patients; collecting data
from patients on the best ways for them to receive information about the work
conducted by the Innovation Center (e.g., webinars, podcasts, and social media);
and helping to identify patients to participate across aspects of the Innovation
Center’s processes for model development, testing, evaluating, and scaling.
Below please find several areas where we encourage future model development.
Addressing Chronic Pain
Recent Arthritis Foundation surveys have indicated that chronic pain continues to be
the largest arthritis-related challenge people with the disease face. Chronic pain
continues to gain attention across the federal government as the number of people
who suffer from chronic and acute pain associated with chronic conditions
increases.
For people with osteoarthritis (OA), there is currently no disease modifying therapy to
treat the disease. Current therapies, including pain management, improved nutrition,
and exercise can have a significant impact in relieving symptoms of OA. As an
example, studies have shown that a combination of weight loss and exercise can
significantly improve physical function among patients with osteoarthritis of the
knee.2 Such therapies can not only reduce pain, but also lead to improved knee
stability, reduction in the use of opioid medications, and a delay or even avoidance
of surgery.
Further, patients with arthritis may benefit from integrated, non-opioid interventions
and care such as physical therapy, meditation, alternative medicine such as
acupuncture, and access to evidence-based self-management tools and programs.
Since its inception, the Centers for Disease Control and Prevention Arthritis Program
has developed and implemented several evidence-based exercise and selfmanagement programs that have proven to be effective in reducing arthritis
Messier SP. (2004). Exercise and dietary weight loss in overweight and obese older adults with knee osteoarthritis: the Arthritis, Diet,
and Activity Promotion Trial. Arthritis Rheum. 2004 May;50(5):1501-10. https://www.ncbi.nlm.nih.gov/pubmed/15146420.
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symptoms. These include Walk with Ease and EnhanceFitness, which help tailor
exercise programs to a person’s disease state. Online tools such as the Arthritis
Foundation’s Your Exercise Solution have broadened the potential reach and impact
by allowing patients to design their own exercise programs to suit their needs. We
encourage the Innovation Center to incorporate these programs into any models
that seek to coordinate care and address pain.
Physician Specialty Models
The Arthritis Foundation is working with the American College of Rheumatology on
the development of a rheumatoid arthritis-specific Alternative Payment Model (APM)
for rheumatologists as an additional option for payment outside of the Merit-Based
Incentive Payment System (MIPS). This effort would reflect the wide-ranging role
rheumatologists play over time in the treatment of rheumatoid arthritis (RA). The
American College of Rheumatology’s APM would also divide payment into
diagnoses as well as ongoing care according to severity of disease. Rheumatoid
arthritis is complex and difficult to treat, and an RA-specific APM is vital to ensuring
the health care needs of people with arthritis are met as CMS continues to shift care
delivery from paying for volume to paying for value.
Coordinated Care
One of the most important factors for patients with arthritis to remain healthy and
prevent joint degeneration is adherence to prescribed treatments. While low
adherence is not unique to the arthritis community, it remains a persistent problem
that warrants further attention. Some examples of nonadherence include taking an
incorrect medication dose, taking the medication at the wrong time, failing to fill a
prescription, or missing scheduled visits with a health care provider. However, there
are myriad reasons patients fail to adhere to their treatment regimen; from extensive
focus groups, surveys, and interviews with patients, we know some of the reasons
include high out-of-pocket costs, mail delivery failures, confusing or overwhelming
information at the point of care, and feeling well enough to reduce their dose.
Among patients with rheumatoid arthritis, studies have shown low adherence is
associated with increased disease activity and progression.3 Increasing the focus on
patient-provider relationships and shared decision-making may enhance patient
adherence to treatments. The use of digital tools to map the arthritis patient’s journey
– in between visits to his or her provider – can also facilitate improved adherence
and better outcomes. These contextual factors are important for policymakers to
Waimann, CA et al. (2013). Electronic monitoring of oral therapies in ethnically diverse and economically disadvantaged patients
with rheumatoid arthritis: consequences of low adherence. Arthritis Rheum. 2013 Jun; 65(6): 1421–1429 .
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3691007/
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understand as they design drug adherence policies, and further highlights the
importance of patient engagement.
We also support integration of care for people with chronic disease who also suffer
from behavioral health disorders. Multiple studies have shown that people with
arthritis have higher levels of depression and anxiety. In fact, a Centers for Disease
Control and Prevention (CDC) study found that 1 in 3 people with arthritis age 45
years or older suffer from depression and anxiety. However, only half of respondents
with mental health issues had sought treatment. Untreated depression and anxiety
can have a significant impact on the level of disability and functional limitations
among people with arthritis. Due to the association between pain and depression,
self-management programs that seek to help patients cope with pain are an
important component to integrating behavioral and physical health care. Physical
activity is also an important component to overall management of arthritis, and
likewise can have an impact on mental health. As stated previously, the CDC Arthritis
Program provides grants to fund evidence-based physical activity and selfmanagement programs. We recommend scaling these programs to a broader
geographic area and making them a covered benefit for Medicare beneficiaries.
Integrating Value Frameworks
The Arthritis Foundation also encourages the Innovation Center to incorporate value
frameworks into existing models that can further facilitate moving the health care
system from paying for volume to paying for value. Coupled with improved shared
decision-making, value frameworks have the potential to truly place the patient at
the center of health care. Patients may define value and quality differently than a
physician, researcher, or policymaker, and ultimately health care should seek to
meet the values of patients. Therefore, patients must be at the center of
conversations about designing and implementing value models.
The Arthritis Foundation has been a stakeholder in multiple value framework projects,
including the patient-perspective value framework released jointly by Avalere and
FasterCures earlier this year.4 Work on a second iteration of this framework is ongoing.
At the time, comments the Arthritis Foundation submitted on the draft framework
noted there are currently many good Patient Reported Outcome (PRO) tools
reflective of disease activity, treatment response, and other important outcomes, but
no consensus or standard reporting form that rheumatologists or orthopedic surgeons
use. We also applauded the model for utilizing measures aside from quality adjusted
life-years (QALY) and emphasized that population-based assessments that fail to
4

See http://avalere.com/expertise/life-sciences/insights/avalere-health-and-fastercures-release-version-1.0-of-the-patient-perspecti

reflect the heterogeneity of disease subpopulations, patient treatment responses,
and patient preferences increases the risk of mischaracterizing the value of the
treatments. No single QALY threshold estimate can or should be generalizable to all
populations, and QALY thresholds vary by decision-maker, population, and disease.
Value frameworks should also benefit health care at the population health level,
creating improvements and efficiencies within health care systems; and at the
individual patient level, emphasizing and enhancing shared-decision making.
Current challenges include building consensus among varying value frameworks,
implementing them across multiple populations, and determining how to incorporate
them into existing value models like those implemented under the Medicare Access
and CHIP Reauthorization Act (MACRA). If implemented properly, value frameworks
can transform the patient experience, dramatically improving quality and ultimately
reducing costs, and we encourage the Innovation Center to prioritize the
incorporation of value frameworks into future models.
The Arthritis Foundation appreciates the opportunity to provide comments and
welcomes the opportunity to partner with you in the future. Please consider the
Arthritis Foundation as a resource as you continue your work, and contact Anna
Hyde, Vice President of Advocacy and Access, with any questions or for more
information.
Sincerely,

Cindy McDaniel
Senior Vice President, Consumer Health
Arthritis Foundation

November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Room 445-G, Herbert H. Humphrey Building
200 Independence Avenue SW
Washington, DC 20201
RE: Request for Information (RFI): Centers for Medicare & Medicaid Services: Innovation
Center New Direction
Submitted electronically to: CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
On behalf of Ascension, I welcome the opportunity to submit comments in response to the
Request for Information (RFI) entitled “Centers for Medicare & Medicaid Services: Innovation
Center New Direction.”1 The RFI outlines guiding principles through which the Center for
Medicare & Medicaid Innovation (CMMI) will approach new model design. In addition, the RFI
describes several focus areas within which CMMI is interested in testing new models, and
solicits feedback on a new direction to promote patient-centered care and test market-driven
reforms that empower beneficiaries as consumers, provide price transparency, and increase
choices and competition to drive quality, reduce costs, and improve outcomes.
Ascension is a faith-based healthcare organization dedicated to transformation through
innovation across the continuum of care. Ascension comprises faith-based Ministries across 22
states and the District of Columbia, all of which are wholly committed to delivering
compassionate, personalized care to all, with special attention to persons living in poverty and
those most vulnerable. In fiscal year 2016, Ascension provided more than $1.8 billion in care to
persons living in poverty and other community benefit programs. Ascension includes
approximately 150,000 associates and 36,000 aligned providers. Ascension’s Healthcare
Division operates 2,500 sites of care – including 141 hospitals and more than 30 senior living
facilities, while its Solutions Division provides a variety of services and solutions including
physician practice management, venture capital investing, investment management, biomedical
engineering, facilities management, clinical care management, information services, risk
management, and contracting through Ascension’s own group purchasing organization.
Ascension is committed to a long-term vision of a sustainable, high-quality health system that
serves individuals as whole persons throughout the course of their lifetime. Accordingly, we
strongly support the movement towards value-based care arrangements and payment models
that support population health. As part of our Mission to deliver compassionate, personalized
care to all, with special attention to persons living in poverty and those most vulnerable,
Ascension has been supportive of the Centers for Medicare & Medicaid Services’ (CMS’s)

1

https://innovation.cms.gov/Files/x/newdirection-rfi.pdf (September 20, 2017).
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efforts to effectuate delivery system reform in Medicare and Medicaid – especially when such
models are tested through the CMMI.
We strongly support the movement towards value-based care because we are committed to
improving the quality of care and addressing rising costs while improving patient and provider
satisfaction. This is an urgent priority for the country as healthcare costs consume an ever
increasing share of the nation’s gross domestic product. We need a strong and effective publicprivate partnership to address the challenges that face our healthcare system and one very
important element in that partnership is the ability for CMMI to carry out its important role to
move the transformation of healthcare forward. It is imperative that we all work together to
undertake this work with a shared sense of urgency.
CMMI is a relatively new undertaking in the history of Medicare and Medicaid and, as with all
new endeavors, can benefit from mid-course corrections. Ascension welcomes the opportunity
to reflect on the pace and direction of CMMI’s efforts and provide constructive feedback on
ways in which models and processes can be improved. We hope that our suggestions and
proposals will be received in the constructive and thoughtful way in which they are intended.
As is the case with any new and ambitious endeavor, CMMI’s requirements on various
initiatives have challenged and frustrated those in the private sector striving to move to value.
This is to be expected, and CMMI will improve through a continuous feedback and improvement
loop. At times, we have found that the requirements for various models can be overly rigid, that
the fixation on data submission can overtake the overall focus on the goals for improvement,
and that the methodologies applied for benchmark and payment calculations have the feel of a
“black box” that can be difficult to manage. In the spirit of being a constructive partner with the
agency on these issues, we outline a number of recommendations below.
I.

Summary of Comments

In light of our Mission, transformational goals, and experiences to date, we offer the following
overarching comments in response to the RFI, which are detailed more fully herein:


CMMI’s Guiding Principles. We agree with the assumptions articulated in the RFI that
innovative models should adhere to a set of guiding principles in their design,
development, and implementation. We generally support those identified by CMMI and
outline several recommendations regarding the proposed guiding principles, based on
our own goals and experiences to date. They include the following:
o Patient-centered care. We agree that models should be designed so as to
increase consumer engagement and, in turn, spur greater choice and
competition in the market. Models should also give clinicians the flexibility to
incorporate consumer-community engagement, which include the provision of
services beyond a provider’s door that are integral to a beneficiary’s successful
achievement of health and well-being.
o Provider choice and incentives. As providers are the backbone of
transformation models, CMMI should maximize participation in models through
the use of Virtual Groups and utilize streamlined quality measurement so as to
avoid creating additional burdens and redundancies for providers. CMMI should
also ensure that provider autonomy over the practice of medicine—subject
always to evidence-based medicine and standardized protocols—is maintained,
if not enhanced, under all model designs.
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o

o

o

Benefit design and price transparency. Models should allow beneficiaries to
share in cost savings or otherwise enjoy reduced costs for efficient services that
deliver better outcomes, while also allowing sponsors to organize networks of
aligned high quality providers and provide incentives for beneficiaries to access
services within that network.
Transparent model design and evaluation. CMMI should ensure transparency
with respect to the design of a model, the applicable benchmarks and
measurement methodologies, data obtained, and performance by participants.
CMMI should also leverage its ability to be both nimble and flexible, and engage
in an iterative learning process to make rapid modifications throughout the
course of each model’s lifetime so as to maximize the chances of success.
Additionally, CMMI should engage providers in model development to ensure
synchronization of model elements across various programs.
Small scale testing and maximization of state partnerships. CMMI should
leverage the experience and capabilities of state partners to the maximum extent
possible, in recognition of unique legal constructs and population characteristics.
CMMI should thus encourage state collaboration and flexibility in support of
innovative model designs.



Focus Areas. We believe these guiding principles lend themselves most readily to the
pursuit of innovation in the following focus areas, for which we provide more specific
recommendations and examples below:
o Medicare Advantage (MA) Innovation Models;
o Mental and Behavioral Health Models;
o Consumer-Directed Care and Market-Based Innovation Models;
o Program Integrity; and
o State-based Innovation Models.



Enhance Existing Models to Improve the Likelihood of Success. As CMMI moves in
a new direction, we encourage the Innovation Center to bolster existing models. Through
participation in several ongoing CMMI demonstration programs, Ascension has identified
opportunities for program enhancements that we believe will increase their likelihood of
success, which we discuss in greater detail below.

II.

Background

Ascension is wholly committed to population health as the future in a transformed delivery
system. As part of our own transition to value-based care, Ascension embraces a system-wide
approach that focuses on continuous, iterative improvement and leverages investments in
capabilities, staff, and processes within and across provider groups.
Last year, more than 2.5 million lives were covered under our various value-based contractual
arrangements across numerous payers, including Medicare. We sponsor Medicare Shared
Savings Program (MSSP) Accountable Care Organizations (ACOs) across 12 of our Ministry
Markets. Nineteen of our wholly-owned sites have had one or more Comprehensive Care for
Joint Replacement (CJR) episodes. We also have sites across five Ministry Markets
participating in the Bundled Payments for Care Improvement (BPCI) Initiative. Additionally, 81
sites of care have been accepted into the Comprehensive Primary Care Plus (CPC+) program.
Our ongoing participation in these programs—and the pursuit of similar innovations in the
private sector—arises out of our commitment to provide Healthcare That Works, Healthcare
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That Is Safe, and Healthcare That Leaves No One Behind, for Life. This commitment in turn
drives our aspiration to extend Ascension’s Ministry in partnership with individuals and
communities to improve their health and well-being. As we continue to grow and improve as an
organization, we have recently undertaken a robust and inclusive process through which we
evaluated our Strategic Direction and ultimately set a number of goals for Ascension that will
move us forward as an organization, while improving the health and well-being of the people
and communities we are privileged to serve.
Recognizing that all individuals define their “health” differently, we are focused on improving the
number of Healthy Days2 reported by the people and communities we serve, while eliminating
preventable disparities in health outcomes in these same communities. To accomplish this, we
have set forth specific objectives that we intend to meet, including the development of new
transformational, holistic health models that are designed to improve the health of individuals
and communities throughout their lifetime by creating new business models that catalyze
resources to impact the social determinants of health.
One important step towards meeting this objective is to continue to create new risk-based
business models and make improvements in existing models through alternative funding
sources, such as full-risk assumption and delegated risk from payers. These new and updated
models can then be augmented with community partnerships to impact determinants of health.
Examples of funding models that could be augmented with flexibility for population health
partnerships include:
 fully-capitated risk contracts with MA, Medicaid managed care plans, and self-insured
employers;
 better care coordination to eliminate waste and inefficiency, and to delivery high quality
health care in the lowest cost setting; and
 community partnerships to provide access to housing, food, and transportation solutions
for individuals and families.
These goals and objectives are part of a much broader, long-term strategic framework that
Ascension has developed. We have also identified goals and objectives that we are committed
to pursuing in support of improving quality, ensuring equity, and decreasing clinical variability—
all of which are underpinnings to the overarching commitment to provide Healthcare That
Works, Healthcare That Is Safe, and Healthcare That Leaves No One Behind, for Life. As we
continue to advance our long-term Strategic Direction, we hope CMMI can benefit from our
experience and learnings, which inform our substantive comments below, as the Innovation
Center undertakes its own strategic development process. We believe CMMI has the tools and
authority necessary to continue to be a positive force for advancing the transformation of
healthcare through this collaborative effort, we appreciate CMMI’s outreach to the private sector
for our input, and we look forward to our continued work with the Innovation Center going
forward.
III.

Guiding Principles

Inherent in these guiding principles is the recognition that government benefits from having an
innovation center that is empowered to develop and test innovative models. Any future-oriented
private business will invest precious resources on research and development. Effective
governments must do the same. For innovation to be most effective, opportunities must exist for
2
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flexibility, rapid-responses to emerging issues, and the ability to continually improve and refine
innovative projects. CMMI’s structure, authority, and freedom from unnecessary constraint allow
the Innovation Center to be a more effective testing laboratory than prior CMS constructs or
statutorily governed models. Thus, in advancing a new direction for the Innovation Center, we
strongly support the following guiding principles.
Patient-centered Care
Because we recognize that the definition of “healthy” is largely subjective and may vary for each
individual, we believe a primary principle—if not the primary principle—behind the development
of innovative models should be to promote the following: increased engagement by consumers;
greater ownership over their healthcare; and improved likelihood of success in achieving and
maintaining health, as the consumer defines it. We strongly support moving the healthcare
system overall towards a new level of consumer engagement, which must be bolstered by
mechanisms, tools, and incentives that enable and motivate beneficiaries to participate actively
in promoting and improving their health.
To that end, Innovation Center models should leverage CMMI’s authority to waive Medicare and
certain Medicaid limitations in order to meet basic human needs that impact health, like
transportation, housing, and energy, to name a mere few. Meeting these parallel needs that
impact health may be facilitated by daily check-in calls from a nurse practitioner or social
worker, or the provision or repair of a refrigerator in which to store insulin. We believe these
health-related human services can be best incorporated into a model, and managed to most
effectively meet a beneficiary’s needs, when they are identified and “prescribed” by a
collaborating team of health providers. While these services largely exist outside the four walls
of a provider setting or the traditional concept of “healthcare”, they can be as—if not more—
integral to a beneficiary’s successful achievement of health and well-being than any traditional
clinician intervention. We believe providers increasingly recognize the need for these healthrelated human services among their patients and can readily build them into a more broadlydefined plan of care when given the freedom to do so.
Models should also promote access to new tools and information that provide beneficiaries with
the means and mechanisms that enable them to navigate the complicated web of healthcare
coverage, providers, and services. This might include increased access to traditional telehealth,
discussed further below, or personal technology tools like mobile apps, wearable fitness
trackers, or email or telephone-based clinician engagement options. In the future, consumers
may have access to far more sophisticated information about their own health indicators.
Beyond just the structure of the healthcare system, navigating one’s own care can be difficult,
especially for vulnerable populations such as beneficiaries with chronic or severe illnesses and
those living in poverty. For these and other beneficiaries, it is critically important that they have
the necessary support structure that enables them to actively manage their own health.
By incorporating these tools and services into Innovation Center models, CMS would create an
advantageous opportunity to gather data in a manner that does not exist in the current fee-forservice (FFS) environment. We recommend that CMMI work directly with providers to determine
how best to capture data on extra-health tools and health-related human services that are built
into care plans. Doing so would allow CMS to understand how and where dollars are spent,
which tools and interventions are most successful, and understand which tools and services
best serve specific demographics.
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Finally, explicitly enabling providers within the payment model to develop and execute care
plans that incorporate health-related human services as well as care support and navigation
tools will permit the implementation of these important dimensions of population health
management. Adding navigation tools for beneficiaries will also simultaneously promote
increased competition among providers by offering beneficiaries better tools to make better
choices about where they get their care. As the ultimate consumers of healthcare, beneficiaries
should be empowered to make these choices because they are the most accurate source of
insight into how they want and need to be engaged in order to make informed decisions on their
healthcare. Incorporating these additional tools and services into Innovation Center models will
allow for the most flexible and patient-driven approach to care planning and execution. CMMI
might also consider exploring models that use Health Days as a primary outcome metric.
Provider Choice and Incentives
Innovation Center models should ensure that provider autonomy—subject always to evidencebased medicine and standardized protocols—over the practice of medicine is maintained, if not
enhanced, under all model designs while also enabling the alignment of incentives towards
population health improvement. As the healthcare system continues to evolve, we must
recognize that transformation cannot be achieved without a robust and fully-engaged healthcare
workforce, including the ability for clinicians to practice at the top of their license. Model designs
should therefore allow clinicians and caregivers to focus first and foremost on the
interdisciplinary delivery of healthcare and the patient-centered offering of care to the patients
we are privileged to serve.
To that end, we strongly recommend that all Innovation Center models streamline quality
reporting and measurement requirements, both within models and in coordination with FFS, so
as to avoid creating additional burdens and redundancies for providers. We wholeheartedly
agree that quality measures are a critical component of paying for value, but that until we move
to a smaller set of meaningful measures—which are interpreted and presented in an accurate,
meaningful, and accessible way—the burden associated with reporting quality measures in
many cases outweighs their utility. Today, our providers report on upwards of 200 quality
measures across public and private programs, increasing healthcare costs and taking time
away from patient care. We believe CMS should take every opportunity to eliminate duplicative
measures across the various Medicare and Medicaid quality reporting programs. CMS should
also utilize consistent methodologies for calculating results across similar programs. Going
forward, we recommend that CMS refrain from imposing new measure reporting requirements
unless they will lead to demonstrable improvement in patient care. As such, we believe that
measures should incorporate the perception of quality from the member’s perspective, as is
accomplished through patient reported outcomes and Healthy Days.
Furthermore, as the healthcare system becomes more interconnected through the use of
telehealth and electronic health records (EHR), CMMI should maximize provider participation in
models through the use of Virtual Groups. The availability of Virtual Groups allows providers to
maintain ownership over their practice, improve efficiencies, and deliver higher quality, more
patient-centered care. To that end, we applaud CMS for including the availability of Virtual
Groups under the Quality Payment Program (QPP) final rule for 2018, but respectfully
recommend that CMS and CMMI consider options that allow for larger practice groups to
similarly participate in Virtual Groups. Models allowing a Merit-based Incentive Payment System
(MIPS) provider identifier would also ease the burden of Tax Identification Number (TIN) issues
that create complications around the formation of Virtual Groups and the ability of multispecialty
group practices to select the most appropriate quality measures.
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Innovation Center models should allow providers greater opportunity to impact the overall cost
of care in meaningful ways. While this aligns closely with the discussion under the patientcentered care principle related to non-traditional healthcare services, it also recognizes that
providers are increasingly adept at managing costs related to traditional healthcare services
while providing high quality care. As such, we believe CMMI should incorporate accountability
for Part B and Part D drugs into the total cost of care under applicable innovation models. This
approach will provide access to a largely untapped lever by which providers can manage
outcomes and costs for their patient population.
We also believe that CMMI should promote opportunities for accelerating the pace of
transformation among providers and organizations that are ready and willing to take on
additional risk, but simultaneously offer opportunities for new or maturing entrants to pursue
value-based payment on a more gradual timeline. Providers should have access to both
advanced risk models as well as interim steps that facilitate movement along the continuum of
risk. Models should also offer a balance between producing savings to Medicare and ensuring
sufficient provider uptake by offering a reasonable return on what can be significant up-front
investments. While realizing savings to the government is important, setting a minimum savings
rate too high on two-sided risk models misses a greater opportunity to include additional
providers. This balance becomes even more imperative to support the effective implementation
of the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA), under which providers
have strong incentives to participate in two-sided risk arrangements. Other innovations could
incorporate different risk levels based on per capita attribution at the National Provider Identifier
(NPI) level, in order to better align incentives and risks down to the provider level.
Similarly, providers should have more opportunities to develop and execute payment
arrangements—with both payers and beneficiaries—that are not constrained by regulatory
limitations rooted in the FFS model and intended to protect against rampant federal spending
and patient harm. Risks that are inherently associated with the FFS model—such as
overutilization and correlated increased spending driven by the payment-per-service structure—
are significantly diminished under value-based and consumer-driven models, in which providers
inherently take on the risk associated with per-beneficiary spending and quality of care. Thus,
CMMI should allow for improved and significantly accelerated access to program waivers,
several of which are discussed further below in relation to the Program Integrity focus area.
In addition to program integrity waivers, we strongly support the extension of telehealth waivers
to all Innovation Center models (and more broadly, to the extent possible) as another means by
which providers can retain autonomy in practice, drive down spending, and better address
patient needs and limitations. Telehealth has evolved into a critical mechanism for ensuring
meaningful beneficiary access to provider services and has become a routine part of care—
where it is available. Specifically, we strongly support the provision of telehealth services to
patients in their homes and communities, which can reduce barriers to care for many patients
who have mobility or transportation limitations. Delivering care to patients where they live and
work aligns with the principle of promoting patient-centered care and can improve providerpatient relationships, increase adherence to treatment plans, and reduce costs overall.
Finally, we recommend that CMMI consider model constructs that, while simple on their face,
offer significant opportunity for providers to move towards transformation. Specifically, we
recommend that CMMI test the opportunity for up-front additional payments that allow providers
to invest in new technologies or systems that support higher quality care, improved beneficiary
access, and clinical integration. This approach may be as simple as the development of new
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cost and payment adjustments under FFS for operational investments, which recognize that the
adoption of new services is a predicate of overall transformation and saves the federal
government, states, and beneficiaries’ money in the long term.
Benefit Design and Price Transparency
Just as providers are allowed to share in savings achieved—and as we encourage beneficiaries
to take greater ownership over their healthcare and outcomes—we believe models should allow
beneficiaries to also share in cost savings or otherwise enjoy reduced out of pocket costs for
innovative services. Models testing beneficiary sharing of these savings would test the concept
of greater alignment between beneficiaries and providers. This could be done with credits or
incentive rebates, or reduction of cost sharing.
Similarly, allowing beneficiaries to voluntarily “enroll” in (or elect to be assigned to) a model in
which their primary provider is participating, like an ACO or other similar risk-bearing entity, will
likely increase the level of engagement and participation by beneficiaries participating in the
program. Just as beneficiaries cannot take ownership of their health if they do not know of or
utilize the tools available to them, they cannot fully leverage the benefits of a model if they do
not realize they are participating in one. This holds true for providers as well; voluntary
alignment is an important component of a robust attribution model, which is necessary for
accepting accountability for a population of patients. Robust attribution allows patients,
providers, and shared payers (where applicable) to engage in information exchange, optimize
care coordination, and align incentives across a model. Allowing beneficiaries to voluntarily
“enroll” in a model should in turn be supported by allowing providers to engage actively in
appropriate outreach and education regarding the benefits and implications of participation,
including possible incentives for the members based on their utilization of a clinically integrated
network, shared decision making, and other model features.
Transparent Model Design and Evaluation
CMMI should ensure absolute transparency with respect to the design of a model, the
applicable benchmarks and measurement methodologies, data obtained, and performance by
participants. Greater transparency throughout the course of model design will allow for better
synchronization across models as well as more robust provider engagement and participation.
These results are interwoven and will ultimately allow providers to focus on the needs of
individual patients, and improvement in overall quality and outcomes, rather than managing
patients and care in silos exclusively to attain varied benchmark and reporting requirements.
In terms of synchronization, we note that as CMS broadly continues to drive care from volumebased reimbursement to value-based arrangements, providers are increasingly participating in a
variety of alternative population health management strategies in order to serve those across
the continuum in a meaningful way. CMMI models offer providers flexibility in the way they
manage the care of beneficiaries across geographies and disease states as well as engage
clinicians. Providers have found that using different models—and other programs—in tandem as
a vehicle to create greater strategic alignment across networks offers greater value in driving
better outcomes and reducing preventable complications. While there are real incentives for
providers to participate in a variety of alternative payment models, under current federal policy
the overall distribution of the funds between these models can be unfavorable to providers,
particularly cost efficient providers. This problem is likely to magnify as more episode-based and
specialized care models are pursued. In order to drive transformation, we encourage CMMI to
find complementary, not mutually exclusive, solutions to participate in a variety of models.
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Surveys of physicians reinforce this view, as only one in nine physicians believe that ACOs
alone will achieve their stated goals.3 While we provide additional detail below on specific
recommendations relative to current models, we encourage CMMI to prioritize synchronization
of all models going forward and to rely on streamlined and consistent attribution methodologies
across programs.
Additionally, greater transparency around benchmarks and their underlying methodologies will
allow providers to understand and more effectively meet expectations. There is room for
improvement in transparency around underlying model methodologies and accounting
approaches used by CMMI in evaluating models. We encourage CMMI to be more forthcoming
with this information so providers can undertake necessary financial analyses and make
informed decisions about model participation. Obscuring or moving the mark without provider
buy-in increases burdens for providers and hinders their ability to modify and improve their
practices.
CMMI should also leverage its unique ability to be both nimble and flexible, by engaging in
iterative learning processes to make rapid modifications throughout the course of each model’s
lifetime—rather than relying primarily on annual or semi-annual program evaluations. CMMI can
and should study the potential impacts of variations in discrete design features within a single
model; for example, how results may have changed for certain ACOs if risk scores had not been
capped or if truncation was done differently. The ability to engage in this kind of process is a
feature of CMMI that distinguishes it from most other government agencies and will allow the
Innovation Center to maximize the chances of success. As continuous learnings will lead to
further changes within a model, having a period of time that tracks the changes in a “parallel”
view before the change is implemented could similarly address some of the concerns that delay
or prevent providers from participating in models, especially as they relate to unforeseeable
changes or results that would be unknown to them.
CMMI should also provide model participants with readily-accessible and complete data,
including at the patient-specific and claims level, as soon as it is available, even if such data is
raw or unaudited. Participants will be able to account for these shortcomings and factor out the
noise in favor of improved speed. Timely and actionable data is increasingly critical to the
success of population health management and patient engagement. We appreciate that CMS at
large has improved the availability of Medicare claims data for ACO-attributed beneficiaries in
recent years, but the lag in data remains problematic. Additionally, existing regulations around
data-sharing for patients with substance use disorders, discussed further below, have created
confusion and limitations on the ability of providers to address whole-patient needs in certain
cases.
Small Scale Testing and Maximization of State Partnerships
Finally, CMMI should leverage the experience and capabilities of state partners to the maximum
extent possible in order to support the development and implementation of successful models.
While CMMI has significant authority to waive certain federal requirements, providers must still
operate within state-based legal constructs and population characteristics. Many CMMI models
require providers and provider networks to take downside risk, which may in turn subject them
to state insurance laws. At the same time, many of the state laws that potentially apply to CMMI
models can be difficult to navigate in the context of these programs because state laws were
3
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largely created before shared savings, bundled payments, and similar arrangements began to
take hold.
Because most state insurance laws do not clearly address the types of downside risk and
payment arrangements contemplated by CMMI models, they can be particularly challenging for
providers—particularly those with service areas stretching across state lines. This, too, creates
challenges around navigating different state laws that might apply to a singular arrangement. It
also creates administrative burdens and inefficiencies for regional providers seeking to replicate
the same model in multiple states.4 To address these complicated issues, CMMI should
continue to collaborate with states to secure commitments to flexibility in support of innovative
model designs.
Furthermore, state partnerships offer unique opportunities to bolster new and existing models by
allowing federal and state programs to pool funding streams collaboratively in order to achieve
common goals. Among others, models that stand to benefit from these partnerships include
multiple-payer models and those that incorporate community services, which may be covered
under Medicaid but not Medicare. There may also be opportunities for more comprehensive
approaches for population health models by working with states to coordinate and offer their
resources at the patient level for other services that address social determinants of health such
as housing, job training and economic development, nutrition services, and transportation.
IV.

Focus Areas

We believe the following focus areas align most closely with the above guiding principles and
the overarching goal of achieving transformation toward a system focused on population health.
Medicare Advantage Innovation Models
Before the Innovation Center was created, MA served as a smaller-scale, limited opportunity for
plans and providers to test new care constructs, payment approaches, and service offerings
outside of the highly regulated FFS space. Specialized MA plans with greater flexibilities have
demonstrated a good deal of success in helping coordinate care, improve outcomes, and
reduce costs for vulnerable populations—including beneficiaries with chronic conditions, special
needs, or significantly limited means. We believe MA can continue to play a significant
innovative role going forward, especially given the popularity of the program and continuity
offered to beneficiaries aging into the program after a near-lifetime of commercial coverage.
One notable opportunity in the context of MA is the Value-Based Insurance Design (VBID)
Model, launched by CMMI in January 2017. The VBID model allows health insurers to structure
enrollee cost-sharing and other health plan design elements in ways that encourage enrollees
with CMS-specified chronic conditions to consume high-value clinical services. We believe the
VBID construct provides a promising approach to better engage consumers in more costconscious and outcomes-driven care planning and could be readily leveraged to better promote
population health. Specifically, we recommend that CMS consider testing the VBID elements of
lower cost-sharing for high-value services that operate in conjunction with community services.
This approach would allow patients to share in the financial benefits of making better informed
decisions about their care, promote competition among providers on cost, quality, and patient
4

This need is particularly relevant given the agency’s recently-stated goal of fast-tracking waiver applications for
states seeking to replicate another state’s model.
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engagement, and ensure beneficiary access to the additional services necessary to promote
successful ownership of their healthcare.
We also recommend that CMMI examine models that would relax MA network adequacy
requirements in order to allow greater competition in markets. One possible model might allow
an entrant to self-define a network for adequacy, be transparent with the beneficiary, and offer a
lower premium, or—if tied with VBID—share the savings with the member. Similarly, CMMI
could spur competition in the MA market by waiving the current requirement that new plans
generally be limited to a 3.5 star rating for the first three years in MA. The requirements
applicable to new plans create a competitive landscape that is prohibitive for new entrants,
allowing present players to retain significant control over certain markets.
While MA has proven to be effective in moving the system towards greater assumption of risk,
there are situations where MA products have struggled. Thus, another potential model might
examine the differences across MA products to identify the factors that are associated with
successful plans. A comparative model design could provide information on the most effective
provider payment model, among other things.
Finally, additional MA models could be tested around specific patient categories, similar to the
Comprehensive End Stage Renal Disease Care Model. A network that is focused on specific
needs will likely become more proficient at delivering care for their population. At the same time,
access to specific services could be allowed to promote partnerships with providers and the
non-healthcare sector.
Our strong belief is that MA is a model that should continue to expand, allowing for greater
competition, more choices, shared value back with the member, and products that are designed
for specific needs. These diverse models will all increase the number and efficacy of MA plans,
and allow for continued growth in enrollment.
Mental and Behavioral Health Models
A robust body of research indicates that effective integration between behavioral health and
primary care can offer significant benefits for patients. The Federal Center for Integrated Health
Solutions (CIHS) highlights a number of successful integrated care models and offers resources
for providers—whether they are looking to integrate primary care into behavioral health5 or vice
versa6. As CIHS notes, many primary care providers are integrating behavioral healthcare
services into their settings and models have emerged that include the use of care managers,
behavioral health consultants, behavioralists, or consultation models. CIHS monitors activities
and models around the country in order to share best practices with primary and behavioral
healthcare professionals—and we strongly encourage CMMI to partner with CIHS, providers,
and patient groups to explore models that are ripe for broader testing and implementation. We
specifically encourage CMMI to explore specific patient subpopulations and market dynamics
that might benefit from unique model design features.
As models are developed, however, we encourage CMMI to address existing federal and state
barriers to information sharing between providers in an appropriate and necessary manner,
including the limitations presented by the 42 CFR Part 2 provisions. We strongly encourage
5
6
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CMMI and CMS to coordinate with the Substance Abuse and Mental Health Services
Administration (SAMHSA) to provide greater flexibility around patient data sharing
requirements—subject to appropriate privacy protections. Such coordination can mitigate many
practical challenges that currently hinder broader uptake of integrated mental and behavioral
health models.
At the same time, we caution CMMI to avoid inappropriately conflating psychiatric disorders and
behavioral health, by clearly defining both “mental health” and “behavioral health” services. To
that end, we also note that behavioral health does not begin and end with substance abuse, but
can include behavioral economic health—such as medication adherence and selection of
specialty services based on quality and value dimensions (discussed further above).
Unfortunately, the opioid epidemic is prevalent in both the Medicaid and Medicare populations.
As the opioid epidemic continues to grow, CMMI should consider models that focus on specific
emergency sites and networks designed specifically to identify, prevent, and treat addiction.
Payment could be structured in a manner similar to MA and coordination with local law
enforcement could allow for specialized treatment in a manner that is fiscally responsible. This
kind of model would allow CMMI to test innovations that may be stood up quickly as future
unforeseen epidemics or specific conditions arise.
Consumer-directed Care and Market-based Innovation Models
In line with the guiding principles and our own Strategic Direction, we believe there is significant
opportunity for testing models under this focus area. In general, we support models that foster
true partnerships between beneficiaries and their providers, which support the identification of
jobs that need to be done for each beneficiary and define problems that need to be solved in
order to maintain their health and well-being. Specifically, we recommend CMMI consider
testing models that allow for direct contracting between beneficiaries and providers within FFS.
While we would hope to work closely with CMMI and other stakeholders on developing the
details of a specific demonstration program, such a model could, for example, allow
beneficiaries to have direct control over a portion of their Medicare expenditures. This approach
would make dollars available to beneficiaries up front and allow them to directly contract for
primary care and related services through a subscription payment. As not all providers would be
able to administratively handle such an approach, we would also support the use of conveners
as a way to scale up such a model and enhance provider buy-in. The up-front funding could
also be used to pay for services that are not presently covered under Medicare. This aspect of
such a model would allow participants (both a beneficiary and provider, in partnership) to define
what has value and create competition for such services.
Under this kind of model, a portion of each participating beneficiary’s projected FFS Medicare
spending would be allotted to that beneficiary to be invested into a bundle of care, under which
the beneficiary and their healthcare team would create a personalized care plan incorporating
items and services intended to address all of the individual beneficiary’s health need and
determinants.
This model would incorporate design features like beneficiary shared savings to incentivize
healthy behaviors including wellness exams, preventive services, and care plan adherence. The
model could also implement new G codes to collect data on the range of services used and their
value proposition across different populations. It would also give providers freedom in terms of
the services available for purposes of developing holistic, whole-patient centered care plans. As
the healthcare system continues to shift towards increased risk-bearing on the part of providers,
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we have observed that clinicians are becoming increasingly adept at avoiding costs. Under
similar private sector models, we have found that the items and services necessary to avoid
such costs are largely not covered under Medicare—or that the lag in terms of financing them is
too long. Flexibility in terms of coverage and financing (e.g., through up-front investments
untethered by regulatory restrictions on covered services) will give providers and beneficiaries
the opportunity to control spending and outcomes by reducing the consumption of potentially
avoidable healthcare interventions and their associated costs. It would also allow the beneficiary
to feel like they are part of their own healthcare team, incentivizing them to stay aligned with a
single clinically-integrated network without feeling constrained.
This approach relies on a dual financial incentive structure designed to encourage collaboration
between patients and clinicians and to achieve health outcomes defined on an individual basis.
It is also intended to achieve the goal of delivering what each patient truly needs in order to
have the greatest number of healthy days in a month. Such a model would foster significant
beneficiary and provider engagement to realize truly personalized, consumer-drive care and
provider autonomy. It would also create the space for innovation around new services within an
environment that would foster competition, while allowing for new data collection opportunities
and a more holistic understanding of how to improve beneficiaries’ health on a more global
scale.
Program Integrity
While we work with Congress and CMS to assess and modernize regulatory structures that
impede the adoption of value-based care models, generally, we strongly encourage CMMI to
expand the availability of waivers and streamline the waiver application process. The success of
value-based payment models depends on the ability of providers and payers to innovate outside
the constraints of a misaligned regulatory framework. As noted above, the current regulatory
construct is rooted in the FFS model and intended to protect against rampant federal spending
and potential patient harm. Risks associated with that system are sufficiently mitigated under
value-based models, in which providers take on the risk associated with per-beneficiary
spending, quality, and outcomes. As such, providers operating in the framework of value-based
arrangements should have greater flexibility to innovate and engage with payers, patients, and
other clinicians.
Specifically, in terms of program integrity, we encourage CMMI to streamline and improve
access to waivers of the Anti-Kickback Statute (“AKS”), the Physician Self-Referral (“Stark”)
Law, and the Civil Monetary Penalties (“CMP”) Law related to both beneficiary inducement and
gainsharing. As models evolve to become more patient-centered, the Stark Law, AKS, and the
CMP Law, as well as their implementing regulations, have become barriers to value-based
models that seek to improve health outcomes and reduce costs. While CMMI has provided
waivers of these laws and regulations for certain demonstration projects7, such waivers have
been limited as they do not apply to all value-based care models that require appropriate
coordination among stakeholders.
In the absence of broader modernization of these legal constructs, CMMI should make waivers
more readily accessible and broadly applicable to better support the transformation to
population health and value-based care models through creative service delivery and payment
arrangements.
7
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State-based Innovation
As discussed above, state engagement on model development is critical for a variety of
reasons, as is streamlining quality reporting and measures, and promoting cross-model and
cross-payer alignment. States are uniquely positioned to help advance the adoption of such
models, by providing flexibility around state insurance regulations over commercial plans, as
well as flexibility, access to, and data on public programs like Medicaid.
For these reasons, we strongly support the testing of multiple-payer participation in alternative
payment models, conducted in close collaboration with states and private payers. We
specifically recommend that CMMI consider testing models designed to encourage commercial
plan participation, similar to the CPC+ approach. We believe these models would allow for
broader adoption and drive greater transformation on a whole clinic-by-whole clinic or groupwide basis, rather than the smaller scale sub-group adoption of models that is occurring today.
Furthermore, the testing of models that promote commercial buy-in will ultimately provide a
benefit to Medicare. Investing federal dollars into commercial products will allow the federal
government to reap greater savings on the Medicare side as healthier, more engaged
beneficiaries age into the program with the tools necessary to manage their health and navigate
a more familiar and cohesive system.
Because investments in the services and care that are necessary to ensure long-term health
(and, in turn, decreased costs) are often incurred in the early stages of disease, there is
frequently a disconnect between the payer of those services (e.g., employer-sponsored plans)
and the receiver of the financial value (e.g., Medicare). Tighter collaboration between the public
and private sectors would allow payment for the correct intervention to occur in a manner that
drives maximal benefit over time. One possible model for CMMI to consider would be offering
coverage under Medicare for certain services when they are delivered to near-eligible
individuals. In other words, this model would recognize that Medicare ultimately reaps the
financial benefit of making early investments in care. Such models might cover preventive
services, behavior modification, or the use of curative new treatments now coming to market. At
the same time, this approach will allow private entities to test and scale up models that might
otherwise be unavailable to them, but for the incentives provided through CMMI models.
Other
Beyond the recommendations outlined under the focus areas identified by CMMI, we also
recommend that CMMI invest in more models centered around specific disease states—such as
diabetes, heart disease, hypertension, or depression and anxiety—rather than specific
procedures. An unintended consequence of focusing models exclusively on procedures can be
providers’ avoidance of treating sicker patients, out of concern for having a "bad" outcome.
Moving to disease states would allow the clinician to choose what is most appropriate based on
a more patient-centric approach. This approach would also improve choice and competition
while shifting to greater reliance on outcomes-based reporting and measurement. Selection bias
continues to be an issue. Focusing on outcomes-based measures that take these issues into
account will also help avoid this situation.
Another option for consideration would be to increase focus on data interoperability. CMMI
could allow beneficiary data use agreements to be tailored to individual preferences and enable
them to add their own information and use their data for other purposes, such as research and
innovation. The intent behind such model design would be to afford beneficiaries greater control
over their data and test what additional data elements are predictive of outcomes and cost. Data
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sharing agreements with outside entities at the direction of the beneficiary would also allow for
new data elements to be added to present data sets for testing and use. As data increasingly
becomes currency for improved predictions and design of innovative treatments and
interventions, creating a common repository for these expanded data sets will become more
important over time. Also, as risk-based models become increasingly common, claims
submissions will start to become unnecessary. As such, it will become increasingly necessary to
create other forms of data and data collection processes to allow for predictive modeling and
learnings.
V.

Recommendations for New and Existing Models

As discussed above and reiterated throughout, we strongly believe that CMMI is an appropriate
and effective forum in which to test innovative care delivery models and has a critical role to
play in advancing the transformation of healthcare. Ascension has found great value in
participating in the various CMMI demonstration programs, among other CMS models, and we
look forward to our continued participation in these programs. We are committed to making the
up-front investment that is required to participate in certain models, as well as the longer term
investment to achieve maturity and ascertain success, with the understanding that some models
may fail.
At the same time, we believe our participation has provided insights and learnings on ways in
which CMMI can and should modify existing models to better promote success. This is
especially true as we must act as good stewards of our own resources so we can continue in a
robust way to fulfill our sacred Mission with a special focus of service to the poor and
vulnerable. We believe it is imperative that before CMMI fully shifts its focus onto new models,
changes must be made to existing demonstration programs to promote their likelihood of
success. Concrete concerns should be addressed. For example, lag time in reporting makes
real-time management of populations difficult. Additionally, the lack of transparency around
reconciliation —and resulting lack of predictability—for certain ACO programs create barriers
that prevent the implementation of consistent, positive behaviors that are desired from program
participants. Furthermore, the substantial concentration of shared savings dollars within a few
large providers, the fact that a large majority of providers were ineligible for shared savings, and
the recognition that there is a nearly insurmountable technical burden for small provider
practices collectively demonstrates the need for thoughtful modifications to certain models.
While some of these realizations are specific to statutorily-created models, we believe the
associated learnings are translatable into many CMMI demonstration programs.
We hope to continue this conversation with CMMI more directly and to use our internal
evaluation process going forward to help uncover areas where we believe other improvements
to new and existing models can be made. We therefore support the use of shared learning
collaboratives with CMMI, as we believe they can allow us to stay in models longer while
adjustments occur. In the meantime, we recommend that CMMI evaluate existing models with
the above guiding principles in mind and we highlight the following specific issues that we
believe are ripe for adjustment to achieve greater uptake, improved savings, and better
outcomes under current demonstrations.
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Synchronization of Existing Models8
Under current federal policy, the interaction of incentives across different value-based models in
many ways is unfavorable to providers, particularly cost-efficient providers for which the
opportunity for savings from historical performance are limited. This issue is likely to get worse
as more episode-based and specialized care models are developed. To drive true
transformation, CMMI must find complementary solutions that allow providers to participate in a
variety of value-based arrangements. For example, ACOs and Episode Payment Models
(EPMs), while different, share two very important concepts: they are designed to meet quality,
efficiency, and outcomes goals; and they are designed to protect against unnecessary
increases in costs for a defined population. With this in mind, we recommend that CMMI
undertake efforts to identify and maximize opportunities at the regulatory and market level to
foster coordination across and among programs.
For the reasons enumerated above, synchronization of models is critical to reducing provider
burden, minimizing redundancies, and promoting broader uptake of models. To that end, we
believe CMMI should offer a re-calculated blended target price that would be identical for all
applicable models, including ACOs. By using a risk adjusted blended target price, models would
continue to retain the large majority of savings, but ACOs that overlap with other models would
also be eligible to share in a portion of the savings in cases where targets are exceeded. It is
important to note that the blended target price approach would only work in scenarios where a
model episode closely aligns with an ACO performance period. However, risk adjusted blended
targets have the potential to: align activities for the same goal; provide credence to the work an
ACO is currently performing; incentivize providers participating in a bundle to be part of the ACO
without the potential for “double-dipping” on savings; drive greater efficiencies and
effectiveness; and build bridges between different value-based models so that CMS is not
unintentionally driving change in silos that have not learned to work together.
TIN-Level vs. NPI-Level Enrollment
Our providers, like many across the country, operate under of a large number of TINs, many of
which have been organized based on administrative and billing needs rather than population
health management purposes. While it is possible to make changes to the organization of TINs,
such changes are complex and require a high level of administrative effort and time. A better
way of reflecting operational organizational structures would be for CMS to allow for NPI-level
enrollment in models, which would provide greater flexibility for model participants that wish to
make mid-program course corrections to their structure. As noted above, models allowing a
MIPS identifier would also ease the burden associated with TIN issues arising out of both Virtual
Groups as well as quality measure selection within a multispecialty group practice.
One example of how the rigidity of a TIN-based approach can hinder model participants from
making appropriate modifications throughout the lifetime of a model—and the value of testing
models through CMMI—arises under the MSSP. Under current MSSP requirements, ACOs are
only permitted to add providers at a TIN level. While this can significantly impact the population
attributed to an ACO, we have not seen these adjustments clearly reflected in benchmark
adjustments. The misalignment of a benchmark from the perspective of CMS as compared to
that of a model participant can have a significant impact on the ability of a participant to perform
8

See letter from Anthony Tersigni to CMMI (May 18, 2017) for additional details on model synchronization and
aligning incentives and support structures for value-based programs.
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at or above expectation—and can be the difference between a successful participant and an
unsuccessful participant. Greater flexibility in design by permitting NPI-level enrollment in
current and future models, and appropriate corresponding adjustments to model benchmarks,
can allow participants more freedom to identify and enlist appropriate providers while retaining
the ability to best manage their attributed population(s) and achieve against benchmarks.
Baseline Methodologies
We have also found that the current approach to truncation, especially in the context of the
Track 3 MSSP ACOs, could be modified to ease burdens on current participants. Under the
current approach, CMS truncates all annualized expenditures in order to prevent a small
number of extremely costly beneficiaries from significantly affecting the ACO’s per capita
expenditures. From a methodological perspective, since truncation is done on a best guess
percentage basis from the prior year—instead of relying on a given number—the threshold
changes annually between the performance year and final reconciliation. This, in turn,
diminishes our ability to accurately predict how CMS will truncate our annual expenditures,
which significantly impacts our ability to perform towards an accurate benchmark.
Additionally, for 2017, CMS excluded beneficiaries who are “non-utilizers.” CMS recently
reported a double digit percentage increase in expenditure categories and the overall average
annual expense due solely to this change in methodology, but a similar result from the same
methodology in our benchmark is absent. Together, these modifications have resulted in
significant impacts to our MSSP ACO performance, which varied from our initial projections
but—we believe—could have been better managed for with greater transparency and
predictability from CMS. As suggested herein, transparency and predictability are critically
important aspects of successful model design, execution by participants, growth via new
participants, and continued participation by current participants. We believe it bears repeating
that there is a significant need for greater transparency and collaboration on these kinds of
methodological issues.
Our present experience has shown that there is a diminishing risk recognition in the benchmark
due to the “continuously and newly assigned” methodology. This methodology is negatively
impacting the MSSP model because, in those cases, benchmarks do not accurately reflect the
acuity of the members we are ultimately responsible for. These issues are forcing organizations
to discern whether or not they can financially stay in risk-bearing models, not due to clinical
issues or operations, but more so due to model design, lack of predictability, and artificial
constraints. We urge CMMI to recognize and accommodate these learnings in both existing and
future model designs.
VI.

Conclusion

I thank you for the opportunity to comment on a new direction for the Innovation Center. We
strongly support the movement towards value-based care because we are committed to
improving the quality of care and addressing rising costs while improving patient and provider
satisfaction. As noted above, this is an urgent priority for the country as healthcare costs
consume an ever increasing share of the nation’s gross domestic product. A strong and
effective public-private partnership is imperative to address the challenges that face our
healthcare system. One very important element in that partnership is the ability for CMMI to
carry out its important role to move the transformation of healthcare forward. We must all work
together to undertake this work with an appropriately high sense of urgency.
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If you have any questions, please contact Mark Hayes, Senior Vice President for Federal
Policy and Advocacy.
Sincerely,

Reverend Dennis H. Holtschneider, C.M.
Executive Vice President and Chief Operations Officer
Ascension
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Novembe 20, 2017

Seema Ve ma, Administ ato
Cente s fo Medica e and Medicaid Se vices
United States Depa tment of Health and Human Se vices
Hube t H. Humph ey Building
200 Independence Avenue, S.W.
Washington, D.C. 20201

Sent v a ema l to CMMI_NewDi ection@cms.hhs.gov .

Re: ACA Comments on Innovation Center New Direction Request for
Information.
Dea Ms. Ve ma,
The Association fo Community Afliated Plans (ACAP), is pleased to submit
comments in esponse to CMS’ Request fo Info mation ega ding the new
di ection fo CMS’ Innovation Cente . ACAP ep esents 61 not-fo -p oft,
community-based Safety Net Health Plans located in 29 states. Ou membe
plans p ovide cove age to about seventeen million individuals en olled in
Medicaid, Child en’s Health Insu ance P og am (CHIP) and Medica e Advantage
Dual-Eligible SNPs. Nationally, ACAP plans se ve almost half of all Medicaid
managed ca e en ollees. Twenty-fou of ou plans ope ate managed long-te m
se vices and suppo ts (MLTSS) p oducts, 24 a e D-SNPs, and 14 of pa ticipate in
the Financial Alignment Demonst ation, accounting fo app oximately 30
pe cent of all en ollment in the Demonst ation.
State-Based and Local Innovation, including Medicaid-focused Models
ACAP suppo ts additional attention to the concept of Medica e and Medicaid
innovation. Much of the wo k to date by the Innovation Cente has focused on
Medica e innovation. While we ce tainly suppo t this wo k, we know innovation
leve s may not pe fo m equally in othe lines of business, especially Medicaid.

We th nk t s mperat ve to separately test these n t at ves n the Med ca d
program to avo d un ntended consequences that could have been foreseen and
addressed w th adequate test ng, espec ally as t mpacts safety net prov ders.
In addition, most of the Medicaid-focused wo k of the Innovation Cente that has
occu ed to date has focused on wo king di ectly with State Medicaid Agencies
and/o p ovide s. Howeve , the majo ity of Medicaid en ollees a e en olled in
Medicaid Managed Ca e O ganizations (MCOs), with almost 50 pe cent of those
individuals en olled in Safety Net Health Plans that ACAP ep esents. Therefore,
we th nk t s mperat ve that the Innovat on Center should be also do ng more
work d rectly w th health plans to cont nue to promote Med ca d nnovat on. Fo
example, the Medicaid Innovation Accele ato P og am (IAP) could be modifed
to ope ate in a mo e collabo ative efo t and make a g eate efo t to include
health plans in these efo ts.
ACAP also strongly supports more work by the Innovat on Center focused on the
mpact of soc al determ nants of health such as unstable hous ng, food
nsecur ty, educat onal read ness and econom c nsecur ty on health care costs
and test ng of new comprehens ve models to address these ssues. Fo
example, the Innovation Cente should focus on the issue of t ansitional housing
suppo t as well as housing suppo t to add ess ch onic homelessness as a leve
fo educing health ca e costs (see ACAP pape B idging the Health and Housing
Gap). The impact of p og ams such as the Ca eSou ce Life Se vices initiative
that p ovides long-te m w ap-a ound se vices and suppo ts to membe s to
add ess social and economic well-being also me its additional study by the
Innovation Cente .
Increased participation in Advanced Alternative

ayment Models

ACAP suppo ts the goals of advanced alte native payment models. We bel eve,
however, that more works needs to be done to ncrease part c pat on levels by
focus ng eforts on the best approaches to ensure prov der read ness. These
efo ts must be gea ed to all p ovide s ega dless of size o esou ces. We also
bel eve that there needs to be a cont nued focus on the al gnment of qual ty
measures to dr ve concerted system-w de eforts wh le st ll recogn z ng the
un que needs of the populat ons served by each program. Th s would nclude
more work to develop and test r sk adjustment of qual ty measures that
cons der the mpact of soc al econom c status and soc al determ nants of
health. ACAP also suppo ts policies to equi e states to epo t on the Adult and
Child Co e Measu es Set measu es fo all Medicaid and CHIP en ollees,
dife entiated by managed ca e, fee-fo -se vice, and p ima y ca e case
management settings. Given the impo tance of all of these delive y systems to
Medicaid, unde standing the quality of cove age and ca e p ovided unde each
is impo tant fo futu e policy decisions by the fede al gove nment and states.
Leg slat on currently n the House and Senate (H.R.2843/S.1317) called the
Med ca d and CHIP Qual ty Improvement Act of 2017 would accompl sh th s.
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Mental and Behavioral Health Models
The p omise of integ ating physical and behavio al health is simple. By ensu ing
that both the physical and behavio al health needs of individuals a e identifed
and t eated ega dless of the setting in which they f st seek ca e, and that the
delive y of se vices is coo dinated, people with co-occu ing physical and
behavio al conditions will have imp oved health outcomes, lowe costs, and a
bette expe ience with the health ca e system.
Although the concept of integ ated physical and behavio al health ca e is not
new, it is somewhat still in its infancy of being adopted on a la ge scale.
Although intuitively it makes sense that p oviding coo dinated ca e would
imp ove health outcomes as well as dec ease costs, the evidence suppo ting
this claim is still unde development. It s mportant that the Innovat on Center
lead the charge for develop ng and evaluat ng the ev dence base.
The pe sistent chasm between physical and behavio al health is seen by many
as an a tifact of substance use diso de and mental health se vices being
t eated in silos sepa ate f om physical health conditions, la gely due to
dife ences in egulato y equi ements and funding st eams. B idging this gap is
an immediate p io ity. The Innovat on Center could be an mportant source for
develop ng models that address barr ers to ntegrat on. Fo example, while we
suppo t the changes that we e made in the to the fede al equi ement fo
patient consent fo disclosu e of Pa t 2 info mation, we believe that these
changes do not go fa enough and may have a negative impact on patient
health outcomes by unde mining the ability to efciently access the info mation
health plans and p ovide s need about membe s with SUD, sha ing that
info mation when they eceive it with the membe s’ ca e management team,
and coo dinating thei ca e. ACAP recommends CMMI develop and test models
to fac l tate enhanced data shar ng between prov ders as part of broader
behav oral health ntegrat on strateg es.
rescription Drug Models
ACAP st ongly suppo ts the Innovation Cente focusing on p esc iption d ug
models that wo k to educe costs and imp ove efectiveness. While we would
suppo t explo ing new concepts such as value-based payments fo d ugs, we
bel eve more work should be supported by the Innovat on Center to develop a
stronger ev dence-base for value-based payment models for drugs before t s
mplemented on a w der scale. This wo k should focus on all lines-of-business,
including Medicaid, since egulato y equi ements va y signifcantly among the
p og ams and may have a signifcant impact on model efcacy.
Medicare Advantage (MA) Innovation Models - Continue the Financial
Alignment Demonstration and Enact Changes to Improve its
Sustainability
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ACAP suppo ts the Financial Alignment Demonst ation and we believe that the
demonst ation should be one of the models that CMMI continues to test. CMS,
states, and the Medica e-Medicaid Plans (MMPs) that ope ate the Financial
Alignment Demonst ation have made g eat investments in imp oving the
p ovision and quality of ca e fo dual-eligible benefcia ies unde this
demonst ation. CMS must continue to see this demonst ation th ough.
MMPs have made g eat st ides towa ds integ ating Medica e and Medicaid
benefts fo dual- eligible benefcia ies, p oviding and coo dinating these
individuals’ ca e, p oviding se vices to add ess unmet need, and add essing
social dete minants of health such as housing. Please efe to a epo t by the
Cente fo Health Ca e St ategies documenting the innovations ACAP’s membe
MMPs have made, and anothe epo t documenting how ACAP membe plans,
including MMPs, b idge the gap between housing and health fo the long-te m
ca e population.
In addition to continuing the demonst ation, ACAP p oposes the following
changes to imp ove the p og am:
1. To c eate sustainability and ce tainty of integ ated ca e options fo dual
eligible, Medica e-Medicaid Plans (MMPs) should become a pe manent
p og am.
Medica e-Medicaid Plans utilize a new, pe son-cente ed model of ca e to
bette integ ate Medica e and Medicaid benefts fo individuals en olled in
both p og ams. By making the p og am pe manent, the e will be ce tainty
fo MMPs, states, and en ollees about the futu e of the p og am. Making
MMPs pe manent will allow the p og am to emain an option fo states to use
to integ ate Medicaid se vices fo dual eligibles.
2. To imp ove en ollment and etention in the p og am, CMS should enact the
following changes:
a. Allow MMPs to di ectly ma ket and en oll eligible membe s.
b. Give MMPs g eate fexibility to help with the eligibility and en ollment
p ocess.
c. St eamline and imp ove the en ollment info mation that is sent to eligible
benefcia ies f om Medicaid agencies.
d. Align CMS and state en ollment dates and ma keting eview.
e. Allow seamless conve sion into MMPs fo dual-eligible benefcia ies that
age into Medica e and fo dual-eligible benefcia ies unde age 65 that
gain Medica e eligibility afte the two-yea waiting pe iod.
f. Continue the passive en ollment p ocess into MMPs.
g. Include a lock-in pe iod (e.g., 3 to 9 months) afte en ollment to give
plans time to fnd and assess en ollees and fo en ollees to ealize the
value of the p og am.
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3. To imp ove sustainability of MMPs, CMS should enact the following ca e
coo dination, quality epo ting, and payment system changes:
a. Allow plans to have mo e fexibility a ound ca e coo dination
equi ements.
b. Maintain a easonable numbe of quality measu es by aligning state and
fede al quality measu es and by emoving measu es when new ones a e
added to fll measu ement gaps.
c. Revise the isk-adjustment model to bette account fo costs associated
with mental health conditions and social dete minants of health.
d. Dete mine ealistic savings pe centages fo MMPs, pa ticula ly as the
p og am continues beyond the initial th ee yea s of the demonst ation.
e. Allow MMPs to eceive the Medica e Advantage f ailty adjuste .
4. In instances when states discontinue the MMP p og am, imp ove the
t ansition f om a MMP to a D-SNP by enacting the following p ovisions:
a. Do not hold plans to the two-yea D-SNP penalty if they closed thei DSNP to become a MMP.
b. Passively en oll MMP en ollees into the same health plan’s D-SNP to
ensu e continuity of ca e.
c. Imp ove the efciency of the eview p ocess and t ansition f om a MMP to
a D-SNP.
rogram Integrity
ACAP health plans a e dedicated to se ving as an excellent stewa d of public
funds. While the vast majo ity of p ovide s a e dedicated to se ving ou
membe s with integ ity, plans continue to dedicate signifcant esou ces to
identify f audulent p ovide s. Howeve , wo king alone, it is mo e difcult fo
health plans to identify f audulent p ovide behavio s because they a e unable
to see the full scope of the p ovide ’s claims. We bel eve the Innovat on Center
could work to val date the mpact of shar ng nformat on among plans as a
means of bolster ng program ntegr ty eforts. Th s shar ng could nclude
develop ng a rap d response n t at ve that would allow the OIG, state fraud
un ts, and law enforcement to qu ckly share newly develop ng fraudulent
schemes w th health plans.
ACAP thanks you fo the oppo tunity to comment and is p epa ed to assist with
additional info mation, if needed. If you have any additional questions, please
do not hesitate to contact Debo ah Kilstein at (202) 341-4101 o Ch istine
Aguia Lynch at (202) 204-7519.
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Since ely,

Ma ga et A. Mu ay
Chief Executive Ofce
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Novembeer 17, 2017
By Electtronic Subm
mission
Centers for Medicaree & Medicaid Services
Innovatio
on Center Neew Direction
n
CMMI_N
NewDirectio
on@cms.hhs.gov
RE:

Request for Inforrmation: In
nitiatives too Acceleratee the Development and
Testin
ng of New Payment and
d Service Delivery Mod
dels

To Admiinistrator Veerma and thee CMS Innov
vation Centeer:
The Associattion for Quaality Imaging
g (AQI) apprreciates the opportunity to submit
commentts in responsse to the info
ormal Requeest for Inform
mation (RFI)) seeking pubblic commennt on
he CMS Inno
ovation Cen
nter. We undderstand thatt CMS is seeeking commeent
a new dirrection for th
on ways to promote patient-centeered care and
d test markett-driven refoorms that em
mpower
beneficiaaries as consu
umers, increease choices and compettition, and reeduce costs. Our commennts
focus on the interopeerability of health inform
mation system
ms and how the CMS Innnovation Ceenter
could inccorporate priinciples of in
nteroperabiliity in the moodels it tests in order to improve the
affordabiility and accessibility of health care services.
AQI represen
nts over seveen hundred im
maging centters and threee hundred mobile imaginng
units thro
oughout the United Statees. AQI and its memberss agree that patient-centeered care andd
market-d
driven reform
m are key veh
hicles to imp
prove our heealth care sysstem. We beelieve that
interoperrability shou
uld be prioritiized within every test model proposed by the CM
MS Innovatiion
Center beecause this principle willl increase traansparency a nd advancee quality caree regardless of
the settin
ng or service. For this reaason, we wriite to raise aw
wareness off the importaance of
interoperrability and the benefit th
his principle will have onn CMS’s tesst models. Inn particular, AQI
presents the followin
ng two-fold request.
1) AQI asks thatt CMS demo
onstrate conttinuity with t he goals of the Office of the Nationnal
Coordinator (ONC) to asssure that there is bi-direcctional, interroperability between
ellectronic heaalth records systems whiich have beeen certified to meet the federal standdards
fo
or security.
2) AQI asks thatt CMS requiire that all paarticipants inn models andd demonstraation projectss
teested by the Innovation Center be req
quired to dem
monstrate thhat they are using securee,
in
nteroperable electronic platforms and
d policies whhich:
A. do not allo
ow conduct of system ussers to interfe
fere with a paatient’s choiice of providder;
an
nd
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B. does not knowingly block data exchange between certified electronic platforms, on a
bi-directional basis.
Our request emphasizes the importance of interoperable health information systems on
cost, transparency, and empowering patient choice. CMS and state governments have spent
millions of dollars promoting the adoption of EMRs. However, many of these information
systems are isolated. In some cases, hospitals and health systems have leveraged the size and
scale of their EMRs within their communities in order to exclude independent providers from
accessing patient records. These efforts - which are often referred to as “health information
blocking” - are intended to impede competition, lock up referral sources, and limit patient
choice. If all the benefits of EMR implementation are to be achieved, then these systems must
be interoperable and not used in ways that stifle information sharing and/or competition.
A. Interoperability Will Promote Consumer-Directed Care and Market-Based
Innovation Models.
CMS seeks to test models promoting Consumer-Directed Care and Market-Based
Innovation Models. These models are intended to empower patients to make choices amongst
competitors in a market-driven health system. Among other objectives, these models should
facilitate and encourage price and quality transparency. Similarly, interoperability promotes the
quality of patient care as well as price transparency by making certain that all health care
providers within a community have appropriate access to patient records. Interoperability allows
providers to compete on price and quality, rather than whether or not the provider has access to a
patient’s medical record.
To illustrate, the problem with many health information systems is that the technologies
have not been able to communicate with each other outside of a specific hospital, vendor, or
department. In addition, the varying formula in which medical information is stored complicates
the sharing of information. For instance, cardiologists cannot access radiology images within a
competing health system, and referring physicians may not gain access to a patient’s EMR if it is
with another clinic. Here, AQI emphasizes the fact that interoperability would not only enable
the exchange of information but also promote consumer choice and market competition. In order
for interoperability to aid in the promotion of consumer choice and market competition, CMS
must require bi-directional interoperability in the models tested and include the ability to order
tests, as well as receive, test results and records. Health records must include images and all
other aspects of a patient’s medical record in order to be most effective.
B. Interoperability Will Improve Quality and Lower the Cost of Services Within the
Medicare Advantage Innovation Models
In the Medicare Advantage (MA) Innovation Models, CMS proposes to work with MA
plans to drive innovation, better quality and outcomes, and lower costs. Specifically, CMS is
interested in determining whether Medicare Advantage incentivizes MA plans to compete for
beneficiaries based on quality and cost in a transparent manner. By incorporating interoperability
into these models, CMS would improve the quality of patient care as well as the transparency of
care coordination. For instance, health care providers would be able to easily send and receive
medical records, obtain copies of the results of all imaging services and laboratory results, and
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consolidate the results of a consultation or encounter to the referring provider. Such capabilities
will reduce the number of duplicative studies, decrease costs, and improve the care coordination
of each beneficiary. Through interoperability, the availability of accurate and reliable
information will improve the quality and reduce cost of health care services, including diagnostic
imaging services.
C. Each Model Tested Will be More Successful If Health Information Systems Are
Interoperable.
Better patient outcomes are driven in party by a cohesive workflow and exchange of
information among health care providers and patients. As mentioned above, interoperability
encourages the breakdown of data silos and promotes the free flow of information throughout the
health system. All providers, including independent imaging facilities, could provide better
quality, more competitive, non-duplicative services if interoperable systems allow those
providers to query, analyze, and retrieve health information regardless of where the patient
previously received care. The principles of interoperability improve efficiencies, streamline
workflow, and saves money.
D. Information Blocking Must Be Prohibited.
AQI recognizes two obstacles against interoperability: (1) the willful information
blocking by some hospitals and health systems; and (2) the disjointed implementation of
interoperability on a community-by-community basis. As mentioned above, we encourage CMS
to not only promote interoperability but to also study the use of health information blocking
techniques. Based on a report prepared by the Office of the National Coordinator for Health
Information Technology, it is a common complaint that “some hospitals or health systems
engage in information blocking to control referrals and enhance their market dominance.1” AQI
shares this concern for health information blocking techniques and appreciates the current efforts
CMS and other states in this area.
For instance, the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) and
the Quality Payment Program effective October 2017 now require Merit-based Incentive
Payment System (MIPS) eligible clinicians to attest to whether that they have not knowingly and
willfully limited or restricted the compatibility or interoperability of their certified electronic
health record technology.2 This Prevention of Information Blocking Attestation (Attestation)
includes three related statements that are based on the MACRA addressing how MIPS eligible
clinicians implement and use certified electronic health record technology.3 When a clinician
attests to these three statements, he or she is confirming that they have acted in good faith to (1)
support the appropriate exchange of electronic health information; and (2) not knowingly and
1

The Office of the National Coordinator for Health Information Technology, Department of Health and Human
Services, Report on Health Information Blocking April 2015 at
https://www.healthit.gov/sites/default/files/reports/info_blocking_040915.pdf as of October 31, 2017.
2
Centers for Medicare and Medicaid Services Guidance, The Merit-based Incentive Payment System Advancing
Care Information – Prevention of Information Blocking Attestation: Making Sure HER Information is Shared,
effective October 2017 at https://www.cms.gov/Medicare/Quality-Initiatives-Patient-AssessmentInstruments/Value-Based-Programs/MACRA-MIPS-and-APMs/ACI-Information-Blocking-fact-sheet.pdf as of
October 31, 2017.
3
Id. at page 2.
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willfully limit or restrict the compatibility or interoperability of the certified electronic health
record technology. This Attestation requirement currently applies to only MIPS clinicians,
however, and we encourage CMS to consider applying these standards directly to hospitals and
health systems participating in programs sponsored by the CMS Innovation Center.
Lastly, we would like to emphasize the increasing concern for the implementation of
interoperability on a state-by-state basis. States including Connecticut, Minnesota and Missouri
have enacted, or have considered enacting, legislation mandating interoperability. Although we
appreciate these state efforts to promote interoperable health information systems,
interoperability on a state-by-state basis is inefficient and ineffective. Each state will include its
own unique requirements, possibly leaving health information systems disjointed across state
lines.
For example, the Connecticut Senate Bill 447 effective October 1, 2017, changed the
requirements for hospital exchange of information and requires hospitals to comply with a
patient’s or health care provider’s request to send or receive a patient’s electronic health record.4
SB 447 requires that the “electronic health records shall, to the fullest extent practicable (1)
follow the patient; (2) be accessible to the patient; and (3) be shared and exchanged with any
health care provider of the patient’s choice in a timely manner.5” A few years earlier, the
Minnesota Legislature mandated that by January 1, 2015, “all hospitals and health care providers
must have in place an interoperable electronic health record system within their hospital system
or clinical practice setting.6” Similarly, the Missouri Legislature has considered including
interoperability into its state-based health system.
These individualized state efforts are insufficient to reap the true reward of
interoperability. Therefore, we encourage CMS to require interoperability on a universal scale
that can apply to health care providers and health systems across the board.
*

*

*

AQI and its members appreciate the opportunity to provide you with our comments on
improving the CMS Innovation Center and the models it tests. We believe that the
implementation of interoperability into each model will promote the quality of patient care as
well as price transparency and competition. We respectfully request that CMS make
interoperability a part of all demonstration projects and payment models moving forward. As
always, we are prepared to meet and discuss our comments with you.
Respectfully submitted,
Board of Directors,
Association for Quality Imaging
4

State of Connecticut General Assembly, An Act Concerning the Bidirectional Exchange of Patient Electronic
Health Records, Substitute Senate Bill No. 447, January Session 2017. Several Connecticut medical organizations
supported the enactment of Connecticut SB 447 including – the American Congress of Obstetricians and
Gynecologists, Connecticut Society of Eye Physicians, and the Connecticut Urology Society.
5
Id. at Section (6)(b).
6
Minn. Stat. § 621.495 (Electronic Health Record Technology).
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3 Terrace Way
Greensboro, NC 27403
Phone: 336.482.2825
Email: attud@cce-global.org

11/20/17
Patrick Conway, MD
Deputy Administrator, Centers for Medicare & Medicaid Services
Chief Medical Officer, Medicare & Medicaid Services
Director, Center for Medicare & Medicaid Innovation
Dear Dr Conway,
We are writing as stakeholders on behalf of the Association for the Treatment of Tobacco Use
and Dependence (ATTUD), the leading professional organization for clinicians providing
evidence-based interventions to tobacco users. Below please find our comments on the RFI for
CMS regarding innovation programs that will save lives, increase patient choice, drive quality,
improve outcomes, and reduce costs within the overall healthcare system. We propose a national
prevention comprehensive tobacco cessation program model for Medicare and Medicaid, since
there are major gaps in tobacco treatment coverage within these healthcare systems.
As you know, tobacco cessation services were defined as preventive services under the
Affordable Care Act (ACA) and received an A rating by the most recent United States
Preventive Services Task Force (USPSTF) (Siu & Force, 2015). As the leading cause of
preventable death in the U.S., tobacco use needs to be addressed both as a substance use disorder
and as a preventive health intervention. Tobacco use accounts for about 8.7% of all healthcare
costs (as of 2010 data), and more than 60% of tobacco use costs were paid by Medicare,
Medicaid and other federal programs (Xu, Bishop, Kennedy, Simpson, & Pechacek, 2015).
Therefore, tobacco use is one of the biggest drivers of healthcare costs, about $170 billion per
year, not to mention costs for lost productivity, which impact the overall US economy.
MassHealth (2006) has developed a model prevention tobacco cessation insurance benefit
program, which has shown strong immediate impact on clinical outcomes and healthcare costs.
The utilization rate was about 40%, with tobacco prevalence rates quickly plummeting from 38%
to 28% within a few years (Land and Warner, 2011). Additionally, the ROI was greater than $3
for every $1 spent, for example, reducing cardiovascular events 40-50% within 70 weeks
(Richard et al, 2012). This is a clear example of an innovative, high quality/outcome population
health initiative achieving the triple aim goals (Berwick, Nolan, & Whittington, 2008).
Current Medicare (fee for service, advantage plans, and part D prescription coverage) and most
statewide Medicaid plans are not following the current USPTFS (Siu & Force, 2015)
comprehensive prevention tobacco cessation insurance recommendations (or the Massachusetts
Medicaid model), and can benefit from being updated, so maximal health outcomes can be

achieved for the country as a whole. For example, nationally, Medicaid smoking rates remain
basically unchanged from 1997-2013 at 28% prevalence costing and estimated $40-$76
billion/year (Zhu et al, 2017). This is because of uneven tobacco cessation or only minimal
tobacco cessation insurance coverage, resulting in lower quit rates, and most likely due to higher
levels of tobacco addiction and psychological stress of many Medicaid smokers who experience
high rates of behavior health/co-occurring addictions comorbidities (Zhu et al, 2017). Our
recommendations will involve elements of combination of the MassHealth (2006), USPTFS
insurance benefit recommendations and include key findings from a major real world study by
Curry et al (1998).
The seminal study conducted by Curry et al (1998) examined four different insurance plans (N =
90,005 enrollees) showed that the highest number of quitters was achieved by the group of
smokers who receive a no barrier insurance benefit (i.e., no smoker cost for behavioral
counseling and nicotine replacement therapy). The full insurance coverage group, compared to
coverage with smoker copays, doubled the overall quit rate in this population, since there was a
higher uptake of tobacco treatments in smokers without cost sharing and therefore overall higher
numbers of absolute quitters with the full benefit. This study demonstrates a high impact of full
insurance smoking cessation treatment – outstanding reach plus high quit rates, resulting in costeffective clinical outcomes.
Additional innovative examples of comprehensive tobacco cessation treatments rendered to
patients in the hospital settings at the bedside are feasible and can improve quit rates, (Nahhas et
al, 2016) surgical outcomes (Nolan and Warner, 2017), reduce unplanned hospitalizations,
particularly when there is 30 day follow-up treatment (Rigotti et al, 2012; Rigotti, 2014,
Cartmell, et al, in press), and improve mortality and downstream healthcare costs (Mullen et al,
2017). Unfortunately, most US hospitals are not rendering these services due to a combination of
two issues: 1) Insurance reimbursement is minimal or inconsistent on a macro level (Nolan and
Warner, 2017) and therefore hospitals are not incentivized to hire specialized staff to render
effective, professional tobacco treatment (Nolan and Warner, 2017) and 2) The current JCAHO
requirement of bedside tobacco treatment counseling and 30 day follow-up tobacco treatment are
unfortunately optional for hospitals (Fiore et al, 2012). Since this is optional, few hospitals in the
country offer moderate or high intensive bedside tobacco treatments. Mandating these inpatient
tobacco treatment measures at all hospitals would dramatically extend reach and quit rates
nationally at a population level, particularly for Medicare and Medicaid populations.
Tobacco use treatment differs from other preventive services such as mammograms,
colonoscopies, or lung cancer screenings, which occur in one visit. The Department of Health
and Human Services (HHS) issued guidance on specific insurance requirements for tobacco
treatment coverage under the ACA (5/2014).

In summary, the ACA, states that insurers must cover:
1) All 7 FDA-approved medications, a 180-day supply for each medication/year, with no
out-of-pocket costs for the patient, and without prior authorizations

2) At least 8 visits of counseling/year (individual, group, and telephone counseling), with at
least 10 minutes of counseling per visit, with no out-of-pocket costs for the patient, and
without prior authorizations.
While this coverage may be sufficient for people who smoke less or infrequent amounts, in
people with chronic, moderate-high levels of addiction and/or difficulty in achieving abstinence,
tobacco use disorder needs to be covered as a substance use disorder, as defined by the
Diagnostic and Statistical Manual of Mental Disorders, 5th ed. (DSM-V) (APA, 2013) or as
another other chronic, relapsing, life threatening illness.
In our view, the ACA coverage requirements and current Medicare and Medicaid requirements
as currently written for the counseling component are vague (i.e., at least 8 visits, at least 10
minutes/visit) and not sufficient for many tobacco users; they negatively affect access to and
duration of care needed to treat tobacco use disorder effectively. Also, USPTFS (Siu and Force,
2015) provided updated grade A recommendations for a stronger dose of counseling, with the
highest quit rates achieved by combining high intensity counseling and medications at the same
time. We make the following recommendations to translate evidence-based research and our
real-world clinical practice experiences into effective national preventive care insurance policy:
1) All 7 FDA-approved medications should be covered at 100% (no patient cost-sharing)
without any prior authorization requirements by insurance.
2) As with treatment for other chronic conditions and preventive services such as diabetes, there
should be no annual or lifetime limits on treatment.
3) As with treatment for other chronic conditions, such as hypertension, combinations of
medications used at the same time, should also be covered (simultaneously), with no medical
management interference by any Medicare and Medicaid insurer and/or prescription plans.
Medication combinations will be determined based on clinician judgment supported by
scientific evidence and the clinical needs of the patient, not the insurer. Both the PHS
Clinical Practice Guideline for the Treatment of Tobacco Dependence (Fiore et al., 2008),
and updated USPSTF guidelines (Siu & Force, 2015) indicate that combination medications
are needed for many patients and have superior efficacy to use of a single medication. There
are three different classes of medications: varenicline, bupropion, and nicotine replacement
therapy (NRT). While these medications have some overlap in targeting similar parts of the
brain, they also have different biological mechanisms that function somewhat differently in
treating tobacco use disorder. Additionally, the five NRTs (patch, gum, lozenge, inhaler, and
nasal spray) have somewhat different mechanisms of action and therefore are all different
categories of medications. The nicotine patch is long-acting, delivering nicotine slowly over
24 hours. The nicotine inhaler has a tactile-oral mechanism that is fast-acting and beneficial
from a behavioral aspect. The nicotine nasal spray is absorbed through the nasal passage and
is fast-acting, the nicotine gum and nicotine lozenge work through oral absorption, fastacting, and can be used inconspicuously. In 2013, the FDA changed the labeling
requirements for over-the-counter NRTs to remove the instruction that these products should
not be used in combination, as there are “no significant safety concerns” associated with
using more than one NRT at the same time

(http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm345087.htm). The average person
takes about 30 tries before permanently quitting tobacco use (Chaiton et al., 2016), so there is
no evidence base for increasing quit rates via insurance stepped care techniques (that require
a patient to try and fail one medication first), preferred formularies, or tier systems, since this
is a preventive care service. Furthermore, there is no evidence of additional safety concerns
or increased burden related to cost-effectiveness (to the whole healthcare system) for
implementing these insurance medical management systems.
4) As a covered preventive service, all Medicare/Medicaid insurers need to update coverage and
provide fee for service reimbursement for an intake visit for the purpose of initial evaluation
and treatment planning and at least 8 intensive counseling visits (at least 20-60 minutes each)
per year, for each counseling modality (individual, group, telephone), without prior
authorization. Brief counseling visits of < 20 min each should also be covered at 100%,
before any medical management can be done (prior authorizations). Research demonstrates
that more or longer sessions improve cessation rates (Fiore et al., 2008). The current
USPSTF guidelines (Siu & Force, 2015) indicate intensive multi session counseling visits of
at least 20 minutes lead to the highest quit rates. High intensity counseling lasts at least 20-60
minutes/visit for individual counseling and at least 45-90 minutes for group visits. Nonexhaustive examples of intensive individual face-to-face treatment codes/services include
90832, 90834, 90837, 90791, 99401, 99402, 99403, 99404, 96150 (1-5 units), 96151 (1-5
units), 96152 (1-5 units). Examples of intensive face-to-face group treatment codes include
but are not limited to 90853, 99411, 99412, 99078, S9453, 96153 (3-6 units). Other codes
may be valid and insurers may require modifiers, such as modifier 33 to indicate 100%
preventive coverage (no cost sharing to the patient), so long as this is transparent to the
clinician and/or healthcare system billing staff where treatment services are rendered.
Listing all possible appropriate CPT codes is beyond the scope of this communication.
These high intensity services require high cognitive complexity by the treating clinician in
addition to longer counseling time. For example, a clinician needs to assess level of
dependency, prior quit attempts, multiple medical and behavior health comorbidities and cooccurring addictions, develop clinician-patient rapport, assess biopsychosocial components
of tobacco use, assist patients in understanding and managing withdrawal symptoms, assist
with proper use of quitting medications, while rendering multiple cognitive behavioral
clinical interventions into an evolving patient quit plan, at each treatment visit.
5) As we move into more value-based reimbursement models, along with fee for service
clinician reimbursement visits, Medicare and Medicaid could creatively provide value based
reimbursement incentives or bonuses to smoking cessation programs on a population level
that are shown to lower hospital readmissions and/or ER visits, taking into account patient
case mix variables that impact quit rates (i.e., more addicted smokers, SES, comorbidities
behavior health/co-occurring addictions, etc.).

6) Additionally, biochemical validation is a core standard of care and also a preventive behavior
change component of these preventive counseling treatments. An analysis of 177,000 in 144
Stop Smoking Service Centers found that measuring breath carbon monoxide (CO) testing at
each visit as a behavior change technique correlated highly with abstinence (West et al,

2010). Additionally, the CO testing is a stethoscope of tobacco treatment and has been shown
to assist with patient motivation, clinician-patient rapport, treatment planning, smoking
overcompensation, and is a medically indicated treatment tool (Bittoun, 2008; Goldstein et
al, in press). Also, cotinine assays have demonstrated clinical efficacy (Lawson, et al, 1998).
These tools are similar to HGbA1c for diabetes and need to be reimbursed at each
appropriate clinical visit. The CPT code for CO testing is 94250 and needs to be reimbursed
for each visit for tobacco treatment specialists since this is within their scope of practice.
Many appropriate CPT codes for nicotine metabolites/cotinine assays are available and
include G0477-G0480 inclusive, G6058, 80305-80307 inclusive, 80302, 80323, and 90642.
7) Different clinicians may use different codes; the best services/codes are determined by the
individual clinician, their training/experience, and professional discipline. Insurers may not
limit reimbursement to just brief codes (e.g., 99406, 3-10 minutes; 99407, 10+ minutes). For
example, USPTSF (Siu & Force, 2015) indicates that physicians, nurses, psychologists,
social workers, and tobacco treatment “cessation” counselors are valid clinicians rendering
these services. Listing all possible appropriate CPT codes is beyond the scope of this
communication.
8) Telehealth or interactive audiovisual telecommunications (HIPAA compliant platform)
tobacco treatment counseling is a form (or subtype) of behavioral tobacco treatment
counseling and also needs to be explicitly covered. Medicare already covers Telehealth
services for a wide range of clinical conditions (Medicare Learning Network, 12/2015,
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-NetworkMLN/MLNProducts/downloads/TelehealthSrvcsfctsht.pdf) and eligible clinicians also need
to be reimbursed for these types of behavioral interventions with all tobacco users, regardless
of patient physical location.
9) Combinations of interventions that are the “most acceptable and feasible” to the patient are
recommended (Siu & Force, 2015) and should be covered, since it was reported that the
largest treatment effect was found in interventions that provided 8 or more sessions. For
example, group tobacco treatments may work through different biopsychosocial treatment
mechanisms than individual face-to face treatment. Assuming each counseling treatment
modality works by different biopsychosocial mechanisms, different patients may need
different combinations or formats of counseling modalities simultaneously, within a given
quit attempt. A common example could be a moderately-severely dependent patient with
multiple comorbidities receives 4 intensive individual face-to face visits, combined with 6
face-to-face group visits and 3 interactive audiovisual telehealth visits. Finally, as tobacco
dependence represents a chronic condition, there should be no lifetime limits and it is not
reasonable to have patients and/or clinicians jump through hoops such as patient health risk
assessments (HRAs), clinician precertifications/prior authorization, paperwork, or phone
calls. Patient motivation to quit fluctuates dramatically and our clinical experiences show that
making a patient wait 1-6 weeks for a counseling visit and/or to receive quitting medications
due to pre-authorization requirements leads to high no show rates, high drop-outs, and
defeats the goal of high population prevention care utilization and high quit rates.

10) As health care makes the transition into team-based approach and outcome-based
reimbursements, integration of Certified Tobacco Treatment Specialists (CTTS)
(https://attud.org/ttspa.php) are an effective and cost-sensible approach (Bohmer, 2016). The
health care system in the United Kingdom has found a doubling of quit rates when patients
are referred to a “smoking cessation specialist” as compared with physician preventive care
visits (Kotz, Brown, & West, 2014), and effective models have been integrated into larger
medical systems in the United States (Burke, Ebbert, Schroeder, McFadden, & Hays, 2015).
Effective team approaches used in specialty centers with diabetes are another model that
might be considered. In this model, the CTTS would be analogous to the diabetes health
educator (http://www.cdc.gov/diabetes/ndep/pdfs/ppod-guide-team-care-approach.pdf ).
CTTS clinicians need to be reimbursed in a fee for service model directly, or as part of a
physician-extender, integrated team model.
11) The vast majority of US clinicians have not received minimal training needed to deliver even
brief intensity tobacco cessation counseling (Steinberg et al, 2006; Appelgate et al, 2008;
Sheffer et al, 2012). Additionally, many areas of the country have shortages of primary care
clinicians. Most smokers in these geographical settings are lucky to even receive the least
effective tobacco treatments - only brief single visit tobacco cessation counseling. However,
there is now a suitable workforce to render these specialized brief and intensive tobacco
treatment services. There are now 19 training programs accredited by the Council for
Tobacco Treatment Training Programs (CTTTP), having trained 1,700 specialized tobacco
treatment clinicians in the last year and about 1,000/year new clinicians over the last 5 years
(Christine Sheffer, personal communication, October, 2017). ATTUD has recently partnered
with NADDAC (the Association for Addiction Professionals) to develop a National
Certificate in Tobacco Treatment Practice (NCTTP) which signals practitioners have advance
evidence based tobacco treatment competencies, skills, and knowledge, and experience to
treat tobacco users. Many of these clinicians have already been achieving respectable quit
rates with a variety of highly addictive tobacco users, many who are disparity groups, with
behavior health comorbidities and lower SES (Foulds, et al, 2006; Steinberg et al, 2006;
UMDNJ-School of Public Health; An et al, 2010).
12) Medicare and Medicaid should not discriminate against reimbursing certain clinician classes
(e.g., psychologists, LCSWs, LPCs, ARNPs, APRNs, PAs, respiratory therapists, dentists,
pharmacists, CTTS, etc.) whose scope of practice/training/work experience as specialist
tobacco treatment practitioners permits them to treat people with tobacco use disorder. Also,
insurers should not discriminate based on the setting of treatment. For example, tobacco
specialist treatment (Kotz et al., 2014) has been shown to yield higher quit rates than brief
primary care treatment over the short term and long-term (Song et al, 2016). Clinicians
routinely render tobacco treatment services in oncology departments, primary care,
behavioral health settings, specialist settings (e.g., pulmonary medicine practices), inpatient
bedside hospital settings, and other healthcare settings.
13) Finally, reimbursement rates should be connected to usual and customary rates based on high
intensity counseling codes identified in fairhealthconsumer.org, so programs are sustainable
in most healthcare systems, which currently is not the case. This would help hospitals and

outpatient tobacco treatment programs cover the “true” costs of employing staff and
essentially incentivize services within healthcare systems.
In conclusion, as key clinical and scientific stakeholders, we submit the aforementioned
recommendations for these life-saving and medically necessary prevention treatment services,
which will improve national quit rates and the overall health of our population.
Sincerely,
/s/ Matthew Bars, MS, CTTS
ATTUD President & on behalf of the Board of Directors
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Via Electronic Submission ( CMMI_NewDirection@cms.hhs.gov)
November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244-8013
Re: Centers for Medicare and Medicaid Services: Innovation Center New Direction, Request
for Information
Dear Administrator Verma:
The Association of American Medical Colleges (AAMC or Association) welcomes this
opportunity to comment on the Centers for Medicare and Medicaid Services’ (CMS’s or the
Agency’s) Request for Information entitled, Innovation Center New Direction. The AAMC is a
not-for-profit association representing all 149 accredited U.S. medical schools; nearly 400 major
teaching hospitals and health systems, and 80 academic and scientific societies. Through these
institutions and organizations, the AAMC serves the leaders of America’s medical schools and
teaching hospitals and their nearly 167,000 full-time faculty members, 88,000 medical students,
and 124,000 resident physicians.
As a facilitator convener under the Bundled Payments for Care Improvement (BPCI) initiative, the
AAMC has a deep interest in the promise of bundled payments to create the right incentives for
the provision of high quality, efficient, and lower cost care. AAMC also provides support for
providers implementing the Comprehensive Care for Joint Replacement (CJR) program and
Oncology Care Model (OCM). Altogether, AAMC actively supports over 50 hospitals and their
providers that are engaged in Medicare bundled payment programs. The lessons garnered from
this experience heavily inform the content of the AAMC’s comments.
AAMC commends CMS for its willingness to incorporate stakeholder feedback into the future
direction of the Innovation Center (CMMI), as well as the development of new payment models.
The Association shares CMMI’s commitment to the transition from fee-for-service to value-based
care and believes that CMMI’s leadership will continue to accelerate this transition. As CMMI
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explores future model development, the AAMC encourages CMMI to consider the following
overarching recommendations:
 Continue Medicare’s role as a leader in value-based care;
 Maintain the Innovation Center’s agility/dynamism with regard to its ability to rapidly
respond to stakeholder feedback with appropriate programmatic changes;
 Create more opportunities for providers to participate in Advanced Alternative Payment
Models (APMs) through increased flexibility and the introduction of new programs; and
 Include APM participation options designed specifically for academic medical centers
(AMCs).
AAMC also urges CMS to adopt several recommendations regarding waivers, beneficiary
protections, physician specialty models, health equity, Medicare Advantage, and Medicaid
models, which are detailed later in this letter.
MEDICARE IS UNIQUELY POSITIONED TO TEST VALUE-BASED CARE MODELS
In the RFI, CMS discusses the promise of market-driven solutions. While the private sector has an
important role to play in delivery and payment reform, public payers, specifically Medicare, are
uniquely positioned to test value-based care models. As the single largest payer in the United
States, CMS strongly influences the private insurance market. In many ways, CMS is also able to
implement programs that are best able to give providers the information necessary to achieve
meaningful and comprehensive care transformation. Providers participating in Medicare APMs
benefit from two major design elements:
1) Comprehensive historical and current beneficiary claims data; and
2) Uniform programmatic design.
As part of their participation in Medicare APMs, providers receive beneficiary-level claims data
for all services provided to a beneficiary during the baseline and performance periods. Providers
are able to see what has happened to their patients, regardless of whether or not the care was
provided within their facility. As a result, providers can both drill down into a single case and
understand why a patient readmitted to another hospital and observe broad utilization and cost
trends across all care settings. The breadth and depth of this data enables providers to identify
targeted care interventions, and also serves as one of the primary reasons providers elect to
participate in Medicare APMs. While private payers also execute APMs, the data shared with
providers often pales in comparison to the Medicare claims data. Some payers elect to only provide
high-level summary statistics such as overall 30-day readmission rates. Of the private payers who
do provide claims-level data, many typically exclude claims for care received outside of a
physician group practice or health system.
In addition, if a health system wants to engage with multiple private payers, each of which has its
own major joint replacement (MJR) bundled payment model, the provider will have to comply
with a myriad of rules and specialize implementation strategies by payer. In contrast, providers
participating in Medicare APMs benefit from the assurance that all of their eligible Medicare feefor-service (FFS) patients will fall under a single program.
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Once again, AAMC reiterates its belief that Medicare is a prime testing ground for value-based
care models, and applauds CMS for the great work conducted by CMMI to date.
MAINTAIN THE INNOVATION CENTER’S AGILITY AND DYNAMISM
In order to continue to test value-based care models, the Association encourages CMMI to
maintain the Innovation Center’s agility and responsiveness to stakeholder feedback. AAMC has
worked as a partner to CMS since 2014, and seen the benefit of CMMI’s ability to listen to
stakeholder feedback and make rapid programmatic changes. This agility is especially
characteristic of voluntary models such as BPCI and OCM, which do not require notice and
comment rulemaking in order to alter program rules.
Ideally, an APM is designed such that patient care is improved and providers are held accountable
for factors within their control, typically through the use of risk adjustment or clinical exclusions.
In AAMC’s experience, when a stakeholder identifies a program rule that does not improve patient
care or unfairly penalizes providers, CMMI has been receptive to provider concerns and alternative
solutions. A sample of changes CMMI has executed in response to AAMC’s member concerns is
below:






BPCI MJR fracture-stratified target pricing: BPCI MJR participants identified that
fracture patients typically have higher costs and utilization across a 90 day episode when
compared to elective MJR patients. As a result, CMMI stratified MJR BPCI and CJR target
prices by fracture status in order to accurately capture the higher acuity of fracture patients.
Cap quarterly trend factors in BPCI: BPCI utilizes a quarterly retrospective
reconciliation methodology, meaning that new target prices are established every quarter.
Providers were concerned about the potential variation in targets across time, especially
for low volume DRGs that could regularly experience quarterly changes of +/- 5%. CMMI
responded by capping changes in the trend factor between quarters by 3.5%.
Revise OCM reporting timelines: OCM participants are required to submit a great deal
of clinical, staging, and quality data to CMS. Much of this data is extracted from preexisting tumor registries. CMMI originally required quarterly reporting with a minor lag.
This timeline created a significant challenge for OCM participants, whose tumor registries
typically operate on a six-month delay. In response to this information, CMMI shifted to
biannual reporting and established a longer time lag.

CMMI's willingness to collaborate with stakeholders has enhanced the BPCI and OCM models,
and will remain critical to the success of future models.
Incorporate Successful Elements of Existing Risk-Based Models into Future Demonstrations
In the AAMC’s experience, provisions that maximize provider flexibility and encourage adoption
of APMs are critical to the success of a demonstration, including:



Flexibility to select clinical episodes for which to assume risk;
Timely access to baseline data prior to the model start date;
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The option to elect upside-only risk (no downside risk for providers) during the first
performance year of any new risk-based APM;
Caps on total losses that start small and gradually increase over time;
Waivers of various Medicare payment and fraud and abuse rules;
Reduction in financial responsibility for payments above a threshold on an individualepisode basis; and
Meaningful quality metrics.

In BPCI, CMS grants providers considerable flexibility in testing new clinical episodes. As
hospitals have become more experienced in the implementation of bundled payment models,
providers have learned which clinical episodes their institutions are best positioned to test, and
conversely, which episodes are not conducive to a bundling design. CMS’ current policy of
permitting episode initiators to drop a specific clinical episode as long as the hospital provides
sufficient notice allows providers to experiment in quality and care delivery model changes which
improve the continuum of care. AAMC recommends that CMS incorporate similar provisions
allowing providers flexibility in testing episodes in the next iteration of BPCI, or BPCI Advanced.
Under BPCI, CMS provided baseline data to hospitals one year prior to the model start date.
Consequently, the AMCs of the AAMC’s BPCI collaborative had adequate time to analyze the
data, identify high-risk patients, and mitigate risks to patients and program goals. The information
gleaned from the baseline data was crucial to many AMC’s early successes in BPCI. Sites
considering participation in BPCI Advanced (or other future models) deserve the same timeline in
order to increase the chance of success.
As the AAMC has commented in prior letters, providers must be sufficiently insulated from
downside risk, whether at the aggregate or episode level, to encourage adoption of APMs. As
providers experiment in quality and care delivery model changes, they must be afforded the option
of at least one year of no downside risk in order to detect utilization trends and identify
opportunities for intervention. Because there is a substantial time lag between when a service is
rendered and when a provider receives the corresponding claim due to claims runoff, providers are
unlikely to gain actionable insights to improve financial performance within less than one year of
participation. When designing current voluntary bundled payment models such as BPCI and OCM,
CMS recognized the importance of gradually phased-in risk by eliminating downside risk in the
first performance period of BPCI, or, in the case of OCM, by instituting downside risk only after
multiple performance periods. By allowing providers a gradual on-ramp to risk, CMS has
encouraged providers which otherwise would not have participated in voluntary programs to join
alternative payment models.
In addition to allowing providers the option to elect upside only risk in the first performance period,
CMS should also incorporate caps on total losses that start small and gradually increase over time
into future models. In the CJR program, CMS gradually increases downside risk through rising
stop-loss limits as the program progresses, eventually capping losses at 20% of the performance
period target amount. This has enabled hospitals to experiment in care redesign efforts while
mitigating financial risk, advancing CMMI’s goal to transition towards value-based care
arrangements.
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Equally important as the caps on aggregate risk, the cap on risk at the episode level has encouraged
providers to assume increasing financial responsibility for the entire episode of care. In the BPCI
and CJR models, CMS trims episode costs included in reconciliation calculations above a
threshold through Winsorization, effectively reducing financial risk for outlier cases. By
decreasing losses that may not be due to provider performance, but rather high-risk patients in
need of unavoidable catastrophic care, CMS has incentivized providers to join and continue
participating in the BPCI model. As the Innovation Center evaluates future models, the Association
encourages CMS to incorporate similar provisions to reduce provider financial risk at both the
aggregate and episodic level. The fact that CMS has stated its preference for voluntary models
underscores the importance of the AAMC’s recommendation, since hospitals, physicians, and
other providers must have adequate incentives to join a risk-based model.
Lastly, the inclusion of meaningful quality measures in current models such as CJR has rewarded
high-quality hospitals for excellent care. By predicating discounts, and thus financial outcomes on
performance on NQF endorsed and nationally validated quality measures, such as the total hip
arthroplasty/total knee arthroplasty complications measure and HCAHPS scores, CMS has
rewarded high-performing hospitals for excellent quality and patient care. While the Association
has concerns with the reporting of the patient reported outcomes data in the CJR model, the AAMC
is encouraged by CMS’ effort to include meaningful quality measures in payment reform.
INCLUDE PARTICIPATION OPTIONS FOR ACADEMIC MEDICAL CENTERS WHEN
DESIGNING NEW MODELS OF CARE
As CMMI explores future model development, the Association urges CMS to continue the
longstanding tradition of recognizing the unique mission of academic medical centers. AMCs
serve a crucial mission by treating the sickest and most vulnerable patients, redesigning care,
addressing the social determinants of health, engaging in research, and teaching the next
generation of physicians and other health care providers. Inclusion of the indirect medical
education adjustment (IME), disproportionate share hospital (DSH) payments, and other add-on
payments in future bundled payment model baseline data and target prices may inadvertently
create perverse incentives for post-acute care providers and physician group practices to refer
patients away from teaching hospitals, even if those are the best institutions to care for patients.
Thus, AAMC strongly supports CMS’s current policy excluding special Medicare payment
provisions, such as IME, DSH payments, and other add-on payments, from CJR target price and
performance period spending calculations. In order to facilitate academic medical center
participation in future models, the AAMC urges CMMI to continue to exclude special Medicare
payment provisions from future bundled payment model target price and performance period
spending calculations.
Additionally, as HHS continues to evaluate future physician-led models through the Physician
Technical Advisory Committee, or PTAC, the AAMC urges CMS to develop more models under
which hospitals have the opportunity to act as the at-risk participants. Throughout the course of
BPCI, AAMC has observed that hospitals are best poised to bring providers together to
fundamentally change the provision of care to increase the value and patient experience of care.
Furthermore, hospitals are more likely to have the necessary supportive resources such as
administrative staff and analytic expertise, as well as the revenue base to shoulder the
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programmatic risk. Many APMs include significant reporting requirements that are best
implemented by administrative staff, not physicians who already spend an inordinate amount of
time recording clinical data during charting. That being said, the most successful hospital
participants know that for a model to succeed they must engage clinicians. Many of AAMC’s APM
participant members dedicate significant time to garnering physician buy-in, as they know change
is not possible without clinicians. Many of these hospitals also financially compensate physicians
by gainsharing Medicare savings and/or altering internal compensation models.
In conclusion, creating opportunities for hospital participation in APMs is not intended to exclude
other providers. On the contrary, the inclusion of hospitals is meant to generate options for more
clinicians to be QPs and to ensure that more risk-bearing providers have the necessary financial
and staff resources to ensure program success.
CREATE MORE OPPORTUNITIES FOR PROVIDERS TO PARTICIPATE IN
ADVANCED APMS
Under the Quality Payment Program (QPP), eligible clinicians (ECs) have the option to either
participate in the Merit-Based Incentive Payment System (MIPS) program and receive adjustments
to payment, or participate in an Advanced APM, which may potentially qualify the EC to receive
a 5% payment bonus. In order to receive the 5% bonus payment, clinicians must participate in
Advanced APMs and must meet certain thresholds of Medicare patients or payments provided
through those APMs. If the clinicians are determined to be qualifying participants (QPs) they will
not be subject to MIPS.
While the QPP may not fall solely under the authority of CMMI, the Innovation Center discusses
its intention to create more opportunities for ECs to participate in Advanced APMs. Since CMMI
will have an important role in developing these models, the AAMC recommends that CMMI
coordinate with CMS to:








Continue to build a portfolio of additional Advanced APMs that would allow participation
for a broad range of physicians and other practitioners;
Design the program to maximize participation in Advanced APMs for physicians and other
practitioners by designating more APMs as Advanced APMs;
Implement flexible requirements regarding the classification of Advanced APM
participants;
Recognize that risk in excess of a nominal amount can be demonstrated in a variety of
ways;
Allow a tenable on-ramp for increased risk;
Give credit for APM participation to physicians working with their partner teaching and
other hospitals in APM risk-based models; and
Enable providers to know whether or not they are QPs with sufficient time to allow those
physicians to determine whether MIPS participation is required.
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Enable More Eligible Clinicians to Achieve the Qualifying or Partial Qualifying APM
Threshold
The Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) established threshold
requirements stipulating the percent of Medicare payments and patients an APM must meet for its
clinicians to become QPs or partial QPs. In the first year, the threshold is 25% for Medicare
payments and 20% for patients. The Medicare threshold for payments will increase to 75% in
2023.
The AAMC recommends that CMS limit the threshold calculations to those beneficiaries that live
within the APM entity’s primary service area. Even the most motivated academic medical center
seeking to draw all of its community’s Medicare beneficiaries into APM alignment will continue
to treat many patients who travel great distances to access specialty care. These cases are often
complex and expensive, and may balloon an APM entity’s threshold denominator, removing the
possibility of attributing such patients to the numerator. Already, CMS has excluded these patients
from the financial reconciliation calculations of some APMs. They should be similarly excluded
from the threshold calculation.
While it may be feasible to meet the 25% threshold of Medicare payments, the future threshold of
75% will be very challenging and few eligible clinicians may be able to meet it. The Association
recognizes that this threshold is set in statute and encourages CMS to work with stakeholders to
monitor this potential problem. In conjunction with stakeholders, CMS can provide actionable data
to Congress to consider future legislative relief.
Starting in 2021, a clinician may achieve QP status through the All-Payer Combination Option.
Thresholds under this option can be met by combining payments or patients from Other Payer
Advanced APMs with those from Medicare Advanced APMs. For a clinician to attain QP status
through the All-Payer Combination Option, either the payer or the eligible clinician must submit
detailed information to CMS for a determination made at the individual clinician level. The AAMC
has significant concerns with the approach to the All-Payer combination, since this option presents
major operational challenges for eligible clinicians as compared to the Medicare option. Requiring
eligible clinicians to report the information to CMS would not only be extremely burdensome and
time-consuming, but would also require unnecessary duplicative effort on the part of each
clinician. Additionally, eligible clinicians may be limited in their ability to share some of the
information with CMS, as there may be constraints in their contractual arrangements with the
payer. Instead of requiring that eligible clinicians submit this information if the payer does not,
CMS should require the payers to submit this information to CMS, since payers have the
administrative capacity to do so.
Eliminate the 50 Clinician Cap on Medical Home Models Qualifying as an Advanced APM
According to MACRA, an Advanced APM must either: 1) be a Medical Home model expanded
under section 1115A(c), 2) or bear financial risk in excess of a nominal amount. CMS proposed
that the medical home model must have 50 or fewer eligible clinicians in the organization to meet
this criteria. CMS would use the count of eligible clinicians in the parent organization of the APM
entity as the metric of organizational size for Medical Home models. This limit is entirely arbitrary
and excludes the very groups that may be best resourced and equipped to deliver PCMH services.
Such a limit would particularly hinder access to PCMH services in underserved communities,
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where large faculty practice plans are some of the only providers offering coordinated, culturally
appropriate care. Excluding these medical homes simply based on size will discourage large
groups from seeking this designation. Therefore, CMS should eliminate the 50-clinician cap on
medical homes eligible to qualify as Advanced APMs.
Implement Physician-focused Payment Models and Develop a Fast-Track Process for Their
Approval
The MACRA statute established a Physician-Focused Payment Model Technical Advisory
Committee (PTAC) to review proposed physician-focused payment models (PFPMs), providing
an opportunity for stakeholders to propose additional qualifying Advanced APMs. CMS
established PFPM criteria organized into three categories including: 1) providing payment
incentives for higher-value care, 2) addressing care delivery improvements that promote better
care, and 3) addressing information enhancements that improve the availability of information to
guide decision-making. While it is critical that the MACRA regulations establish a clear pathway
for models to be proposed to the PTAC, the pathway should be less stringent than proposed and
encourage more submissions of PFPMs.
The process to develop, approve, and implement PFPMs is lengthy. CMS should recognize the
upfront investment of time and energy needed to first develop these models, the subsequent time
required for committee review, followed by the additional time necessary for practices to
implement operational and infrastructure changes. Because the 5% bonus is only available for 5
years, and the process required to implement a PFPM is lengthy, some physician specialties will
have a very limited window during which they will be eligible to receive the 5% bonus. While the
increased payment update will be available for eligible clinicians in qualifying APMs starting in
2026, it is unfair to establish a system that may result in large numbers of physician specialties
being unable to take advantage of the early 5% bonus.
CMS notes that it normally takes the Agency 18 months to develop an APM. Additional time is
needed for the entities to complete applications, for CMS to review them and then prepare
participation agreements. This process is not only time-consuming, but also disadvantages those
who need adequate time to operationalize and implement PFPMs. Instead, CMS should establish
a “fast track” approval mechanism which will create a more efficient process. Otherwise, the
opportunity for the physician community to participate in PFPMs will be merely theoretical,
undermining the intent of the statutory provision.
CONTINUE TO EXPLORE PHYSICIAN SPECIALTY MODELS; CAUTION AGAINST
PREPAID CANCER MODEL
AAMC champions CMS’ goal to create participation opportunities for all types of clinicians in
Advanced APMs, and supports efforts to increase the availability of specialty physician models.
Among physician specialty model options, CMS specifically noted a cancer care model that would
test “full prepayment for Medicare and Medicaid beneficiaries”. AAMC interpreted this section as
describing a prospective bundled payment program for cancer episodes. While the Association
supports the exploration of cancer bundle programs, such as the Oncology Care Model (OCM),
we strongly advise against the creation of program in which prospectively set amounts are paid to
providers for cancer care at the outset of a program or episode.
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In order for a “prepaid” or prospective episode-based payment model to potentially be successful,
two primary conditions must be met:
1. Participating providers must have the ability to act as a (or pay to engage the services
of) a third party administrator. Under a “prepaid” model, providers receive a
prospectively set payment for each episode. If actual payments for services rendered to a
patient during an episode fall below the prepaid amount, the provider will realize savings.
Conversely, if actual payments exceed the prepaid amount, the provider will sustain a loss.
Unlike a retrospective model in which providers continue to be paid fee-for-service during
a program and either receive or owe money after a performance period, in a prospective
payment model, there is no exchange of funds between Medicare and a provider upon
reconciliation. However, if an episode encompasses all services delivered to a patient
across a period of time, the provider that acts as the financial awardee would be responsible
for reimbursing all other providers involved in the beneficiaries’ care.
2. Program designers must be able to set an appropriately risk-adjusted prospective
payment for the condition in question. The intent of episode-specific payment models is
to design a target price methodology that holds providers accountable for the factors they
can control while adequately risk adjusting for the factors beyond their control. In order to
apply adequate prospective risk adjustment, two criteria must be met:
o Program designers must have enough upfront information about a given patient;
and
o The condition in question must have low to moderate variability in utilization
across time.
Most providers have a difficult time satisfying the first element regardless of the clinical condition.
Some providers circumvent this challenge by paying an outside entity to serve as the third party
administrator. Granted, this option is costly. Alternatively, some program designers have sought
to eliminate the challenge by limiting the number and types of services included in the episode
definition. For example, BPCI Model 4 episodes only encompassed an index inpatient stay and
30-day related readmissions while excluding all other post-acute care. Regardless, providers still
struggled to administer the model and participation steadily dropped. As of October 2017, only
two hospitals remained in BPCI Model 4.
Meanwhile, the second element is especially difficult to satisfy when dealing with cancer episodes.
Cancer care is highly variable, and many of the factors that drive this variation such as
clinical/pathological stage and/or the presence of certain mutations are not found in claims data.
This fact makes establishing an adequately risk-adjusted prepaid amount for a cancer episode
nearly impossible. For this reason, CMMI requires OCM participants to submit clinical and staging
data on a biannual basis such that it may be used to eventually develop more robust risk-adjusted
target prices. Even with sufficient risk adjustment, cancer treatment costs are difficult to predict
over a long period of time. OCM participants’ experience attempting to calculate the total cost of
care for OCM patients illustrates this fact. Estimates that rely on historical claims data are off by
huge magnitudes. Even estimates calculated with internal clinical data and based on actual
individualized treatment plans are usually incorrect, since treatment plans can and do often change
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based on a patient’s response to chemotherapy. For example, an adverse response may force a care
team to recommend a completely new chemotherapy regimen.
In conclusion, a prepaid model for cancer treatment would be administratively difficult to
administer, and technically difficult to price. While AAMC believes that CMS must continue to
grow and pursue cancer-focused value-based care models, we discourage CMS from adopting a
model that would test full prepayment for cancer treatment.
EXPAND PAYMENT WAIVERS TO FUTURE MODELS
CMS established waivers of Medicare payment rules for many APMs such as the NextGen ACO,
CJR, and BPCI models to facilitate payment and delivery reform. Existing payment waivers permit
providers participating in these models to discharge beneficiaries to skilled nursing facilities
(SNFs) without a three day hospital stay, and expand access to telehealth and home health. AAMC
urges CMMI to extend existing payment waivers to future models, as discussed in more detail
below.
Extend CJR SNF Waiver Protections to Other APMs
Medicare rules stipulate that a beneficiary must, at a minimum, have a three-day hospital stay in
order to qualify for coverage for a SNF stay. This requirement does not always align with patient
needs or the most appropriate care for patients, and may instead hinder care coordination. The
three-day hospital stay requirement for SNF payment poses an impediment to providers attempting
to reduce costs and improve quality, as there are patients for whom the most appropriate care is to
be admitted to a SNF after a short hospitalization, or after an observation stay. However, under
current rules this would mean that the Medicare beneficiary would be entirely responsible for the
substantial costs associated with a SNF stay, an untenable situation for many beneficiaries. In order
to improve care coordination and advance program goals, CMS allows hospitals in BPCI and CJR
to waive the SNF three-day rule, provided that certain model specific requirements are met.
Under BPCI, the 3 day stay requirement is waived as long as: 1) a beneficiary remains eligible for
BPCI throughout the entirety of the 90 day post-discharge period; and 2) the majority of SNFs
receiving a participant’s BPCI patients has a three star rating for at least seven months of the last
calendar year. Currently, the BPCI SNF waiver does not provide adequate safeguards against
beneficiary financial liability in instances in which a BPCI beneficiary’s Medicare coverage status,
and thus eligibility, changes during the episode. If a beneficiary’s Medicare coverage changes
during a BPCI episode, the episode will ultimately be dropped, meaning the patient did not actually
qualify for the waiver. As a result, a beneficiary may be financially liable for the cost of uncovered
SNF care.
In the absence of explicit CMMI policy to protect patients, some BPCI hospitals are hesitant to
utilize the SNF waiver based on the potential adverse financial consequences for patients. While a
beneficiary may be eligible for BPCI upon discharge, their eligibility status could change postdischarge. Hospitals cannot predict this change. Therefore, in order to prevent patients from
potentially receiving a bill for uncovered SNF care, BPCI hospitals are opting not to utilize the
Waiver of the 3-Day Hospital Stay Requirement for SNF Payment.
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In contrast, CJR hospitals utilizing the three-day waiver benefit from the assurance that CMS will
hold beneficiaries harmless for uncovered SNF care resulting from changes in beneficiary
eligibility status during the course of an episode. In the Episode Payment Model (EPM) Final Rule,
which contained changes to CJR, CMMI specifies that CMS “…will cover services furnished
under the SNF waiver in cases where the beneficiary met the criteria at §510.205 on the date of
discharge from the anchor hospitalization, based on information available as of that date”.1 That
is, CMS will cover SNF care as long as the information available at the time of discharge indicated
that the beneficiary was eligible for CJR. This policy has encouraged adoption of the CJR SNF
waiver, and, ultimately facilitated hospitals’ care redesign efforts.
In light of hospitals’ experiences utilizing the SNF waivers, AAMC urges CMMI to extend the
CJR three-day stay waiver for SNF payment to all APMs.
Expand CJR and NextGen Telehealth Waivers to Additional APMs
The general Medicare rules related to payment for telehealth services are that the services must be
provided to a patient in a rural area and at an originating site defined by CMS. This significantly
restricts the number of patients who can access telehealth services, and limits physicians in their
provision of these services. Under these guidelines, patients must reside in a rural area and access
telehealth services from a defined list of originating sites. The originating sites for telehealth
services include hospitals, clinics, certain centers, and skilled nursing facilities. The home is not
included as an originating site. Many patients would benefit from telehealth services, but are
unable to access a qualified originating site, disqualifying them from receiving telehealth services.
Additionally, patients in urban and other non-rural areas who do not have convenient access to a
provider could benefit from telehealth as well, but are not generally permitted to access telehealth
services. As currently defined, patients must present from an originating site located in a county
outside of a Metropolitan Statistical Area (MSA) or in a rural Health Professional Shortage Area
(HPSA).
The BPCI, CJR, and the NextGen ACO models all offer waivers of these requirements, allowing
broader use of telehealth. While the BPCI model only waives geographic site requirements, the
CJR model also waives the originating site requirements and the facility fee if the service
originated in the beneficiary's home. The NextGen ACO model similarly waives the rural
geographic component of the originating site requirements and permits the originating site to
include a beneficiary’s home. Consequently, the CJR and NextGen ACO telehealth waivers
increase patient access to telehealth, especially for homebound beneficiaries, since they allow
beneficiaries to receive telehealth services in their home, rather than at a healthcare facility. These
waivers dramatically expand beneficiary access to telehealth and create new vehicles for academic
medical centers to provide care to patients. CMS should expand the telehealth waivers offered in
the CJR and NextGen ACO models to additional alternative payment models. As Medicare
payments are increasingly predicated on quality, there is little risk that providers will use these
services for purposes other than to deliver the best quality, most cost-efficient care.

1

Advancing Care Coordination through EPMs Final Rule, 82 Fed. Reg. 1, (January 3, 2017).
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Extend CJR Post-Discharge Home Health Visit Waiver to Additional APMs
The post-discharge home health visit waiver waives the incident to rule to provide coverage under
Part B for a specified number of post-discharge home visits during a BPCI or CJR episode to nonhomebound beneficiaries under the general supervision of a physician. In contrast to the traditional
Medicare home health benefit, which only covers home health for homebound beneficiaries, the
BPCI and CJR post discharge home visit waivers allow non-homebound beneficiaries to receive
home health care. However, the CJR post discharge home visit waiver affords providers more
flexibility, since CJR program rules allow providers to bill up to nine visits per episode under Part
B, whereas BPCI only allows providers to bill up to three visits in the same timeframe.
Both patients and providers benefit from post discharge home health visit waivers, as home health
agencies are able to identify mobility barriers and develop exercise regimens for beneficiaries
recovering from an inpatient admission. While AAMC appreciates CMMI’s adoption of post
discharge home health visit waivers in BPCI and CJR, the Association recommends that CMMI
expand the waiver utilized in CJR to future models.
SAFEGUARD BENEFICIARY PROTECTIONS
In the RFI, CMS indicates that the Agency desires to develop models to facilitate increased
competition, consumerism, and quality and price transparency. Specifically, CMS states that the
Agency is considering testing models which would permit beneficiaries to contract directly with
healthcare providers, or to allow beneficiaries to retain a portion of shared savings if they elect a
lower cost option. The AAMC supports initiatives to improve quality and price transparency. The
current fee for service and Medicare Advantage models are well-proven forms of care delivery,
though are susceptible to improvement. Existing alternative payment models provide many
options to beneficiaries and ways to improve the quality of care and lower health care costs. The
Association is concerned that negotiating directly with providers would not be advantageous to
beneficiaries as the two parties would not have equal negotiating power, potentially creating more
confusion for beneficiaries and significantly changing the nature of the physician-patient
relationship. Any model ideas which would so fundamentally alter this relationship must be
thoroughly vetted by patient advocacy groups and other stakeholders.
The Medicare program is incredibly complex, and many seniors already struggle to navigate basic
Medicare coverage. While some beneficiaries may be savvy enough to contract directly with
providers, allowing all beneficiaries in a model to engage in this effort may make Medicare
benefits even more confusing.
The CMS’ proposal to allow beneficiaries to retain a portion of shared savings may place the most
vulnerable beneficiaries at risk. Currently, CMS only allows providers in Accountable Care
Organizations (ACOs) and bundled payment models to share savings and/or losses resulting from
the provision of care, recognizing that gainsharing with patients may create more harm than good.
If the policy is not properly communicated to beneficiaries, and sufficient beneficiary protections
are not put in place, beneficiaries may be incentivized to choose lower cost options in order to
receive savings, but may suffer if CMS does not ensure that quality of care is not reduced. As such,
the AAMC recommends that CMS engage with patient advocacy groups and other stakeholders to
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develop models to empower beneficiaries. At this time it is premature to make coverage and/or
care decisions more complex for beneficiaries.
INCORPORATE A HEALTH EQUITY FOCUS INTO MODEL DEVELOPMENT
The AAMC applauds CMMI’s efforts to test the effectiveness and impact of social needs screening
via their Accountable Health Communities model, and encourages CMMI to continue the
development of national data collection standards for patient- and community-level social factors
that impact local healthcare quality and health outcomes. Efforts to adjust for and compare social
risk factors in future CMMI models will be hindered in the absence of nationally available,
standardized data.
Similarly, we encourage CMMI to develop and test models that will incentivize health systems’
focus on disparity reduction by requiring and rewarding the development of interventions designed
to reduce local health care delivery and quality inequities. For example, CMMI could incentivize
health systems to develop the capabilities to stratify quality and clinical data by social risk factors.
EXPAND MEDICARE ADVANTAGE VALUE-BASED INSURANCE DESIGN MODEL
TO ALL 50 STATES
In the RFI, CMMI announced that the Agency may modify the Medicare Advantage Value-based
Insurance Design (MA VBID) model or expand the demonstration to additional states. Currently,
the MA VBID model is being tested in seven states, and will expand to include three additional
states in 2018, allowing participant MA plans the flexibility to offer differing benefit designs for
enrollees with certain chronic conditions. The AAMC believes that CMS should expand the model
to all 50 states in 2019 to allow additional MA plans to voluntarily test whether VBID concepts
truly improve patient outcomes and reduce healthcare costs. A national expansion of the MAVBID model would allow CMMI to more robustly evaluate the impact of varied benefit design on
utilization, spending, and beneficiary outcomes.
CREATE MORE PARTICIPATION OPPORTUNITIES IN STATE AND LOCAL
MODELS
CMMI discussed its goal to partner with states to improve health outcomes, and its intent to
consider models specific to the Medicaid population. The AAMC applauds CMMI’s efforts to test
innovative Medicaid models, including State Innovation models and the Medicaid Incentives for
the Prevention of Chronic Disease. As CMMI develops more state Medicaid and locally-based
models, AAMC encourages the Agency to partner with academic medical centers (AMCs). Many
large AMCs serve as the source of sub specialty care for Medicaid beneficiaries, and treat the most
vulnerable and sick patients. Therefore, many AMCs could be well equipped to experiment in
Medicaid payment and delivery reforms.
While allowing flexibility in the design of such programs across localities is an appropriate
recognition of the divergent needs and capabilities of providers in different regions, AAMC
strongly encourages CMMI to facilitate shared learning opportunities across model participants.
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CONCLUSION
Thank you for the opportunity to present our views. We would welcome the opportunity to work
with CMS on the issues discussed above or other topics that involve the academic medical center
community. If you have questions, please contact Jessica Walradt or Lauren Kuenstner.

Sincerely,

Janis M. Orlowski, M.D., M.A.C.P.
Chief, Health Care Affairs, AAMC
cc: Jessica Walradt, M.S., AAMC
Lauren Kuenstner, M.P.H., AAMC
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare and Medicaid Services
Centers for Medicare & Medicaid Services Innovation Center
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Innovation Center New Direction RFI
Dear Administrator Verma,
AAPCHO is a national not-for-profit association of 33 community-based health care organizations,
mostly federally qualified health centers, dedicated to promoting advocacy, collaboration, and
leadership that improves access to and the health status of medically underserved Asian Americans,
Native Hawaiians, and Pacific Islanders (AA&NHPIs) in the U.S., its territories, and its freely
associated states.
As health care providers, AAPCHO members focus on providing services that are uniquely
appropriate to their patient populations, including: culturally and linguistically appropriate health
care services, comprehensive primary medical care, and wrap-around enabling services (ES) for the
medically underserved throughout the country.
AAPCHO strongly supports patient-centered care and ensuring that patients have the tools and
information they need to make decisions that work best for them—while improving health care
outcomes. Our member centers have significant expertise in delivering high quality, efficient care
and working with patients to improve their health while empowering their decision-making.
For the approximately 500,000 patients our centers serve annually, AAPCHO advocates that the
health care system provide access to comprehensive and linguistically and culturally competent
care by our member community health center providers and for our patients.
To that end, AAPCHO supports patient-centered care that empowers beneficiaries and looks
forward to working with the Innovation Center to build on the success of the triple aim for the
Innovation Center’s new direction. Care that is truly patient centered requires more than patients
taking ownership over their health and having flexibility, it requires that health entities help
patients to be active participants in the process and overarching system (including the Innovation
Center’s direction), that patients have ready access to relevant information in-language and at an
appropriate health literacy reading level, and that such access to information be timely and
displayed in a manner that is useful and accessible to patients. Additionally, the patient experience
must be respected, and be culturally and linguistically accessible.
AAPCHO agrees that beneficiaries should be empowered as consumers to drive change in the health
system through their choices. Important opportunities exist to support consumers with limited
English proficiency (LEP) by providing the tools they need to make informed choices and by
ensuring access to providers who can deliver linguistically and culturally appropriate care.
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CMS and the Innovation Center have a long history of federal initiatives to draw upon to support
this guiding principle and ensure its clear and explicit application throughout the Innovation
Center’s work. This includes the CMS Health Equity Plan and the Culturally and Linguistically
Accessible Standards (CLAS) in healthcare, under the U.S. Department of Health and Human
Services’ Office of Minority Health (OMH). AAPCHO member centers strongly believe in working
towards addressing the CLAS standards, as much of their daily clinical practices in integrative care
models address CLAS. As such, we strongly recommend that the Innovation Center consult with
HHS OMH to ensure alignment with existing equity measures. Further, the Innovation Center
should consult external efforts, such as the National Academy of Medicine report “Harnessing
Evidence and Experience to Change Culture: A Guiding Framework for Patient and Family-Engaged
Care.”
We also strongly encourage the Innovation Center to explicitly address achieving health equity as a
core tenant of its new direction by adding “Achieving Health Equity” as an overarching guiding
principle. The Innovation Center’s push to improve the health care system and quality must
correspondingly include a drive to improve health equity and eliminate disparities. In particular,
we urge CMS and the Innovation Center to consult the released draft National Quality Forum report
“A Roadmap to Reduce Healthcare Disparities Through Measurement”and the “Principles for
Patient- and Family-Centered Engagement from the Consumer and Patient Advisory Group of the
Learning Action Network,” as ways to operationalize the goal of health equity though explicit
methods and leveraging existing measures.
Further, we recommend that any changes to the Innovation Center’s new direction be consistent
with and build upon existing federal initiatives, including CMS’ first Health Equity Plan to Improve
Quality in Medicare, Healthy People 2020 and numerous other federal initiatives that have long
recognized the need to reduce burdensome and expensive health issues, leading to disparities.
Health disparities are caused by a multitude of factors and are impacted by race, ethnicity, sex,
immigration and primary language, among others.
To support patient-centered care, and to achieve health equity, AAPCHO strongly encourages that
all new models adhere to the following principles:
Ensure all patients receive linguistically and culturally appropriate care
Health centers serve disproportionately more LEP patients than the average health facility, and
know that effective care means reducing language barriers. According to a report from the National
Association of Community Health Centers, in 2006 almost 1 in 3 patients served by health centers
was LEP and in 2001, 95% of patients surveyed reported that their clinicians spoke their language.
Addressing language needs in the health care setting has been linked to more appropriate medical
and preventive care visits and follow-up. Addressing language needs in the emergency department
setting has been shown to offer cost-savings as well. Additionally, a study specifically on the
experience of nearly 3,000 LEP Chinese- and Vietnamese-Americans in health centers concluded
that, "language barriers are associated with less health education, worse interpersonal care, and
lower patient satisfaction. Having access to a clinic interpreter can facilitate the transmission of
health education.” AAPCHO therefore encourages the Innovation Center to specifically address the
needs of these underserved communities, and to incentivize providers to reduce language barriers.
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AAPCHO recommends that the Innovation Center test a payment model that supports the
consumer-directed care needs of LEP populations so that they can receive holistic linguistically and
culturally appropriate care. CMS seeks creative ideas on how to operationalize these models—and
AAPCHO recommends that this be done by ensuring that LEP individuals have full opportunity to
participate in these models.
Adjust for social determinants of health
New payment models should ensure adequate payment for complex patients and those patients
who experience a range of social determinants of health: the social, environmental, and economic
factors that influence an individual’s health (SDOH). For AAPCHO members, it important to take
into consideration demographic factors (e.g., primary language written/spoken literacy level,
poverty, etc.) in order to appropriately adjust for unique populations. In partnership with the
National Association of Community Health Centers, the Oregon Primary Care Association, and the
Institute for Alternative Futures, AAPCHO works on the Protocol for Responding to and Assessing
Patient Assets, Risks, and Experiences (PRAPARE) project to measure and capture health centers’
patient social determinant of health risks. PRAPARE has moved past the pilot stage, and these
measures are being implemented in health centers across the country.
Models should also consider the holistic view of health, which promotes integrated care through a
team-based structure, and includes the social determinants of health. We encourage the Innovation
Center to look at the National Academies of Science, Engineering, and Medicine report on the
“Recommended Social and Behavioral Domains and Measures for Electronic Health Records.”
Payment systems and quality metrics must be appropriately adjusted to for these social
determinants.
Build on successful care coordination models
Care transformation should work to improve the integration and coordination of core health and
behavioral health services. This delivery system transformation may include key care coordination
innovations such as the Patient Centered Medical Home (PCMH), the Patient Centered Health Home
(PCHH), or the Chronic Care Model (CCM), models that have been effective in addressing the needs
of patients with complex linguistic and cultural needs. The Innovation Center should test
expansions of these models, including for patients with specific linguistic or cultural needs.
Ensure that health centers and other providers for vulnerable populations are able to
participate in new models.
Health centers have a long history of providing comprehensive and coordinated care to their
patients. AAPCHO’s member centers have a long-track record of improving patient outcomes,
providing enabling services and in patient engagement. The Innovation Center must ensure that
health centers and other community providers are able to fully participate in new models—
including the unique way that health centers provide services.
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Include expanded opportunities for health center participation in advanced APMs
Health centers are interested in participating in advanced Alternative Payment Models (APMs) but
have been limited by some of the requirements included for providers. AAPCHO encourages the
Innovation Center to expand opportunities for health centers to participate in future models, and
work with Primary Care Associations to do so.
Health centers have a unique payment methodology in Medicare and report to CMS as an entity,
not as individual providers as the “typical” fee-for-service (FFS) provider does. Because of this, we
strongly support policies that allow the FQHC to participate as an entity, not as individual
providers. Requiring a health center to report as individual provider is contrary to the way that
FQHCs are paid by Medicare and would require the health center to revamp their entire system. In
addition, AAPCHO encourages new models to ensure that:
•
•
•
•

Quality metrics are obtainable, translatable, and comparable across providers, including
health centers;
Reimbursement for that quality takes into consideration the other factors impacting
healthcare, such as limited English proficiency, access to housing, and socioeconomic status;
Specific detail is provided to FQHCs on how to participate, including how to report data; and
Quality measures are designed to reduce health disparities, address Social Determinants of
Health (SDOH), and improve care coordination for vulnerable populations.

As discussed above, there is an expectation that quality measures and payment structures will be
adjusted to reflect SDOH. Without such a risk adjustment, it is inevitable that the value and quality
of care that FQHCs provide will be understated relative to other providers. If this occurs, the
benefits of having a consistent system to measure performance and publicizing this data would be
more than outweighed by the fact that the playing field would be uneven, with providers who
serve the most challenging patients at a clear disadvantage. It is essential that any system that
seeks to measure and pay for quality and performance weigh that data on the challenges of
providing care to complex patients, and provide incentives for providers able to provide effective
care to patients with diverse SDOH needs.
The RFI specifically seeks guidance on ways to capture appropriate data to drive the design of
payment models. AAPCHO supports efforts to ensure that the data collected and reported will be
adjusted to reflect patients’ SDOH. Our Medicare patients come from diverse backgrounds and
often need linguistically or culturally appropriate services that AAPCHO members provide. But
these services do come at a cost greater than serving beneficiaries who do not need wrap-around
services. AAPCHO wishes to emphasize the crucial importance of appropriate risk adjustment to
reflect the SDOH affecting providers’ patient populations. As decades of research have
demonstrated, LEP patients have greater needs and often less access to community resources. This
can cause providers who care for them to score lower on measures of quality and resource use
because of their limited capacity to serve larger and more complex patient panels.
Encourage comprehensive care for Medicare beneficiaries through health centers
The Innovation Center seeks comment on what options might exist beyond fee-for-service (FFS)
and MA for Medicare beneficiaries. AAPCHO recommends that the Innovation Center test the

A 101 Callan Avenue, Suite 400, San Leandro, CA 94577

T (510) 272-9536

F (510) 272-0817

W W W. A APC HO.ORG

ASSOCIATION OF ASIAN PACIFIC COMMUNITY HEALTH ORGANIZATIONS

comprehensive model of care utilized by health centers to appropriately treat Medicare patients
and to ensure that their care is delivered in an effective, efficient, and culturally appropriate way.
Medicare beneficiaries, including those dually eligible for Medicare and Medicaid, represent on
average 9.1% of AAPCHO health center patients, a small but growing patient population. Our
members also have a higher rate of beneficiaries with LEP than other health centers (50% vs. 23%)
and a high rate of beneficiaries at or below 200% of federal poverty level (FPL) (88%), and thus
provide more enabling services (9,159 vs 4,875 encounters) given the needs of our patients (HRSA
Uniform Data System, 2014).
AAPCHO supports innovative care delivery for Medicare beneficiaries with chronic conditions. We
anticipate that AA&NHPI beneficiaries with specific chronic conditions would benefit from a
tailored benefit package and incentives for care. However, these packages must be designed in a
manner that is culturally and linguistically appropriate. Developing an alternative benefits package
that includes specific benefit design or supplemental services offers an opportunity to add the
enabling services to support AA&NHPI beneficiaries. We strongly encourage new models to include
support services, including linguistically and culturally competent care and supported
transportation. We also support supplemental benefits that would positively impact AAPCHO
member patients including alternative therapies, counseling services, and enhanced disease
management.
AAPCHO recommends that CMS test an enhanced package of services for patients getting care at
FQHCs through Medicare. We have supported improving care management services through
Medicare at FQHCs, as well as addressing the need for behavioral health services among chronically
ill patients at health centers. For low-income AA&NHPI Medicare beneficiaries, this type of
coordinated service provides full access to culturally competent care, eases the burden of
transportation, and integrates treatment protocols.
Support health centers’ mission in serving vulnerable AA&NHPI patients
Across all states, health centers play a critical role in supporting Medicaid beneficiaries. They offer
a wide range of primary care services—and also integrate behavioral health, social services and
coordinated medical care.
AAPCHO members also offer enabling services—non-clinical services provided to patients to
support care delivery, enhance health literacy, and facilitate access to care. These enabling services
are incorporated with medical care to reduce health disparities and improve outcomes, and are
vital to reaching medically underserved and linguistically isolated AA&NHPI households. These
services are also necessary for the management of a beneficiaries’ health and are integral to the
health center model of care.
AAPCHO members are able to provide Medicaid beneficiaries holistic and culturally appropriate
care because the unique Medicaid payment rate takes in to account each center’s unique bundle of
services, including the range of enabling services provided.
AAPCHO members are on the cutting edge of system delivery and have developed systems of care
that reward quality—not just quantity. In 2010, Hawaii’s health centers developed a
comprehensive and innovative program to provide comprehensive FQHC services in a way that
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would correctly balance incentives towards improving value and addressing preventable costs in
health care. The plan allows health centers to exclude from PPS wraparound payments, bonus
payments for shared savings with Medicaid managed care plans, non-PPS services that plans and
health homes consider integral to addressing health needs (yet not an allowable cost under PPS),
and continuous quality improvement payments including those that can lead to improvements in
health information technology and care coordination systems. The result has led to a profound
change in how community health centers structure their clinics and systems.
In considering state and local innovations, the Innovation Center should look to health centers to
play a critical role in supporting Medicaid beneficiaries and other low-income, vulnerable patients.
Managed care and other commercial and merging models of care do not have experience in
delivering care to this population or in addressing the key social determinants of health—health
centers do. In fact, providing coordinated care for high cost patients, such as currently underserved
AA&NHPI beneficiaries, will be difficult in new delivery systems without comprehensive and
accessible primary care.
The unique health center payment rate must be maintained in order support the unique needs of
our patients. Without these stable funds to pay for enabling services, appropriate access to care is
hindered for our patients, and advances in health equity and in reducing health disparities will be
diminished. We note that the on-the-ground and regulatory relationship between our member
health centers and states is strong; together we are able to provide comprehensive, culturally, and
linguistically appropriate care to AA&NHPI populations nationally.
In addition, the Innovation Center could test the role of appropriate payment for enabling services
on health care outcomes for LEP populations. Enabling services provide real and life-saving value to
our beneficiaries but are at risk when bundled reimbursement falls below the cost of medical care.
Reimbursement formulas must ensure that adequate payment these services are included. The
Innovation Center can play a critical role in testing appropriate payment rates.
In conclusion, AAPCHO looks forward to working with the Innovation Center to support
comprehensive care for AA&NHPI patients at health centers. Thank you for the opportunity to
submit comments.
If you have any questions or need more information, please contact Isha Weerasinghe, AAPCHO’s
Director of Policy and Advocacy.
Sincerely,

!

Isha Weerasinghe
Director of Policy and Advocacy

A 101 Callan Avenue, Suite 400, San Leandro, CA 94577

T (510) 272-9536

F (510) 272-0817

W W W. A APC HO.ORG

Administrator Verma
November 20, 2017
Page 1 of 6

November 20, 2017
VIA ELECTRONIC DELIVERY
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building
Room 445-G
200 Independence Ave. SW
Washington, DC 20201
RE: Innovation Center New Direction Request for Information
The Association of Community Cancer Centers (ACCC) appreciates this
opportunity to respond to the Innovation Center New Direction Request for
Information from the Centers for Medicare & Medicaid Services (CMS),
published on September 20, 2017.1 ACCC is a membership organization
whose members include hospitals, physicians, nurses, social workers, and
oncology team members who care for millions of patients and families
fighting cancer. ACCC represents more than 23,000 cancer care professionals
from approximately 2,000 hospitals and private practices nationwide. It is
estimated that 65 percent of cancer patients nationwide are treated by a
member of ACCC.
The cancer care delivery infrastructure is a fragile construct of hospital
outpatient departments and physician offices working together to provide care
to patients in their communities. Physicians and providers face growing
numbers of patients requiring cancer care. Their ability to provide
appropriate care depends on several factors, including adequate Medicare
payment rates for cancer care items and services. ACCC is committed to
ensuring that cancer patients have access to the entire continuum of quality
cancer care, including access to appropriate cancer therapies in the most
appropriate setting.
Guided by this commitment, ACCC submits the following comments
regarding the Innovation Center’s guiding principles and potential initiatives:
1

CMS, Innovation Center New Direction (Sept. 20, 2017) [hereinafter “RFI”].
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•
•

•
•

ACCC supports the guiding principles, but urges CMS to make all models voluntary,
improve data sharing and streamline data collection efforts;
ACCC generally supports value-based payment models, but encourages CMS to carefully
craft the components of these models, including quality measures, reporting requirements,
and financial incentives, so that they accurately reflect the provision of cancer care, are not
overly burdensome and protect access to quality cancer care;
We encourage CMS to expand opportunities for participation in carefully-designed
alternative payment models (APMs), including APMs that focus on oncology care; and
Within physician specialty models, CMS should closely consider how to bundle services
and appropriately reward providers for assuming risk.

I.

Guiding Principles

In its Request for Information, CMS provides “guiding principles” that will serve as a foundation
for the agency’s approach to designing new models. These guiding principles are as follows:
choice and competition in the market; provider choice and incentives; patient-centered care;
benefit design and price transparency; transparent model design and evaluation; and small scale
testing.2
ACCC generally supports these guiding principles, and we share our thoughts for further
refinement of these principles below.
A. Choice and Competition
We agree with CMS that any models tested by the Innovation Center should be voluntary in nature.
Indeed, we strongly oppose the use of mandatory payment models in the Medicare patient
population, which has many vulnerable and high-need individuals. Mandatory models can pose
serious harm to these vulnerable patients by unintentionally impeding access to care, as well as to
the providers who serve them.
Many of ACCC’s members are committed to participating in innovative models that hold potential
to transform payment and delivery systems, such as the Oncology Care Model (OCM). However,
our members are confronted with a constantly evolving reimbursement landscape, with providers
being potentially subject to several demonstration programs or new payment approaches
simultaneously. For example, during the implementation of the OCM alone, CMS has expanded
packaging under the Hospital Outpatient Prospective Payment System, drastically reduced
payments for drugs acquired under the 340B Drug Pricing Program and for services in nonexcepted hospital outpatient departments, and implemented new payment rates for chemotherapy
2
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administration services under the Physician Fee Schedule. These significant payment changes
make it difficult, if not impossible, for providers to feel confident about the predictability of their
finances and commit to long-term participation in – and partnership with CMS – on any given
demonstration program. Subjecting providers to more than one demonstration program at a time
or to significant changes in reimbursement that change the rules of the game mid-demonstration
program may also compromise evaluators’ ability to meaningfully measure the results of a given
model.
ACCC urges CMS to exempt physicians and providers who have chosen to participate in the OCM
or other APMs from any other Innovation Center model and protect them from negative
adjustments based on changes in Medicare payment policies. This would ensure that physicians
and providers who have volunteered to participate in the OCM or another APM are treated fairly
by upholding the terms of the agreement of the model, and it would also help protect the
methodological soundness of each APM being tested. Indeed, when ACCC’s members elected to
participate in the OCM, that decision was based on certain baseline assumptions regarding the
payment landscape over the life of the model. The same is true for participants in other APMs.
CMS should uphold the terms of the agreement and create the stability and predictability OCM
and APM participants need to meaningfully partner with CMS to implement and test value-based
care by shielding them from negative repercussions of any changes in Medicare reimbursement
policies during the span of an Innovation Center model.
B. Transparent Model Design and Evaluation
Next, we commend CMS for its commitment to transparent model design and evaluation, as well
as its desire to first evaluate smaller scale models, before expanding them to a broader community.
In support of these goals, we urge the agency to streamline data collection and dissemination
activities within any model that it pursues. For instance, CMS should ensure that providers have
streamlined data reporting requirements that minimize their overall administrative burden. To the
extent possible, data should be collected in the format in which providers already maintain such
data, with minimal need for additional data entry.
We also urge the agency to offer providers timely access to collected data and claims information.
Providers would then be able to understand, in real-time, the emerging results and financial
viability of a model or demonstration program and make course corrections, as necessary. For
cancer providers, such real-time feedback on results is critical, given the urgent, serious needs of
many cancer patients. Unfortunately, to date, the OCM has not been implemented in a manner
that gives providers helpful, timely data regarding their performance within the model. We
strongly encourage CMS to enhance data dissemination efforts in the OCM and, more broadly,
ensure that future Innovation Center models have a strong data feedback loop that can inform
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providers as they move through a multi-year program and are increasingly asked to take on
financial risk for the care they provide.
II.

Potential Models
A. General comments regarding value-based payment models

ACCC supports the overarching goal of adopting value-based payments and bending the cost curve
by improving care, providing the right care at the right time, reducing over-treatment and undertreatment, and reducing hospital admissions and readmissions. We recognize that health care
payment and delivery in the United States is increasingly shifting to a value-based paradigm.
Community cancer centers view themselves as an integral part of this reform effort. ACCC’s
members have a long history of partnering with CMS on meaningful payment reform including,
most recently, through the OCM. Through these experiences, we have witnessed the importance
of fostering, through value-based payment models, a strong partnership between payers and
providers.
To achieve successful reform, we emphasize that value-based payment models should be carefully
designed in order to protect overall quality of care. ACCC’s members strive to provide the best
care possible to their patients, including the most appropriate drug therapies, with the choice of
treatment being guided by clinical evidence and the patient’s needs, not economics. It may be
inevitable that financial considerations will come into play in some patients’ care, particularly as
patients increasingly struggle with cost-sharing obligations. However, our members’ goal is to
provide the best quality care, regardless of cost. We firmly believe that any model that seeks to
reduce the cost of care without also protecting the quality of care is inherently flawed and should
not be pursued. Relatedly, when evaluating cost, CMS should consider all components of spending
(and any related cost-savings), rather than myopically focusing on certain costs such as the cost of
drugs. We urge the agency to design demonstration programs that consider the aggregate health
care system costs and savings associated with a particular intervention.
Additionally, we urge CMS to carefully select, in consultation with other stakeholders, the quality
measures that apply to any value-based payment model. Value should be assessed in terms of the
benefits a model affords an individual patient in terms of his or her health outcomes – for instance,
his or her improved life expectancy and/or quality of life. On the whole, any proposed payment
reforms should be evaluated based on whether patients experience enhanced outcomes and receive
high-quality care, as measured through carefully-chosen, externally-validated quality measures.
B. Expanded opportunities for participation in Advanced APMs
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ACCC agrees with CMS that it is important to expand opportunities for eligible clinicians to
participate in Advanced APMs. We believe it would be particularly valuable for the agency to
pilot Advanced APMs that focus on oncology providers and oncology care more broadly. In so
doing, the agency would afford more cancer providers with a meaningful pathway to participate
in APMs.
Additionally, as mentioned in our overarching comments regarding value-based payment
approaches, we encourage CMS to exempt APM participants from being subject to other payment
reductions. This would not only enable CMS to more accurately measure the results of an APM,
it would also encourage providers to participate in APMs by giving them reassurance that the
reimbursement landscape in which they operate will otherwise remain stable. Finally, we urge the
agency to ensure that APMs are subject to rigorous, third-party evaluation, and to share the
emerging evaluation findings in real-time with model participants. This would allow providers to
have a relatively up-to-date sense of the financial impact of the model.
C. Physician specialty models
With respect to physician specialty models, ACCC supports payment and delivery models that
hold promise to improve quality and lower costs. We welcome the opportunity to work with CMS
in developing and refining appropriate models that address cancer care. It is our bedrock belief
that any such models must preserve physicians’ independence and, relatedly, empower physicians
to offer individual patients the most appropriate treatment regimen for their particular condition
and disease state.
We have significant concerns regarding any model that would “test full prepayment for Medicare
and Medicaid beneficiaries, with care provided in collaborative networks, possibly incorporating
elements from the Oncology Care Model.”3 CMS should not consider a full prepayment model
until the agency has consulted with all potential stakeholders and carefully and collaboratively
determined which items and services should be bundled into such a prepayment. Indeed,
stakeholders must determine whether to include in any such bundle new, breakthrough therapies
that may transform care for a particular patient group. They must also determine how to account
for variable costs of care across different patients, geographic regions, and provider communities.
Bundled payment amounts should take into account particular diseases, the acuity of patients’
conditions, and providers’ relative expenses in providing patients with adequate care. Given the
tremendous complexity in creating and pricing such bundles, we strongly discourage CMS from
pursuing them until the agency and broader community have much more experience in designing
and pricing such bundles.

3
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Overall, payments within physician specialty models should be designed to adequately reward
providers for the risk that they assume. Moreover, in the early years of a physician specialty
model, we do not believe it is appropriate for CMS to subject providers to mandatory two-sided
risk arrangements. Such two-sided arrangements should only, in our view, be implemented after
CMS has completed a thorough, objective evaluation of one-sided risk arrangements. Many
providers in the cancer community already struggle to provide care to patients on account of
sequestration and other payment limitations; they cannot risk further payment reductions from an
untested model that requires two-sided risk. CMS should protect providers against unknown
downside risk in early years of piloting a model, and encourage providers’ participation in early
stages of higher-risk models. Finally, in any model that CMS pilots, providers should only be held
accountable for costs that they can control. For instance, providers have no control over drug
prices and, as such, they should not be held financially accountable for being unable to limit
spending on drugs.
****
Thank you for providing us with the opportunity to respond to this Request for Information.
ACCC welcomes the opportunity to continue to work with CMS on the selection and design of
promising models. Please feel free to contact Leah Ralph, Director of Health Policy, if you
have any questions or need any additional information. Thank you again for your attention to
these very important matters.

Respectfully submitted,

Mark S. Soberman, MD, MBA, FACS
President
Association of Community Cancer Centers
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November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Submitted electronically at: http://www.regulations.gov
Re: Request for Information on Innovation Center New Direction
Dear Administrator Verma:
The Association of State and Territorial Health Officials (ASTHO) appreciates the opportunity to submit
comments regarding the Request for Information (RFI) on a new direction for the Centers for Medicare
& Medicaid Services (CMS) Innovation Center. ASTHO and its members welcome a strong partnership
with the Innovation Center as it considers future activities.
ASTHO is the national nonprofit organization representing the state and territorial public health
agencies (S/THAs) of the United States, the U.S. Territories, and the District of Columbia. ASTHO's
members, the chief health officials of S/THAs, are dedicated to formulating and influencing sound public
health policy and to assuring excellence in state-based public health practice. S/THAs play a critical role
in improving population health in their states – they assess community needs, design, implement and
evaluate programs that prevent or mitigate disease or injury, work to reduce health disparities, identify
best practices, and evaluate impact, as well as convene and collaborate with stakeholders and
communities. In addition, state and territorial health officials have a range of responsibilities and
relationships with their state Medicaid agencies, ranging from statutory oversight, membership in an
umbrella agency, or reporting separately to the Governor or other executive.1 Thus, S/THAs have a
unique role in payment and delivery reform efforts and activities that improve population health.
ASTHO encourages the Innovation Center to continue its emphasis on state and local innovations for
advancing health system transformation to reach the Triple Aim of improved outcomes, better quality,
and lower costs.
Feedback on Proposed Innovation Center Principles
ASTHO strongly recommends that the Innovation Center include a specific focus on improving
population health, inclusive of alternative payment models (e.g., Accountable Health Communities
Model) that finance services that address the social determinants of health. In order to achieve
improvements in population health, the health delivery system must invest in prevention, address the
1

In five states, the state health official (SHO) has statutory oversight of Medicaid (Kansas, Maryland, Montana,
New York, and Utah); in 15 states, the state health agency (SHA) and Medicaid are part of an umbrella agency; and
in 30 states and DC, the SHA and Medicaid report separately to the Governor or, in DC, to the Mayor.
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upstream factors that contribute to improved health outcomes (e.g., housing, employment, food
security, and education), and redesign care to link clinical care with community prevention and social
services.
Currently, studies reflect that overall population health and health outcomes are poorer in the U.S. than
in other developed nations, despite greater per capita spending.2 In fact, healthcare costs represent 17.8
percent of our nation’s gross domestic product in 2015.3 Presently, the health system focuses mainly on
providing healthcare widgets: more than 90 percent of U.S. national health expenditures in 2014 went
to personal healthcare consumption and health insurance.4 Our current system focuses more on
treating diseases and addressing symptoms than on investing in underlying causes of illnesses, despite
data showing that public health prevention efforts and coordination among social services can have a
greater impact on health outcomes, potentially at lower cost.5 These statistics are well known, however
for healthcare providers, payers, and other health organizations, moving from recognition of this issue
to actually working upstream is enormous and slow work.
States are the innovation laboratories for healthcare transformation. In fact, the Innovation Center has
already begun this work with the State Innovation Model (SIM) and Accountable Health Communities
Model initiatives. Beyond adding a principle related to population health, ASTHO encourages the
Innovation Center to continue its focus on and support for innovation at the state and local level
through the following proposed principles:
1. Increase flexibility to adjust testing models to the unique context (e.g., geographic, workforce,
demographics) of each state and community. For example, models that encourage provider
competition and focus on Medicare Advantage may not be feasible or have the desired
outcomes in rural or underserved areas with limited access to health professionals or limited
Medicare Advantage market penetration. In fact, more than 65 million people live in primary
care health professional shortage areas and an even greater number live in mental health

2

Squires D, Anderson C. “U.S. Health Care from a Global Perspective: Spending, Use of Services, Prices, and Health
in 13 Countries.” Commonwealth Fund, 2015. Available at:
http://www.commonwealthfund.org/publications/issue-briefs/2015/oct/us-health-care-from-a-globalperspective. Accessed 4-7-2017.
3
Centers for Medicare & Medicaid Services. “National Health Expenditure Data: Historical.” Available at:
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-andReports/NationalHealthExpendData/NationalHealthAccountsHistorical.html. Accessed on 11-3-2017.
4
CDC. “Health, United States, 2015: With Special Feature on Racial and Ethnic Health Disparities.” Table 93, Gross
domestic product, national health expenditures, per capita amounts, percent distribution, and average annual
percent change: United States, selected years 1960–2014. Available at:
https://www.cdc.gov/nchs/data/hus/hus15.pdf#093. Accessed on 4-7-2017.
5
Bradley EH, Canavan M, Rogan E, et al. “Variation In Health Outcomes: The Role Of Spending On Social Services,
Public Health, And Health Care, 2000–09.” Health Affairs. May 2016, 35, no. 5: 760-768. Available at:
http://content.healthaffairs.org/content/35/5/760.abstract. Accessed on 4-10-2017.
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professional shortage areas (over 106 million) as of December 2016.6,7
2. Consider market forces and trends towards health system integration and consolidation when
looking to increase choice and competition in the market. The Healthcare Financial
Management Association predicts that hospital consolidation will continue to accelerate in the
coming years and forecasts that only 50 percent of the health systems operating in 2014 will
remain independent in 2024.8 In addition to consolidation driven by mergers and acquisitions,
integration is also ongoing with many health systems utilizing affiliations and joint operating
agreements to form partnerships while retaining independence. Mixed incentives promoting
care coordination among providers across diverse healthcare settings while also enhancing
competition, which can cause confusion for providers and patients alike.
3. Support provider choice and engagement, while utilizing the range of incentives and policy
options to engage with providers for broad systems change. Providers are facing a number of
challenges navigating a changing and uncertain health system landscape. While there are health
systems and providers who are very willing to take up the mantle of transformation, others are
less inclined to participate and are reticent to change. S/THAs have found success partnering
with their state Medicaid agencies to integrate evidence-based strategies into managed care
contracting or other quality improvement initiatives, but both the “carrot and the stick” are
often needed to support system-wide change. Although voluntary models can identify promising
innovations, ASTHO supports aligning incentives with reporting requirements to reduce burden
and encourage widespread participation.
4. Broaden the focus of patient-centered care to include the delivery of culturally and
linguistically appropriate services and models that connect enabling services with healthcare
delivery. As part of ASTHO’s vision for a 21st century health system, health services must be
financially accessible and available in a timely manner to all who need them. In order to be
effective, services must be culturally and linguistically appropriate, and include preventive
services. In particular, the Innovation Center should support the use and financing of community
health workers (CHWs) and other healthcare extenders as part of the patient-centered care
teams, reflecting the evidence that CHWs improve health outcomes and generate cost-savings.
CHWs are particularly beneficial for the management of chronic diseases by facilitating the
provision of linguistically and culturally accessible care, as well as addressing the social and

6

Kaiser Family Foundation. “Primary Care Health Professional Shortage Areas, as of December 31, 2016.” Available
at: https://www.kff.org/other/state-indicator/primary-care-health-professional-shortage-areashpsas/?currentTimeframe=0&sortModel=%7B%22colId%22:%22Location%22,%22sort%22:%22asc%22%7D.
Accessed 10-26-2017.
7
Kaiser Family Foundation. “Mental Health Care Health Professional Shortage Areas, as of December 31, 2016.”
Available at: https://www.kff.org/other/state-indicator/primary-care-health-professional-shortage-areashpsas/?currentTimeframe=0&sortModel=%7B%22colId%22:%22Location%22,%22sort%22:%22asc%22%7D.
Accessed 10-26-2017.
8
Healthcare Financial Management Association. “Health Care 2020: Report 3 of 4 Consolidation.” Available at:
file:///C:/Users/emoore/Downloads/Consolidation_Updated%20(2).pdf. Published Fall 2016. Accessed 11-3-2017.
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behavioral determinants of health.9
5. Look to existing health services research and evidence-based practices in informing benefit
design and price transparency. There is a wealth of available health services research funded by
the Agency for Healthcare Research and Quality and others that could be utilized by the
Innovation Center. Further, CMS should look to value-based insurance design and other efforts,
such as the CDC’s 6|18 Initiative: Accelerating Evidence into Action, that promote practical and
feasible changes to the payment and reimbursement of services that have been proven to
improve outcomes and reduce costs for six common and costly health conditions.10
6. Utilize small scale testing to identify innovations, but also use the Innovation Center’s policy
and programmatic levers to spread and test innovations in other states and regions. ASTHO
encourages the Innovation Center to consider how it can support the translation of promising
strategies from local or state initiatives to spread transformation nationwide.
Collaborating with States and Other Federal Partners
ASTHO is encouraged by the inclusion of transparency and the emphasis on partnerships in the
Innovation Center’s guiding principles. Given the role that S/THAs and their sister agencies (e.g.,
Medicaid, behavioral health, and human services) play in health transformation, states have unique and
important perspectives to offer the Innovation Center and CMS broadly. As such, there should be a
formal structure or defined role for state health officials at the Innovation Center with respect to input
regarding policy planning, implementation, and evaluation.
In particular, ASTHO supports enhancing partnerships between the Innovation Center and states
through the creation of a steering committee that provides state input on model concepts,
implementation considerations, and other issues related to Medicare and Medicaid coordination,
among other issues. In this steering committee, state representatives would sit alongside federal
leadership to oversee the process of evaluating and approving state requests (e.g., Section 1115 and
1332 waivers).
Beyond partnering with states, ASTHO encourages the Innovation Center to prioritize aligning its work
with other federal agency partners such as other U.S. Department of Health and Human Services offices
and agencies, as well as the U.S. Department of Housing and Urban Development (HUD) and the U.S.
Department of Agriculture (USDA) in order to achieve financing and sustainability of transformative
models that address the social determinants of health and upstream prevention. CMS partnership and
alignment with CDC and the Health Resources and Services Administration (HRSA) is of particular value
to ASTHO given their role directing block grants and other awards to S/THAs, developing evidence-based
practices, and policy development on health promotion and prevention, preparedness, and workforce
development. CDC and HRSA have encouraged cross-sector partnerships and collaboration with
healthcare providers and payers in recent years as part of their grant activities. This focus has helped
9

ASTHO. “Community Health Worker Successes and Opportunities for States.” Available at:
http://www.astho.org/Prevention/Heart-Disease-and-Stroke/Tools-for-Change/Community-Health-Worker-IssueBrief/. Accessed 10-26-2017.
10
Centers for Disease Control and Prevention. “The 6|18 Initiative: Accelerating Evidence into Action At A Glance.”
Available at: https://www.cdc.gov/sixeighteen/docs/at-a-glance.pdf. Accessed 11-9-2017.
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support public health workforce development in population health improvement; however, differences
in required needs assessments, reporting, and evaluation create inefficiencies and reporting burden on
states and providers. Federal alignment of goals, metrics, and reporting requirements will fundamentally
assist states in successfully aligning their own state and local initiatives. Further, coordinated resources
from CDC, CMS, and other federal partners would be beneficial to help support state and local public
health transformation supports, like those available for the healthcare delivery system.
Testing Models
Focus 6: State-based and Local Innovation, including Medicaid-focused Models
ASTHO appreciates the Innovation Center’s continued interest in supporting state and local models for
innovation. Since its beginning, states have worked with the Innovation Center in testing payment and
delivery models to support health transformation. In particular, SIM Rounds 1 and 2 have strengthened
statewide partnerships, planning, and infrastructure to support population health by bringing together
diverse stakeholders including payers, providers, purchasers, and patient communities.11,12 For some
states, SIM built on existing partnerships between state Medicaid and public health agencies, where
other S/THAs have used SIM as an opportunity to forge new partnerships with Medicaid and health
systems. S/THAs have served in a governance roles, actively led various subcommittees, and/or
participated in decisionmaking processes such as defining health priorities and metrics. In short, this
funding has allowed states to enhance existing efforts and support other activities related to valuebased payment reform, including information technology and exchange, as well as partner internally
and with health system partners.
Continued investments are crucial to continue this progress and realize the full potential of payment and
delivery reform. Although it is too early to assess the full impact of SIM on healthcare quality and costs,
findings from the evaluations of Years 1-3 of the six original SIM Model Test states are promising.13 As
shown in these evaluations, it takes time and sustained investment for states to build the complex
infrastructure necessary to support reform, with original SIM Testing States continuing to develop this
infrastructure. For example, states face continuing challenges that require additional investments, such
as creating the data systems and health information exchanges to support care coordination across
providers and building a workforce to support this transformation. Specifically, payment and delivery
reform requires significant expertise beyond those required in state Medicaid and public health
agencies’ traditional day-to-day activities. Further, many states are at different stages of transformation,
with multiple states not participating in SIM. Nevertheless, the large majority of S/THAs are interested in
partnering with health systems and payers to normalize the integration of public health interventions as
a core business component of any payer, thereby improving population health.

11

National Academy for State Health Policy. “A Federal-State Discourse on Maintaining Momentum for Payment
and Delivery System Reform.” September 2016. Available at: http://nashp.org/wpcontent/uploads/2016/09/Discourse-Brief.pdf. Accessed 10-11-2016.
12
RTI International. “State Innovation Models Initiative Evaluation: Model Test Year Three Annual Report.”
Available at: https://downloads.cms.gov/files/cmmi/sim-rd1mt-thirdannrpt.pdf. Accessed 10-25-2017.
13
Ibid.
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Thus, ASTHO strongly recommends continuation of SIM or a model of support like SIM. Sustained
federal support is needed to further this work, particularly in states challenged by budget constraints.
Specific recommendations include:
•

•

•

•

Extending the demonstration period to five years or more to allow for additional time to
evaluate the outcomes and program impact, as well as including a planning period to set up
robust and aligned performance measures and evaluation plans to create set a foundation for
success.
Recognizing a range of cross-sector cost offsets when determining budget neutrality. For
example, if a Medicaid demonstration results in savings to a S/THA, those savings could be
counted toward the demonstration’s budget neutrality requirement.
Working with state Medicaid agencies and S/THAs to identify and attach payment incentives to
joint Medicaid-public health outcomes measures that gauge improvements in population health
outcomes (e.g., physical and behavioral health, well-being, and longevity).
Piloting large-scale, cross-agency federal demonstration waivers to allow states to braid, blend,
and align public health, Medicaid, and other sources of funding that address the social
determinants of health [e.g., CMS, CDC, HUD, HRSA, the Substance Abuse and Mental Health
Services Administration (SAMHSA), and USDA]. States could use this blended and braided
funding to create innovative programs that efficiently address the health-related needs of food,
shelter, and other items for different populations, such as for those affected by addiction.14

Foci 1-3 and 5: Integrated Comments on Expanded Opportunities for Participation in Advanced APMs,
Consumer-Directed Care and Market-Based Innovation Models, Physician Specialty Models, and
Medicare Advantage (MA) Innovation Models
ASTHO recognizes that the Innovation Center has worked to align Medicare with state- and Medicaidfocused innovation models. Additional work in this area is needed as there is significant state interest in
multi-payer approaches, especially given the complex needs of the dually eligible population and the
subsequent intersection with long-term services and supports. In the future, the Innovation Center
could propose detailed constructs on how Medicare could be a part of a state’s Alternative Payment
Models (APMs), as well as the regulatory changes and administrative modifications needed for
integration. In addition, greater clarity on how providers participating in Medicaid APMs can count
current efforts towards participation in the Advanced APMs as part of the Quality Payment Program
would be helpful to encourage participation and limit demonstration fatigue. Streamlining Medicaid
APMs and Advanced APMs will also allow providers to be paid for primary prevention. This clarification
will help states plan their multi-payer initiatives and set goals that are appropriate for state programs
and participating payers. Both high-level and detailed guidance would be extremely helpful, such as
information on reporting requirements, metric development and methodologies, and messaging.
Similarly, potential models for Medicare Advantage innovations should be considered against the state
reform landscape, as well as market penetration as it differs across states. Without alignment between
14

Many of these recommendations surfaced from a joint working group between the National Academy
of State Health Policy and ASTHO, comprised of state health officials, Medicaid directors, and other
national experts, convened in September 2017.
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Medicaid and Medicare, state investments of time and resources into the development of APMs and
other innovative models will not reach their full potential.
Focus 7: Mental and Behavioral Health Models
ASTHO has been working closely with S/THAs and their partners on improving behavioral health and
addressing substance misuse across the country. Most recently, ASTHO’s 2017-2018 President’s
Challenge, a national effort to improve population health through the leadership of state and territorial
health officials and their agencies, focuses on public health approaches to preventing substance misuse,
addictions, and related consequences. This framework promotes primary, secondary, and tertiary
prevention approaches to combat this epidemic. Integration between these public health approaches
and health systems is critical, and ASTHO recommends the Innovation Center advance models that
support integration of primary care, behavioral health, and public health efforts. This includes
incentivizing linkages across the different services that healthcare providers and community-based
organizations provide. The Innovation Center should coordinate model development and testing with
CDC, HRSA, and SAMHSA to ensure alignment with their ongoing activities with states.
An essential component of ASTHO’s Preventing Opioid Misuse in the States and Territories framework is
ensuring access to quality treatment and recovery services, which includes strengthening the behavioral
health workforce and making the full continuum of services available to those with demonstrated needs.
ASTHO was pleased to see the CMS’ interest in leveraging Section 1115 waivers to address the
institutions for mental disease (IMD) exclusion with the recent policy guidance released in November
2017. S/THAs appreciated the emphasis on state flexibility to implement best practices that meet the
needs of each jurisdiction, though additional technical assistance on developing implementation and
evaluation plans, as well as strategies for expedited review, would be helpful. Telepsychiatry also offers
an opportunity to increase the capacity of the behavioral health workforce, as it has demonstrated
equivalent effectiveness to in-person encounters in terms of diagnostic accuracy and patient
satisfaction, and is often more cost efficient.15 In addition to the IMD exclusion, states welcome support
from CMS to address key information gaps, including substance abuse data (e.g., 42 CFR Part 2) that
limits care coordination activities across the full continuum of services.
Trauma-informed care interventions and policy strategies that address the unique needs of Medicaid
populations also hold opportunity for model testing. The Innovation Center could support
demonstrations that increase the number of accessible and culturally competent mental health
professionals that are qualified to provide trauma-informed care, as well as interventions that recognize
the signs and symptoms of trauma and help patients who have experienced multiple adverse childhood
experiences (ACEs).16,17 ACEs have been shown to be associated with poorer self-related health, as well

15

Hilty DM, Ferrer DC, Parish MB, et al. “The Effectiveness of Telemental Health: A 2013 review.” Telemed J E
Health 2013;(19):444-454.
16
Garner AS, Shonkoff JP, Siegel BS, et al, Committee on Psychosocial Aspects of Child and Family Health,
Committee on Early Childhood, Adoption, and Dependent Care. Early childhood adversity, toxic stress, and the role
of the pediatrician: translating developmental science into lifelong health. Pediatrics. 2012 Jan 1;129(1):e224-31.
17
Davis R and Maul A. “Trauma-Informed Care: Opportunities for High-Need, High-Cost Medicaid Populations.”
Available at: https://www.chcs.org/media/TIC-Brief-031915_final.pdf. Accessed 11-14-2017.
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as more frequent depressive symptoms, anxiety, tobacco use, and substance misuse, contributing to
increased morbidity and mortality.18
Additional models that the Innovation Center could consider testing include:
•

•
•

•

Models that integrate CHWs or healthcare extenders to encourage prevention, support the
delivery of culturally and linguistically appropriate services, and help measure the return on
investment of CHWs to help increase adoption.
Interventions targeted at children and youth with special healthcare needs that encourage
cross-agency partnerships between Medicaid, public health, and human services.
Interventions or policy changes that provide reimbursement for preventative services delivered
by nurses, social workers, pharmacists, and nutritionists that improve population health (e.g.,
Nurse-Family Partnership home visitation, diabetes self-management education, and
medication therapy management).
Models that support broader adoption of telehealth, building on past Innovation Centerfunded pilots and evidence-based programs for care coordination and increased access to care.

Thank you for the opportunity to submit comments. ASTHO looks forward to working with CMS and the
Innovation Center on supporting health transformation activities that improve health outcomes and
reduce costs. S/THAs have a wealth of expertise in evidence-based interventions, working with
vulnerable communities, engaging non-traditional partners, and evaluating population-based outcomes
and are eager to collaborate with Medicaid and CMS on health systems transformation and payment
and delivery reform. Should you have questions or comments or require additional information, please
contact Deborah H. Fournier, Senior Director for Clinical to Community Connections in the ASTHO
Center for Population Health Strategies.
We look forward to continued partnership and dialogue.
Sincerely,

John Wiesman, DrPH, MPH
ASTHO President
Secretary of Health, Washington State Department of Health
cc:

Michael R. Fraser, PhD, MS, CAE, FCPP
ASTHO Executive Director

18

Mersky JP, Topitzes J, Reynolds AJ. Impacts of adverse childhood experiences on health, mental health, and
substance use in early adulthood: A cohort study of an urban, minority sample in the U.S. Child abuse & neglect.
2013;37(11):917-925. doi:10.1016/j.chiabu.2013.07.011.
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November 20, 2017

Submitted by email — CMMI_NewDirection@cms.hhs.gov

Seema Verma
Administrator, Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, D.C. 20201

Re:
Request for Information: Center for Medicare and Medicaid Services –Innovation
Center New Direction
Dear Ms. Verma:

Astellas Pharma US, Inc. (“Astellas”) is pleased to submit comments on the Center for
Medicare and Medicaid Services (CMS) Request for Information (RFI) on the New Direction for
the Innovation Center (CMMI).1 At Astellas, we are firmly committed to improving lives by
developing innovative and effective medicines. Our goal is to improve human health by making
safe and reliable treatments available to patients to address unmet medical needs in oncology,
urology, cardiology, infectious disease, and immunology.

Astellas supports and adopts the arguments made by Pharmaceutical Research and
Manufacturers of America (“PhRMA”) and the Biotechnology Innovation Organization (“BIO”) in
response to the RFI. We also submit the following comments for your consideration, reflecting
our support for CMS to assess the current model portfolio and provide input on the future
direction of CMMI. Further, we encourage CMMI to pursue a new agenda that advances the
goals stipulated in the statute2 and seek to tackle major opportunities, including better quality
and cost containment in Medicare and Medicaid, protecting patient access and empowering
patients, and harnessing biomedical and marketplace innovation. To this end, we urge CMMI to
implement its new direction through the following steps:


Codify strong principles for CMMI demonstrations through notice and comment
rulemaking. CMMI identifies a strong initial set of principles in the RFI. CMMI should
expand on these principles and codify them through formal rulemaking. As
described in the RFI, the principles should include choice and competition in the

Centers for Medicare & Medicaid Services: Innovation Center New Direction:
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf
2
42 U.S. Code § 1315a
1
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market, small-scale testing, voluntary participation in models, and a transparent
model design and evaluation process. Such rulemaking should also describe the role
of and process by which CMMI will engage with Congress as it seeks to expand
successful demonstrations.

Pursue new model designs and model modifications that reflect a holistic
approach to cost containment and value. The eight focus areas that CMMI identifies
for potential models provide a number of opportunities for demonstrations that are
consistent with CMMI’s guiding principles. At the same time, while CMMI considers
a New Direction with new demonstrations, we encourage it to consider new
demonstrations in a broader context that looks across budget silos to a more holistic
view of cost and quality across the continuum of care experienced by patients.
Several system-level opportunities that CMMI could test that align with the focus
areas, outlined in the RFI, include better aligning incentives for Part D plans,
promoting shared decision making between providers and patients, integrated care
for beneficiaries with mental health and substance abuse disorders, and
improvements to the Oncology Care Model and Value-Based Insurance Design
Model. Astellas also encourages CMMI to consider how demonstrations that aim to
lower patients’ out-of-pocket costs may lead to improvements and savings in the
overall health care system.
Work across agencies to address barriers to innovative value-based arrangements.
Astellas strongly supports the private market’s evolution to a system that aligns
competition and incentives around the value of interventions and services, including
prescription medicines. However, CMMI is limited in its ability to effectively address
broader regulatory barriers impeding wider manufacturer and private payer
participation in value based contracts. Regulations must be modified outside of
CMMI to facilitate broader use of these arrangements.

Preserve structural aspects of the Medicare and Medicaid programs that are
working well and serve to protect beneficiaries. CMMI should build on marketbased programs that currently are working well, and avoid policies that would
undermine the success of existing structures within the Medicare and Medicaid
programs or otherwise reduce access to needed treatments. CMMI should aim to
preserve structural aspects of Medicare and Medicaid, such as the competitive
nature of the Part D benefit, the Part D classes of clinical concern, the market-based
average sales price (ASP) reimbursement system for Medicare Part B drugs, and the
Medicaid rebate statute.

Like the entire biopharmaceutical research sector, Astellas is committed to discovering
and introducing new medicines that add value for patients and the health system, and to
reforms that advance better value for patients and the health care system. While we have
appreciated the opportunities to engage with CMMI, we also are concerned that engagement
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processes are not clear and consistent, and it is not always clear whether or how public input is
taken into consideration. An open model development process with clear safeguards for
patients, health care providers, and other stakeholders is needed to balance payment
innovation with greater predictability across the health care sector. We encourage CMMI to
fully consider the input it receives through the RFI process and issue formal regulations through
the notice and comment rulemaking process that codify principles to prevent misuse of CMMI
and protect quality and access to care for beneficiaries prior to advancing any new
demonstrations.
Of particular note, Astellas supports CMMI’s commitment to testing smaller scale
models that may be expanded only if they meet the requirements for expansion under Section
1115A(c) of the Social Security Act. We recommend that CMMI limit Phase I model tests to the
minimum number of beneficiaries needed to obtain scientifically valid and reliable results and
to a duration of no more than 5 years. Most CMMI demonstrations have had an initial test
period of 5 years, suggesting that this is an appropriate length of time to collect sufficient data
to evaluate the model and render a decision on its eligibility for expansion. Limiting the size and
duration of Phase I model tests, which by definition have unknown effects, is necessary to limit
the number of beneficiaries who may be exposed to unintended consequences before the
effect of the model test on patient care has been assessed. Similarly, limiting scope and the
duration of CMMI Phase I model tests will ensure that models remain true tests and do not
become de facto changes to Medicare or Medicaid.
To that end, CMMI should consider small scale testing for individual therapeutic areas
where access to care can be severely limited due to prescription drug restrictions or
affordability issues. We encourage CMMI to engage directly with pharmaceutical
manufacturers, including Astellas, on ways to test innovative solutions that address patient
access through targeted small-scale demonstration projects.
*

*

*

Astellas appreciates the opportunity to comment on the New Direction for CMMI. We
strongly support CMS’ efforts to assess the current model portfolio and we hope that our
comments will be useful to CMMI in advancing new objectives. We would be glad to provide
any additional information that may be of interest to CMS. Please feel free to contact me if you
have any questions or concerns.
Sincerely,

Joseph Devaney
Vice President, Policy and Government Affairs

November 20, 2017
By Electronic Delivery- CMMI_NewDirection@cms.hhs.gov
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, D.C. 20201
Re: Request for Information on a New Direction for the CMS Innovation Center
Dear Ms. Verma:
AstraZeneca Pharmaceuticals LP (AstraZeneca) is pleased to submit the following response to the Centers for
Medicare & Medicaid Services’ (CMS’s) request for information (RFI) on a new direction for the Center for
Medicare & Medicaid Innovation (CMMI).
AstraZeneca is a global, science-led biopharmaceutical company that focuses on the discovery, development and
commercialization of prescription medicines, primarily for the treatment of diseases in three main therapy areas Oncology, Cardiovascular and Metabolic Diseases and Respiratory. The Company also is selectively active in the
areas of autoimmunity, neuroscience and infection. AstraZeneca operates in over 100 countries and its innovative
medicines are used by millions of patients worldwide.
AstraZeneca thanks CMS for soliciting stakeholder feedback on ideas to transform and improve CMMI. We
strongly believe that innovation in the healthcare system is necessary to improve outcomes and deliver care in an
efficient and sustainable way. However, we are also committed to ensuring that healthcare delivery
transformation is undertaken in a manner that protects patient and provider choice and access to innovative
medicines and services. We are therefore pleased with the guiding principles that CMS has included in the RFI,
specifically the principles regarding provider choice, patient-centered care, and small-scale testing of CMMI
models.
We appreciate CMS’s request for feedback on innovative models involving prescription drugs. We would like to
take this opportunity to highlight AstraZeneca’s commitment to advancing innovative payment arrangements that
include drug therapies, as well as to describe the patient and provider protections that we believe should be
included in any prescription drug model developed by CMMI.
I.

AstraZeneca’s Commitment to Innovative Payment Arrangements

AstraZeneca is committed to advancing innovative payment arrangements in both the private and public sectors.
We are working with payers across our therapeutic areas to develop innovative and flexible ways to pay for

1

medicines that focus on results, lower out-of-pocket costs, and enable patients to access the right treatments the
first time. We now have many innovative arrangements in place that reflect the value of our medicines.
For example, we have entered into outcomes-based agreements with Harvard Pilgrim for BRILINTA,1 a medication
used to lower a patient’s chances of having another heart attack or dying from one, and BYDUREON,2 a
medication used to control blood glucose levels in Type 2 diabetes. If the medicines fail to meet the agreed upon
outcomes criteria in real patients, Harvard Pilgrim will be charged a lower amount by AstraZeneca. Through these
contracts, AstraZeneca and Harvard Pilgrim have agreed the health plan will be charged for medicines based on
the value delivered to the patient, and not solely on volume of medicine sold.
Additionally, we entered into an outcomes-based agreement with Express Scripts for IRESSA,3 where we
reimbursed a set amount for discontinued use of the product. As is the case across our oncology portfolio, our
goal was for eligible commercially insured patients to pay $0 out-of-pocket for IRESSA.
These are only two examples of the approximately twenty value-based agreements that we have in place, with
many more in discussion. These types of agreements offer payers and health plans cost predictability, and give
health care providers flexibility to best meet the needs of their patients with the confidence that patients will
have affordable access to those medicines. While we understand that there is no single answer to the challenges
we face in healthcare, innovative arrangements that are value-based offer potential to improve patient outcomes,
facilitate affordable access to appropriate medicines, and increase efficiencies that reduce the total cost of care.
We believe the efforts by AstraZeneca and others from around the industry offer insights into how CMS might
best achieve its goal to test market-driven reforms in the Medicare and Medicaid programs. We encourage CMS
to consider opportunities to support and collaborate with external partners, including pharmaceutical
manufacturers, to further explore these models. For example, the future of oncology treatments will involve
greater use of combination therapies, the development of drugs that treat multiple indications, and increased use
of diagnostics to identify the precise treatment that will be most effective for the patient. These scientific
advances present significant opportunities to test new and innovative ways to pay for and deliver oncology
therapies in a manner that protects patient and provider choice and access while creating efficiencies for the
Medicare and Medicaid programs.
We also recommend that CMS consider ways to appropriately include prescription drugs into new and existing
delivery and payment models in a manner that promotes innovation, patient choice, and high-quality care. We
encourage CMS to ensure that all models create incentives for providers to improve medication adherence,
transitions of care, and, particularly for patients with chronic conditions, long-term care management.
We look forward to a continued dialogue with CMS to discuss opportunities for the development of innovative
prescription drug models in the Medicare and Medicaid programs. We would welcome the opportunity to meet
with you to discuss our portfolio and pipeline and potential areas of collaboration.

1
2

http://www.azpicentral.com/brilinta/brilinta.pdf
https://www.azpicentral.com/bydureon/pi_bydureon.pdf
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II.

Protecting Patient and Provider Choice and Access

As the Pharmaceutical Research and Manufacturers of America (PhRMA), of which we are a member, describes in
its response to this RFI, we are grateful that CMS is undertaking a careful review of CMMI’s mission. We shared
the concerns of other stakeholders and members of Congress on previous CMMI demonstrations, particularly the
Part B Drug Payment Model. We appreciate the actions CMS has taken to address these concerns, including
withdrawing the Part B Drug Payment Model and the issuance of this RFI.
We support PhRMA’s recommendations on how CMS should implement CMMI’s new direction. We would like to
emphasize PhRMA’s suggestion that models developed by CMMI reflect a holistic approach to cost containment
and value. Focusing on only one part of healthcare spending, as was the case in the Part B Drug Payment Model,
fails to recognize how costs are incurred across the continuum of care and patient journey. For example, models
that seek to improve medication adherence and increase use of testing to identify the most effective drug
treatment would likely reduce down-stream costs, such as hospitalizations due to non-adherence or costs
incurred because of disease-progression while the patient was not on the most effective treatment regimen.
We also strongly support PhRMA’s recommendation that CMMI preserve the underlying structural aspects of the
Medicare and Medicaid programs that are effective and preserve beneficiary access. Specially, the fundamental
design of the competitively bid Part D benefit, the Part D classes of clinical concern, the market-based Average
Sales Price (ASP) system for Medicare Part B drugs, and the Medicaid rebate statute should be preserved.
Finally, we would like to thank CMS for including a strong set of principles for CMMI models in the RFI, including
choice and competition in the marketplace, small scale testing, voluntary participation, and a transparent model
design and evaluation process. As recommended by PhRMA, we believe these principles should be expanded on
and codified in rulemaking to allow for transparency in the model development and execution phases.
III.

Conclusion

AstraZeneca greatly appreciates the opportunity to provide these comments. We look forward to continued
engagement with CMS to explore ways to improve the health of Medicare and Medicaid beneficiaries. If you have
any questions or would like additional information on these or any other related topics, please contact Christie
Bloomquist.

Sincerely,

Christie Bloomquist
Vice President Corporate Affairs, North America

3

November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services US
Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
Re: CMS Innovation Center New Direction Request for Information
Submitted electronically via CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma,
The relationship between CMS’s value-based payment programs and the physician burn-out
rate grows stronger every day. One of athenahealth’s clients, a family practice physician based
in Colorado, described the problem to us recently with this example:
“CMS might create a new requirement that adds just one minute of documentation to a
patient visit. One minute does not sound so bad—it’s almost negligible on its own. But if I
see 100 patients in a week, that task is now adding over an hour and a half of total work
to every week. And when you add up all of the requirements that create just another
minute, or even just a few seconds, of additional administrative work, it’s easy to
understand why clinicians are spending significant portions of each week on tasks
unrelated to direct patient care.”
CMS is not the sole source of administrative burden for clinicians. However, as the largest
purchaser of healthcare in the nation, CMS must be—and in fact already is—leading the
charge to reverse the trend of mounting administrative work that detracts from patient care.
The principles outlined in this request for information chart the course in the right direction.
As the CMS Innovation Center looks at how to better fulfill its unique role in the agency’s
initiative to put patients over paperwork, we believe that athenahealth’s insight into our
clients’ experiences provide an important perspective on those principles.
As a partner to hospital and ambulatory clients, athenahealth has for over twenty years been
committed to removing the obstacles that prevent clinicians from focusing on patient care.
We provide medical record, revenue cycle, patient engagement, care coordination, and
population health services to our network of over 106,000 clinicians and 100 million patients.
Our single instance, multi-tenant, platform allows us to perform administrative work at scale,
including all of the back-office work needed for success under CMS’s various quality and valuebased payment programs.

Accordingly, we recommend that CMS consider incorporating the following four areas in its
guiding principles:
I.

Partner with the Office of the National Coordinator for Health IT (ONC) to ensure a solid
foundation of IT infrastructure that works for evolving care models

One of the biggest threats to the successful transition toward value-based care stems from a
program that most people have not heard of: ONC’s EHR Certification Program. Today, a strong,
innovative, and ever-evolving IT infrastructure is the key to success in every sector of our
economy, but healthcare lags decades behind. The current EHR certification paradigm
contributes to inefficient clinical workflows, lack of innovation, difficulty in information sharing,
and the increasing rate of physician burnout. And yet, virtually all CMS and Innovation Center
models (Shared Savings Programs and the Comprehensive Primary Care Plus program, for
example) incorporate a requirement that clinicians use an EHR that has been certified to criteria
having little or nothing to do with those models.
When the first edition of EHR certification criteria was unveiled, it closely aligned with what
providers were expected to demonstrate in CMS’s Meaningful Use program. Unfortunately,
certification requirements have strayed further from their intended purpose with each
subsequent stage, prescribing functionality that fails to empower and enrich the experience of
EHR users. In fact, 32 of the 68 requirements in the 2015 ONC Certification rule do not
correspond to any Meaningful Use measure. There is even less of a connection to other valuebased programs.
The growing division between EHR certification, CMS programs, and clinician demands
presents an opportunity for CMS to better partner with ONC to ensure that CMS’s attempts to
reduce regulatory and administrative burden are not hampered by an unchanged certification
program. Given the Innovation Center’s scope, it is in an excellent position to help shape a
certification program that promotes a variety of IT tools—not just EHRs—that meet the
evolving needs to clinicians transitioning to value-based models.
The answer is more than a mere updating of ONC’s certification requirements or broadening
of the technology under its scope. A program that dictates specific technology features and
functionality will inherently limit innovation and fail to support future iterations of payment
programs. CMS could execute perfectly on its patients over paperwork and meaningful
measures initiatives, but none of those gains will be felt if clinicians are still operating on an IT
infrastructure designed by government regulation.
II.

Improve data access for clinicians participating in Innovation Center models

It is unreasonable to hold clinicians accountable for the cost and quality of care delivered to
their patients while the data on such cost and quality remains locked in a vault or inaccessible
until months after it is relevant. To achieve the shared goal of better care at lower costs, the

Innovation Center should work to ensure that CMS information systems support various
program participants and their technology partners with the data necessary to succeed. At a
minimum, CMS beneficiary claims data should be more readily available in real-time to
clinicians caring for those beneficiaries. The federal government cannot pursue providers who
refuse to share patient information as “information blockers” while it engages in exactly the
same behavior to the detriment of over 58 million patients.
Broader access to CMS claims data would help clinicians identify clinically effective
treatments, coordinate care with other providers treating the same patient, improve
population health, and more accurately and efficiently document quality measures. Current
CMS policy creates unnecessary barriers to obtain and use paid claims data, leaving a valuable
resource to control healthcare costs untapped. The Innovation Center’s guiding principles of
patient-centered care and benefit design and price transparency will ring hollow so long as this
data remains difficult to access and use.
We recognize that real-time feedback may not be feasible in the near-term and suggest that
CMS strive to give clinicians digestible feedback on at least a quarterly basis. Aided by timely
data, clinicians will be more likely to embrace Advanced Alternative Payment Models and
other new models.
III.

Engage in true regulatory reform, not regulatory avoidance, especially for small and solo
physician practices

The Affordable Care Act and Medicare Access and CHIP Reauthorization Act (MACRA) present
CMS with a considerable challenge: the agency must fulfill significant legislative requirements
regarding quality improvement and cost containment without creating a regulatory landscape
that is unsustainable for clinicians. Those objectives are often diametrically opposed, and to
date CMS has navigated this complex environment through regulatory discretion and
increasing exemptions.
These pauses and exemptions, particularly under MACRA for small practices, are necessary.
However, it is crucial that CMS create simple and scalable programs in the long-term. If the
exemptions and ramp-up phases do not create a clear transition path for any practice size or
specialty to fully implement CMS programs, we risk an un-level playing field where valuebased programs are available to large healthcare institutions while independent practices and
hospitals are left behind through exemptions.
athenahealth consistently hears from our small practice and community hospital clients that,
while they can’t survive the ever-mounting burden of government programs—they simply do
not have the 59 full time employees that the average community hospital needs to devote to

regulatory compliance1—they do not want to be permanently excluded from the transition to
value, either. We encourage the Innovation Center to test models of care and support valuebased programs so that the current environment of exemptions and artificial boosts for small
practices is a means to an even more desirable end: simple yet meaningful programs that
reward high-quality care without hours of burdensome reporting and compliance
requirements.
Not only do our clients not want to lose the opportunity to establish themselves as highquality providers, they also are frustrated by the lack of certainty that comes with annuallyauthorized exemptions. For example, while many clinicians breathed a sigh of relief when the
increased low-volume exemptions under MACRA were finalized for 2018, it is impossible for
practices, hospitals, or their IT vendors to engage in any sort of long-term planning to improve
clinician support when the rules of road are set only a few months in advance. Therefore, in
addition to ensuring that value-based programs are reformed to be simple and scalable, CMS
must also strive for stability and predictability to enable clinician success.
IV.

Ensure fraud and abuse waivers for value-based models account for the entire healthcare
ecosystem and are scalable and flexible to account for a variety of implementations

In response to this request for information, the Innovation Center will no doubt hear from
many stakeholders about the need for broader waivers from fraud and abuse laws, including
the Stark Laws, Anti-Kickback Statute, and Civil Monetary Penalty Statute. We support those
comments. These fraud and abuse laws were created to protect against the perverse
incentives inherent in a fee-for-service reimbursement framework, and in many contexts they
prohibit the exact behaviors that value-based models require. Waivers are frequently required
where clinicians share financial accountability for patient care.
In creating new waivers, the Innovation Center should consider the following:
First, there must be a framework that allows for small scale tests of new models without
requiring one-off waivers of fraud and abuse laws for each model. To that end, we encourage
the Innovation Center to consider safe harbors or other permanent and scalable policy
solutions that clarify desirable behaviors in value-based models, while maintaining protections
against abuse.
Second, fraud and abuse law waivers should be sufficiently flexible to allow for a variety of
participants and implementations. For example, the Innovation Center may test new risksharing arrangements anticipating participants that are healthcare providers, but the rules and
waivers of that program should not inadvertently preclude risk-sharing with health IT vendors
1

Regulatory Overload: Assessing the Regulatory Burden on Health Systems, Hospitals, and Post-Acute Care
Providers. American Hospital Association, Oct 2017. http://www.aha.org/content/17/regulatory-overloadreport.pdf

or other third parties providing services under the arrangement. Similarly, parties may want to
leverage innovative payment structures, such as transaction-based pricing for IT or care
coordination services, and waivers should not be dictate specific payment arrangements.
Over the past several years, the biggest complaint that could be lodged against the Innovation
Center was that, while it had the right objectives, its overly-prescriptive programs
unintentionally stifled innovation by ensuring that the only way of achieving a particular aim
was the way envisioned by those drafting the rules. As the Center seeks to chart its new
direction, athenahealth encourages policies that acknowledge that there will always be a
variety of legitimate paths toward the stated objective. Fraud and abuse law waivers should
be crafted with that reality in mind.
athenahealth appreciates the opportunity to provide input on the Innovation Center’s new
direction. We look forward to continued dialogue with your office and would be happy to
discuss any of our input with you or your staff.
Sincerely,

Stephanie Zaremba
Director, Government Affairs
athenahealth, Inc.

TO: Acting Director Bassano
FROM: Atlanta Regional Collaborative for Health Improvement
CC: Mayor Kasim Reed, City of Atlanta
November 20, 2017
RE: Innovation Center New Directions
The City of Atlanta recently partnered with the World Economic Forum and key leaders from
the metro Atlanta health community to improve health outcomes through data sharing,
benchmarking across institutions, implementing standard interventions and the development
of value-based payments. Convened by Mayor Reed, these health systems, insurers, local
governments, major employers and community based organizations have spent the last eight
months designing a pilot initiative to improve quality of life and reduce unnecessary utilization
for heart failure patients in the metro area. These diverse and committed stakeholders from
every major health entity in the metro area share many of the values and guiding principles
recently articulated by the Center for Medicare and Medicaid Innovation.
The Atlanta Value-Based Heart Failure Project is exactly the type of local innovation that should
be supported by the new direction of CMMI. Embracing many of the same principles, the
Atlanta project:
•

•
•
•
•
•

•

Puts patients at the center of the broad system of care, making it a priority to standardize and
analyze patient reported outcomes and supporting interventions that span beyond the clinical
setting into the patient’s home and community
Benchmarks outcomes across institutions to increase the transparency and competition among
the region’s health systems
Employs evidence based interventions in both the clinical and community based settings
Begins with a pilot and a commitment to a rapid evaluation and learning cycle so that key
lessons and insights can be immediately deployed, tested and the work can be scaled
Will track data through the first years to develop a value-based payment model to sustain the
effort and share savings in the subsequent years
Draws on the expertise of a wide range of local stakeholders including expert clinicians, payers,
employers, academic institutions and community based organizations representing diverse
sectors in transparent model design
Integrates lessons learned from across the country and around the globe

phone 404.413.0288

web archicollaborative.org

address 55 Park Place, 8th floor, Atlanta, Georgia 30303

The Atlanta pilot was launched October 5, 2017 and will run for five years. The first phases
focus on standardized data collection and by the end of 2018 the pilot will incorporate an
evidence based care transition intervention that reinforces a seamless system of spanning the
acute, rehabilitation and community settings. Progress and results will be evaluated quarterly
to immediately process lessons learned into the pilot, resulting in the information, relationships
and service infrastructure that will support a value-based payment model in the last phase of
the project. ARCHI (Atlanta Regional Collaborative for Health Improvement) and the American
Heart Association are proud to serve as the project leadership team for this work.
CMMI should support this and other locally designed innovations. When regional leadership
can generate unprecedented commitment to a multi-system, multi-year collaboration, CMMI
can be an invaluable partner-- providing support during the design and initial benchmarking
phases and funding to jump start the innovation.
Thank you for the opportunity to provide input and for CMMI’s continued commitment to
innovation and driving our country’s system to produce the best health outcomes.
If you would like more information about the work underway in Atlanta please contact, Kathryn
Lawler, Executive Director of ARCHI.

phone 404.413.0288

web archicollaborative.org

address 55 Park Place, 8th floor, Atlanta, Georgia 30303

November 20, 2017
The Honorable Seema Verma
Administrator
U.S. Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
On behalf of Aurora Health Care, Inc. (Aurora), I appreciate the opportunity to submit comments in
response to the Request for Information (RFI) on a new direction for the Centers for Medicare and
Medicaid Innovation (CMMI).
Aurora is a not-for-profit integrated delivery network based in Milwaukee, Wisconsin, serving
100 communities in the eastern third of the state through 15 hospitals, a physician practice comprised of
1,432 physicians, 72 pharmacies, Wisconsin’s largest home health organization, and one of the state’s
largest intern and resident programs. We are dedicated to delivering innovations to provide the best
possible care today, and to define the best care for tomorrow. Based on this mission, we strongly
support efforts by the CMMI to transform our nation’s health care system and test innovative delivery
reforms. The following outlines our recommendations to the CMMI, which are based on our own
experience in developing, implementing, and successfully achieving quality and cost reforms that have
improved care for our patients. I welcome the opportunity to further engage with CMMI and ensure a
successful path forward for the testing and development of new care models.
INTEGRATED DELIVERY SYSTEMS ADVANCE VALUE-BASED HEALTH CARE
Integrated delivery systems such as Aurora are leading the way in adopting innovative care and payment
models to help transform our health care system away from one that is based on fee-for-service to one
that incentivizes and rewards value and bends the cost curve. Aurora is helping to drive this important
transformation by pioneering and succeeding in alternative care delivery models based on population
health management strategies, preventive services, and patient-centered approaches. Aurora’s service
area includes over 100 communities and extends into both highly urban and rural settings. Our
caregivers touch the lives of millions of diverse patients across a large geographical area, which
provides us with an opportunity to improve the health outcomes of the unique patient populations we
serve.
Our work with and commitment to alternative delivery reforms is highlighted below. While we
appreciate that the CMMI is looking for a new direction, we also believe that it should continue to build
off of its current progress and learn from the successes of existing models. CMMI should therefore see
this as an opportunity to highlight and further advance what is working well, which, in our experience,
are models that promote integrated and coordinated care systems.

As an example, Aurora was an early and successful participant in the Medicare Shared Savings Program
(MSSP). Our Accountable Care Organization (ACO) earned high quality ratings (with a score of
95.31%) and shared savings of nearly $3 million. By leveraging our integrated delivery system to
manage patient care transitions, we were able to reduce costs by $200 per beneficiary (from $7,500 to
$7,300) in 2015. We are now moving to the Track 3 Medicare Shared Savings Program model, and
expect that we will continue our success under this more advanced stage of the program. Aurora has
also developed a commercial ACO with Anthem Blue Cross and Blue Shield that allows us to exchange
clinical data, co-manage patient cases, and enhance health outcomes. Like our Medicare ACO, this
model has proven successful and enhanced quality while reducing costs.
Our integrated system has also allowed us to develop and test unique models that focus on patients with
high costs diseases, specifically heart failure and chronic obstructive pulmonary disease (COPD).
Aurora launched two predictive analytic pilots seeking to reduce hospital admissions and readmissions
for these patient groups. By using care coordinators embedded in our primary care clinics and reaching
out proactively, Aurora was able to help patients take active ownership of their treatment and health
status. We experienced considerable success under these models, reducing our congestive heart failure
related admissions by 60% in a two year period and our COPD related admissions by 20%. Aurora
earned national recognition for this work, receiving the 2015 Optum & American Medical Group
Association (AMGA) Award for Innovation in Population Health.
Because we are an integrated system, we can also more effectively address cost concerns and improve
overall patient care. For example, we are able to group physician, hospital, lab, pharmacy, and other
medical claims for specific diagnoses to calculate the entire cost of treatment. With this information, we
are able to eliminate redundant tests, unnecessary office visits, and other costs to our systems. We are
also able to standardize quality measures across our care systems to better track and realize value for our
patients. This has allowed Aurora to achieve top performance in quality reporting programs, such as the
former CMS Hospital Quality Incentive Demonstration Program, while also developing unique
programs for our patients, like our on-time discharge program that attained improvements across our
facilities. Additional detail on our innovative care models is provided as an attachment to this letter.
Our experience has found that these next-generation delivery and payments models are most
feasible in highly organized, integrated systems of care, and that CMMI should work with these
systems to advance change.
REMOVE EXISTING BARRIERS TO VALUE-BASED HEALTH CARE
While we have achieved success under current models, we do believe that there are specific actions
CMMI could take to improve participation and guarantee progress. As a starting point, we believe
that CMMI models should address three key challenges in our current health care system:
coverage/access, affordability, and overall value.
Without addressing these key issues, we believe that patients will not be able to obtain the necessary
care, health providers will be unable to improve, and our nation’s health care system will not progress.
With respect to coverage and access, patients need to have a convenient way to obtain high quality care,
which ties hand in hand with the ability for our patients as well as employers, state, and federal
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governments to afford the services and treatment provided. Incentives provided by CMMI should move
away from paying for more and start paying for value, particularly focusing on wellness, prevention, and
rewarding collaboration across health care stakeholders. We urge CMMI to focus on the optimal
management of patient groups according to their risks and needs, rather than trying to manage every
group of people in the same way—acknowledging that those with chronic diseases have different needs
than healthy individuals.
Our experience has also shown that a main factor in improving care is the ability to manage
patients within a defined network. Models where physicians and providers are unable to coordinate
patient care to ensure high quality treatment create significant challenges and force entities to take on
risk that is outside of their control or influence. Success occurs when systems directly manage the care
of their patients and can proactively work to improve outcomes for their populations. Trying to adopt
changes in an environment that lacks coordination simply is counterintuitive and deters practices from
adopting new models.
Lastly, the lack of actionable and timely data continues to be a barrier to innovation. Improvement
cannot occur if we do not have access to current information about quality and costs. Existing data
provided to models is often over a year old and fails to capture what change is occurring as well as areas
where there are opportunities for growth. In particular, we urge efforts to improve interoperability
across care settings, especially in post-acute care sites where electronic health records (EHRs) are still
not fully implemented. We also believe that efforts should be made to improve patient matching, which
is critical for tracking and evaluating improvements in quality and costs.
GUIDING PRINCIPLES FOR NEW CMMI MODELS
We generally support the principles outlined in the RFI but believe that CMMI should evaluate if
models are truly reforming our health care system. This would require a focus on coverage, access,
affordability and overall value. In particular, we believe CMMI should include a focus on
population health to assess changes that are occurring on a broader scale and avoid further
segmenting findings by payer type.
We also believe CMMI must reform program integrity requirements. A predictable and reliable
regulatory system is a perquisite for all new models; however, both the Stark Law and Anti-Kickback
Statute have created uncertainty that prevents practices from adopting changes that improve care quality
and reduce costs. While these laws were intended to protect patients and the Medicare program, both
are essentially having the opposite effect. Specifically, these laws prevent physicians and hospitals from
working together to effectively coordinate care—the antithesis of value-based models that require
collaboration across our health care system.
CMMI statutory authority under section 115A(d)(1) of the Social Security Act authorizes waivers of
these fraud and abuse laws, and CMMI has implemented flexibility for certain models in the past.
However, not all model-specific waivers are available to all participants, adding complexity. To expand
participation and interest in new models, we believe that CMMI should ensure participants are not in
constant fear of violating these overly complex program integrity requirements. Models developed by
CMMI should include permanent waivers and exceptions to allow for improved care coordination. Such
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clarity would allow participants to focus on enhancing quality and reducing costs without being forced
to allocate resources and time to outdated compliance burdens or fear that they can only make temporary
changes that will be undone after a short period. Where possible, CMMI should apply waivers across all
those involved in a model and provide clarity about what flexibility will be provided. Aurora urges
CMMI to make program integrity reform a major priority in its efforts to help accelerate the
adoption and implementation of value-based payment.
In particular, we ask the CMMI consider waivers to two restrictions that greatly limit innovative care.
The first is related to prohibitions on physician compensation arrangements. Practices need ways to
incentivize physicians but are prevented from doing so as a result of existing requirements that prohibit
physicians from sharing in the benefits they achieve. Importantly, the Office of the Inspector General
has suggested additional flexibility in this space, but we continue to believe more could be done to drive
innovation. Likewise, we encourage CMMI to address barriers in providing transportation services for
patients that need such assistance. We believe many models could benefit from relaxation of these
requirements and encourage CMMI to more broadly address these barriers.
We also want to highlight that provider choice in entering these arrangement is necessary. CMMI
models should be voluntary, as it requires significant dedication and resources from participants to make
the necessary changes to transform care. Choice also ensures that entities can select which models best
fit their patient populations and that ongoing efforts are not disrupted by new mandatory requirements.
FOCUS AREAS FOR POTENTIAL MODELS
As Aurora has worked to establish alternative payment models (APMs), we have been able to identify
areas where we believe there is opportunity to expand CMMI efforts to further improve care quality and
reduce costs. The following outlines specific areas that we believe CMMI should address in upcoming
models. We encourage CMMI to test models in the following focus areas that would qualify as
Advanced APMs.
1. Leverage the strengths of integrated delivery systems and care coordination
Aurora has proven that clinical integration increases quality and efficiency. We’ve demonstrated at
Aurora that physicians’ use of evidence-based clinical guidelines, a key element of integrated
delivery systems, are positively associated with better clinical quality and better efficiency.
Research shows that a physician with higher levels of clinical integration processes and higher insystem utilization has even higher clinical quality outcomes. These results suggest that clinical
integration is effective through parallel strategies of clinical integration process implementation and
in-network utilization that can be coordinated within an integrated delivery system.1 We would
discourage CMMI from developing models that further segment our health care system. Based on
this evidence we would encourage CMMI to adopt the following models as Advanced APMs.
1

Falvey, P.D. (2017). The Effectiveness of Clinical Integration: The Relationship between Evidence-based Clinical
Processes, In-network Utilization and Clinical, Service and Efficiency Outcomes (Unpublished doctoral dissertation,
University of Alabama-Birmingham).
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Integrated telemedicine and health information technology models:
One reason CMMI should focus on integrated systems is our ability to highlight technology to
coordinate care. Our integrated EHR system and standardized quality reporting can more effectively
track and benchmark care improvements and costs. CMMI could further incentive new uses of
innovative technology or enhance the use of telemedicine within coordinated care systems. Aurora
would be particularly interested in models that use telemedicine to provide care for elderly or
geriatric patients or allow the use of telemedicine to meet specific program requirements, like the
Medicare Advantage annual visit.
Multi-payer models:
Models that focus on integrated systems can also more easily address multi-payers. For example,
Medicare Advantage (MA) offers several opportunities that may assist in expanding participation in
APMs, especially since participants can more easily track both payment and patients. CMMI should
consider ways it could replicate patient attribution under MA for other payers and include it in future
models.
We are also encouraged by CMMI’s consideration of Medicaid-focused models based on state and
local innovations. Aurora would be very pleased to help leverage our successes at these levels in
improving quality and reducing costs to implement them at the national level. Our provider-led
coordination model, called Coverage to Care, is one example. This program is helping to alleviate
the serious problems of overcrowded emergency departments (EDs) and patients presenting in these
settings for non-emergency needs. To help solve this misuse of resources, Aurora Coverage to Care
provides a comprehensive approach to care management for patients at risk for high ED utilization.
Patients who overuse the ED (11 visits in 12 months) are identified. An Aurora social worker
uncovers the reasons for the ED use and develops a plan focused on health care literacy, advocacy,
coordination, and medical home. This plan can include solving transportation or child care issues,
making referrals to appropriate community resources, connecting with health management
organizations (HMOs), and providing options for primary care. Social workers may even
accompany patients on their doctor visits to help ensure the visits are successful. After six months,
patients are transitioned out of the program. Of the 194 patients studied since the program’s launch
in 2015, we tracked a 39% decrease in ED visits and a 51% decrease in ED charges at Aurora Sinai.
At Aurora St. Luke’s, we documented an even greater decrease – 68% decrease in ED visits and
80% decrease in ED charges. Aurora would strongly support policies at the federal level to
incentivize provider-led coordination activities that target high-utilizers of care, help patients
understand and navigate the health care system, and lower costs for enrollees in the Medicaid
program.
2. Post-acute care models
To drive true care coordination, CMMI models need to address post-acute care settings, especially
home health, skilled nursing facilities (SNFs), and the transitions to these sites of care. We know
that much of the spending that occurs in our health care system is tied to treatment at these facilities;
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yet, models continue to mainly focus on inpatient care. An area CMMI could particularly address is
the admission criteria across these different post-acute settings, including requirements to meet the
definition for home-bound and inpatient stay requirements. CMS has previously waived one such
regulatory obstacle, the SNF three-day stay, for certain ACOs and bundled payment initiatives.
However, we urge further regulatory flexibility for entities testing new payment and care models in
these settings.
Models in post-acute care should also look to coordinate across payers, rather than only focusing on
Medicare. This approach would create more comprehensive reforms that can address improvements
in costs and quality more broadly. We also encourage these models to promote the use of
telemedicine and other innovative technology, as care coordination in post-acute care settings is
often challenging due to the lack of EHRs and barriers to interoperability. Models developed by
CMMI could help work to reduce these barriers and improve the exchange of clinical information.
3. Models to address patients with multiple comorbidities
CMMI should also consider models that address patients with multiple comorbidities. Current
arrangements focus solely on one payer or disease state rather than concentrating on patients who are
the highest users of the health care system. We urge CMMI to develop models that take a broader
approach by focusing on patients with three or more chronic medical problems. These individuals
are typically the sickest and should therefore be a main focus for any improvement activities. This
recommendation also aligns with our second focus area, as many of these patients require innovative
ways to coordinate care across post-acute settings. As previously recommended, we also believe
that models addressing complex patients should include efforts to coordinate across payers and
promote innovative uses of technology.
We encourage CMMI to test models in the specific focus areas identified above and qualify these as
advanced APMs to promote greater implementation and adoption of them across the nation. We would
welcome the opportunity to work with CMMI to further develop these models to improve care and
reduce costs for patients.
ADDITIONAL CONSIDERATIONS: SUPPORT PTAC RECOMMENDATIONS
Lastly, with respect to increasing participation and developing innovative models, Aurora also
recommends that CMMI further collaborate with the Physician Focused Payment Technical Advisory
Committee or PTAC. The PTAC process avoids a top-down approach to developing new care models
by allowing providers to submit their own ideas for consideration. This process has invited models from
a diverse number of stakeholders. Proposals then undergo a thorough evaluation process from
independent clinical experts and stakeholders to test the model design and evaluate its potential. While
numerous stakeholders have submitted innovative ideas, the post PTAC review process, including
consideration for implementation by CMMI, remains unclear. To encourage innovation, we believe
CMMI should work to leverage the PTAC. We recommend clarifying the review process as well as
allowing PTAC to provide technical assistance to model developers to encourage new ideas to reform
our nation’s health care system.
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Conclusion
Aurora appreciates the opportunity to provide our comments to CMMI. We strongly support efforts to
drive quality improvements and cost reductions in our nation’s health care system through carefully
crafted and properly designed payment and reimbursement models. We stand ready to work with
policymakers to promote and further improve the design of value-based payment. Should you have any
questions, please feel free to contact Anthony Curry.
Thank you in advance for your consideration.
Sincerely,

Nick W. Turkal, MD
President and CEO
Aurora Health Care

Centers for
  Medicare

 and Medicaid

 Services (CMS)
CMS Innovation

 Center
VIA ELECTRONIC

 MAIL

 – CMMI_NewDirection@cms.hhs.gov

Dear Centers

 for
  Medicare

 and

 Medicaid

 Services,

Thank you for the opportunity to respond to the Centers for Medicare and Medicaid
Services (CMS)’ informal Request for Information (RFI), on the strategies1 which its Center
for Medicare and Medicaid Innovation (CMMI) will use to promote patient-centered,
cost-effective care that improves outcomes for consumers. The Autistic Self Advocacy
Network (ASAN), a 501(c)(3), non-profit organization, is the nation’s leading self-advocacy
organization by and for autistic people ourselves. For more information on ASAN, you can
visit our
  website

 at:
  http://www.autisticadvocacy.org.
ASAN appreciates CMS’ continued commitment to facilitating access to quality health care
and long term services and supports that support the independence of people with
disabilities. There are more than 3.5 million autistic Americans, and many of us will make
use of Medicare or Medicaid at some point during our lives. State Medicaid programs,
through their use of Section 1915(c) home and community-based services (HCBS) waivers
and demonstration programs under Section 1115, have created innovative ways of
delivering invaluable services (including long term physical and behavioral health care and
help finding employment) that allow many people with disabilities to be fully integrated
members of the broader community of people without disabilities.
ASAN supports the intent behind CMS’ new Guiding Principles for CMMI, which aim to
“promote patient-centered care” and “drive quality, reduce costs, and improve outcomes”
for all Americans served by Medicare and Medicaid. ASAN’s additional comments suggest
how CMMI can ensure its models are accessible and address the outcomes that matter most
to people

 with

 developmental disabilities.

For Focus Area 1, “Expanded Opportunities for Participation in Advanced Alternative
Payment Models (APMS),” CMMI should facilitate participation of people with the
specific disabilities or medical conditions affected early in the development of APMs.

1

 CMMI

 refers

 to
  these strategies, along

 with

 its
  new

 Guiding

 Principles,

 as
  its
  “New Direction.”

ASAN has long advocated for greater transparency at CMS and increased engagement of
stakeholders — particularly Medicare and Medicaid beneficiaries with disabilities — when
developing new

 ways

 to
  pay

 for
  and

 deliver

 Medicaid

 services,

 including

 APMs.

ASAN recommends that CMMI establish meaningful ways for people with disabilities to
contribute directly to the development and testing of APMs. For example CMMI could
create advisory councils or stakeholder engagement groups for each new payment model
that meet before the model is finalized, where expert physicians, providers, payers, and
especially people with the specific conditions or disabilities affected by the payment model
can examine initial drafts of the planned model and make recommendations.2 CMMI should
also create a consistent, formal public comment process (similar to this RFI) for each
3
model, enabling

 the
  affected

 population

 to
   proactively

 provide

 suggestions.

ASAN emphasizes the need for CMMI to obtain input on what outcomes people with the
conditions or disabilities affected consider valuable and important. Payment models that are
value-based will benefit patients to no greater degree than the standard fee-for-service
model if the outcomes these models support do not actually improve the population’s
health, independence, or life course. When people are asked to predict which factors would
matter most to them in the case of a hypothetical disability or illness, they often make
predictions that are different from the answers of people who actually live with that same
disability or illness. However, although people with illnesses and/or disabilities are in the
best position to comment on which health services or outcomes actually matter to them,
they are
  routinely

 denied

 the
  opportunity

 to
  provide

 input.

People with disabilities in particular are often excluded from the public engagement and
model development processes, even though we utilize Medicare and Medicaid services at
high rates. People with disabilities may have unique needs which, if our opinions are not
considered early in the model development process, will not be met. ASAN recommends
that CMMI specifically conduct outreach directed at people with disabilities.
Additionally, we recommend that CMMI take steps to ensure that all of its public-facing
documents are accessible to people with disabilities. CMMI should translate all materials
into plain language, i.e. language that is easily understood by a lay person, well-organized,
and written using common words rather than in words more commonly used by
specialists. Pursuant to Sections 504 and 508 of the Rehabilitation Act, it should also ensure
 See

 Partnership to Improve Patient Care, White Paper: A Roadmap to Increased Patient Engagement at
CMMI 7, 12, 14 (Dec. 7, 2016),
http://www.pipcpatients.org/uploads/1/2/9/0/12902828/pipc_cmmi_white_paper_-_a_roadmap_to_increas
ed_patient_engagement_at_cmmi.pdf.
3
 Partnership to Improve Patient Care at 4, 8, 16 (using an example of a time that CMMI did properly
 See

elicit feedback from stakeholders on one of its models, the Comprehensive Primary Care Initiative, to
show what CMMI should do more consistently).
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that all information on APMs is available in multiple formats, including screen reader
accessible formats, large print, formats with pictures and graphs, and Braille.
Regarding Focus Area 2, ASAN strongly supports improving patient-centered,
consumer-directed care. CMMI should increase the accessibility of information
comparing different healthcare services and plans. CMMI should obtain input from
people with disabilities at every stage of the model development and testing process
and base its models on the outcomes that matter most to people with disabilities,
including community

 integration

 and

 autonomy.

Medicare and Medicaid consumers will be unable to make choices about what kind of
healthcare they want to receive, and unable to “drive change in the healthcare system
through their choices,” as contemplated by CMMI, if they do not understand what options
are available. Many people have relatively limited information on the health care options
available to them. People with disabilities, particularly people with communication-related
or cognitive disabilities, often have even less information available to them due to the
inaccessibility of information materials in much of the healthcare marketplace. They may
be unaware of their physician’s or long term services and supports provider’s participation
in an APM or other value-based payment model. In order for CMMI to facilitate the creation
of a consumer-driven health care system, it must take steps to ensure that the information
on that system is cognitively and physically accessible to all

We encourage
 consumers.
CMMI to pilot and evaluate public reporting and educational strategies that help consumers
make informed healthcare decisions. These strategies could include use of care navigators
4
and development

 of
  best practices

 for
  reporting

 on cost and quality

 to
  consumers.

CMMI must take specific steps to involve consumers with disabilities at every stage of the
payment model development and testing process. In addition to informal outreach (in the
form of public comment periods, stakeholder forums, etc.) CMMI should create patient
advisory panels and workgroups made up of people with disabilities. These advisory
panels or workgroups could evaluate both whether the proposed models would improve
the health outcomes that matter to people with disabilities, and later whether early
demonstrations were

 successful.


4

One example of promising practices is presenting easy-to-understand information on quality alongside
cost information. People who lack information on quality may pick a treatment that costs more over a
treatment that costs less because they assume that a treatment that costs more is of higher quality. A
2012 study found that if information on cost was presented alongside easy-to-understand information on
quality, and the information highlighted treatments which were low-cost but of high quality, people were
more likely to pick those options. Judith H. Hibbard et. al., An experiment shows that a well-designed
report on costs and quality can help consumers choose high-value health care, 31 Health Affairs 560,
560-68 (2012).

ASAN recommends that all models developed and tested by CMMI include social
determinants of health, including the beneficiary’s integration into the community, as an
outcome that eligible health care providers can receive incentives for improving. Studies
have consistently shown that people with disabilities who are more independent and
better integrated into the community, regardless of the particular disability or degree of
disability, have better health and use fewer healthcare resources.5 Community integration
therefore improves

 quality

 while

 reducing

 costs,

 a  major

 goal

 of
  this

 RFI.

For example, providers could be required to track and report on whether the beneficiary is
living in the community or in an institution, whether the beneficiary is employed in the
competitive workforce, whether the care is delivered in the most integrated setting
appropriate, and whether the beneficiary can better manage any co-occurring chronic
medical conditions.

 Providers

 could

 be
  offered

 incentives

 for
  better

 outcomes.

With respect to Focus Area 6, “State-Based and Local Innovation, including
Medicaid-focused Models,” ASAN supports Section 1115 demonstration programs
that promote community integration and competitive integrated employment for
people with disabilities. CMMI should promote innovative means of delivering
long-term services and supports for people with disabilities and should avoid
models that create barriers to care for people with low incomes or intensive and
complex needs.

One example of a successful demonstration program is Tennessee’s Employment and
Community First CHOICES Program, a Section 1115 managed care program that delivers
managed long term services and supports to people with developmental disabilities.
Employment First CHOICES maximizes access to competitive integrated employment by
aligning outcome-based incentives toward community integration and employment. ASAN
recommends that CMMI encourage the states to develop similar innovative programs that
meet their specific needs.
ASAN cautions against the approval or promotion of State-led models that tend to shift
costs towards consumers. For instance, most available research shows that imposing
premiums on low-income individuals, or forcing them to contribute to health savings
accounts, does not improve health outcomes and does not significantly change consumer
behavior. In fact, it tends to lead to increased emergency room utilization by low-income
  For
  an example of such studies, see Michael L. Wehmeyer & Michelle Schwartz, Self-Determination
and Positive Adult Outcomes: A Follow-Up Study of Youth with Mental Retardation or Learning
Disabilities,  63 Exceptional Children 245, 245-55 (1997) (finding that youth with disabilities with greater
self-determination were more likely to experience better adult outcomes); Brian P. O'Conner & Robert J.
Vallerand, Motivation, Self-Determination, and Person-Environment Fit as Predictors of Psychological
Adjustment Among Nursing Home Residents,  9 Psychology and Aging 189, 193 (1994).
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individuals and vulnerable people who fail to pay the premium.6 Additionally, programs
that confer benefits to individuals who adopt what the program considers “healthy
behavior,” or require individuals to follow a specific diet or wellness program, effectively
penalize low-income people and people with disabilities (who may have difficulty adhering
to the demands of the program due to environmental factors or factors related to their
disability) despite inconsistent evidence7 on whether these models improve beneficiary
health.
CMMI must also take care that its value-based programs do not solely base receipt of
rewards by providers on high relative performance without considering improvement. This
would disincentivize providers from providing high-quality services to people with chronic
health conditions or significant support needs, who may consistently have poorer health
outcomes and higher healthcare costs than patients with lower support needs. People with
developmental disabilities like autism, for example, may have poorer health outcomes than
average, even if we receive high-quality care. CMMI should instead implement performance
measures and risk adjustment strategies that acknowledge that improving health markers
for some patients may be difficult, while rewarding providers that do manage to improve
the way they deliver services or the quality of the services provided.
With respect to Focus Area 7, “Mental and Behavioral Health Models,” ASAN
recommends use of models that: (1) reimburse providers for addressing the
non-medical health-related social needs (HRSNs) of beneficiaries; (2) fund
evidence-based supported employment services; and (3) prioritize voluntary,
community-based, outpatient mental health treatment. CMMI should ensure that
these models improve outcomes for all
beneficiaries,

including people with other

co-occurring disabilities.

Mental health is closely linked to successful integration into one’s community. Integration
into the broader community and the opportunity to fulfill societal roles is, according to the

 In
  the Healthy Indiana Plan, which places people on Medicaid

 who

 fail
  to
  pay

 a premium on a basic, less
comprehensive plan that utilizes copays, Indiana found that people on the basic plan were more likely to
utilize emergency rooms for both emergency and non-emergency care. Lewin Group, Indiana Healthy Indiana

6

Plan 2.0: Interim evaluation report.
https://www.in.gov/fssa/files/Lewin_IN%20HIP%202%200%20Interim%20Evaluation%20Report_FINAL.pdf (2016).


 The

 Henry J. Kaiser Family Foundation found that there is not yet sufficient evidence available that
shows that healthy behavior incentives actually change Medicaid beneficiary behavior in the long term,
and that they can disadvantage low-income people and people with disabilities. Amanda Van Vleet &
Robin Rudowitz,  An Overview of Medicaid Incentives for the Prevention of Chronic Diseases (MIPCD)
Grants 2, 3, 11 (Sep. 2016),
https://kaiserfamilyfoundation.files.wordpress.com/2014/09/8631-an-overview-of-medicaid-incentives-for-t
he-prevention-of-chronic-diseases-mipcd-grants.pdf.
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vast majority of studies, vital for successful mental health recovery and for the
maintenance of one’s mental health.8
ASAN therefore recommends that CMMI create and test models that facilitate the
community integration of people with mental health-related or psychiatric disabilities and
substance use disabilities. For example, CMMI could develop models that address the other,
non-medical health related social needs (HRSNs) of people with mental and behavioral
health disabilities, similar to CMMI’s Accountable Health Communities Model. HRSNs are
environmental factors in a person’s life which have a significant impact on their health,
such as: food security, access to housing, access to transportation, and other factors such as
interpersonal violence and social ties to one’s community.9 The Accountable Health
Communities Model screens beneficiaries for unmet HRSNs (using a specific screening tool
developed by CMMI).10 The model utilizes “bridge organizations” to connect Medicare and
Medicaid beneficiaries who have unmet needs with community services that help the
beneficiaries meet those needs.11 The model tests whether meeting these needs reduces
healthcare costs and improves healthcare outcomes.12 CMMI could create and utilize a
similar model that specifically targeted unmet HRSNs of people with psychiatric and
substance use
  disabilities.

CMMI could also utilize models that help people with behavioral health needs access
competitive integrated employment in their communities, such as models that streamline
funding for supported employment services. One form of supported employment service
that CMMI could fund is customized employment for people with psychiatric and substance
use disabilities. In customized employment, the employer and employee work together to

 Greg

 Townley et. al.,
  Understanding the experience of place: Expanding methods to conceptualize and
measure community integration of persons with serious mental illness, 15 Health Place 520, 520-31
(2009) (citing studies which find that community integration is vital for mental health recovery and that it
consists of all elements of a person’s relationship with his or her community, including relationships in the
community and a sense of belonging to that community).
9
 Centers

 for
  Medicare

 and

 Medicaid

 Services,

 CMS

 Innovation Center, Accountable Health Communities
Model, https://innovation.cms.gov/initiatives/ahcm (last

 updated

 Sep.5, 2017); Alexander Billioux et. al.,

Standardized Screening for Health-Related Social Needs in Clinical Settings:

 The

 Accountable

 Health

Communities Screening

 Tool

 1,
 2
  (May

 30, 2017) [hereinafter “Accountable Health Communities
Screening Tool.”]
10
 Accountable

 Health

 Communities

 Screening

 Tool

 at
  1,
  2,
  3, 4, 5.
11
 Centers

 for
  Medicare

 and

 Medicaid

 Services,

 CMS Innovation Center, Accountable Health
Communities Model, https://innovation.cms.gov/initiatives/ahcm (last

 updated

 Sep.5, 2017); Centers for
Medicare and Medicaid Services, CMS’ Accountable Health Communities Model selects 32 participants to
serve as local ‘hubs’ linking clinical and community services (Apr. 6, 2017),
https://www.cms.gov/Newsroom/MediaReleaseDatabase/Press-releases/2017-Press-releases-items/201
7-04-06.html.
12
 Accountable Health Communities Screening Tool at 1.
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customize or create a job that meets the needs of both employer and employee.13 Some

examples of techniques used in customized employment are job carving, where job
responsibilities are added or eliminated based on the strengths and weaknesses of the job
seeker, and job sharing, where two people perform different aspects of what was originally
14
one job.

CMMI should also focus on models that provide voluntary, outpatient mental health
treatment in the community, wherever possible. For example, CMMI could use a model to
test whether providing consistent access to peer support services for people with
psychiatric and/or substance use disabilities improves their mental health and reduces the
cost of their mental health care. We also encourage CMMI to promote models that integrate
mental and behavioral health treatment into primary care that beneficiaries receive in the
community, as demonstrated in its Collaborative Care model.
ASAN additionally recommends that CMMI test their behavioral and mental health models
on a wide variety of beneficiaries, including beneficiaries with other disabilities in addition
to mental health and substance use disabilities. For
example, autistic people are more likely

than non-autistic people to have certain psychiatric disabilities, such as anxiety and
depression.15 Nonetheless, autistic people historically have had difficulty accessing
disability-competent mental health care. Most mental health services are not designed to
meet our needs. If it is impossible for CMMI to develop a model that supports improved
outcomes for both beneficiaries with and without additional disabilities, CMMI should
consider creating models that specifically reimburse providers who develop the ability to
provide competent, home and community based mental health care to people with
additional disabilities.
ASAN supports the goals of reducing waste, fraud, and abuse as stated in Focus Area
8, “Program Integrity.” CMMI should: (1) take steps to reduce provider fraud; (2)
monitor the compliance of its home and community based services (HCBS) providers
 Cary

 Griffin, Customized

 Employment Tactics: Increasing Employment Opportunities by Job
Developing Up the Supply Chain, LEAD Center blog (Sep. 27, 2013),
http://www.leadcenter.org/blog/customized-employment-tactics-increasing-employment-opportunities-jobdeveloping-supply-chain.
13

 Office of Disability Employment Policy, What is Customized Employment?
https://www.dol.gov/odep/categories/workforce/CustomizedEmployment/what/index.htm (last

 accessed

Sep. 18, 2017).
15
 Luigi

 Mazzone

 et.
  al.,
  Psychiatric

 comorbidities in asperger syndrome and high functioning autism:
diagnostic challenges,

  11
  Annals

 of
  General

 Psychiatry

 1,
  5-8
  (2012)

 (finding

 that,

 based

 on
 a
  systematic

review of
  relevant

 scientific

 studies, autistic people were more likely to have many mental health
disabilities); Ovsanna T. Leyfer et al., Comorbid Psychiatric Disorders in Children with Autism: Interview
Development and Rates of Disorders,  36 J. Autism & Dev. Disord. 849, 855 (2006) (finding that 72
percent of the autistic children in the study had an additional psychiatric disability).
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with the HCBS Settings Rule; and (3) avoid the use of methods that restrict the
freedom of
  people

 with

 disabilities.

States have found that efforts to curtail service provider fraud, waste, and abuse are more
likely to result in savings than efforts focused on beneficiaries.16 Disability service
providers — especially institutions or providers of residential or long term care to people
with disabilities — may commit fraud, waste, or abuse when they force people with
disabilities to take medications they do not need, bill each resident for the same services
regardless of individual needs, house people with disabilities in unsanitary or dangerous
conditions, and abuse people with disabilities. Some providers may bill for “home and
community based services” that are not actually community-based as required by the HCBS
Settings Rule. Providers are disincentivized to improve the independence and capabilities
of the people with disabilities they serve. They may have a perverse incentive to restrict the
freedom and

 rights

 of
  their

 clients, as
  less

 independent

 clients require

 more

 services.

ASAN appreciates CMS’ desire to transition from a fee-for-service system to a system of
value-based care, as value-based care may reduce incentives that encourage providers to
bill for
  services

 that

 people

 do
  not
  actually

 need

 or
  use.

We recommend that CMS strongly enforce and regularly investigate provider compliance
with the HCBS Settings Rule. The rule requires providers who receive HCBS services
funding to deliver HCBS services in settings that adhere to specific requirements.
Adherence to the rule will reduce costs and the likelihood of provider fraud in HCBS
services. For example, the Rule requires that all services be based on individualized,
person-centered plans, rather than based on the assumption that everyone in a particular
setting will receive the same services.
ASAN additionally recommends that CMMI avoid the use of fraud reduction techniques that
restrict the freedom and independence of people with disabilities. For example, although
states are making increasing use of Electronic Visit Verification (EVV) to verify that HCBS
beneficiaries are receiving services, some EVV technologies require service providers to
check in from a home phone line multiple times per day. This requirement prevents HCBS
recipients from using services outside the home, contrary to the goals of improving
autonomy and independence. EVV that uses beneficiaries’ cell phones as the point of
contact may also be problematic, as it would penalize beneficiaries who do not have access
to cell phones or who may accidentally leaving a phone, have a broken phone, or have a
dead phone battery at the wrong time. ASAN recommends the use of systems that allow

 Megan

 Comlossy,

 “Fighting Medicaid Fraud,” State

 Legislatures

 Magazine

 (April

 2013),

 available

 at

http://www.ncsl.org/research/health/fighting-medicaid-fraud-sl-magazine.aspx
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non-electronic verification, for example a timesheet that multiple people must sign off on,
including the person receiving

 services.

Thank you for allowing us the opportunity to submit comments on CMMI’s New Direction
and focus areas. For more information please contact Samantha Crane, our Director of
Legal and  Public  Policy.   


I'm an ED doc in Ohio. I see a lot of ways that people use the ED as a doctor's office. While I am happy
to care for them, I know it cannot be cost effective. If you look at records to see which patients
frequently go the ED but are not suffering from something like cancer, severe infection etc, maybe they
could be redirected to 24/7 "Urgent Care" that accepts people without insurance, those with Medicare
and Medicaid with social-services assistance for medications and transportation.
They say they would go to an urgent care, but they don't take their insurance or don't have insurance.
Many of the people who use the ED as a doctor's office state they cannot afford the copay of even the 515$ at the clinic. If Medicare and Medicaid patients who frequent the ED were advised to go to specific
clinics that they could walk in with lower overhead, we would save a lot of money, and reduce the
burden on the ED.

The problem currently is that the free and discount clinics are not open 24/7. They require
appointments, and sometimes a small copay as well as transportation to the facility. Many patients take
an ambulance to get to the ED because they don't drive or have a car.
If the clinics were readily available, free and easy to get to, maybe more people would use them than
the ED.
So in summary, cost savings could be achieved by funding Urgent Care facilities that accept Medicare
and medicaid and would be like the ED but lower overhead:
1. Free
2. Open 24/7
3. Assistance with transportation (not ambulance)
I'm proposing that you call them "Urgent Care" rather than free clinics or doctors offices. I think people
would find it more desirable.
Thanks for all you do!
Sincerely,

Carrie Baker

Good afternoon, I appreciate the opportunity for clinical and administrative input as a long term
provider in Internal Medicine and Geriatrics as well as help lead our MSSP Track 2 ACO. While I
personally feel fully engaged with the evolving landscape re: quality, budget neutrality and minimizing
waste, many of my fellow providers are not. These are not “bad” or poorly trained doctors. A big real
world issue is the annual wellness visit which I believe needs to be expanded and embraced much more
so than at present but the time involved vs. the reimbursement is a negative offset for many. One way
to improve that would be to increase reimbursement (incentive) for that code and offset by decreasing
reimbursement for already overcompensated visits (that are to be discouraged going forward) from ER,
Urgent Cares, etc. at your discretion. I can relay from many leadership discussions in this area that the
few of us involved at those meetings who still actually see patients that wellness reimbursement is a
negative incentive for their increased utilization. I am often told “I can see a couple easy infections and
get paid better in less time than one wellness visit”. I believe addressing this one issue may positively
impact issues 1, 2, 5 and 8 in the enclosed email. I appreciate your time and welcome the opportunity
for more dialogue. Sincerely,
C. Scott Harrod, MD FACP
Medical Director, Banner Network Colorado
Chairman, Utilization Management
Banner Aspen Internal Medicine & Geriatrics
2923 Ginnala Dr.
Loveland, CO 80538
Mobile 970-775-3902

November 20, 2017
Submitted electronically via:
CMMI_NewDirection@cms.hhs.gov
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
P.O. Box 8013
Baltimore, MD 21244-1850
RE:

Centers for Medicare and Medicaid Services (CMS) Request for Information (RFI)

Dear Administrator Verma:
BAYADA Home Health Care submits for your consideration a response to the Request for Information
(RFI) recently issued by the Centers for Medicare and Medicaid Services (CMS) Innovation Center. We
were very encouraged to see the Innovation Center’s interest in fostering patient-centered care and in
empowering healthcare consumers to make the best decisions possible. The proposal attached here is
written to address these important objectives.
BAYADA Home Health Care is at the forefront of home health care delivery. Our team of skilled,
compassionate clinicians serves over 30,000 patients each week across 22 states. Moreove r, we strive to
increase choices for consumers by delivering our care not only in standalone private residences but also
in senior living communities (independent living and assisted living). We are pioneers in partnering with
these communities to provide a seamless experience of care for our patients.
The proposal we share for your consideration focuses specifically on the delivery of home health care in
senior living communities. Home health agencies (HHAs) and senior living communities both support the
nation’s growing population of seniors. For its part, home health enables elderly patients to receive care
at home that would once have only been available in institutions. Similarly, senior living communities
offer consumers the comfort of a private apartment coupled with additional services tailored to the
needs of an older population. Today, patients often take advantage of home health services at their
home of choice, the senior living community.
To identify the best providers, consumers and their families may seek information about other patients’
experiences with various HHAs and senior living communities. Unfortunately, current measures of home
health patient experience – namely, the Home Health Care Consumer Assessment of Healthcare
Providers and Systems Survey (HHCAHPS) – do not address the unique aspects of delivering care in a
senior living setting. CMS sends this survey to patients in their home. While this method works well for
the average home health care patient, it is less appropriate for senior living patients who may not
receive the survey for reasons detailed below or may have cognitive impairments that make it difficult
for them to complete the survey.
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To give these patients a voice and to give consumers more accurate information on which to base their
decisions, BAYADA Home Health Care proposes a demonstration project for patients residing in senior
living communities in which (a) the survey goes to a designated family member who is familiar with the
patient’s care when appropriate and (b) the survey content and question wording are modified to
address the care issues unique to the senior living setting. This innovation will provide a better measure
of patient experience, which will ultimately enable seniors to make better choices among long-term care
options. For this reason, our response falls into the Consumer-Directed Care & Market-Based Innovation
Models category of the RFI.
The remainder of this response to the RFI describes senior living communities in more detail, explains
why current methods for gathering patient experience information do not work for senior living, and
presents a proposal for addressing the shortcomings of the current method. We would welcome th e
opportunity to discuss our response in greater detail. Thank you for your consideration.
Sincerely,

David J. Totaro
Chief Government Affairs Officer
BAYADA Home Health Care
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Motivation
Today, many patients who would previously have ended up in nursing homes are able to live safely in
the community. Two factors have been partly responsible for this change. First, care that would once
have been available only in institutions can now be delivered at home thanks to the Medicare Home
Health Benefit.1 Second, senior living communities have emerged to offer consumers the comfort of a
private apartment coupled with the availability of medical care similar to that of an institution. 2 In fact,
patients often take advantage of both services at the same time, with home health care agencies
increasingly providing services in senior living communities.
To identify the best providers, consumers and their families may examine what others have said about
various home health agencies (HHAs) and senior living communities. Unfortunately, current measures of
home health patient experience – namely, the Home Health Care Consumer Assessment of Healthcare
Providers and Systems Survey (HHCAHPS) – do not address the unique aspects of delivering care in a
senior living setting. As a result, HHCAHPS may not provide consumers with the accurate information
they need to make informed decisions.
HHCAHPS is the Centers for Medicare and Medicaid Services (CMS) method for assessing “the
experiences of people receiving home health care from Medicare -certified HHAs.”3 CMS views HHCAHPS
as “an integral part of [its] efforts to improve healthcare in the U.S.”4 Starting in 2018, it will even start
adjusting HHAs’ payments up or down depending on their HHCAHPS performance.
Because HHCAHPS is such a critical metric, CMS designed it carefully to ensure it would be as accurate as
possible.5 HHCAHPS works well for home health care patients who live in a private residence. However,
HHAs are increasingly providing services in senior living (independent living and assisted living)
communities in addition to traditional private residences.
Senior living communities are collections of private residences (often apartments) that cater exclusively
to older adults. They typically have a dining room, common areas, recreational activities, and varying
levels of medical assistance depending on the patient’s needs. When residents of these communities
need short-term episodic home health care, HHAs send nurses and therapists to provide the service in
the community. Three issues emerge in these communities that could undermine the accuracy of
HHCAHPS.
1. Patients and their families may not receive the survey due to senior living communities’ mail
systems: Many senior living communities sift through mail before placing it in patients’
mailboxes and throw away anything that looks like junk, including HHCAHPS surveys. Moreover,
community staff may set the mail aside for some patients and deliver it to a power of attorney
(POA) when he or she comes to visit. If the POA does not visit for a while, he or she might not
receive the survey until it is too late. Even if the POA does receive the survey in a timely manner,
he or she might not be familiar with the patient’s care and thus might not be able to fill it out.
2. Patients may have a hard time distinguishing the HHA staff from the senior living community
staff: HHAs try to become as enmeshed as possible in the senior living communities they serve.
HHA employees work alongside community employees to deliver a unified care experience and
to train caregivers on how to care for their residents, with the HHA providing episodic care (e.g.,
short-term nursing, physical therapy, occupational therapy, and speech therapy) and the
community attending to all other ongoing needs (e.g., serving meals, providing recreation, etc.).
4

Because agencies integrate themselves into the community, residents might confuse agency
staff with community staff when reporting on their experience with the agency. The survey
questions do not distinguish between agency and community services.
3. Patients may have cognitive impairments that prevent them from remembering the care they
received: Communities’ residents, particularly those in memory care units, have more cognitive
impairments than the elderly population at large. Some cannot remember people or events
from one day to the next. Filling out an HHCAHPS survey may prove difficult for them because
they cannot recall specific aspects of their care.
For all of these reasons, the BAYADA Home Health Care response rate among senior living patients is
nine percentage points lower than it is among patients in private residences. To give these patients a
voice and to give consumers more accurate information on which to base their decisions , BAYADA Home
Health Care proposes a demonstration project for cognitively impaired senior living patients in which (a)
the survey goes to a designated family member who is familiar with the patient’s care and (b) the survey
content and question wording are modified to address the care issues unique to the senior living setting.
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What Is a Typical Senior Living Patient Like?
Case Studies of Senior Living Patients
To understand what a senior living patient is like, consider Mary Smith (patient name protected).
Mary is 78 years old and lives in an assisted living community located in the suburbs of Maryland.
She suffers from dementia, type II diabetes, and severe arthritis. She has difficulty walking and was
recently hospitalized after falling in her home.
Mary’s adult daughter is her POA and is only able to visit once a week since she lives far away.
BAYADA Home Health Care provides Mary’s nursing visits, physical and occupational therapy, and
social services.
One day, a BAYADA Nurse arrives at noon to conduct a follow-up visit with Mary. She introduces
herself and asks Mary if she remembers her and why she is there. Mary recalls the nurse but is
unsure as to the reason for her visit.
Over the course of the visit, Mary repeatedly asks when her breakfast will be coming even though it
is well past breakfast time. Additionally, Mary asks what year and what day of the week it is.
Mary’s case is typical of senior living patients. Many of them cannot remember details of their care, and
their POAs often cannot comment on the care either because they onl y visit occasionally. Answering the
HHCAHPS survey would be difficult for these patients and their POAs. Consistent with this idea, one
patient’s friend wrote the following note in response to the HHCAHPS survey:
I am a very involved friend of Janice Jones (patient name protected). She receives these survey
forms fairly often and since BAYADA is currently serving her home health needs this seems
unnecessary. She is not able to communicate except for indicating Yes or No with her eyes. So, this
would be difficult at best to complete. Please DO NOT send any more of these.
Expressing a similar sentiment, another patient’s wife wrote the following note:
Enclosed is the survey which is not filled out. It was sent to my husband, who is an Alzheimer
patient…For obvious reasons he is unable to complete the survey. In fact, he does not remember
anyone or anything connected with it.
These cases illustrate the dilemma when it comes to senior living patients. Understanding these
patients’ perspective is critical, yet the patients and those likely to come across their surveys (their
POAs) are often unable to share this perspective through the HHCAHPS survey methodology. The next
section uses statistics on the senior living population to illustrate how widespread these issues are.
Statistics on the Senior Living Population
The U.S. senior living community industry is expected to grow by 3.8% per year due to the aging of the
large Baby Boomer generation.2 BAYADA Home Health Care serves patients both inside and outside
senior living. Those in senior living are older, more clinically acute, less functional, and on more
medications than those outside of senior living. In addition, BAYADA senior living patients (versus
6

patients outside senior living) are 44.5% more likely to have a mental disorder and 20.2% more likely to
have a disease of the nervous system, both of which likely affect their cognitive abilities. Finally, when
BAYADA senior living patients (versus patients outside senior living) have a hospitalization, it is 88%
more likely to have been due to a fall and 60% more likely to have been due to an acute mental or
behavioral condition. The table below compares BAYADA patients inside versus outside senior living in
greater detail.
Measure

Inside Senior
Living

Outside Senior
Living

Age

84.6

77.3

Clinical Score

6.80

5.71

Functional Score

12.96

14.54

Case Mix Weight

1.28

1.10

Episodes of Care

1.21

1.13

Days of Care

72.6

67.8

Number of Medications

16.8

15.0

Mental Disorder Prevalence

57.11%

39.51%

Disease of Nervous System Prevalence

37.76%

31.42%

Percentage of Hospitalizations Due to Falls

9.72%

5.18%

Percentage of Hospitalizations Due to Acute Mental or
Behavioral Condition

3.91%

2.45%

*Data is for all BAYADA Home Health Care Patients with Payer of Medicare or Medicaid in 2015.
Taken together, this evidence indicates that senior living patients and their POAs might find it difficult to
complete the HHCAHPS survey in its current form. The next section explains why in greater d etail and
discusses other reasons why this survey fails to capture accurate information on the senior living
population’s experience.
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Why Does the Current Survey Fail to Collect Accurate Information about Senior Living Patients’
Experience?
Difficulty Remembering Care
The HHCAHPS survey asks patients to remember very specific details about their care. Some questions
focus on the start of care, asking whether staff discussed the medications and all “care and services”
“when [the patient] first started getting home health care from this agency.” Others focus on care over
the course of the episode; for example, the survey asks how long it took the HHA’s office to respond
satisfactorily when the patient called with a concern and whether clinicians discussed the side effects of
all “new or changed prescription medicines” “in the last 2 months of care.” For many of the questions,
patients must recall the frequency of various clinician behaviors, including “how often [clinicians]
seemed informed and up-to-date about all the [patient’s] care” and “how often [clinicians] listen[ed]
carefully.”6
Making these sorts of frequency judgments requires retrieving information from memory.7 However,
senior living patients often have poor memory for reasons discussed in the previous section. If these
patients have POAs, they may likewise have poor memory for the care because they may not visit
frequently. To make matters even more complicated, HHA staff often integrate themselves into the
senior living community to coordinate care. It is then virtually impossible to tell the difference between
the agency staff and the community staff. Thus, the HHCAHPS survey may not accurately reflect the
experience senior living patients had with home health care.
Survey Content
The HHCAHPS survey asks about various areas that are normally part of a home health episode of care.
For example, many questions focus on medications because home health clinicians are typically
responsible for monitoring patients’ medications throughout the episode.
However, the situation is different in the assisted living and memory care units of senior living
communities. There, community staff generally take charge of e verything related to medications,
maintaining a complete list of patient medications and administering all medications at the appropriate
time and dosage. While home health clinicians verify the medication list, they play a much less
prominent role in medication management than the community staff members do. The HHCAHPS
medication questions do not apply in the same way they would for a patient living in a private residence
outside senior living.
In addition to containing questions that do not apply to senior living, the survey is missing some
questions that do apply. For example, it does not ask about how skilled home health clinicians are at
coordinating with the senior living community staff – a key goal of any HHA that provides services in a
senior living community. Similarly, it does not examine how well the HHA does at forging relationships
with and updating POAs, who may need to fill out the survey on behalf of their loved ones. Including
questions about these areas would help the survey capture the senior living population’s experience.
Survey Length
The HHCAHPS survey contains 34 questions asking about numerous aspects of patients’ experience with
their home health care. Such a large quantity of questions can be overwhelming for survey respondents.
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The more questions a survey contains, the higher the likelihood that respondents will “drop off” and fail
to complete the survey. 8 Long, dense surveys may prove even more problematic in home health care
because older adults have poorer memory and greater difficulty “process[ing] information quickly.” 9
Mail System in Senior Living Communities
The mail system in senior living communities is sometimes very different from the mail system in
standalone private residences. In a standalone private residence, the resident typically checks his or her
mailbox every day, and normally no one else has access to the mail in the box.
On the other hand, senior living communities usually have central mailrooms overseen by community
staff. Sometimes community staff throw out envelopes that appear to be junk mail. Additionally,
communities sometimes save all mail for patients with POAs and deliver it to POAs when they come to
visit. If POAs live far away and do not visit often, months could pass before anyone even sees the
HHCAHPS survey. By that point, all recollections of the home health episode are long gone.
Response Rate in Current Survey
The HHCAHPS survey’s limitations in senior living have marked effects on undeliverable rates and
response rates. The table below shows the BAYADA Home Health Care 2015 and 2016 HHCAHPS
response rates among patients who live in senior living communities and among patients who do not.
Clearly, the undeliverable rate is higher and the response rate is lower among patients in senior living
communities. It is particularly concerning that over 10% of patients in senior living communities are not
receiving the survey. They and their families never even get a chance to provide feedback on their
experience.
Mailed

Undeliverable

Returned

Response
Rate

Undeliverable
Rate

2015
Senior Living
10,952
1,262
2,266
23.4%
11.5%
Not Senior Living
57,658
1,764
18,740
33.5%
3.1%
2016
Senior Living
14,871
1,841
3,002
23.0%
12.4%
Not Senior Living
62,184
2,058
19,328
32.1%
3.3%
*Note: The response rate is the number of returned surveys as a percentage of the number of delivered
surveys. The undeliverable rate is the number of undeliverable surveys as a percentage of the number of
mailed surveys.
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Proposal for Demonstration Project
BAYADA Home Health Care proposes a national HHCAHPS survey demonstration project specifically for
cognitively impaired senior living patients in which:
(a) The survey is sent to a designated family member who is familiar with the patient’s care
(b) The survey content is modified to address the care issues unique to the senior living setting
(c) The modality of the survey is modified to accommodate the preference of patients and their
families (potentially including email or some other digital form)
Survey Recipient
The current HHCAHPS surveys must be mailed to the address where the care is being performed and
must be in the patient’s name. When a telephonic or mixed mode methodology is used, the call must be
made to the phone number where the patient receives the care. The rules and regulations do allow the
vendor to administer the survey to a “proxy respondent” in cases in which the patient is unable to
respond. The regulations state:
An employee of a group home may serve as a proxy respondent for a sample patient who lives
in the group home and who is physically or mentally incapable of responding to the survey.
However, the HHCAHPS survey vendor should ensure that the patient is physically or mentally
incapable of responding for him or herself, the proxy respondent is an employee of the group
home and not the HHA, and the proxy respondent is knowledgeable about the sample patient’s
home health care. Provided these conditions are met, employees of the group home may serve
as a proxy for the sample patient. 10
However, it is unclear how the vendor could properly identify a proxy respondent or assess the patient’s
mental/physical status. Additionally, many senior living communities with memory care units and
assisted living sections carry a large census of patients requiring home health care (50+ patients in any
one building). It may be unrealistic to expect a small set of community employees to serve as proxies for
this large volume of patients.
Patients in these communities sometimes have a POA or close relation/friend who provides oversight of
their care and services. However, many of these individuals do not visit regularly and often live in other
cities or states. Since the survey is administered at the location where the care is being performed (mail
or phone), the relation/friend may not have an opportunity to assist the patient in completing his or her
survey.
BAYADA proposes that the HHA be given the opportunity to assess the patient at the start of care and to
determine whether the patient can answer the survey. Criteria for determining whether the patient can
complete the survey might include:
•
•
•
•
•

Age
Diagnosis
Number of medications
Physical health/wellness
Mental capacity
10

•

Whether the patient has a POA

If the patient (based on the criteria) is determined not to be the best party to evaluate his or her care
and services, another more suitable party could be assigned. The proxy could default to a POA if one
exists and if he or she is familiar with the patient’s care. If a POA does not exist or is unable to comment,
the HHA could assign another suitable proxy such as a family member who regularly visits the patient
and who receives all health updates from the HHA.
The identified party would be formally assigned as the HHCAHPS survey recipient, and his or her contact
information would populate in the sample file along with a designator to indicate he or she is a proxy
party for the patient. This proposed process is like the process for CAHPS Hospice.11 CAHPS Hospice
surveys are sent to a responsible party after the patient has passed away. The HHA selects the survey
recipient deemed most capable of evaluating the care and services.
Survey Modality
The current HHCAHPS survey has three approved modalities: (1) mail only, (2) telephone only, and (3) a
mixed method version in which mail surveys are sent in the first wave and non-responders are called for
telephone interviews in a second wave.10
The approved survey modalities reduce the risk of fraudulent survey completion. However, they limit
the ability for the HHA to send the surveys to those who can most appropriately evaluate care and
services when a patient is living in an assisted living or memory care unit.
Mail mode seems the most cost effective and easiest to facilitate. However, BAYADA Home Health Care
often finds stacks of mail surveys sitting in senior living communities. The communities sometimes sift
out anything that looks like junk mail and then throw it away or save it until a family member arrives.
Many surveys are returned by the communities as “undeliverable” even when the address is correct.
Phone or mixed modality may seem like a solution, but the costs of administration can be considerable
and based on preliminary research in communities where BAYADA provides care, phone may not be
feasible. Within the HHCAHPS rules and regulations, CMS notes:
For sample members who are living in institutions (nursing homes, assisted living, etc.),
HHCAHPS Survey vendors should contact the HHA to obtain a direct-dial telephone number.
Because health care is delivered in the patient’s home, the HHA should have a direct-dial
number for the patient to reach him or her to arrange and schedule home care. If the HHA
cannot provide a direct dial telephone number for the sample patient, try to obtain the sample
member’s telephone number using other sources, such as a telephone number lookup service,
directory assistance, or Internet telephone survey directories. If vendors cannot obtain a
telephone number for the sample patient, they should assign a disposition code of
Missing/Disconnected Number to the sample case.10
However, assisted living and memory care units where BAYADA Home Health Care provides services do
not typically have direct dial telephone numbers for patients. Care is typically coordinated with the
community staff or with another responsible party for the patient. The phone number for the
community staff could be provided, but this again creates an undue burden on the staff who might then
be asked to complete several surveys a month for their patients.
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POAs or family members of patients often prefer to communicate via electronic methods such as email
or text. BAYADA Home Health Care normally uses electronic methods to coordinate care and services,
obtain signatures on consents, or provide patient updates to these individuals. However, CMS does not
permit electronic delivery of the HHCAHPS survey.
BAYADA Home Health Care proposes testing several modalities for patients living in assisted living
and/or memory care units including delivery via secure email. Additionally, we request the ability to
choose a modality for survey delivery based on the preference of the patient, family member, POA, or
other designated relation.
Survey Length
The current HHCAHPS survey includes 34 mandatory questions. Twenty-five questions are evaluative in
nature, and the remaining nine collect demographics. BAYADA Home Health Care patients and families
have informally shared that they believe the survey is too lengthy.
Patients receiving home health care conceivably will be responding to many CMS mandated and nonmandated healthcare surveys. These patients will have typically just completed a hospital stay and will
also be under the care of a primary care physician or specialist. As a result, patients may receive multiple
survey invitations from these various providers asking them to share their feedback about care. It is
important to keep the surveys comprehensive but as short as possible.
As part of the demonstration project, BAYADA proposes shortening the survey length to no more than
10-12 content oriented questions and seeking methods to either condense or eliminate the
demographic portion of the instrument.
Survey Content
The HHCAHPS Protocols and Guidelines Manual states that the HHCAHPS questions were written with
the following goals in mind:
•

To produce comparable data on patients’ perspectives on care that allow objective and
meaningful comparisons between HHAs on domains that are important to consumers

•

To create incentives for agencies to improve their quality of care through public reporting of
survey results

•

To enhance public accountability in health care by increasing the transparency of the quality of
the care provided in return for the public investment 10

BAYADA Home Health Care proposes conducting multiple focus groups with patients, families, and POAs
in senior living communities to learn about the features they find most valuable about their care and
services from their HHA. The findings from the focus groups would then be used to determine the
instrument content.
Preliminary interviews conducted with patients and families who receive care from BAYADA Home
Health Care in senior living communities indicate value in:
12

•
•
•
•

Timely communication
Positive impact on quality life
Care and services designed to meet personal patient goals
Coordination of care and services

Additionally, the current HHCAHPS survey has a heavy focus on specific care issues including questions
dedicated to medication management. Among assisted living patients however, the community staff
typically manages and administers medications, and the HHA plays a much less prominent role. It would
be difficult for a patient or their defined proxy to be able to answer the current questions in detail.
BAYADA proposes reducing or eliminating these medication focused questions in favor of
including/refining questions about the communication of the HHA with the defined proxy and elements
of care that positively impact the patient’s quality of life in senior living communities. Working in
collaboration with other HHAs to develop a preferred question set would be ideal.
Success Measures and Intended Outcomes
BAYADA Home Health Care’s goal is to ensure that health care consumers have accurate information
about other patients’ experiences with HHAs. Consumers can then use the data to make informed
decisions about their care.
While the HHCAHPS survey provides accurate information about the experiences of patients living in
standalone private residences, we argue that the information is less accurate among senior living
patients because (1) the survey often does not make it to individual who is best suited to evaluate the
care and (2) the question content does not address the areas that most matter to senior living patients
and families.
Therefore, we propose the following success measures:
•
•

Response rate: If the proposed method is successful, the response rate among patients and
families in senior living communities should increase and approach the response rate among
patients in standalone private residences.
Actionability of feedback/comments among HHAs serving senior living patients: If the proposed
method is successful, HHAs should be able to use the information to improve the services they
deliver to patients in senior living communities.
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Conclusion
The United States population is aging quickly. People age 65 and older made up just 15 percent of the
total population in 2016, and that number is projected to jump to 24 percent by 2060. 12 As the elderly
population continues to grow, it will become increasingly important to provide older patients with high
quality, cost effective health care options. The combination of home health care and senior living is one
such option.
Health care consumers have numerous HHAs to choose from and need information to make informed
decisions. For this reason, CMS surveys patients about their experience with HHAs and publicly reports
the data on Home Health Compare. The intent is for patients to use this data in the same way that they
would use star ratings and reviews when shopping for other goods and services.
For this information to be helpful, it needs to be accurate. However, the current HHCAHPS survey
methodology is ill suited to capture the experience of senior living patients. CMS assumes the survey
successfully makes it to a person suited to evaluate the care – an assumption that is invalid when it
comes to many senior living patients in assisted living and memory care. For this reason, this proposal
recommends adjusting the survey method so that the resultant data will be more accurate and more
useful to consumers as they choose among home health providers. BAYADA Home Health Care would
welcome the opportunity to collaborate with CMS to address the needs of this growing segment of
home health care consumers.
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Via Electronic Submission
November 17, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, D.C. 20201
Re:

Request for Information: CMS: Innovation Center New Directions

Dear Ms. Verma:
Bayer Corporation ("Bayer") appreciates the opportunity to submit
comments pertaining to the Centers for Medicare & Medicaid Services ("CMS")
Request for Information on the Innovation Center New Direction announced
September 20, 2017 ("RFI").
Bayer has more than 12,000 employees across the United States and is a
global life science company with more than 150 years of experience researching
and developing new pharmaceuticals and medical devices. We focus our efforts
where we can have the most beneficial impact on the lives of those who depend
on our innovative products. Our mission is to discover and manufacture products
that will improve human health worldwide by diagnosing, preventing and
treating diseases.
Our comments focus on the principles being made to set a new direction
for the Centers for Medicare and Medicaid Innovation ("CMMI") and select
models being discussed in the RFI.
Guiding Principles: Bayer supports the creation of guiding principles for
CMMI's development of models. These should include the establishment of
clear goals and metrics against which a test model could be evaluated. This
evaluation approach should be a prerequisite before any expansion of the
demonstration program takes place. Such an approach also prevents abuse in the
future from rolling out models that did not actually meet their goals but may be
viewed favorably by interested parties. Codification of the principles through
formal rulemaking would also help to strengthen their establishment and make
the process more transparent and objective through a more thoughtful
development of the test model.

Raymond F. Kerins, Jr.
Senior Vice President
Head of Communications,
Government Relations & Policy
Bayer Corporation
100 Bayer Blvd.
Whippany, N J 07981-0915

Kristi Sherrill Hoyl
Chief Policy and Community Officer
4005 Crutcher Street, Suite 310
Dallas, Texas 75246

November 20, 2017
Submitted electronically: CMMI_newdirection@cms.hhs.gov
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore MD 21244-1850
RE: CENTERS FOR MEDICARE & MEDICAID SERVICES INNOVATION CENTER NEW DIRECTION
Dear Ms. Verma;
We appreciate this opportunity to provide input and direction on the Centers for Medicare and
Medicaid Services’ (CMS) request for information (RFI/the Document) on a new direction for the CMS
Innovation Center (CMMI/ Innovation Center). Both CMS and its Innovation Center have been at the
forefront of payment and delivery reform, and play an important role in achieving the triple aim: better
care, lower costs, and improved population health.1 As one of the nation’s most powerful market forces
in driving innovation and reform, setting the appropriate direction for CMMI’s testing of new ways to
delivery and pay for care is critical. Essential to this is gathering of stakeholder feedback to ensure that
models tested are disruptive and not destructive, effective rather than an inefficient use of health care
resources, and targeted to settings, diseases, and patients that require the most attention.
Baylor Scott & White Health (BSWH) is the largest not-for-profit health system in Texas with 48
hospitals, 160 primary care clinics, and nearly 500 specialty clinics. Our organization employs over
48,000 and nearly 10,000 affiliated physicians, attending to more than 5.8 million patient encounters
annually, and performing the most heart and liver transplants in Texas. Our health plan and accountable
care organizations (ACO)—in track one of the shared savings program— cover over 548,000 lives
through both commercial and public options. Currently BSWH has multiple hospitals participating in the
comprehensive care for joint replacement bundled payment program. Additionally, our system is
affiliated with several Medicaid Delivery System Reform Incentive Payment Section 1115 Wavier
innovation projects in Texas. Our comments were prepared with the support of the BSWH Center for
Healthcare Policy in collaboration with our clinical and administrative leadership.
Reforming Medicare to work better for its beneficiaries and the providers that serve them is paramount
to ensure fiscal solvency of the government and the long-term sustainability of Medicare. According to
Census Bureau data and an analysis completed by the Kaiser Family Foundation, the number of
Medicare beneficiaries is projected to nearly double by 2050 to almost 95 million as more baby boomers
reach the age of eligbility.2,3 Moreover, as life-expectancy increases drive up the average age of
Medicare’s beneficiaries, so too will Medicare spending rise as those over the age of 80 represent the

largest share of spending.4-9 Put simply, more Medicare beneficiaries are going to be demanding more
health services that are more intensive and costly.
This issue is exacerbated by inefficiencies already present in Medicare and the health system writ large:
a fragmented delivery system that values intensity over prevention, a medical and healthcare system
siloed from social services, and an exceedingly complex system that is difficult for patients and providers
alike to navigate.10-19 These inefficiencies are primarily borne by a reimbursement system that rewards
volume over value and misaligns care incentives often resulting in suboptimal outcomes and waste.
While this model has supported the rapid evolution of the medical field and technology, the system fails
to consistently and equitably provide high-quality, cost-effective care especially compared to other
developed countries.20-23
Despite these issues being extensively researched and understood, as evident by the sources cited
above, the solutions are more complex, difficult to implement, and vary across market structures. As
charged by its authorizing legislation, the purpose of CMMI was to “test innovative payment and service
delivery models to reduce program expenditures … while preserving or enhancing the quality of
care…[with] preference to models that also improve the coordination, quality, and efficiency of health
care services…”24 While CMS has made tremendous progress over the past decade in terms of shifting
reimbursement from service based to person and population based and encouraging a more integrated
reorganized system, limitations and inefficiencies remain.25,26 More progress is needed to align the
financial incentives across providers and settings.27-30
The RFI notes CMS is interested in setting a new direction in testing new payment and service delivery
models that “empower beneficiaries as consumers, provide price transparency, increase choices and
competition to drive quality, reduce costs, and improve outcomes.” Although existing models have
generated positive results and learnings, new models are needed further reduce lingering inefficiencies.
In proposing new models, CMMI’s new direction will focus on eight areas (Advanced Alternative
Payment Models (APMs), Consumer-Directed Care & Market-Based Innovation Models, Physician
Specialty Models, Prescription Drug Models, Medicare Advantage (MA) Innovation Models, State-Based
and Local Innovation, Mental and Behavioral Health Models, and Program Integrity. The guiding
principles for testing these and other models in the future will be: choice and competition in the market;
provider choice and incentives; patient-centered care; benefit design and price transparency;
transparent model design and evaluation; and small scale testing.
Our recommendations are guided by five core principles that we developed to help BSWH articulate a
vision for a future state of health care in America. Many of these are congruent to CMS’s guiding
principles laid out in the RFI. Our core principles help us shape our business model, strategic direction,
and paradigm of care delivery.


Patient-centered: Patients should be at the center of everything—the care team, health policy



reform and debate, and payment and delivery models. Care needs to be reasonably-priced,
high-quality for all regardless of point-of-access or coverage, and address the whole person and
their needs.
Patient-engagement: Consumers need to be actively engaged in their health care, selfmanaging their care and social environment, working cooperatively with their care team,
pursuing comprehensive coverage without gaps, and striving to become an informed consumer
and patient. At the same time, the delivery system must empower consumers through shared2







decision making and shared information, and be attentive to patient preferences, culture, value,
and health literacy.
Predictable and sufficient financing: Health care providers of all types (physicians, nurses,
hospitals, independent practices, nursing homes, etc.) need sustainable, reliable, and
transparent funding so they can make responsible business and patient decisions in the longterm. This is especially true for safety net providers.
Transformation and innovation: Reimbursement must encourage clinical innovation and
delivery system transformation. A potential range of APMs (Figure 1) could be used to
incentivize more efficient use of existing resources, utilization of non-traditional services, and
tighter integration of providers and coordination of services.
Workforce investment: Coupled with innovation and transformation, provisions must be made
to fund and support an adequate supply of healthcare professionals. The training of new and
retraining of existing professionals is an important component of health reform if the American
health system is to achieve the triple aim.

Ultimately success of the Innovation Center’s new direction will depend on a variety of factors including
the comprehensive payment strategy of CMS, legislative action, and synergy and coordination of
regulatory action taken by CMS for Medicare Access and CHIP Reauthorization Act (MACRA). Perhaps
more to the point, multiple policy levers both inside CMMI/CMS and outside by Congress will likely need
to be pulled in order to succeed in a reformed Medicare payment and delivery system. As such, while
detailed answers for many of the specific questions the Document raises are provided throughout we
focus our input on an overall approach to reform Medicare’s payment and delivery systems. We first
provide a sketch of what Medicare and its payment and delivery systems will/should look like in the
mid-21st century. We then describe a more specific path toward payment and delivery models that can
help support our vision for Medicare in the 21st century. Finally, we provide a series of concrete
recommendations and next steps that CMMI should take in implementing its new direction.

Part I: A Vision of Medicare In and Through the Middle 21st Century
After decades of fiscal pressures from depleting Part A trust funds and an exponentially growing share of
government and beneficiary health care costs, Medicare has stable, although increasing costs.
Beneficiaries pay a single premium to receive hospital and professional services, and prescription drugs,
instead of multiple under separate parts; the shift in reimbursement models has largely mitigated the
premium cost increases predicted for beneficaries.31-34 Many beneficiaries still choose to join a Medicare
advantage plan to receive their coverage. Medicare taxes on higher income earners put in place by
Congressional action remain. Beneficiary out-of-pocket spending is capped, but also based on health
care costs in their area and income.35 Cost-sharing has been implemented for some service and items to
ensure efficient use of resources in APMs. Additionally, beneficiaries have the flexibility to access the
care they need in the setting they choose, including their home through telemedicine (at home or at a
separate provider’s office) or in-home visits by health professionals.36,37 Patients not only have access to
all of their health information and medical records, but receive regular biometric and care plan updates
to help them manage their health. Clinical integration allows each Medicare member to seamlessly
enter into any point of the health system and have all needs addressed simultaneously.
Hospitals, physician practices, nursing homes, and post-acute care providers have interoperable data
systems or are able to easily transfer and retrieve basic patient data at the national, state, and regional
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level through collaborative agreements and minimum standards in place by the federal government.38
Overall while providers are under more risk-based payment arrangements with Medicare,
reimbursement is generally de-coupled from the services. Instead of focusing on a single diseases,
money follows the person and population allowing providers to tailor treatment to the needs of
patients, invest in the services their populations need, and provide the wrap around care Medicare
beneficiaries need to be successful. Through MACRA health systems, virtually integrated practices, and
coordinated providers have taken on accountability for beneficiaries care across the continuum.
Advanced-predictive analytics allows clinicians to prospectively identify those at risk for becoming or
already high-needs, high-utilizing patients and work with them to improve health literacy and selfmanagement. Moreover, through these technologies providers are able to pair beneficiaries into
payment models where financing is more predictable and sustainable, and more patient-centered. At
the same time providers are held harmless from exogenously demanded care, like emergency
department visits from previously undiagnosed conditions.
By 2050 CMS has implemented a spectrum of payment reforms that are person and population based,
allowing providers to choose from a menu of options (Figure 1). These models have been rigorously
tested and certified by actuaries, physician societies, quality stakeholders, and health entity
associations. A minority of payments are still made under non-value connected fee-for-service (FFS) and
instead providers can choose from the menu of APMs that work for their population and market
structure—procedure specific bundles, global payments, partial capitation with FFS (Figure 1). Options
available to providers to choose from would vary based on their volume of Medicare beneficiaries,
tolerance of risk level (based on financial rating), network adequacy, provider affiliations and past
participation, and prior year’s performance. Performance would be assessed every half year, so
providers can change payment options to minimize financial loses and maximize financial gains. All
providers are evaluated based on a holistic set of measures (structural, process, outcome, experience,
and population), but primarily based on population measures so some comparisons can be made across
the country.39
Figure 1: Spectrum of example payment reforms available for providers from the menu
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Part II: Payment and Delivery Models Supporting 21st Century Medicare
Overall Approach
Despite its flaws for rewarding volume over value; not supporting non-traditional, wrap around services;
and being a factor in health provider burnout, FFS is likely to remain a large portion of Medicare’s
reimbursement and obligations for the near future.33,40-42 In large part this is because many of the
current APMs still rely on a FFS architecture and many providers being unprepared or unwilling to move
into any APMs due to concerns about transparency of the financial risk, the model’s benchmark and riskadjustment, and performance measures.43,44 For example, most surveys show that many physicians
remain unprepared for implementing MACRA in their practices.45,46
That said, and as advocated for above, the mid-century “end point” for payment reform should be a
state whereby providers can choose from a menu of condition-specific or, person or population based
payments. This waiver-like system will allow each provider to match their resources to their population
needs. Using predictive analytics with data provided by Medicare, providers can prospectively identify
the highest-needs and most resource intensive populations and assign them into risk-based payment
models. Providers will work with regional CMS offices, which likely have a better understanding of the
market structures and infrastructure in place in those areas, to “waive” into these APMs and out of
traditional FFS arrangements. This satisfies the desire for providers to voluntary select their level of
participation, but the urgent need to transition to APMs.

Reforming the Physician-Fee-Schedule through Innovative Pilots
One opportunity may be for integrated health systems and high-functioning ACOs with a large market
share to limitedly test a reformed physician-fee-schedule (PFS).47 Multiple studies have confirmed the
PFS significantly overvalues some services (principally procedures) and undervalues some services, like
cognitive services and behavioral health services. Since 2014 Congress has required CMS to identify and
correct misvalued services but more action is needed.48 Additionally, the PFS does not have
reimbursable codes under the healthcare common procedure coding system (HCPCS) for services
necessary to support high-value, patient-centered care.41,49 For example, quasi-social and public health
services like care coordination, nutritional instruction classes, and medication delivery. Other codes such
as those for telemedicine and telehealth services are highly restricted and regulated. These
misvaluations and non-valuations reinforce the flaws of FFS and limit the clinical autonomy of providers
to only services paid for by Medicare.
The goals of this payment reform are two-fold: first to act as a stepwise toward other APMs for
providers unwilling or unprepared, and second provide a non-FFS based total cost of care and cost
measures. Most APMs are currently benchmarked and constructed off a FFS chassis, running the risk of
carrying FFS misevaluation and non-valuation forwards into APMs. Limited testing of a reformed PFS
could provide a more accurate costing of high-value care with high-value services, ultimately leading to
more confidence and participation in APMs by providers. Under this model providers would test a
highly-modified fee schedule, while still being held accountable for similar quality measures under MIPS.
CMS would likely need to waive cost performance, at least initially, for MACRA and other quality
programs. Additionally, many of the current payment rules would need to be waived by CMS to provide
for enhanced clinical autonomy. For example, the skilled nursing facility and telehealth rules.
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The structure of the PFS reform could be based on the “clinical families” of services or Berenson-Eggers
Type of Services (BETOS). This follows the implementation of the Protecting Access to Medicare Act and
other legislation.48 Each category of services could be then be analyzed—likely by an independent group
of health service researchers, economists, and health care finance experts— for over valuation and over
utilization, and adjusted upward or downward based on a multiplier attached to the relative value units
of each code; every code within the family of codes would receive the same multiplier. For example,
evaluation and management codes may be assigned a value of 1.1, while some procedures a value of
0.9. This would incentivize the use of more preventive service and help health systems and practices pay
for services like care coordination and case management, ultimately resulting in more patient-centered
and integrated care.
As part of this reform CMS could also create a series of new codes that focus on chronic care
management, connecting patients with existing social services in the community, digital health, or the
medicalization of those resources, such as e-visits, video consultations, healthy meal delivery, financial
planning, or disease specific education classes. This would allow CMS to “stress test” the value of new
services across a large population with diverse health demands, therefore speeding up the rate
Medicare adds new codes to the PFS and innovation generally. Telehealth and telemedicine services
represent a type of service that would have benefit from such innovative payment reforms.

Primary Care Capitation
Arguably primary care has received the most “payment and delivery reform” attention compared to
other specialties. Accountable care organizations, Comprehensive Primary Care (CPC), and CPC Plus are
the more widely known models. Only recently, however, has CMS begun moving to primary care models
were revenue is predominately person or population based, such as with capitation, rather service
based. For example, under the most advanced CPC Plus track providers can have up to 65% of their
revenue paid in a quarterly, prospective payment. Additionally, providers receive quarterly capitated
case management fees. Despite receiving prospective payments, providers still submit FFS claims as
normal. Moreover, the capitated payments only cover evaluation and management codes not the
totality of care services. Medicare should consider piloting a more robust capitated primary care model
that has a higher proportion of fees prospectively reimbursed and also prioritizes the elimination of
administrative burden.
As stated above, FFS under Medicare’s PFS inhibits innovation and clinical autonomy, and increases
administrative burden and physician burnout. Primary care physicians operating under a FFS
reimbursement model also have no incentive to grow their panel size to meet increasing patient
demand for primary care services. By shifting more fees into prospective, capitated payments providers
can invest more in innovative technologies and staffing arrangements that may deliver more personcentered and cost-effective care.
A goal of this model should be to pioneer unique ways to reduce the complex and time-consuming
billing and coding process. Indeed, this would act as a force multiplier by freeing up administrative
employees to perform clinic tasks ensuring that more of Medicare’s reimbursement is used to treat
patients. One option may be to streamline the claims and quality reporting process whereby providers
only submit monthly or quarterly claims that correspond to the capitated payment. This would remove
the administrative duplication of tasks that occur in the silo of billing and the silo of quality reporting.
Extensive quality reporting would still be required, as would thorough clinical documentation. However,
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the focus of the administrative tasks would shift to monitoring and reporting patient outcomes and
population health.

Testing Models that Rely on Self-Management and Health Literacy Components
A key component of BSWH’s success in the Comprehensive Care for Joint Replacement (CJR) model has
been patient-engagement. Specifically, participating BSWH hospitals implemented a “joint care boot
camp” patients were required to attend. Prior to surgery patients attend a small-group class that
instructs them about wound care, the importance of self-rehabilitation and physical therapy, and who to
contact in case of an emergency or other medical questions. The class also allows clinical staff to
evaluate each patients’ ability to succeed in varying post-acute settings—rehabilitation hospitals, home
care, or skilled nursing. The goal of the program is to improve health literacy in order to avoid
unnecessary emergency department visits and hospitalizations. Coupled with the joint coordinators who
provide follow-up care and coordination for each patient, BSWH has managed to lower costs and
improve outcomes for its patients.
CMMI should tests similar types of patient-engagement models through joint payment-delivery reform
whereby patients could share in savings of avoided utilization or be assessed higher degrees of costsharing, based on a sliding-scale, for inappropriate visits and health service utilization. Providers could
similarly share in these savings. Ideally this model would work best as a quality adjusted FFS or bundled
payment, with some pre-operative capitated payment that would be a risk pending outcomes. The
model would necessitate providers to create similar instructional classes to BSWH’s, implement a
patient-knowledge survey or test, and develop a post-acute follow-up system so patient selfmanagement can be supplemented by rigorous case management. Additionally, providers would need
to develop a specialized triage system where clinicians can help guide patients to appropriate care
settings, like a nurse hotline; a e-visit or video consultation program could be similarly used. 50 Initially
these models should focus on elective procedures with a large volume of post-acute care
hospitalizations, emergency department visits, and in-patient rehabilitation, where demand for those
services could be lowered by improved health literacy and patient/caregiver decision making. After
proof on concept has been established the model could be expanded to chronic conditions where longterm patient self-management is important to preventing acute exacerbations—diabetes, chronic
obstructive pulmonary disease, and obesity.

Congestive Heart Failure Condition and Team-Based Care Model
Conditions affecting the heart are one of CMS’s largest cost centers and represent a substantial
proportion of the chronic conditions that make up the Medicare’s population disease burden.51,52
Cardiovascular disease (CVD) is a leading cause of death and nearly 50% of the population, mostly
Medicare eligible, is anticipated to suffer from some type of the disease by 2030.53 While CMS has
tested procedure based cardiology payment reforms before, it has yet to test a model for the
management of chronic cardiovascular condition.
One option for CMMI would be to test a dynamic model to improve collaboration between primary care
and cardiologists across the care continuum. A similar model is being worked on by the Duke-Margolis
Center for Health Policy.54 In this model, a patient that is already attributed to an ACO or Medicare
Comprehensive Primary Care Plus practice could be further prospectively assigned into a bundle
payment for management of their CVD. The bundle would be inclusive only of professional fees, not of
facility costs. The total bundle amount and the “principle accountable provider (PAP)” would vary based
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on the severity of their CVD and comorbidities. In cases where the severity is high, the PAP and primary
physician would be the patient’s cardiologist, while in less severe cases the primary care physician could
remain as the PAP. Patients can still elect to have another physician coordinate their care, but it will
need to be documented in their medical record. For patients with a high-severity of other comorbidities,
the bundle could increase and other specialty types could “buy into” the model. Gain sharing and loss
limits could track to MACRA for simplicity.
Structurally each participating clinician’s professional fees would be bundled into a single sum for the
length of the bundle. A portion of the professional fees would be withheld and returned if certain
performance standards are met. Those failing to meet benchmarks would have their professional fees
redistributed to those that exceeded theirs.55 Clinicians would continue to receive a portion of their
professional fees at a reduced rate during the duration of the bundle. Both physicians would be held
accountable to the same performance measures, which the American College of Cardiology, American
College of Physicians, American College of Osteopathic Family Physicians, and American Academy of
Family Physicians could agree on.

Outpatient Stroke Care Coordination Model
The Agency for Healthcare Research and Quality (AHRQ) identifies stroke as a “priority condition” given
its prevalence in the population, expense to the health care system, and relevancy to health policy.56
Indeed, stoke is the fifth leading cause of death in the United States with 130,000 deaths per year, and is
also a leading cause of disability with more than 800,000 strokes per year.57 In 2012 the US spent
between $20 and $70 billion on direct stroke care and between $13 and $33 billion on indirect stroke
care—disability payments and loss of productivity.58-60 As Medicare’s population continues to expand,
stroke care will put increasing pressure on its expenditures.
Stroke care is prime for clinical innovation and delivery reform because it is a leading preventable
disease with a majority of events being avoidable according to the American Heart Association and
American Stroke Association.57,61 Secondary prevention is particularly critical in avoiding further deficits
to a patient’s motor, cognitive, and emotional status, and unnecessary health expenditures and
disability payments. Critical to preventing recurrent (and first) strokes are managing of risk factors,
including hypertension, cholesterol, diabetes, other cardio-vascular comorbidities, and multiple life style
factors.57 Research shows the most important of these is managing blood pressure.62-64
The fragmented outpatient delivery system significantly inhibits prevention of primary and secondary
stroke—medication for blood pressure control often go unadjusted or unfilled by physicians, or unused
by patients; or patients cannot access stroke specialists in their area or do not follow-up as
recommended.65,66 Working toward a solution BSWH has implemented an outpatient stroke care
coordination delivery model whereby stroke coordinators, using a customizable software platform to
track patient flow, contact all patients with a primary diagnosis of stroke or mini-stroke within 48 hours
after discharge—this innovation is currently funded using the transitions of care management fee
code/model. Coordinators schedule both primary care and neurologist follow-up appointments, collect
data on barriers to access these follow-up services, and review discharge care. The goal of this
innovation has been to increase follow-up care and ensure patients are taking prescribed medications.
We believe there is an opportunity to expand the model via a capitated payment, however.
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This model would be triggered by three events: 1) a primary diagnosis of stroke, 2) a claim for the
transitions in care management code, and 3) a completed follow-up visit within 10 days after the patient
is discharged. The neurologist, with agreement by the patient, could then attribute the patient into a 90,
180, or 365 day capitated payment for services not traditionally reimbursed under FFS other than care
coordination. For example, providers could use the capitated funding to create a same-day blood
pressure clinic with shuttle service to and from for stroke patients to measure their blood pressure and
receive medication adjustments. Another option may be for providers to have local, healthy foods
delivered to patients and to pay for certain exercise classes that may help control the patient’s blood
pressure and weight. Clinicians would have a high-degree of autonomy on how to use funding, similar to
how the chronic care management (CCM) and care transition codes work, to support innovations that
work for their patient populations and their market structures. However, they would need to closely
monitor and track utilization of the services for evaluation purposes. Long-term outcome measures
(reoccurant stroke, risk factors, etc.) would need to be tracked, which would work with MACRA given its
two year lag time.
This model will be limited to neurologists to ensure a high enough volume of patients, as determined by
CMS, is reached for a critical mass of funding. Said differently, a low volume of stroke patients would not
generate the capitated funds in aggregate across a panel of patients necessary to support a large scale
intervention. The capitated amount as well as gain and risk sharing thresholds would need to be
determined through public comment and a separate RFI. One option, however, may be to base the
amount on the anticipated cost of a reoccurring stroke and pay a percentage of that upfront to the
physician.

Part III: A Path Toward a Reformed Medicare
The journey toward a reformed Medicare and health care system is only in its infancy. Evidence for and
participation in payment and delivery reforms is limited, optimal data sharing and interoperability has
not been achieved, savings generated have been small (although positive), and overall health and
population health improvements have been modest (but significant in some areas like reduction in
readmissions). However, and as the RFI correctly points out, the work to date has been valuable and
demonstrates CMS has taken steps in the right direction. As such, we caution against any major
departure from CMMI’s current direction. Indeed, the new direction should seek to build on the work it
has already done by hastening the amount of model options available to providers to test. This is
especially true for diseases and specialties whose only option may be to participate in an accountable
care organization.
This shift from category 2 to category 3 and 4 payments, and from volume to high-value patient
centered care, will continue to be an iterative process between CMS and the health care community. 43
We agree with CMS/the RFI that the next iteration should largely focus on expanding advanced
alternative payment models and specialty models that are MACRA eligible, as we discussed in the
previous section and mentioned above. Medicare beneficiaries play an important role in their care that
needs to be actively operationalized in payment and delivery models beyond simply opting in or out of
models or incorporating elements of personal risk or savings. Empowering consumers means educating
beneficiaries so they are able to make informed decisions.
To achieve these goals below we provide multiple recommendations:
9














Congruent with guiding principles number five and six in the RFI, CMMI must make every effort
to release data from evaluations for third party and independent analysis. Additionally, CMS
should release Medicate Advantage (MA) cost data, so independent analysis can provide
recommendations to improve the MA program.
CMMI should work to establish multi-physician payment models for high-needs patients that
could be administered by MACs, NextGen ACOs, or other integrated delivery systems with
significant market share.
CMMI should consider testing payment models that incorporate capitated payments for social
services or that can be used to connect patients with private partners (including faith-based and
other community organizations) with the appropriate experience and infrastructure to address
relevant needs (housing, nutrition, job-training, education, transportation to enable
exercise/healthy eating/reduce social isolation, etc). Social determinants are known to greatly
impact health – and therefore health care resource utilization and costs. This recommendation
is similar to the accountable health communities model CMS is already testing.
CMMI should consider partnering with other payers to perform a multi-payer reforms to align
incentives across payers and populations, and increase the up and down side potential for
providers—policy makers believe at least 30% of a provider’s revenue must be reimbursed
through non-FFS means before APMs can be truly operationalized.
CMMI should consider a voluntary payment reform pilot of the PFS that incentives the use of
cognitive preventive services and disincentivizes the use of low-value services.
CMMI should limitedly test joint payment-delivery reforms that involve patient health literacy
components, with case management, and financial incentives for both patients and providers.
Additionally, it should consider how to incorporate similar elements into existing payment
reforms.
CMMI should continue to work with HCP-LAN to coordinate efforts across payers and health
systems.

Conclusion
Thank you for this opportunity to provide input and direction on CMMI’s vital mission. Medicare is an
essential program for today and tomorrow’s elder and disabled populations. The continued testing of
new models of payment and delivery will ensure this program continues to serve them for generations
to come. We highly encourage CMS to remain steadfast in its commitment to delivery innovation and
payment reform. We appreciate your time in reading our comments. If you have any questions,
comments, or concerns please do not hesitate to reach out to me. Our health system stands ready to
work with CMS.
Sincerely,

Kristi Sherrill Hoyl
Chief Policy and Community Officer
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November 20, 2017
Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244
RE: Request for Information – Centers for Medicare & Medicaid Services: Innovation Center New
Direction
Dear Ms. Bassano,
On behalf of the Behavioral Health Information Technology (BHIT) Coalition, the undersigned
organizations are writing to update our submission from August 28, as new information has come to our
attention that supports the need for providing electronic health records (EHRs) to mental health and
substance abuse providers. We appreciate the opportunity to provide input on the Centers for Medicare and
Medicaid Services new directions, and encourage continued focus on Mental and Behavioral Health Models
through the Center for Medicare and Medicaid Innovation (CMMI).
We should note that bipartisan Congressional legislation has been introduced (S. 1732/HR 3331) by
Senators Portman (R-OH) and Whitehouse (D-RI) and Representatives Jenkins (R-KS) and Matsui (D-CA),
that would authorize a CMMI health IT demonstration program, including providers such as public or
private hospitals that are principally psychiatric hospitals, community mental health centers, accredited
residential or outpatient mental health treatment facilities, clinical psychologists, and clinical social workers.
In light of the opioid crisis, and the recent Health Emergency Declaration by President Trump, we strongly
believe that the availability and adoption of health information technology and EHRs is a necessary and
valuable component to the treatment of those affected by substance use disorders, as well as serious mental
illness.
Mental Health & Addiction is not in Primary EHRs
Efforts to expand the use of health IT and EHRs have been implemented as a result of EHR incentive
programs; however, data still shows a lack of mental health history in primary care EHRs. Researchers
reported that “27.3 percent of patients with depression and 27.7 percent of patients with bipolar disorder
lacked a diagnosis of their mental illness in their primary care EHRs. In addition, data about mental health
patient-providers encounters occurring in non-primary care setting were often nowhere to be found in the
primary care record. Furthermore, nearly 90 percent of acute psychiatric services at hospital facilities –
often representing the most severe treatment of mental illness – were not present in the EHR whatsoever.”1

The absence of behavioral and mental health data in primary care EHRs will ultimately result in an
incomplete picture of a patient’s health and could lead to information gaps, which impacts health care
delivery. In order to make care coordination possible, integrating EHR technology is imperative to address
these information gaps and ensure properly-managed delivery of care.
Low Penetration Rate Amongst Providers
Unfortunately, despite high-need among mental health and substance use providers, health IT infrastructure
is often lacking within behavioral health care settings. A 2015 ONC report found that only 2 percent of
psychiatric hospitals had adopted sufficient EHR technology as of 2012.2 Additionally, while 20 percent of
community mental health centers reported EHRs in all of their clinic sites in 2012, only 2 percent reported
that they could meet the requirements of the EHR Incentive Programs. 3 Without the support of programs
similar to the EHR incentive programs, mental health and substance use providers have lagged behind on
the adoption of EHRs and require financial support to initiate this process, ultimately affecting the quality
of care they can provide to their patients.
High Incidence of Co-Morbidity
Each year, more than 100,000 people in the United States die of alcohol or drug related causes, making it
the fourth leading cause of preventable death, according to the Centers for Disease Control and Prevention
(CDC).4 Despite the increasing rate of overdoses among other alcohol or drug related causes of death, the
high incidence of co-morbidities in the substance use disorder population is of great concern. These cooccurring diseases drive health care spending. As stated in a recent CMS letter to State Medicaid Directors
on strategies to address the opioid epidemic, “Medicaid beneficiaries who struggle with addiction to opioids
or other substances have high rates of comorbid physical and mental health conditions, resulting in higher
spending for general medical services. Recent research has reaffirmed that most spending on individuals
struggling with addiction is not on treatment for those conditions, but instead focused on co-morbid physical
conditions. Between 2010 and 2013, among adult Medicaid beneficiaries treated for a behavioral health
disorder, 75 percent of spending for these individuals was for treatment of co-morbid conditions as opposed
to their behavioral health condition. At least one state has found significant reductions in medical costs
among Medicaid beneficiaries who accessed addiction treatment compared to those who did not.” 5 What
was left unmentioned in the CMS SMD letter is that much of this spending occurs in hospital emergency

1

Madden, J. M., Lakoma, M.D., Rusinak, D., Lu, C.Y., Soumerai, S.B. (2016); Missing clinical and behavioral health data in a large electronic health record
(EHR) system. Journal of the American Medical Informatics Association, 23(6), 1143–1149. https://doi.org/10.1093/jamia/ocw021
2
The Office of the National Coordinator for Health Information Technology (ONC) Office of the Secretary, United States Department of Health and Human
Services (2016, February). Update on the Adoption of Information Technology and Related Efforts to Facilitate the Electronic Use and Exchange of Health
Information. Retrieved from https://www.healthit.gov/sites/default/files/Attachment_1_-_2-26-16_RTC_Health_IT_Progress.pdf
3
The Office of the National Coordinator for Health Information Technology (ONC) Office of the Secretary, United States Department of Health and Human
Services (2016, February). Update on the Adoption of Information Technology and Related Efforts to Facilitate the Electronic Use and Exchange of Health
Information. Retrieved from https://www.healthit.gov/sites/default/files/Attachment_1_-_2-26-16_RTC_Health_IT_Progress.pdf
4
2013 Mortality Multiple Cause Micro-data Files. Detailed Tables for the National Vital Statistics Report “Deaths: Final Data for 2013.”
http://www.cdc.gov/nchs/data/nvsr/nvsr64/nvsr64_02.pdf; Centers for Disease Control and Prevention. Alcohol-Related Disease Impact. Atlanta, GA: CDC.
Stahre M, Roeber J, Kanny D, Brewer RD, Zhang X. Contribution of excessive alcohol consumption to deaths and years of potential life lost in the United
States. Prev Chronic Dis 2014;11:130293. Mokdad AH, Marks JS, Stroup DF, Gerberding JL. Actual causes of death in the United States, 2000. JAMA
2004;291(10):1238–45.
5
Centers for Medicare & Medicaid Services (2017). Strategies to Address the Opioid Epidemic: SMD # 17-003.

rooms. This makes no clinical or financial sense. EHRs and health IT are essential tools to effectively treat
this highly complex patient population in appropriate care settings and lower overall health costs.
The recent hepatitis C outbreak in West Virginia is an example that underscores the high need for integrated
health information technology within behavioral health care settings. The new number of hepatitis C cases
in West Virginia is nine times the national average, and the national average itself rose from 853 in 2010 to
2,436 in 2015, a 15-year high, according to the Centers for Disease Control.6 Use of EHRs accelerates
efforts to manage co-morbidities and diseases of this nature.
How Will Information Technology Improve Behavioral Healthcare Coordination?
The optimal way to treat mental illness and substance use disorders is to couple it with primary care services,
which, in effect, treats the “whole person” with comprehensive, multidisciplinary services systematically
combined to provide the best outcomes. Information technology provides the vital link in this process by
facilitating the exchange of authorized health data between care providers. EHRs provide clinicians a
complete picture of the individual’s health, enabling them to make fully-informed treatment decisions and
receive better care. Providing technology-enabled coordinated, integrated care to this high-risk population
can enhance outcomes, improve efficiency, and lower costs across the entire healthcare spectrum.
We cannot hope to address opioid crisis successfully, while addressing the mortality crisis among
individuals with severe mental illness, without providing EHRs and supporting health information
technology within behavioral health settings. As CMS contemplates their announced financing
demonstration across Medicare, Medicaid and CHIP, it should provide health information technology
incentives for mental health and substance use providers to address these needs.

Sincerely,
American Psychological Association
Centerstone
The Jewish Federations of North America
National Alliance on Mental Illness
National Association of Counties
National Association of County Behavioral Health & Developmental Disability Directors
National Association for Rural Mental Health
Zezima, K. (2017, October 17). Another outbreak related to the nation’s opioid crisis: hepatitis C. The Washington Post,
https://www.washingtonpost.com/newssearch/?datefilter=All%20Since%202005&query=another%20outbreak%20related&sort=Relevance&utm_term=.86667
0e683a5
6
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SECTION 1: Expanded Opportunities for participation in
Advanced APMs
Guiding Principles
1. Focus on Population health (e.g. PBPY) over episodic/service based models
a. Real improvement will require major redesign that should result the
reduction of Episodic/service based care.
b. Episodic/service based models based models may improve aspecifc area
and still add to the total cost per capita.
2. Reward systems for improvement AND achievement
a. Program design should not just drive additional efciencies…it should also
reward systems that are already efcient.
b. Do not cap upside risk adjustments for systems that are already efcient
c. Regionally adjust based on comparative costs rather than historical
baselines. For example, when looking at PMPM across country, lowest
areas should only need to maintain, highest areas should have to
decrease. This will push us all to the same level
3. Minimal burden of participation
a. Lots of requirements that take dollars and energy away from real
improvement work
4. Consistent Design for everyone…including Rural

ealth

a. Rural health currently only allows the Annual Wellness Visit to be
completed by a physician. This leads to access issues and an inability to
complete the AWV.
5. Consistent and Standard metrics / measurement
a. Use

EDIS Metrics

b. Diferent metrics between programs creates confusion

Model Designs
1. Introduce adirect to Provider Medicare Advantage Model
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a. Move away from shared savings to acapitated environment
b. Providers manage waivers, risk adjustment, less admin load than payers
2. Provide Payers with a stronger incentive to enter into up and downside risk
contracts
a.

We are going to be required to report information to CMS on payers we
have risk based agreements with and they are going to need to approve
our listing and the types of agreements we have that they meet the CMS
defned multi payer risk based arrangement.

b. Ensure that the foundations are in place to succeed (e.g. bi-directional
data sharing, partnership on delivery)

Structure, Approach, and Design
1. Systems need to be given incentives to move forward (and not walk away)
a.

ealth systems need to be able to ease into risk sharing contracts (MSSP
to NGACO)

b. ACOs are having difculty getting into Next Gen due to membership
thresholds. MSSP has lower thresholds, however many of the Next Gen
Models are then lost.
c. While adownside is an important incentive, it should be limited (for
example, 50% of the upside). This would encourage more systems to
continue to participate while still providing adequate incentive to perform.
d. Focus on Voluntary participation. Mandating participation does not drive
results. It is viewed as an additional burden.
2. Minimize the number of programs ofered.
a. A single clear path is better than amulti-faceted, complicated path with
too many layers to be understood
b. Newer and unique models will continue to tax the limited support
resources -Refocus energies on existing models rather than spending
resource time building new models
c. Need to be able to support all models with the current or an expanded
staf
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Options beyond FFS and MA for Paying for Care Delivery
1. Allow Patients to opt into more intense management services with resources to be
assigned for specifc conditions (Diabetes, Weight Management, Nutrition, Mental
ealth, Cancer Coordination, C F Clinics, etc.)
a. Pay a PMPM to ACOs when the patient in the more intense care
b. Need to defne specifc care expectations (Types or resources, dosage of
those resources)

c. Would need to have patient responsibilities and expectations to continue care

How CMS Can Further Engage Benefciaries
1. Allow wellness visits to be performed anytime during the calendar year versus
there must be afull year in between the last AWV and the next one

Payment Waivers that CMS Should Consider
1. Work with the delivery systems to identify the most impactful waivers for their
population. When there is downside risk, there can be fexibility on the waivers
needed.
2. If an organization is in adownside risk contract (like the Next Generation ACO),
allow them to ofer waivers across their entire CMS FFS population and not just
to attributed members. This will drive savings across the organization AND
provide abetter patient experience.

SECTION 2: Consumer Directed & Market Driven Innovation
Models
Guiding Principles
1. Use the patient experience and costs to incent member participation

Model Designs
1. Add Patient Incentives into the plan design. Examples could include:
a. Annual Wellness Visit Incentive
i. Add additional incentives for same day annual wellness exam when
already in for another service
ii. Allow annual wellness visits at any point in the performance year
(rather than waiting afull year after the prior visit)
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b. Provide an incentive for aligning with and visiting aPrimary Care Provider
c. Charge additional patient fees for inappropriate ER Utilization
d. Fitness Center membership and usage
e. Eliminate co-pays for some services (e.g. eVisits, video visits, preventive care
visits, chronic care management visits, fu shots)
f.

Provide patient incentives for achievements (e.g. A1C in control, Normal BMI,
Completion of age appropriate screenings)

g. Provide opportunities for

ealth Education and Literacy

Structure, Approach, and Design
1. Allow ACO to help develop and administer/manage the patient incentives
a. Partnership on beneft design to provide the most appropriate incentives for
their attributed population
b. Delivery any rewards in amore timely manner

SECTION 3: Physician Specialty Models
Guiding Principles

1. This should not be afocus area
a. We need to be talking global total cost of care -keep it under the TIN
b. These types of programs would incent specialists to leave an ACO -Focus
should be on getting independent specialists into an overall system with an
overall patient focuses rather than looking only at atype of service
c. Episodes as defned today are not what wewant to continue to serve as they
are service based, not population based.
2. Instead, allow ACOs to receive PMPM management fees to pay for specifc services
and resources to be assigned to specifc subsets of the population (Diabetics,
Weight Management, Mental ealth, Pharmacists, RN Care Coordinators, Cancer
Coordinators, C F Clinics, etc.)
a. PMPM Fees would be included in the overall cost of care. They should be paid
as services and not 12-18 months later
b. Defne expected capacity required to get the PMPM (Types or resources,
dosage of those resources)
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c. Provide standard fnancial and outcome "ROI" for each resource based on
work completed in the Next Gen ACO (e.g. ow much do we save for each
diabetic in control versus one that is out of control). This information can be
used to set the PMPM and to help us prioritize work

SECTION 4: Prescription Drug Models
Model Designs
1. Do not build out specifc models in this area, but rather spend eforts ensuring there
is no price gouging and ample competition for medications. Open up access to
safe, afordable medications.

SECTION 5: Medicare Advantage Innovation Models
Structure, Approach, and Design

1. Encourage Medicare Advantage payers to utilize the healthcare system and avoid
duplicate and disconnected services
a. Payers are performing clinical services that are redundant to the ACO
services. In many cases, the clinical documentation is not getting to the ACO.
This results in disconnected care for the member/individual. In most cases,
the Medicare Advantage payer is charging ACOs aPMPM management fee
which is adding costs. There should be an easy way to eliminate those
redundant services.
2. Limit the amount of shared savings that aMedicare Advantage payer can keep
(sharing the rest with the ACOs)
a. As ACOs implement new services for their population, per capita costs
decrease while ACO costs increase.
b. Shared savings or PMPM fees for additional services ensure plans are sharing
more money with the health systems who are investing in the care
3. Incent plans to share "good quality" data with

ealth Systems

a. Enforce standard claim and eligibility fle formats with specifc content
b. Incent data sharing at the patient and transaction level
4. Ensure Medicare Advantage payers are able to share cost of care information with
ACOs at the patient and transaction level

Options beyond FFS and MA for Paying for Care Delivery
1. Introduce adirect to Provider Medicare Advantage Model
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a. Move away from shared savings to acapitated environment
b. Providers manage waivers, risk adjustment, less admin load than payers
c. This removes the middle tier, and focuses on patient care over proft sharing
d. Would need to set thresholds to be able to participate

SECTION 6: State based and local innovation (including
Medicaid)
Guiding Principles
1. Incent states to share Medicaid claims with provider systems to help improve care
across medical and Long term care services

Options beyond FFS and MA for Paying for Care Delivery
1. Incent partnerships between ACOs and managed care organizations to provide a
single experience for those receiving these services

SECTION 7: Mental and Behavioral Health Models
Guiding Principles
1. Do not break this out separately…incorporate mental health into the overall model

Structure, Approach, and Design
1. Incent organizations to drive mental health into all points of care with aclear
transition to more intense mental health services when needed AND atransition
back to primary care when more intense mental health services are no longer
needed

SECTION 8: Program integrity
Guiding Principles
1. Ensure arational balance of Audits vs. Fair as the audits are amajor burden for
ACOs
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To Whom It May Concern:
We live in a mobile and global world. Our health data need to reflect our
mobile, instant, connected world. It is our right as patients to access and
own the results of our medical care instantaneously for our own longitudinal
record, and shared with whomever we please. We as patients should own
our health information and digital results of our care free of charge. We
already paid for them by paying for the medical service through our
insurance premiums, copays, deductibles, and taxes.
We should be allowing for the design of the future rather than addressing
the dysfunction of today. In doing so, this will empower the consumer to
control their own health information so they can make better choices about
their health.
This EHR should be readily available by the patient and secured by the
patient’s choice of password combined with third party verification, biometric
or facial recognition, or the state-of-the-art technology as used in other
sectors.
Providers and their software vendors need to allow for open technology
development, leveraging existing state-of-the-art security and patient safety
measures like thumbprint, voice, or facial recognition and device
verification. The electronic medical record should be transactional, mobile,
and secure like mobile banking is in the financial industry. A patientcentered longitudinal record gives the patients the choice of when, how, with
whom, and to what extent their own medical records can be shared.
The patient receipt of their own health care record should be automatic. We
need to eliminate the requirement for the patient to ask for copies of their
information and copies of their films. A copy or photo of an image or film
should be automatically provided to the patient. The patient should not
have to go to a separate location in the hospital, fill out a separate form, and
then wait up to 30 days to receive their information. Those 3 things
collectively inhibit timely and quality care. We can achieve timely and the
best of quality care if we provide the patient with immediate access to his or
her own patient-owned integrated EHR.

We need our electronic health record to follow us so we are free to receive
care wherever we choose. Through cooperation and non-discrimination, we
can have one, single, mobile, longitudinal record.

Multiple, separate portals from each provider, difficult to access, each acting
as an island unto itself, is a broken way for a physician to provide optimal
health care. It is onerous, expensive, and redundant. It is broken. It does
not work.
Patients need ownership rights to their own health information and data, and
ability to have an aggregated, integrated, longitudinal, patient-owned
electronic health record. That EHR should be readily available to them
through their mobile devices. Hospitals/providers should have open API’s,
and images, films, EKG’s, CT’s, MRI’s, radiology, open notes regarding
discharge and care should be readily accessible in a shared, open
architecture for other institutions on behalf of the patient. The EHR should
also have available linkage to the patient’s pharmacy for populating a history
of prescription fills.
We can greatly improve the quality of health care and provide timely, life
saving measures to patients in emergent care with informed physicians and
patients, family and caregivers alike. We can substantially reduce costs of
health care by eliminating redundancies in providing care across
institutions. This common sense approach can, in fact, be readily done with
today’s technology, as evidenced in almost every industry other than health
care.
The patient’s integrated EHR should be transactionally populated, much like
the financial community, where each digital transaction is shown in the
patient’s “banked account.” It should be integrated and aggregated through
the patient’s applications of choice, much like Mint or Quicken aggregate
financial transactions. Wherever the patient receives care, the patient
receives that information into the patient’s “banked account.” Categories
such as labs can be dated and aggregated, and trends and results can then
easily be charted by the patient and the patient’s care providers.
Near term, providers and patients alike (especially emergency departments)
need readily available, shared access to existing images produced for
patients. Imaging sharing should be open such that any institution could
pull up an image no matter where it is, and that access should be provided
across institutions for the patient.

Patients should be able to secure what they want to keep private, and
readily share what they choose to share with other providers, physicians,
family members, caregivers. Patients should be able to determine the level
of privacy and to whom they want to share their own integrated

EHR. Patients should be able to choose to “time out” that sharing, similar to
a feature of the Find My Friends and Life360 apps.
Innovation needs to allow for compatibility of our health records with all
technology vendors, and for the ability to analyze, aggregate, and readily
share health data.
The standard needs to be that the electronic record is provided
instantaneously, mobile, portable, compatible with all applications in the
repository of our choice, and allowing for state-of-the-art and future
technologies.
We need a transparent patient-centered record with full visibility into all our
health records – labs, radiology, prescription fills, and care plans – to ensure
the best, timely, informed, and efficient care.
Likewise, we need transparency into the quality, performance, and cost of
care. With access to these metrics, we can shop for physicians and medical
services at a competitive marketplace, not be restricted to certain providers,
and hold both patients and providers accountable for performance.
Cost data should be aligned with the EHR and be visible to the patient and
physician. Physicians and patients alike are blind as to the ultimate cost of
procedures. They are blind to what is “in network” and “out of
network.” The “out of network charges are additional charges that occur
unknowingly to patients and can be gamed by providers. To ultimately give
the patient freedom of knowledge and choice, we need to strive for a nearterm goal of attaching the cost to the insurer and the cost to the patient as
it is aligned with the care provided for the patient, real time to the doctor
and to the patient when available.
With data driven choice, we can utilize sites similar to Yelp, Amazon, and
OpenTable to shop, assess quality, and book our care globally. When
aggregated health data is readily available for comparative quality, cost,
research, and analysis, the cost of care lowers and the quality improves.
Patients and providers should be able to have two-way communication
through email, Facetime or Skype, texting, photos, videos, and phone
calls. New communication technology conduits should be readily adopted for
such two-way communication, rather than requiring a regulation or
legislation to allow people to communicate.

Patients and providers should be able to simply use email to communicate
with their doctors. Like in the legal world, providers may choose to use a
disclaimer regarding confidentiality and security.
The patient’s own choice of privacy and security should supersede any
institutional requirements. The patient should be able to opt in for deeper
levels of security but should automatically be able to choose to share their
fully integrated electronic file where they deem fit. The integrated file
should be automatically available for emergency care.
The current software allows for physician notes to be viewable to the
patients themselves. Patients should have readily available access to these
physician notes. In addition, patients’ ability to edit and provide comments
to the physician notes would be an important link to their longitudinal
care. Better yet, patient edited and co-produced notes with their providers
may be optimal. Most importantly, the collective needs to allow for patient
participation and communication two-way with the patient’s integrated EHR.
Much like the financial community, patients should be able to download their
medical data. If any provider or the patient himself wants to view the
integrated lab tests and look at a five or ten year horizon, he/she should be
able to readily download the data and compare and contrast changes. They
should stored in machine-readable form to allow for data analytics by care
providers, caregivers, patients, and for research (where the patient has
chosen to opt in).
HHS should seek to remove blockage and process burdens on patients under
HIPAA that may limit patient access to their health information based upon
patient choice of levels of privacy. See our comments above regarding
instantaneous population to the digital record and eliminating signing a form
for access and waiting 30 days.
Patients should be able to view their complete patient record, including
pricing, tests, films, lab results, and health care provider notes. The EHR
should provide affiliated charges and pricing. Price and cost transparency,
outside of emergency situations, should be provided upfront to the patient
prior to rendering services. As patients access the EHR, they should access
the range of pricing from the institution compared to other comparable price
ranges for a similar procedure elsewhere.

We support the OpenNotes movement for physician notes to be provided
attached to the patient EHR and two-way communication to be allowed for
patient engagement.
Patients should own their health information and be able to easily create a
longitudinal health record that they can use or share with health care
providers, caregivers, researchers and others.
Patient information should not automatically be used for research or
brokered even if it is “anonymized.” Patients should have the choice to opt
in to any broad or specific medical research, and the institution should not
be able to broker the patient’s data without the patient having full
transparency and the choice to opt in to having their information brokered
and shared.
If the institution is being paid for those data, the patient should have full
transparency into payments the provider or researcher received for his or
her medical record. Remunerations to the patient should be considered for
the use of such data.
Thank you for your consideration.

Sincerely,

Linda Bent
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November 20, 2017
BY ELECTRONIC DELIVERY
Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
CC: Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Acting Director Bassano,
The Biotechnology Innovation Organization (BIO) appreciates the opportunity to
comment on the Centers for Medicare & Medicaid Services (CMS/the Agency) Innovation
Center New Direction Request for Information (new direction/RFI) released on September
20, 2017. 1 BIO is the world’s largest trade association representing biotechnology
companies, academic institutions, state biotechnology centers and related organizations
across the United States and in more than 30 other nations. BIO’s members develop
medical products and technologies to treat patients afflicted with serious diseases, to delay
the onset of these diseases, or to prevent them in the first place. Our members’ novel
therapeutics, vaccines, and diagnostics not only have improved health outcomes, including
productivity and quality of life, but also have reduced healthcare expenditures due to fewer
physician office visits, hospitalizations, and surgical interventions.
BIO represents an industry that is devoted to discovering new treatments and
ensuring patient access to them. Accordingly, we have closely monitored the Innovation
Center’s development and delivery of demonstration models and their potential impact on
patient access to treatment and innovation. BIO applauds CMS for engaging in the collection
of broad stakeholder feedback through this RFI, and not only for seeking input on the model
focus areas, but also on the overarching principles that guide the Innovation Center’s
activities (guiding principles). We support the Center for Medicare and Medicaid Innovation’s
(CMMI’s) broader goal to improve quality of care and reduce overall healthcare
expenditures, and believe appropriate access to, and utilization of, medicines can contribute
to both goals. Innovative therapies have the potential to improve patient health outcomes
and reduce healthcare spending in the short- and long-term. Thus, a prominent theme of

Centers for Medicare & Medicaid Services: Innovation Center New Direction, available at:
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf.
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our comments on this RFI center on the ideal that all demonstrations should not only
maintain, but improve access to necessary therapies.
As a threshold matter, we would like to reiterate the tenants of CMMI model design,
which we believe are essential to incorporate within the context of the guiding principles and
central to the development of models outlined in the focus areas of this new direction. The
authorizing statute for CMMI, Section 1115A of the Social Security Act, requires that: (1)
innovation models “address a defined population for which there are deficits in care leading
to poor clinical outcomes or potentially avoidable expenditures”; (2) models reducing cost
must do so while also “preserving or enhancing the quality of care received by the
individuals served in the model;” (3) evaluation of each model is to be conducted, including
an analysis of “the quality of care furnished under the model and measurement of patientlevel outcomes and patient-centeredness criteria,” and such information should be made
publicly available in a timely fashion; and (4) in carrying out development of models, CMMI
shall “consult relevant clinical and analytic experts” and “use open door forums to seek
input from interested parties.”
BIO finds that there are key themes within the context of the authorizing
statute that should be clearly defined as a part of the guiding principles and the
new direction of the Innovation Center. We strongly urge CMS, in moving forward
with this new direction to include and adhere to the following in development,
implementation, and assessment of all models (discussed further in this letter):
1. Utilize robust and transparent data assessments in the development and
evaluation of CMMI demonstration models;
2. Delineate a clear stakeholder engagement strategy and process for
collection and incorporation of feedback when CMMI models are being
considered, implemented, and evaluated, and for CMMI generally;
3. Assure that CMMI demonstration models represent “true tests” in their size
and scope; and
4. Develop patient protection guardrails to ensure quality, patient-centric care
is being delivered through each CMMI demonstration model.
Furthermore, within the context of these considerations, CMMI models
should prioritize and preserve patient access to innovative therapies, as they
serve a critical role in improving patient health outcomes and reducing overall
healthcare costs. Models that ensure timely initiation of the most appropriate
course of treatment for a patient are aligned with the patient-centric approach of
this RFI.
We share these critical considerations in the context of the continued drive toward
improving quality of care, patient-centricity, and delivery of innovative treatment options
that can reduce overall healthcare expenditures, in accordance with previously stated goals
of the Innovation Center:
“The work of the CMS Innovation Center relies on an understanding – shared by
patients, health care providers, and other stakeholders – that our health care system
does not consistently reward the quality of care provided, instead rewarding the
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quantity of services provided … moving toward delivering high quality care to CMS
beneficiaries and by extension, to all Americans, and paying for this care in smarter
ways, requires transforming the system as a whole.” 2
BIO believes that well-designed innovation models—those that are built on relevant
data insights in conjunction with a broad range of stakeholders and that aim to test smallscale, specified improvements to healthcare delivery and outcomes—are central to positive
transformations in the healthcare system. Demonstration models can serve a critical role in
generating the evidence and data needed to move in the direction of personalized medicine
and delivery of innovative treatment options that transcend the current approach to care,
improving quality, health outcomes, and reducing overall healthcare costs. Incorporation of
the following themes is critical to achieving these goals.
1. Utilize robust and transparent data assessments in the development and
evaluation of CMMI demonstration models.
BIO is concerned about the lack of clear, detailed data provided regarding the
rationale for creating certain models as well as the data used to evaluate models currently
underway. It is imperative that CMS articulate the evidence used in the
development of a model and generated throughout the model’s implementation
and assessment process, with appropriate context.
Specifically, there has been insufficient information made publicly available around
both what is driving the development of a specific innovation model and how innovation
models are meeting the goals of maintained or improved care at reduced costs to the
overall healthcare system. In the example of the previously proposed Part B Demonstration
Model, CMS provided no evidence for the basis of the model and stakeholder analysis and
feedback revealed the potential pitfalls inherent to a model with the singular goal of
reducing healthcare spending.3
Moving forward, we believe CMS should detail the analytical basis for the
development of a model to the general public as a part of the recommended stakeholder
feedback process, discussed further below. This information should be clearly presented and
include contextual information such as data limitations, expected outcomes, impacts to
patient care and spending, data elements to be collected throughout the course of the
model, and the intended use of data generated. Subsequently, once refined, data collected
on the model’s impacts should be publicly reported, with emphasis on the care and quality
improvements and not solely on cost savings. Models designed primarily for cost savings
should not be tested unless data demonstrates clearly, unequivocally, and without
exception, that patient access, safety, and outcomes will not be compromised. Providing
such data is a critical component of ensuring sound model design, outcome measurement,
and application for expansion or use in future models.

Centers for Medicare & Medicaid Services, Center for Medicare and Medicaid Innovation Report to Congress,
December 2016, available at: https://innovation.cms.gov/Files/reports/rtc-2016.pdf.
3
See: BIO Comments, RE: Medicare Program; Part B Drug Payment Model [CMS-1670-P], May, 9 2016.
2
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2. Delineate a clear stakeholder engagement strategy and process for
collection and incorporation of feedback when CMMI models are being
considered, implemented, and evaluated, and for CMMI generally.
BIO believes that broad engagement across the spectrum of stakeholders, as
required by the statute and at the earliest stages of model consideration and development,
is a cornerstone of the foundation for responsible policy and demonstration model
development. CMS should take the opportunity under this new direction to set
forward a detailed stakeholder engagement strategy, for models being considered
and developed, those that are currently underway, and the Innovation Center
more broadly.
We believe this RFI is an important first step in bringing new transparency to CMMI
in the development and structure of potential demonstration models. BIO would like to see
CMS set forward a predictable, formal process to ensure that interested parties –
particularly patients - have the opportunity to participate in model development,
implementation, and analysis. A holistic review of multiple perspectives across stakeholder
organizations will help the Innovation Center best meet the goals of improved quality of
care, patient-centricity, and reduced healthcare costs. Engagement of stakeholders both
early and regularly will help inform meaningful outcomes, quality measures, and structural
safeguards. In this process, patient engagement must be at the forefront, and extend
beyond the more common conditions that tend to drive model design.
Additionally, the Agency should set at least quarterly open door forums to review
broader CMMI activities and updates. Further, for each specific model, there should be
regular intervals to provide feedback from those with a vested interest in the model. This
feedback should be requested at the onset of the model proposal based on data as detailed
above, throughout its course and evaluation, and as follow up after the conclusion. Such a
process will help inform potential future innovations, model expansion considerations, or the
need to discontinue models - as required by statute - if they have negative impacts on
patient health outcomes.
3. Assure that CMMI demonstration models represent “true tests” in their size
and scope.
As required by statute, models must target specified populations with the aims of
maintaining or enhancing care, and require a two-step process for further use of the models
design or expansion beyond the initial defined population. BIO believes it is imperative that
models be voluntary, targeted, and well-defined in scope, and never implemented
on a nationwide basis as per the statutory definition of a model.
These parameters are central to ensuring that a model delivers applicable insights
about impacts on care and programmatic spending. BIO has previously addressed concerns
with CMMI proposals that aim to make large-scale changes to program delivery, particularly
in the case of the proposed Part B Demonstration Project.4 This model represented a
wholesale programmatic change that could have had significant consequences for patient
4

Id.
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access to appropriate care and treatment; did not prioritize patient quality of care, nor
provide for evaluation of the model’s impacts; and did not align with the statutory
provisions for a model. It also delineated a finite Phase I model period after which a scaledup, and qualitatively different Phase II model would be initiated, potentially before
meaningful evaluation as required by statute was conducted. We believe the new direction
for the Innovation Center is an opportunity to continue to correct course in the development
of future models, and ensure they apply to specified, targeted populations and care deficits.
Further, we appreciate the Innovation Center’s commitment to the use of voluntary models
in the guiding principles as we believe it is imperative for providers to continue to exercise
the ability to make the most appropriate treatment choices for their patients.
Further, in appropriate testing of models, CMMI should ensure that concurrent
models are not applied within the same patient population or provider base in such a
manner that does not allow for accurate assessment of each specific model’s impact, to
ensure that results are not confounded by members of the identified target patient and
provider populations participating in multiple care delivery models. This “layering” of models
could inappropriately impact beneficiary access to care or influence the potential for model
results to be repeated and applied across a broader populations.
4. Develop patient protection guardrails to ensure quality, patient-centric care
is being delivered through CMMI demonstration models.
BIO is concerned that without further details around protecting patient access and
proper oversight of innovation models, CMMI’s principles may be ineffective or insufficient in
impacting true innovative, patient-centric care. CMS should incorporate a well-defined
structure and set of patient-centered outcomes upon which it will evaluate the
quality of care being delivered to patients through innovation models.
We ask that CMS consider the addition of guardrails to ensure that patient access is
maintained or improved throughout the course of the model as is required by statute. Such
guardrails should ensure patient access to comprehensive coverage, prioritizing access to
evidence-based treatment and preventions. This should include meaningful mechanisms for
informing patients of their provider’s participation in models, and if the model has the
potential to influence treatment decisions, allowing patients to opt-out if desired without
having to seek treatment elsewhere.
Further, we encourage CMS to ensure demonstrations do not negatively impact care
for patients with complex healthcare needs, or for those who have rare diseases with only
one or very few approved therapeutic options. For such high-need patient populations,
testing a pilot that may ultimately be unsuccessful might disproportionately subject these
patients to significant risk of negative health outcomes. Models should have flexibility to
accommodate quality of care for patients who fall outside the “average” patient
considerations upon which demonstrations are benchmarked, including accommodating
access to innovations in treatment. CMMI should avoid testing pilots that may jeopardize
access to care and necessary therapies that are critical for such patients.
BIO believes the development of such guardrails demonstrates an important
opportunity for CMS to engage with beneficiary stakeholders, one of the aims outlined in the
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RFI, to seek feedback on the care they are receiving and the models in which they are
participating. Such information could include, but is not limited to, the development of
relevant quality measures, patient reported outcomes, and pathways for patients to share
concerns about the care being delivered through specific innovation models.
The key elements outlined above are central to BIO’s feedback and comments on the
individual components in the RFI, and their incorporation into the broader framework for
CMMI activities should be prioritized. In addition, the balance of our comment letter
provides feedback on the components of the RFI: (I) comments in response to CMS’ guiding
principles for the new direction of the Innovation Center and (II) comments in response to
the proposed model focus areas:
I. Comments in response to CMS’ guiding principles for the new direction of the Innovation
Center
1.
2.
3.
4.
5.
6.

Choice and competition in the market
Provider choice and incentives
Patient-centered care
Benefit design and price transparency
Transparent model design and evaluation
Small-scale testing

Page 7
Page 7
Page 8
Page 8
Page 9
Page 9

II. Comments in response to the proposed model focus areas for the new direction of the
Innovation Center
1.
2.
3.
4.
5.
6.
7.

Prescription drug models
State-Based and Local Innovation, including Medicaid-focused Models
Program Integrity
Medicare Advantage (MA) Innovation Models
Expanded Opportunities for Participation in Advanced APMs
Physician specialty models
Mental and Behavioral Health Models
*

I.

*

Page
Page
Page
Page
Page
Page
Page

10
13
14
16
16
17
18

*

Comments in response to CMS’ guiding principles for the new direction of
the Innovation Center

BIO appreciates CMS’ approach of detailing the specific guiding principles that will
direct future model design and implementation. As discussed above, we believe the central
themes around application and use of data, regular intervals for broad stakeholder
engagement, the notion that demonstration projects should represent “true tests”, and
patient guardrails should be more broadly incorporated into the guiding principles of CMMI.
Further, BIO makes considerations around each of CMS’ guiding principles for the new
direction of the Innovation Center in turn below. We ask CMS, after incorporating the key
themes detailed above, to codify the guiding principles to ensure models moving forward
are developed from, and held to, the same set of standards.
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1. Choice and competition in the market - Promote competition based on
quality, outcomes, and cost.
BIO is encouraged to see the focus on allowing for choice and competition in the
healthcare marketplace. It is imperative that model designs ensure patient access to timely
and appropriate treatment options, including innovative medicines that may have the
potential to offset other healthcare costs and improve health outcomes in both the shortand long-term. However, we have concerns around potential model designs that base
healthcare delivery mechanisms solely on financial incentives or cost savings.
We caution CMS against the development of any model that may apply arbitrary
limitations, hurdles, or provider disincentives on treatment access in the care setting most
appropriate for the patient, as this could negatively interfere with the patient/provider
treatment plan and the central ideal of creating patient-centric innovation models. BIO
finds that measures of cost often take an overly simplistic view of the value that an
individual therapy or treatment may deliver both to the patient and the overall healthcare
system. Assessments of cost should take into consideration a number of factors – other
healthcare interventions avoided, patient outcomes, time period considered, overall savings
to the healthcare system, etc. – which could have serious implications for patient access
depending on how each factor is defined.
An additional avenue the Agency should consider as a means for advancing choice
and competition that promotes value and quality health outcomes are value-based
arrangements (VBAs). Through such arrangements, manufacturers of drugs and biologics
can play a central role in advancing value-driven healthcare delivery. The Innovation Center
should advance VBAs as a component to this new direction, working to overcome the
regulatory challenges for such arrangements, explored further in this letter in our comments
on prescription drug models.
2. Provider choice and incentives – focus on voluntary models, reduce
burdensome requirements and unnecessary regulations to allow for delivery
of high-quality care.
BIO supports flexibility in model design that ensures patients receive the most
appropriate, high-quality course of treatment. It is imperative that model design does not
place an undue burden on providers in caring for their patients, nor does the design
interfere with the patient/provider decision-making process. We strongly agree that
participation in models should be decided on a voluntary basis by providers, allowing them
the flexibility to assure that a demonstration represents an appropriate means to deliver
care for the mix of patients they serve. We also believe that model participation should be
voluntary for patients, as they have the right to make informed decisions about the
healthcare they are receiving. Further, in scaling of models based on positive data results,
participation should continue to be voluntary for both providers and patients. BIO
encourages CMMI to further define ‘voluntary’, including patients and future model
expansion considerations, to provide additional clarity around this guiding principle.
Previously, the Agency moved to implement a model that was not consistent with
this principle, through the widespread application of the proposed Medicare Part B
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Demonstration. As detailed at the outset of this letter, in order for Innovation Center
activities to impact the transformation of healthcare delivery and quality, any model
developed should represent a “true test”, as defined by statute, by identifying a specific
patient population and desired health, quality, and cost improvement outcomes that are
informed by the stakeholder participation in the model’s development.
3. Patient-centered care – empower beneficiaries/caregivers to take
ownership of their health and ensure that they have the flexibility and
information to make choices across the care continuum.
BIO believes that this guiding principle should not only focus on “ownership of
health” from the decision-making perspective, but also in providing feedback on proposed
models that may impact a beneficiary’s overall care and course of treatment. A critical
element of the informed decision-making process for patients is the ability to understand
and have the opportunity to provide feedback on the type of care they are going to receive.
In conjunction with their providers, patients should have the opportunity to make the
decision for the preferred course of care based on their overall treatment goals.
In line with CMMI’s stated aim of increasing engagement with beneficiaries for
purposes of development of new models or as participants in models, we urge CMMI to
undertake a well-defined stakeholder engagement process as detailed above. Through
connecting with interested parties, including beneficiaries - before a model is developed,
during its implementation, and as follow up to – the Innovation Center can ensure that the
model empowers beneficiaries and is relevant in informing future models.
4. Benefit design and price transparency – Use data-driven insights to ensure
cost-effective care that also leads to improvements in beneficiary outcomes.
BIO supports delivery of care that prioritizes quality and improved health outcomes.
It is BIO’s position that any efforts around increasing transparency should apply across the
healthcare spectrum and be grounded in the goal of improving timely access to information
that supports informed patient/provider clinical decision-making and health insurance
enrollment decisions, and that helps ensure smarter healthcare spending, without distorting
market dynamics or harming the innovation ecosystem.
When applied to prescription drugs and biologicals, as one element of the broader
ecosystem, transparency should facilitate access to medications, while continuing to foster
competition and the risk-taking required to deliver on the promise of future treatments and
cures. This includes promoting an environment that supports value-based approaches to
healthcare delivery and payment that benefit the patient; provides information that is
meaningful to healthcare decision makers, and that can be used by patients to improve their
clinical and insurance enrollment decision-making; gives information to patients on the
models their provider is participating in that could have impacts for their overall course of
care; and promotes an understanding of the full spectrum of the healthcare delivery channel
and a holistic representation of the marketplace.
As detailed in the beginning of our comments, we find it is imperative to ensure data
is used in the appropriate context for the development of demonstration models. The data-

Acting Director Bassano
November 20, 2017
Page 9 of 19
driven insights CMMI references in this principle should not only be aimed at reducing
healthcare expenditures, but driving advances in the quality and patient-centricity of care
for purposes of the new direction of the Innovation Center. Every demonstration model
under development and consideration by the Agency should be presented with the data
insights leading to its development, with relevant context for stakeholders to understand
the purpose and the aims of the innovation being presented.
5. Transparent model design and evaluation – draw on partnerships and
collaboration with broad range of stakeholders.
BIO supports collaboration across a broad range of stakeholders in the design,
development, implementation, and assessment of all models. CMS should ensure a robust
and inclusive dialogue with stakeholders to identify discreet opportunities for evidencebased model development and work collaboratively in the development of all future
demonstration models. BIO finds that such transparency is imperative to ensuring models
deliver high-quality, patient-centric care.
As suggested in our comments on a stakeholder engagement process, we urge CMS
to solicit feedback from stakeholders across the healthcare spectrum both for individual
demonstration models and for CMMI more generally. BIO suggests that CMS use quarterly
stakeholder meetings to discuss current model activities and seek feedback from the public
on adherence to the stated goals and guiding principles of the Innovation Center. For each
model or specific model focus areas, CMMI should convene such meetings when a model is
first being considered, as it is designed, during its implementation, and as data is collected,
and once a model is complete. Involvement of interested groups, including patients, can
help best inform a model’s design and evidence generation to support transformations in
healthcare.
The recent Summit on Behavioral Health Payment and Care Delivery Innovation 5
held by CMMI represents a positive step in the right direction for this type of appropriate
stakeholder engagement. This public summit included discussion of ideas for potential
behavioral health models to improve access, quality, and cost of care for beneficiaries with
such conditions. We encourage the Innovation Center to continue convening such types of
open forum discussions as models are developed in this area and for other models
considered in the future.
6. Small-scale testing – test smaller scale models that may be scaled up if they
meet the expansion requirements under 1115A(c).
BIO supports this guiding principle for small-scale testing of innovation models and
expansion when they meet requirements under Section 1115A(c) of the Affordable Care Act.
As detailed in our comments around ensuring innovation models represent “true tests” and
as we have previously stated in comments around expansion of models, we ask that CMMI
provide additional information around assessment of models before expansion, including
collection of stakeholder feedback and release of relevant data and results.

Summit: Behavioral Health Payment and Care Delivery Innovation, September 8, 2017. Available at:
https://innovation.cms.gov/resources/behavioral-health-paymentcare-summit.html.
5
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For purposes of this guiding principle, CMS should define the meaning of “smallscale” in terms of the number of participating providers and patients, geographic range, and
duration of the model, and seek stakeholder feedback before moving forward with this
definition. This additional detail will help create necessary consistency across future models.
Additionally, we believe Congress should play a critical role in expansion of future models.
BIO continues to have concerns around use of waivers for expansion of models from Phase I
to Phase II.6
II.

Comments in response to the proposed model focus areas for the new
direction of the Innovation Center

The RFI includes a broad range of potential focus areas for future CMMI models and
demonstration projects. Below, BIO provides feedback on considerations for some of the
outlined focus areas. Throughout these comments, and in CMS’ focus areas on which we do
not explicitly comment below, the themes described at the beginning of this comment letter
- the use of robust and transparent data in innovation models, the development of a broad
stakeholder engagement process across CMMI activities, ensuring that models are
implemented on a small-scale, voluntary basis, and application of patient guardrails – are
critical to implementing high-quality, patient-centric models in all focus areas. Our
comments target the following focus areas: (1) prescription drug models, (2) state-based
and local innovation, including Medicaid-focused models, (3) physician specialty models, (4)
increased participation in advanced Alternative Payment Models (APMs), (5) Medicare
Advantage (MA) innovation models, (6) mental and behavioral health models, and (7)
program integrity.
1. Prescription Drug Models
CMMI details interest in testing new models for prescription drug payment, in both
Medicare Parts B and D and state Medicaid programs that incentivize better health outcomes
for beneficiaries at lower costs and align payment with value, referencing innovative valuebased purchasing arrangements.
BIO believes it is critical that any demonstration model for prescription drug delivery,
whether through Medicare Parts B and D or state Medicaid programs, recognizes the value
of drugs and biologicals to patients and the healthcare system, and does not place arbitrary
restraints that may limit patient access to appropriate treatment. Such limitations could
have detrimental effects for patients who rely on the Medicare and Medicaid programs for
their healthcare coverage and interfere with the patient/provider decision-making process.
Further, we ask that CMMI ensure, when considering value for purposes of demonstration
models, that the measure appropriately account for a number of factors - including but not

See: BIO Comments, Medicare Program; Revisions to Payment Policies Under the Physician Fee Schedule and
Other Revisions to Part B for CY 2018; Medicare Shared Savings Program Requirements; and Medicare Diabetes
Prevention Program; Proposed Rule [CMS-1676-P], September 11, 2017 and BIO comments, Medicare Program;
Revisions to Payment Policies Under the Physician Fee Schedule and Other Revisions to Part B for CY 2017;
Medicare Advantage Pricing Data Release; Medicare Advantage and Part D Medical Low Ratio Data Release;
Medicare Advantage Provider Network Requirements; Expansion of Medicare Diabetes Prevention Program Model
[CMS-1654-P], September 5, 2016.
6
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limited to - other healthcare interventions avoided, patient health outcomes, and overall
savings to the healthcare system.
As referenced above, BIO supports VBAs as a novel reimbursement pathway for
drugs and biologicals and believes they should be considered central to delivery of care
through the new direction of the Innovation Center. However, we note, as we have
expressed to CMS previously, the current regulatory paradigm includes a number of hurdles
that impact the ability of manufacturers to enter into VBAs. These include Medicaid ‘best
price’ impacts, Medicare Average Sales Price (ASP) considerations, Medicare anti-kickback
statute considerations, and Food and Drug Administration (FDA) communication concerns.
Despite these hurdles, manufacturers have worked to incorporate value and patientoutcomes considerations into their contractual arrangements, accommodating a patientcentric approach for innovative therapies. In development of VBAs as models through the
Innovation Center, CMMI should avoid a one-size-fits-all approach, recognizing the unique
circumstances and applications of each therapy in treatment of a specified patient
population. VBAs serve as a critical opportunity for manufacturers of drugs and biologics to
contribute to transformations in the delivery of healthcare.
BIO cautions CMS against engaging in the development of any demonstration models
that place access to critical specialty medicines at risk at the aim of reducing costs, as such
proposals do not result in improved care for patients. Over time, there have been proposals
raised that would make substantial changes to the delivery of certain therapies for Medicare
beneficiaries by shifting drugs and biologicals covered under the Medicare Part B program to
the Medicare Part D program, or moving subsets of these drugs. This type of shift has the
potential to undermine successful delivery of care to beneficiaries, while increasing
beneficiary out-of-pocket costs. CMS should avoid the use of models as a pathway to alter
the structure of benefit delivery in this manner, as it is inconsistent with the patientcentered aims of a demonstration project and the significant potential of such models to
inappropriately impact patient access.
The Part B program covers drugs generally administered in the physician office
setting and that are typically specialty products for treatment of complex diseases (i.e.
chemotherapy and other oncology drugs). Physicians receive these therapies directly and
bill Medicare and the patient based on a defined cost-sharing structure, with the patient
paying no more than 20 percent out-of-pocket. Whereas, Part D typically covers retail
prescriptions that a patient picks up and can self-administer, under Part D prescription drug
plans patients can be responsible for cost-sharing that can range anywhere from a $0
copayment to a 33 percent coinsurance of the total cost of the product out-of-pocket.7 By
moving even subsets of Part B drugs to Part D, CMMI could risk substantially increasing cost
for beneficiaries, leading to deficits in care due to non-adherence and potential increased
costs due to hospitalizations, physician office visits, and surgical interventions, and causing
confusion for beneficiaries as they navigate their Part D prescription drug plan needs.

Most Part D beneficiaries, half of all PDP enrollees and nearly three quarters of all MA-PD enrollees, are in plans
that require them to pay 25%-33% out-of-pocket for certain therapies listed on a specialty tier. See: Kaiser Family
Foundation. Medicare Part D at Ten Years: The 2015 Marketplace and Key Trends, 2006-2015. October 2015.
Available at: http://kff.org/medicare/report/medicare-part-d-at-ten-years-the-2015-marketplace-and-key-trends2006-2015/.
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Beyond access concerns, models that shift drugs from the Part B to Part D programs
present substantial operational and safety challenges. Retail pharmacies that currently
deliver Part D drugs are unlikely to be equipped or willing to dispense and deliver Part B
drugs that require special handling and storage, presenting safety concerns for patients.
BIO believes that these potential access barriers and safety concerns around such a model
does not support the new direction of the Innovation Center, do not prioritize quality and
patient-centricity, and are inconsistent with statutory requirements for model development.
CMMI should not advance demonstration models that may undermine successful delivery of
drugs to Medicare beneficiaries. Instead, BIO urges CMS to seek out demonstration
pathways that prioritize access to innovative and preventive treatments for which there are
current deficits in access.
Additionally, as an aim of this focus area is to “deliver therapies at lower cost”, we
ask CMS to consider cost not only in terms of overall program spending, but also the
implications for beneficiary out-of-pocket costs. BIO encourages the Agency to consider
opportunities to improve upon programs that are currently working well, such as Part D,
through demonstration models that reduce cost-sharing burden for beneficiaries advancing
timely access to appropriate and necessary treatment. CMS could consider, for example,
testing improvements in patient access and adherence to a defined subset of drugs for a
specific patient population under a Part D benefit design that reduces catastrophic costsharing or creates some kind of annual cap on out-of-pocket spending relative to the
therapy being delivered. Allowing patients to access critical medicines at reduced costsharing levels, particularly for specialty medicines, will improve access, impacting
downstream costs by avoiding other healthcare interventions.
An area where CMMI could look to address current deficits in care while delivering
therapies at lower cost is through the expansion of access to preventive treatments. BIO
urges the Innovation Center to seek out opportunities to improve Medicare beneficiary
access to vaccinations by reducing cost-sharing through demonstration models. Currently,
there exists a disparity between beneficiary cost-sharing burdens for vaccines covered
under Medicare Part B, at no cost-sharing, and those covered under Medicare Part D, where
cost-sharing requirements can vary widely.8 This coverage variance has led to historically
lower uptake of those vaccinations covered under Medicare Part D than those covered by
Part B.9 BIO has continued to highlight the importance of reducing cost-sharing barriers to
vaccine uptake in our comments on the Part D Call Letter and CMS has encouraged

Cost sharing can range from $14-$102 for Part D covered vaccines, See: Adult Vaccine Coverage in Medicare Part
D Plans. Avalere Health. February 2016. Available at: http://go.avalere.com/acton/attachment/12909/f-0297/1/-//-/-/20160217_Medicare%20Vaccines%20Coverage%20Paper.pdf.
9
For example, the herpes zoster vaccine is recommended by the ACIP for all adults aged 60 years and older to
prevent shingles. Yet, as of 2015, only 30.6% of adults aged ≥ 60 reported receiving this vaccine, according to
CDC data. By contrast, pneumococcal vaccination coverage that same year was 63.6% among adults aged ≥ 65
years. Pneumococcal vaccines are also recommended by the ACIP for the Medicare population but are covered
under Part B and are exempt from cost sharing. See: Centers for Disease Control and Prevention. Vaccination
Coverage Among Adults in the United States, national Health Interview Survey, 2015. Available at:
https://www.cdc.gov/vaccines/imz-managers/coverage/adultvaxview/coverage-estimates/2015.html.
8
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Medicare Part D prescription drug plans to offer vaccines at $0 cost-sharing.10,11 We believe
that Innovation Center models present a distinct opportunity to drive these types of
improved cost-sharing arrangements and further demonstrate the value of vaccines as
critical preventive services for the Medicare population.
Further, through Innovation Center models, CMS should consider how to improve
Medicare Part D vaccination access within the physician office. While some patients seek
vaccinations at community sites such as pharmacies, physicians continue to represent a
critical access point. As the Part D benefit was designed to provide access to drugs obtained
through retail pharmacy, physicians typically do not have billing relationships with Medicare
Part D prescription drug plans, nor do these plans have the ability to accept Medicare
physician claims. This inability to bill for those vaccines covered under the Part D benefit
creates an access barrier for beneficiaries. The Innovation Center should consider
opportunities to further demonstrate the public health value of improving vaccination
uptake.
2. State-Based and Local Innovation, including Medicaid-focused Model
CMMI notes the central role states play in delivering quality care to their unique
populations, and highlights the continued capacity in which the Innovation Center and
states have worked in collaboration across several initiatives. BIO believes states represent
a critical partner in the delivery of high quality care, particularly to patients served through
their Medicaid programs. States provide an opportunity for the testing of models on a smallscale, through more direct coordination, and with the opportunity to make adjustments to
fit state- or population-specific needs. BIO supports the development of state-based and
local innovations, including Medicaid models where a federal “floor” for model activities is
set, to ensure they do not unduly impact patient access to the most appropriate treatment
option, and where the key themes outlined at the beginning of this letter – robust and
transparent data assessments, stakeholder engagement, scale and scope, and patient
protection guardrails – are incorporated.
It is critical that any proposed state innovation model fit the unique local
environment(s) of individual states to be effective in decreasing overall healthcare
expenditures and improving patient health outcomes. A one-size-fits-all approach to
developing and implementing state innovation models would run the risk of ignoring
important local circumstances and would prevent the needed flexibility in design to ensure
that patient access to care is not compromised. The need for unique models also engenders
the need for flexibility with regard to measuring a state’s performance under a specific
model. Specifically, BIO notes that it would be inappropriate to overlap a standardized set of
metrics across all state innovation models. In order to avoid giving the false impression that
comparisons are able to be drawn across state innovation models that are developed with a
BIO Comments RE: Advance Notice of Methodological Changes for Calendar Year (CY) 2018 for Medicare
Advantage (MA) Capitation Rates, Part C and Part D Payment Policies and 2018 Call Letter, March 3, 2017 and BIO
Comments RE: Announcement of Calendar Year (CY) 2018 Medicare Advantage Capitation Rates and Medicare
Advantage and Part D Payment Policies and Final Call Letter and Request for Information, April 24, 2017.
11
Centers for Medicare & Medicaid Services. Advance Notice of Methodological Changes for Calendar Year (CY)
2018 for Medicare Advantage (MA) Capitation Rates, Part C and Part D Payment Policies and 2018 Call Letter.
February 1, 2017. Available at: https://www.cms.gov/medicare/healthplans/medicareadvtgspecratestats/downloads/advance2018.pdf.
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particular state’s resources and patient population in mind, we recommend that CMMI
establish strict standards for defining the patient populations affected, the interventions
employed by the model, and quality of care and overall cost metrics and outcomes that will
be measured at the start of each demonstration.
Additionally, in assessing whether a state innovation model is feasible, CMMI should
ensure that the state has the data infrastructure to collect the appropriate information and
monitor program integrity from participating providers and patients, and the extent to which
the participating providers are able to report required metrics in a timely, standardized
manner. BIO encourages CMMI to require states participating in innovative models to
establish mechanisms to collect provider and patient experience data, in a manner that is
appropriately tailored to each State’s specific needs.
Further, any model seeking to make changes to the delivery of care within the
context of state Medicaid programs must abide by the stated purpose and requirements of
Section 1115,12 such as:




Expanding eligibility to individuals who are not otherwise Medicaid or CHIP eligible;
Providing services not typically covered by Medicaid; or
Using innovative service delivery systems that improve care, increase efficiency, and
reduce costs.

These requirements are intended to increase the strength of overall coverage for
low-income individuals in the state; increase access to, stabilize, and strengthen provider
networks available to serve these populations, improve health outcomes, and increase the
efficiency and quality of care through such transformations. 13 BIO supports state flexibility
in achieving these aims, but urges CMMI to implement appropriate means to ensure
demonstration models through this waiver flexibility prioritize access to appropriate care
and treatment, avoiding arbitrary limitations such as through application of formulary
restrictions, by setting a federal basis upon which proposed state and Medicaid models will
be evaluated.
Finally, as stated above, BIO supports the use of VBAs in delivery of innovative drugs
and biologicals, a reimbursement tool that can play a critical role in advancing access in
state Medicaid programs. As we note, current regulatory hurdles hinder the development of
such models, and we encourage CMS to seek opportunities to address and work through
these concerns to advance value-driven access to medicines.
3. Program Integrity
CMS is seeking feedback on ways to reduce fraud, waste, and abuse and improve
program integrity through the Innovation Center. One issue that could benefit from
creativity under a CMMI demonstration is to find ways to address the duplicate discount
prohibition as established by the 340B Drug Discount Program. Although the 340B statute
seeks to avoid duplicate discounts by prohibiting covered entities from billing Medicaid for a
About Section 1115 Demonstrations. Available at: https://www.medicaid.gov/medicaid/section-1115demo/about-1115/index.html.
13
Id.
12

Acting Director Bassano
November 20, 2017
Page 15 of 19
unit of a drug purchased at the 340B price, it remains possible for a manufacturer to sell a
unit of a drug to a covered entity at the discounted 340B ceiling price, only to subsequently
receive a rebate invoice from a state Medicaid program for a Medicaid rebate on that same
unit – resulting in a duplicate discount. Covered entities are statutorily required to have
mechanisms in place to avoid this; however, it is well documented that states’ methods are
often inaccurate and incomplete. Although largely under the purview of HRSA, covered
entity compliance with the duplicate discount prohibition requires CMS and HRSA to work
together to improve accuracy of reporting mechanisms and rebate invoices.
In order to ensure that state Medicaid programs are accurately and appropriately
seeking rebates on both Medicaid Fee-for-Service (FFS) and managed care organizations
(MCO) utilization – while excluding products purchased at the 340B price – it is necessary
that state Medicaid programs report certain summary-level utilization data points to
manufacturers, and that these summary-level data are verifiable by both states and
manufacturers on the basis of claims-level data. In fact, in a June 2016 report, the Office of
Inspector General (OIG) recommended that CMS require states to use claim-level methods
to identify 340B claims when collecting Medicaid rebates.14 Other ways to improve program
integrity could involve using a specified 340B identifier for claims and MCOs and their
contractors passing that information through to the state in monthly utilization files as well
as MCOs using unique BIN/PCNs to clearly identify beneficiaries of Managed Medicaid for
pharmacies to flag as potential 340B claims. With this in mind, CMMI should develop a
demonstration project through which to test ways to improve program integrity within the
340B program related to the duplicate discount prohibition by encouraging improved state
compliance and reporting.
Beyond the considerations for appropriate collection of rebates in interactions with
the 340B program, we ask CMMI to consider opportunities to address the uncertainty that
exists in accurately forecasting Medicaid rebates for managed care and physicianadministered drug utilization. Currently, manufacturers must forecast and hold funds for
these rebate payments, and can be placed in situations where they must carry over these
reserved funds if a state fails to submit timely or complete rebate invoices, as there is no
set time limit for state submissions. This carryover and backdated invoice claims can lead to
problematic accounting considerations, particularly when the lack of claims level data from
the state makes invoice verification difficult.
Though many states have begun using third-party vendors to manage their Medicaid
covered outpatient drug invoicing process, which can improve efficiency and compliance,
challenges remain. BIO encourages CMMI to seek improvements to state Medicaid covered
outpatient drug invoicing and rebate processes by considering an audit of third-party
vendors in use to identify best practices and program improvements; ensuring states are
submitting managed care utilization in a timely manner;15 using mechanisms to ensure
accurate invoice submissions and improve claims level data to support utilization on
Medicaid covered outpatient drug invoices; and creating pathways for states to enter into
innovative arrangements with manufacturers to aid in program integrity and rebate
completeness by addressing regulatory hurdles. These potential improvements through the
Office of Inspector General. State Efforts to Exclude 340B Drugs from Medicaid Managed Care Rebates. June
2016. Available at: https://oig.hhs.gov/oei/reports/oei-05-14-00430.asp.
15
81 FR 27497: Medicaid and Children’s Health Insurance Program (CHIP) Programs; Medicaid Managed Care,
CHIP Delivered in Managed Care, and Revisions Related to Third Party Liability. May 6, 2016.
14
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Innovation Center will help ensure the integrity and accuracy of the Medicaid drug rebate
program for both states and manufacturers.
4. Medicare Advantage (MA) Innovation Models
CMMI expresses the desire to “work with Medicare Advantage (MA) plans to drive
innovation, better quality and outcomes and lower costs” as a part of the new direction
activities, which include considerations around incentivizing plans to compete for
beneficiaries through transparency in plan quality and cost.
BIO supports innovation models that improve beneficiary access high-quality, highvalue MA plans. However, in the context of potential MA demonstration model design, we
caution against increased flexibility for application of utilization management tools for
coverage of drugs and biologicals. We find that such tools do not fall within the context of
demonstration projects as they do not address a specific deficit in care and instead apply
arbitrary limitations on access to medicines. These tools can impede rather than maintain or
improve care with the potential to cause serious negative health consequences for patients
who cannot access the most appropriate course of treatment for their given condition in a
timely manner. In working with MA plans, BIO implores the Innovation Center to take a
comprehensive approach to improve the overall benefits and care provided to beneficiaries
and avoid singling out drugs and biologicals through plan design that impedes and/or
compromises patient access to care.
Additionally, as highlighted above, we believe MA plan models present an additional
opportunity for CMMI to increase uptake of vaccinations through providing the full
complement of recommended vaccines for the beneficiary population they serve at $0 cost
sharing levels. Using MA plans to increase vaccination uptake can help improve quality of
care delivered and reduce overall healthcare expenditures through avoided downstream
interventions.
5. Expanded Opportunities for Participation in Advanced APMs
In the RFI, CMS references the Innovation Center’s central role in the development
of operations and policies governing Advanced Alternative Payment Models (APMs) under
the Medicare and CHIP Reauthorization Act of 2015 (MACRA). CMS discusses the
expectation that APM participation will continue to grow and seeks feedback on increasing
opportunities for eligible clinicians to participate.
In assessing how to encourage additional participation, BIO suggests CMMI analyze
the ways in which certain providers may be disadvantaged – both in existing Advanced
APMs and any proposed models – and therefore, discouraged from participating. For
example, certain specialty providers who see patients with greater healthcare needs, and
therefore, increased healthcare costs, may have a hard time participating in models whose
metrics and quality measures are only applicable to general practitioners. One way to assist
these providers is to risk-adjust any included expenditure benchmark in order to ensure that
providers are not unduly penalized for aspects of patient care – like underlying health status
– which they cannot influence. Moreover, effective risk-adjustment is a necessary
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component to developing a model that does not incentivize the underutilization of
appropriate care or the “cherry-picking” of the healthiest patients.
As we have detailed, the development and potential expansion of existing or new
APMs must be transparent and solicit stakeholder feedback throughout the process.
Specifically, BIO urges CMMI to identify, refine, and allow stakeholders to provide feedback
on a risk-adjustment methodology that is sufficiently robust to ensure that comparisons
between providers, and even between the historical and current expenditures of a single
provider practice, accurately account for the care over which the provider has influence.
This will ensure providers are able to deliver high-quality care to patients with complex
health conditions beyond provider control, without risk of penalty.
6. Physician Specialty Models
In addition to the aims of increasing provider participation in Advanced APMs, CMS
specifically seeks feedback on the ability of specialty physicians to participate in APMs and
the application of appropriate quality measures. Further, CMS references the potential to
test models before the Physician-Focused Payment Model Technical Advisory Committee
(PTAC).
BIO supports CMS’s aim to increase the ability of specialty physicians to participate
in APMs as these providers serve a critical role in caring for patients, who often have aboveaverage healthcare needs and costs. For this reason, any model directed at specialty
physicians must take into account the diverse population seen by the array of available
specialty providers. As expressed in our comments in response to the 2018 Quality Payment
program Proposed Rule,16 BIO is concerned that comparing different types of providers
within the same benchmark has the potential to disadvantage certain provider specialties
and sub-specialties who see patients who require more complex care.
Specifically, we believe that any physician specialty models should make peer-topeer comparisons within provider specialties and sub-specialties in order to more accurately
and appropriately capture the quality of care being delivered to patients. In ensuring these
appropriate comparisons, we urge CMMI to work directly with measure stewards, provider
groups, and patient stakeholders to ensure the quality measures being applied to specific
Advanced APMs are relevant in the context of the care delivered by these practitioners. This
type of measure development will be a key component of a robust stakeholder engagement
process, as outlined at the outset of this comment letter, for models of this type.
Additionally, in the development of physician specialty models, we caution CMMI
against prematurely relying on components of existing models in the development of new
models until robust data has been collected and assessed, and stakeholder feedback has
been incorporated. Specifically, the RFI references “possibly incorporating elements from
the existing Oncology Care Model (OCM).” BIO has concerns about outstanding issues in the
OCM that should be addressed – both in moving forward with the OCM and as a basis for
consideration of future model development. Further, we are concerned by the Innovation

BIO Comments RE: Medicare Program; CY 2018 Updates to the Quality Payment Program [CMS-5522-P]. August
21, 2017.
16
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Center’s reference to “models that would test prepayment for Medicare and Medicaid
beneficiaries receiving cancer care.”
First in considering the development of future models, we caution CMS against the
reliance on the OCM as a framework, given the infancy of the model in generation of data
on model impacts and the model’s reliance on historic data, including the lack of robust
patient-reported outcome measures and the inability of the model to capture multiple
incidents per patient. Additionally, we find the aggregate novel therapies adjustment to be
insufficient, creating potential uncertainty for participating physicians. For these reasons,
BIO believes that the OCM does not currently serve as an appropriate basis for future model
development, without further data analysis and design refinement. We also believe that the
reference to a prepayment approach is problematic, as these payments may not sufficiently
or accurately reflect the cost of delivering the most appropriate course of treatment for each
cancer patient, particularly as new therapeutic options are developed.
Furthermore, CMS references the potential testing of payment models before the
PTAC – whose process for obtaining public feedback also requires further refinement.17
Broad stakeholder input – at multiple points in the model development process, or at the
very least, before CMMI seeks applications for a new model – is as important in the
thoughtful development of demonstrations as it is to potentially permanent changes in
policy: the more efficiently, and well-developed the model, the more CMMI and stakeholders
stand to benefit from the information derived from its implementation. This applies to both
innovation models under consideration and the PTAC process.
To that end, BIO recommends a public comment period of at least 30 days for PTAC
proposals in order to allow an inclusive process for all interested stakeholders and
adherence to a standardized stakeholder comment process, as outlined, should the model
be considered for use by the Innovation Center. Models, whether derived from the
Innovation Center directly or through PTAC, should be held to the same statutory
requirements and data robustness, size and scope considerations, patient guardrails, and
stakeholder feedback processes outlined to ensure integrity and equity in model design.
7. Mental and Behavioral Health Models
The RFI references CMMI’s interest and intent to explore models in the mental and
behavioral health space, including considerations around addressing opioid addiction,
substance use disorders and dementia, and related conditions.
CMS has noted the intent of developing models in this area through the previously
discussed Summit held on potential behavioral health innovations. BIO believes that in
development of models in this space CMS should consider the impact of innovative
treatments in improving health outcomes and reducing other healthcare interventions and
expenses, the role of early detection for timely initiation of care and treatment, the
importance of providing support to caregivers of patients with these conditions, and as
expressed throughout the course of this letter, the importance of engaging a broad range of
stakeholders in development and delivery of behavioral health models.
17

See: BIO Comments RE: Oncology Bundled Payment Program Using CNA-Guided Care. April 27, 2017.
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In considering models targeted at addressing opioid abuse and addiction, BIO
supports efforts that ensure patients suffering from pain or addiction are able to receive the
right treatment at the right time with the right support, without stigma. We encourage the
Innovation Center to work in partnership with other organizations engaged in addressing
America’s opioid crisis to advance understanding of the complex diseases of pain and
addiction, ensure optimal use of existing therapies, and enable the development of and
access to innovative treatment options.
*

*

*

BIO appreciates the opportunity to comment on this Request for Information for the
new direction of the Innovation Center. We support the Agency’s efforts to drive
improvements in care quality and patient centricity through demonstration models
developed from robust and transparent data assessments, that employ broad stakeholder
engagement in their development and implementation, are appropriate in size and scope,
and ensure that quality of care is maintained or improved through patient guardrails. We
look forward to working in partnership with the Agency to address the items raised in this
letter. Should you have any questions, please do not hesitate to contact us at 202-9629200.
Sincerely,
Crystal Kuntz
Vice President,
Healthcare Policy & Research

Mallory O’Connor
Director,
Healthcare Policy & Federal Programs

VIA ELECTRONIC SUBMISSION
November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
200 Independence Ave S.W.
Washington, DC 20201
RE: Request for Information (RFI) on CMS Innovation Center New Direction
Dear Administrator Verma:
The Bipartisan Policy Center appreciates the opportunity to provide input on the Centers for
Medicare and Medicaid Services’ (CMS) RFI on the Innovation Center New Direction. CMS has
significant statutory authority, flexibility, and resources through its Center for Medicare and
Medicaid Innovation (CMMI) to advance market-driven innovations that drive quality, reduce costs,
and improve patient outcomes in health care. The Congressional Budget Office (CBO) has projected
that CMMI’s activities will reduce federal spending, almost entirely for Medicare, by about $34
billion from 2017 through 2026 (net of $12 billion in spending to develop and conduct model
testing).1
Founded in 2007 by former U.S. Senate Majority Leaders Howard Baker, Tom Daschle, Bob Dole
and George Mitchell, BPC is a non-profit organization that combines the best ideas from both parties
to promote health, security, and opportunity for all Americans. BPC health policy leaders have
released dozens of recommendations in recent years aimed at improving:
 Access to quality, affordable health insurance coverage, long-term care financing options,
and safe and effective medical treatments;
 Value – better care at lower costs – in health care delivery and payment, supported by
interoperable health information technology (IT); and the
 Health of individuals and communities, including through prevention, care coordination and
integration of non-clinical services for chronically ill individuals.
Through the work of its Future of Health Care initiative, BPC also has convened a bipartisan group
of leading national health policy experts to identify a consensus path forward to improving health
care in the United States. This work is led by former Senate Majority Leaders Tom Daschle and Bill
Frist, former CMS Acting Administrator Andy Slavitt, former Health Care Financing
Administration Administrator Gail Wilensky; and guided by health policy experts including Sheila
Burke, strategic advisor, Baker Donelson; Jim Capretta, Milton Friedman chair, American
Enterprise Institute; Chris Jennings, founder and president, Jennings Policy Strategies; Cindy
Mann, former director, CMS Center for Medicaid and partner, Manatt, Phelps & Phillips, LLP;
1

Hadley, M. CBO’s Estimates of the Budgetary Effects of the Center for Medicare & Medicaid Innovation. Testimony
before the U.S. House Committee on Budget. September 2016. Available:
https://www.cbo.gov/sites/default/files/114th-congress-2015-2016/reports/51921-cmmitestimony.pdf

Alice Rivlin, senior fellow, Center for Health Policy, The Brookings Institution; and Avik Roy, cofounder and president, Foundation for Research on Equal Opportunity; as well as BPC’s Governors’
Council and Health System Executive Council.
BPC’s Health Program is also currently undertaking several projects relevant to CMS and its
Innovation Center, examining: the federal role in health IT; large employer innovations to improve
health of individuals, communities and the health care system; solutions to the nation’s opioids crisis;
rural health care challenges and opportunities; addressing barriers to effective use of telehealth;
improving nutrition and health, and reducing health care costs, among Supplemental Nutrition
Assistance Program Education (SNAP) recipients, and through improved medical education in
prevention; coordination across federal agencies on the intersection of health and housing; and
integration of programs and care for individuals who are dually-eligible for Medicare and Medicaid,
or have serious illness, mental or behavioral health challenges, or social risk factors.
These comments highlight many of BPC’s existing recommendations, and incorporate BPC staff
expertise and input from BPC leaders, experts, and stakeholders from across every sector of health
care.
Guiding Principles for the CMS Innovation Center (CMMI)
CMS has requested input on its guiding principles around choice and competition in the market;
provider choice and incentives; patient-centered care; benefit design and price transparency;
transparent model design and evaluation; and small-scale testing.
BPC anticipates that many payment models could fit within these principles, and we encourage
CMMI take an expansive view of potential models for testing that provides a clear signal on the
direction and timeline for moving health care delivery away from fee-for-service (FFS)
reimbursement and toward value-based payment.
The volume-to-value transformation in health care is not a passing fad. We know this given the
unsustainability of the Medicare fee-for-service system, presence of significant waste and
inefficiency in health care, widespread enthusiasm for and proliferation of successful and promising
alternative payment models (APMs) across the country through CMS, states and the private sector;
and the broad, bipartisan support of policymakers as evidenced by enactment of the Medicare Access
and CHIP Reauthorization Act (MACRA) in 2015, among other efforts.2,3,4,5 More than 25.7 million
Americans are impacted by CMMI model tests and initiatives and the Medicare Shared Savings

2

Blahous, C.P., Reischauer, R.D. A Guide to the 2017 Social Security and Medicare Trustees’ Reports. Bipartisan
Policy Center. October 2017. Available: https://bipartisanpolicy.org/library/guide-to-the-2017-social-security-andmedicare-trustees-reports/
3
Bipartisan Policy Center. A Bipartisan Rx for Patient-Centered Care and System-Wide Cost-Containment. April
2013. Available: https://bipartisanpolicy.org/library/health-care-cost-containment/
4
Bipartisan Policy Center. What Is Driving U.S. Health Care Spending? America’s Unsustainable Health Care Cost
Growth. September 2012. Available: https://bipartisanpolicy.org/press-release/new-bipartisan-policy-centerreport-identifies-key-drivers-health-care/
5
Muhlestein, D., Saunders, R., McClellan, M. Growth of ACOs And Alternative Payment Models In 2017. Health
Affairs. June 2017. Available: http://www.healthaffairs.org/do/10.1377/hblog20170628.060719/full/
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Program, and, encouragingly, approximately 29% of total U.S. health care payments are already tied
to APMs as of 2016.6,7
Among its positive results achieved to-date – for example the Pioneer Accountable Care
Organization (ACO) Program and Medicare Diabetes Prevention Program (DPP) which were both
expanded nationwide based on their success – CMMI’s efforts have contributed to significant strides
in reduced hospital acquired conditions (HACs) and hospital readmissions. Specifically, over the
period of 2011-2015, compared with a 2010 baseline, HHS reported a reduction in hospital
readmissions of 8 percent nationally (meaning 565,000 Medicare beneficiaries avoided readmissions
during that time) and a 21 percent reduction in HACs, which represents 3 million fewer patients
experiencing harms in the hospital, 125,000 lives saved, and $28 billion in saved costs.8,9 While these
results cannot be attributable entirely to CMMI, they are also not solely the effects of payment
penalties applied through the Hospital Readmissions Reduction Program and Hospital-Acquired
Condition Reduction Program. Reducing HACs and readmissions requires not only a desire to avoid
payment penalties but also significant federal and local leadership, commitment to better patient care,
collaboration, and investment in evidence-based quality improvement tools and interventions. The
level of cost savings from these efforts to-date is significant, equivalent to the federal investment in
CMMI for its first nearly three decades.
Clear goals and direction from the agency can help to drive progress and model adoption,
although flexibilities for providers to advance at different speeds can be helpful. In particular,
allowing providers to gain experience with shared financial risk through limited-duration episodic
models, such as bundled payment, can help establish a transition path toward partial capitation and
assumption of global risk across extended care durations.
Value-based transformation is predicated upon improving quality, but the current numerator
focuses too much on process measures of quality as opposed to outcomes measures. The shift to
the latter is important since outcomes are ultimately better connected to improvements in health and
reductions in health care costs. In 2015 BPC made several recommendations related to consolidating
and aligning measures with a greater emphasis on outcomes over process measures.10 A focus on
measures that are more meaningful to patients would also be welcome. For example, patient-centered
measures could be converted into a simple rating system similar to that used for Medicare Advantage
to enhance consumer engagement and choice, and ultimately patients’ experience of care. BPC
commends the agency on its commitment to reducing patient and provider paperwork and other

6

The MITRE Corporation. Health Care Payment Learning & Action Network. APM Measurement: Progress of
Alternative Payment Models Methodology Report. October 2017. Available: https://hcp-lan.org/groups/apm-fptwork-products/apm-report/
7
Centers for Medicare & Medicaid Services, Center for Medicare and Medicaid Innovation Report to Congress.
December 2016. Available: https://innovation.cms.gov/Files/reports/rtc-2016.pdf
8
Agency for Healthcare Research and Quality. National Scorecard on Rates of Hospital-Acquired Conditions, 2010
to 2015: Interim Data From National Efforts To Make Health Care Safer. December 2016. Available:
https://www.ahrq.gov/professionals/quality-patient-safety/pfp/2015-interim.html
9
Conway, P. Transforming Health Care Delivery through the CMS Innovation Center: Better Care, Healthier People,
and Smarter Spending. CMS Blog. January 2017. Available: https://blog.cms.gov/2017/01/05/transforming-healthcare-delivery-through-the-cms-innovation-center/
10
Bipartisan Policy Center. Transitioning from Volume to Value: Consolidation and Alignment of Quality Measures.
April 2015. Available: https://bipartisanpolicy.org/library/transitioning-from-volume-to-value-consolidation-andalignment-of-quality-measures/
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burdens, including its “Patients over Paperwork” and “Meaningful Measures” initiatives,11 and looks
forward to working with the agency toward successful implementation of these initiatives including
through CMMI.
Preventing chronic disease and addressing social determinants of health are consistent with,
and important to, CMMI’s mission to reduce health care costs while maintaining or improving
quality of care. More than two-thirds of Medicare beneficiaries have multiple chronic conditions,
and they accounted for about 93 percent of all Medicare spending in 2011.12 To support prevention of
chronic diseases, BPC encourages CMS to test the use of at least two population health measures
(that do not require a hospital admission or incurring of medical claims) in APMs and in the Merit
Based Incentive Payments System (MIPS) – for example, measures related to hypertension and
smoking. BPC also urges CMMI to test models that address social determinants of health, which can
contribute significantly to health outcomes for Medicare and Medicaid beneficiaries. BPC has
recommended collaboration across health care and housing services,13 and greater flexibility to
provide non-clinical health-related services within the context of Medicare Advantage (MA) and
APMs.
BPC also encourages CMMI to consider the applicability of various models to rural service
areas, as a principle for testing. While CMMI is right to focus on identifying scalable models that
could be implemented across the Medicare and Medicaid programs, the Innovation Center should
also seek to develop payment arrangements for providers in rural and frontier service areas, where
scalable models are less feasible and local solutions are a necessary component of model
development. Successful payment and delivery innovation in rural areas must include attainable
assessment and evaluation methods based on realistic numbers and limited competition within
participating areas.
Focus Areas for CMMI
CMS has also highlighted eight areas of focus for models to be tested: (1) Increased participation in
Advanced Alternative Payment Models (APMs); (2) Consumer-Directed Care & Market-Based
Innovation Models; (3) Physician Specialty Models; (4) Prescription Drug Models; (5) Medicare
Advantage (MA) Innovation Models; (6) State-Based and Local Innovation, including Medicaidfocused Models; (7) Mental and Behavioral Health Models; and (8) Program Integrity.
BPC addresses several of these focus areas in the detailed comments below.
Increased Participation in Advanced Alternative Payment Models
CMS seeks comment on ways to increase opportunities for eligible clinicians to participate in
Advanced APMs and achieve threshold levels of participation to become Qualifying APM
Participants (QPs).
11
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Consistent with BPC’s 2013 “Medicare Networks” proposal, we recommend that CMS work to
refine payment models to the extent feasible to allow clinicians and providers to layer voluntary
beneficiary enrollment in the model,1 on top of the prospective claims-based beneficiary attribution
that is already conducted for many risk-bearing models. Voluntary enrollment, when paired with
appropriate dissemination of patient and beneficiary education about the model, can help to improve
patient engagement and enhance care management for Accountable Care Organizations (ACOs),
medical homes, and other payment models. For beneficiaries who voluntarily enroll, risk-bearing
APM entities should be allowed to provide incentives for beneficiaries to seek care from providers
and clinicians that participate in the APM entity. CMMI has established these voluntary enrollment
processes and beneficiary incentive allowances for Next Generation ACOs, but the voluntary
enrollment model could be more widespread with better flexibility from CMS. Improving patient
engagement in this respect could help incentivize more providers to participate in APM entities.
At the same time, CMMI could do more to clarify program integrity waivers for APM-participating
providers, particularly for those waivers that relate to beneficiary inducement rules. While CMS has
clarified that ACO participants can provide beneficiary incentives that include the provision of nonMedicare-covered services or items at no charge to the beneficiary, other primary care-focused
model participants, like Comprehensive Primary Care Plus participants, are not entitled to such
waivers of the prohibition on beneficiary inducements. Without clarity around these waivers, APM
participants may be unable to offer non-Medicare-covered social supports to their aligned
beneficiaries at no charge, even where the provision of such supports could help reduce
hospitalizations and emergency department visits.2 Where possible, CMMI should clarify existing
waivers and work with the HHS Office of the Inspector General to identify appropriate
enhancements to beneficiary inducement-related waivers that could better allow for risk-bearing
APM-participating providers to furnish non-Medicare-covered supports and services that can
improve health outcomes and reduce avoidable acute care episodes. While there is an obvious need
for these program integrity protections in a traditional Medicare FFS environment, where service
volume is often paramount for providers’ finances, flexibility is needed for providers who are
participating in APMs that require the provider to assume financial risk for the cost of a beneficiary’s
care and meet quality metrics. For these providers, the concern over service volume-driving
beneficiary inducements should be lower, because the providers have a set spending benchmark that
weighs against incentives for volume growth.
CMMI could also continue to develop payment models that are episodic and condition-specific in
nature, but do not require an inpatient admission to trigger the episode—as is currently the case for
most bundled payment models. Such non-hospitalization-based episodes could instead be triggered
by diagnoses of a specific condition, with the episode duration extending outside of a typical 90-day
episode, potentially for the entire length of treatment for the condition, but only include Part A and
Part B services related to the condition within the bundle. This would allow greater APM
participation amongst clinicians who do not furnish a significant portion of their services through
hospital inpatient-based surgeries, while also capturing a greater proportion of outpatient and
ambulatory services within a population-based payment structure. While CMS has developed such a
model for cancer care via the Oncology Care Model, additional effort could help expand outpatient
and ambulatory care-focused APM participation. These types of models could form attractive middle
ground between 90-day hospital inpatient episode-based bundled payment models and global
Medicare expenditure-based models, like ACOs, that have year-long performance periods.
In addition to valuable changes to payment model parameters discussed above, CMS and the
Innovation Center should continue to develop processes through which APM-participating clinicians
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and providers can have more timely access to claims data for the patients for whom the APM entity
assumes downside financial risk. Without better access to utilization data, it will be difficult for
providers to identify troubling and costly care delivery patterns that could be avoided for complex
patients.
Finally, BPC urges CMS avoid overlap of payment models and payment episodes where possible,
and to provide clarity to clinicians and providers around attribution hierarchy in instances where
models do overlap. The shift toward value-based care and model participation involves a complex set
of decisions for clinicians and providers. Overlap of models can add to that complexity, particularly
where there is a possibility of a beneficiary being attributed to two different payment models
(potentially with two different attributable APM entities) for the same duration of care. This situation
could frequently arise when a beneficiary is attributed to one model and APM Entity for a global
performance period (e.g. in the case of an ACO or Comprehensive Primary Care Plus Model
attributed beneficiary), but receives certain services that trigger a bundled payment care episode,
when those services are furnished by other clinicians and providers that participate in a bundled
payment model. For several important reasons identified by CMS, current payment rules essentially
carve the bundled payment episode out of the ACO’s benchmark and spending calculations in the
above-mentioned example. Nonetheless, this example illustrates the potential for provider confusion
that can result from payment models overlapping with one another. In these situations, providers and
clinicians could benefit from clear guidance and ongoing technical support from CMS as they
navigate the terrain of interconnected payment models being tested at CMMI.
Consumer-Directed & Market-Based Innovation
CMS seeks comment on establishing options under which beneficiaries could choose to participate in
arrangements that would allow them to keep some of the savings when they choose a lower-cost
option, or that incentivize them to achieve better health. The models that CMMI is considering
testing include allowing Medicare beneficiaries to contract directly with healthcare providers, having
providers propose prices to inform beneficiary choices and transparency, offering bundled payments
for full episodes of care with groups of providers bidding on the payment amount, and launching
preferred provider networks.
BPC agrees with the goal of allowing beneficiaries to retain a portion of savings attributable to their
selection of lower-cost options. In general, beneficiaries should share with an APM entity in the
savings that the APM entity retains from the government under current shared savings and riskbearing arrangements—especially if the beneficiary is engaged in the model through voluntary
enrollment. From a practical perspective, BPC’s Medicare Networks proposal envisions that the
retention of savings by the beneficiary could be best accrued in the form of lower cost-sharing for
seeking care from in-network or in-APM providers, as well as through reduced Medicare Part B
premiums that could be applied when the Medicare Network APM entity incurs actual Part A and
Part B service costs that are lower than a pre-set risk-adjusted spending benchmark for the area.3
BPC has supported competitive bidding amongst providers for payment rates in the past,4 and would
be interested in continuing to analyze CMMI’s potential model for competitively-bid bundled
payment amounts for episodes of care.
Finally, BPC is in the process of assessing the extent to which employers are providing informational
tools regarding the quality and cost of various care delivery options to support employee health care
decision-making and will be highlighting case examples of private sector innovation in the coming
year.
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Medicare Advantage Innovation Models
CMS seeks comments on models in the MA plan space and regulatory flexibility that would be
necessary for purposes of testing such models. CMS is potentially interested in a demonstration in
Medicare Advantage that incentivizes MA plans to compete for beneficiaries, including those
beneficiaries currently in Medicare fee-for-service (FFS), based on quality and cost in a transparent
manner. CMS is also interested in what additional flexibilities are needed regarding supplemental
benefits that could be included to increase choice, improve care quality, and reduce cost.
Additionally, CMS seeks comments on what options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer driven or directed focus and might be
tested as alternatives to FFS and MA.
BPC encourages CMMI to test models that would promote person-centered and family-centered care
for MA enrollees, particularly through the use of targeted delivery of social supports through MA
rebate-financed supplemental benefits. In April 2017, BPC recommended that Congress modify the
MA uniform benefit requirement to allow MA plans to target non-Medicare-covered health-related
social supports and services, via MA rebate-financed supplemental benefits, to plan enrollees who:
(1) are not dually eligible for full Medicaid benefits; (2) have three or more chronic conditions; and
(3) either have functional or cognitive impairment.5 Allowing the targeting of non-Medicare-covered
social supports as MA supplemental benefits could help MA plans keep high-risk enrollees out of the
emergency department, while reducing hospital admissions and readmissions. Evidence suggests that
delivery of social supports such as home-delivered meals and non-emergency transportation to
medical appointments can reduce hospitalizations and medical spending for frail chronically ill
patients by up to 27 percent.6 However, without the ability to target supplemental benefits to frail and
chronically ill enrollees (through a waiver of the MA uniform benefit requirement), MA plans cannot
afford to finance these social supports through MA rebate dollars, given they would need to offer
these supports to all plan enrollees, regardless of frailty and chronic condition status.
CMMI has already piloted an approach to waiving the MA uniform benefit requirement through the
Value-Based Insurance Design (VBID) Model demonstration. However, the VBID Model focuses on
plan-wide enrollment of beneficiaries with specific chronic conditions and does not address frailty
amongst enrollees. Although the Senate-passed Creating High-Quality Results and Outcomes
Necessary to Improve Chronic (CHRONIC) Care Act of 2017 would allow for a waiver of the MA
uniform benefit with similar parameters to the BPC proposal’s three-part criteria discussed above,7
the legislation has yet to be advanced in the House of Representatives. Absent enactment of the
CHRONIC Care Act of 2017, BPC urges CMS to expand testing of a waiver of MA’s uniform
benefit requirement, to allow targeting of MA supplemental benefits to frail and chronically ill
enrollees in a more widespread manner than the current approach under the VBID model.
Finally, while recognizing that permanent operation of MA Dual-Eligible Special Needs Plans (DSNPs) would require reauthorization action from Congress, BPC would like to again highlight our
support for a permanent reauthorization of the D-SNP program, paired with a requirement that DSNPs fully integrate Medicare-covered services with Medicaid-covered behavioral health care and
long-term services and supports, beginning in 2020.8
State-Based and Local Innovation, including Medicaid-Focused Models
CMS requests information on ways in which health care providers and states could work with the
agency to develop state-based plans and local innovation initiatives to test new models. Models
would vary based on the needs and goals of each state for improving care and lowering costs, but
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could include providing states with more flexibility for multi-payer reforms as well as increasing
opportunities for physicians serving Medicaid and CHIP populations to participate in value-based
payment models.
BPC encourages CMS, potentially through Innovation Center model testing, to work with
stakeholder organizations, including patient and family caregiver representatives, employers,
disability experts, health plans, health care providers, and state Medicaid officials to develop a
“three-way” contractual model for the management of acute care and long-term services and supports
(LTSS) for beneficiaries who are dually-eligible for Medicare and Medicaid.9 Such a contracting
model could be similar to the Financial Alignment Initiative’s three-way contract between CMS,
states, and health plans or ACOs. Developing a collaborative approach in this area could help to
refine issues associated with the Financial Alignment Initiative’s contracting model—and better
account for the longer duration of performance periods that could be needed to achieve budgetary
savings, as well as providing an avenue for improved shared savings arrangements between states
and CMS across the Medicare and Medicaid programs. Under such a contracting model for care for
dual-eligible individuals, plans and providers operating under risk-based arrangements with twosided risk should be required to offer Medicare and Medicaid services—but for high-need patients,
they should also be permitted to offer any item or service that is reasonably related to optimizing
health or functional status, provided the item or service is part of a care plan developed by the
patient’s interdisciplinary care team. Given that dual-eligible individuals continue to account for an
outsized share of Medicare and Medicaid expenditures and utilization and continue to have
significant unmet social support and behavioral health needs, it would be prudent for CMMI to
maintain a focus on improving care delivery and payment models for dual-eligible individuals in
order to better address the population’s unique service needs.
Other Considerations for the Future Direction of the Innovation Center
As CMMI heads in a new direction, we hope it will take these considerations into account:


Essential ingredients for CMMI’s continued success include clear goals and robust,
transparent and timely stakeholder engagement, data collection and reporting, oversight
and accountability, model evaluation, and dissemination/spread of successful interventions.



CMS/CMMI– with significant stakeholder input – should develop a strategic plan for
value-based transformation of our nation’s health system. What does success look like in
5, 10, or 20 years, and what is the strategic plan for getting from point A to point B?
Medicare can learn a great deal from private sector innovation, and the private sector also
takes many of its cues from Medicare.



CMMI should consider working with stakeholders to produce a state-by-state
innovation dashboard reflecting the unique characteristics of each state, and the publicand private-sector health care delivery and payment investments and results. The
dashboard should be simple to use, but could include: CMMI and other Medicare models
(e.g., MSSP, DPP); managed care and APMs in Medicaid and CHIP; private payer (including
large employer) innovations; and state-wide initiatives including Medicaid 1115 waivers;
1332 State Innovation Waivers, multi-payer initiatives and the CMMI State Innovation
Model. Ideally the dashboard would provide timely information on model participation and
progress, financial investment by providers and public and private payers, and robust results
data on health outcomes and cost savings. Information from the dashboard could be used to
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assess opportunities for collaboration across initiatives to reduce fragmentation, and to
determine what is needed to achieve success. Finally the dashboard could be used to share
more granular findings on general or local factors that led to failures or successes of various
efforts. Providers and payers can learn as much from failures as from successes.


CMS should allow sufficient time to test and evaluate models, should continue to
support providers in achieving success and spreading successful practices, and should
be transparent on its process. In its most recent report to Congress, CMMI reminds us that
“most model tests require, at a minimum, 4 years to test and formally evaluate.” 14 Thus, we
would encourage CMMI to continue any model that is achieving early positive results or
demonstrating promise of achieving positive results on health outcomes and cost metrics,
which has been in operation for 4 years or less. Furthermore we urge CMMI to provide a
thorough and transparent justification for decisions made on new models, model termination,
and model expansion, including information about the standards that Medicare’s Chief
Actuary will use in certifying that models may be expanded. Lastly, we urge CMMI to
holistically evaluate factors for success across its portfolio, and share those findings through
learning collaboratives, online dashboards, and technical assistance to spread adoption of best
practices.



Provide guidance for private sector prioritization of value-based health system
transformation activities that can augment CMS and CMMI efforts. In addition to its
ongoing engagement with providers and other stakeholders directly involved in
implementation of innovative models, CMMI should consider new ways to informally
engage with private sector stakeholders and organizations such as academic institutions, think
tanks, and philanthropies to identify areas of need to support model development and
success. For example, if the Innovation Center received feedback from the stakeholder
community that models should be tested in a given area, but the idea lacked sufficient
evidence to inform model development, independent researchers and private sector
organizations could focus their efforts on building the evidence base. Other needs that could
be identified and potentially filled by private sector organizations may include up-front
capital investments, training or other technical assistance for model implementation, and
dissemination of lessons learned and other tools for scale and spread of successful models.
Many in the private sector are already doing significant work in this arena, but they could
benefit from some guidance on where to prioritize their efforts and resources. The Health
Care Payment Learning & Action Network (LAN) has provided a helpful framework and
forum for shared learning to foster innovation and success across public and private payers.
We recommend continued support for the LAN and public reporting of multi-payer uptake of
alternative payment models. Ultimately the LAN should publish results on health outcomes
and cost savings generated from these efforts.



CMS should continue to explore how access to data; the use of technology, including
clinical and consumer-facing software and applications; and virtual care approaches,
including telehealth and remote monitoring can support innovative delivery and
payment models, consumer-directed care, and state and local innovation; and the
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Centers for Medicare & Medicaid Services, Center for Medicare and Medicaid Innovation Report to Congress.
December 2016. Available: https://innovation.cms.gov/Files/reports/rtc-2016.pdf
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actions that it can take to reduce regulatory and financial barriers associated with their
use.

Conclusion
We look forward to continuing to work with you and others at the U.S. Department of Health
and Human Services to advance constructive policy solutions to improve health and health care
in America.
Please do not hesitate to contact us if you have any questions.
Sincerely,

G. William Hoagland
Senior Vice President
Bipartisan Policy Center
Initiative

Katherine Hayes, J.D.
Health Policy Director
Bipartisan Policy Center

Janet M. Marchibroda
Director, Health Innovation Initiative;
Executive Director, CEO Council on
Health & Innovation

Lisel L. Loy, J.D.
Vice President of Programs;
Director, Prevention

Anand K. Parekh, M.D., M.P.H
Chief Medical Advisor
Bipartisan Policy Center

CC: Amy Bassano, Acting Deputy Administrator for Innovation and Quality and Director,
Center for Medicare & Medicaid Innovation
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November 20, 2017

Submitted electronically via email to CMMI_NewDirection@cms.hhs.gov

Seema Verma
Administrator
Centers for Medicare and Medicaid Services (CMS)
Department of Health and Human Services
P.O. Box 8013
Baltimore, MD 21244-8013

RE: CMS Request for Information: Innovation Center New Direction

Dear Administrator Verma,
Bi-State Primary Care Association appreciates the opportunity to provide comment on CMS’ Request for
Information (RFI) on a new direction for the Center for Medicare and Medicaid Innovation (CMMI).
Established in 1986, Bi-State is a nonpartisan, nonprofit 501(c)(3) charitable organization that promotes
access to effective and affordable primary care and preventive services for all, with special emphasis on
underserved populations in Vermont and New Hampshire. Bi-State’s combined Vermont and New
Hampshire membership includes 29 Community Health Centers (CHCs) delivering primary care at 128
sites and serving over 301,000 patients.
CMS’ RFI to ensure that the Medicare and Medicaid programs are promoting patient centered care while
improving quality and patient outcomes is an important step in ensuring continued access for Medicare
and Medicaid beneficiaries. Both programs are of critical importance to our CHC patients, providing them
with health care coverage they may not otherwise be able to afford. Accordingly, Bi-State is writing to
express our support for the comments submitted by the National Association of Community Health
Centers and to provide our comments on a new direction for CMMI.
Role of Health Centers in Innovation
Health centers, through their mission, structure and programmatic focus, provide high quality and costeffective preventative and primary care to their patients regardless of insurance status. CHCs have
experience managing not only their patient’s physical, oral, mental, and behavioral health, but also
addressing the economic, social, and environmental factors that directly impact patients’ health. These
social determinants of health are key components of a patient’s care, as they are often the root causes of
increased costs and poor outcomes. Health centers’ focus and experience make them valuable partners in
transformation efforts and leaders in driving innovation for our most vulnerable populations.
Through the CMMI efforts to date, we are seeing a variety of innovative models take shape, and in many
instances, these models recognize the value and experience that CHCs provide to the system by
Comments to CMS Request for Information: Innovation Center New Direction

supporting and advancing their engagement in delivery system transformation. Our CHCs in NH and VT
are engaged with many of the CMMI innovation modes such as working on transforming systems and
implementing payment reform efforts through such initiatives as the State Innovation Model grants,
Medicare Shared Savings Program, and Accountable Health Communities Model. In addition to engaging
in these efforts, CHCs collaborate with state Medicaid agencies in broader value-based payment
initiatives and in FQHC-specific payment reforms that allow for more transformative use of the medical
home model. With these experiences in Medicare and Medicaid innovation and the health center mission
to provide high quality, comprehensive care, health centers offer valuable lessons and best practices to
engage the safety net and our most vulnerable patients, ensuring any transformation is appropriately
capturing and positively impacting the whole population.
As CMS looks toward a new direction for CMMI, we believe it is important to highlight that in 2016
FQHCs served as the health home for over 26 million medically-underserved individuals, the majority of
whom live below the federal poverty level and face multiple factors which impact their need for health
care and their ability to access care appropriately. Accordingly, we believe the following are important
considerations CMS should take into account:
There is no “one size fits all approach” to effective innovation. We believe that CMS should
incorporate flexibility when developing and implementing new models or screening tools. We
recommend that CMS and states fully engage stakeholders in the development process, as this
will promote successful participation and implementation, especially among underserved
populations who are sensitive to research and data collection efforts.
FQHCs need the appropriate infrastructure, timelines, and support to participate in
innovation and should be included in any new innovation models. While many CHCs are
engaged in various stages of payment reform, there are challenges that currently limit their ability
to further engage in these efforts, including limited capacity, unrealistic timeframes, and a lack of
alignment across efforts. We encourage CMS to ensure that all providers have the appropriate
resources, timelines, and infrastructure they need to participate in these new models. We would
also encourage CMS to consider the unique challenges often faced by rural providers. For
example, difficulty affording an expensive internet connection can hinder practice transformation
goals for health centers in rural areas. Without sound infrastructure, providers have difficulty
fully engaging in these efforts at any level. We believe ensuring the infrastructure is in place
should be a core component of any strategy moving forward.
Policy changes may be needed to ensure provider participation. We welcome the opportunity
to work with CMS on policy changes to support health centers’ ability to deliver care in ways that
best meet patient needs and contribute to quality and cost goals. For example, providing
reimbursement for telehealth services or for multiple visits in the same day will help encourage
providers to increase their use of cost-savings technology and further integrate patient care.
In closing, health centers have always provided continuity amidst changes in America’s health care
system, serving as a safety net for the most vulnerable while continuing to innovate and drive savings for
federal and state budgets. Bi-State appreciates the opportunity to submit comments on this important
Request for Information and thanks you in advance for consideration. Please do not hesitate to contact
me if you would like additional information or require clarification on the comments presented above.
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Sincerely,

Tess Stack Kuenning, CNS, MS, RN
President and Chief Executive Officer
Bi-State Primary Care Association
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Via email at CMMI_NewDirection@cms.hhs.gov
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244-1850
RE:

Response to Centers for Medicare & Medicaid Services: Innovation Center New
Direction Request for Information

Dear Administrator Verma:
We appreciate the opportunity to respond to the request for information by the Centers for
Medicare & Medicaid Services Innovation Center (the “Innovation Center”) regarding a new
direction to promote patient-centered care and test market-driven reforms.
BKD, LLP (BKD) is a national CPA and advisory firm founded in 1923 serving over 3,500 health

care providers nationwide, including hospitals, long-term care and senior living organizations,
community health centers, physicians, home care and hospice agencies and other provider types.
BKD is actively involved in the clinical, operational and financial efforts of our health care
provider clients as they test new payment models, including Accountable Care Organizations,
bundled payments and other innovative models.
It is our belief that effective new payment models are those that transfer a portion of risk from
the payer to the provider and challenge the background operating structure of historical fee-forservice models. We believe participation in new models could be more fully embraced by the
provider community through provider-selected reward and risk tracks which correspond to
increasing levels of incentives. We believe value-based reimbursement is an important shift in
managing appropriate utilization of services furnished to Medicare beneficiaries and achieving
universal health care goals of and improving outcomes and lowering costs.
We believe the Innovation Center should continue to be used in the development and execution
of new payment models that advance the triple aim of improving quality and patient experience
while reducing costs, and we are encouraged by the following guiding principles being adopted
by the Innovation Center as it approaches new model design.
•

Choice and competition in the market – Promote competition based on quality,
outcomes and costs. We support this principle and believe that all new models
should be designed to stimulate market competition by incentivizing health care
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providers to enhance quality and outcomes according to objective measures while at
the same time offering a means of doing so in cost efficient and effective ways that
reduce regulatory or burdensome administrative obstacles.
•

Provider Choice and Incentives – Focus on voluntary models, with defined and
reasonable control groups or comparison populations, to the extent possible, and
reduce burdensome requirements and unnecessary regulations to allow
physicians and other providers to focus on providing high-quality healthcare to
their patients. Give beneficiaries and healthcare providers the tools and
information they need to make decisions that work best for them. We support
this principle and further believe that all new models should be designed in
observance of the following.
o New models focus on shared incentives and rewards amongst participating
providers in the care continuum, rather than focused on shared risks.
o New models are centered on care planning based on the clinical judgement of the
applicable health care team, rather than prescriptive time- or utilization-based
parameters.
o New models are designed to complement existing industry initiatives and
payment models already in place across the acute and post-acute continuum and
eliminate duplicative or counter-productive efforts. We believe this to be
especially critical when assessing new models that may be designed for specific
provider types.
o New models allow participating providers ease of access to actionable data and
model results in a timely manner.
o Reduce reporting of quality and electronic health record information that is
duplicative to multiple providers in the health care continuum when core
documentation is present with (or reported by) one provider, especially when such
documentation is present within the physician patient records.

•

Patient-centered care – Empower beneficiaries, their families and caregivers to
take ownership of their health and ensure that they have the flexibility and
information to make choices as they seek care across the care continuum. We
support this principle and further believe that all new models should be designed to
ensure adequate, objective and meaningful information for best informed choices by
beneficiaries and their families.
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•

Benefit design and price transparency – Use data-driven insights to ensure costeffective care that also leads to improvements in beneficiary outcomes. We
support this principle and further believe that:
o Incentives should be based on provider-specific metrics,
o Data accessibility should be consistent across the provider community to promote
transparency,
o Definitions of meaningful “quality” measures across all settings should be
specific to all providers, including specialists, and
o The process of severity adjustment used historically to establish target prices
should be reevaluated and, if need be, realigned with current guiding principles.

•

Transparent model design and evaluation – Draw on partnerships and
collaborations with public stakeholders and harness ideas from a broad range of
organizations and individuals across the country. We strongly agree that the
provider community should be included in development of potential new models to
assist with early identification of possible unintended consequences from the model.

•

Small Scale Testing – Test smaller scale models that may be scaled if they meet
the requirements for expansion under 1115 A(c) of the Affordable Care Act (the
Act). Focus on key payment interventions rather than on specific devices or
equipment. We believe small scale testing to be critical in the development of new
models, as this would allow for data accumulation on outcomes and early detection of
potential unintended consequences.

BKD appreciates the opportunity to provide comments on this important matter. Should
you have any questions about BKD’s comments, please contact me.
Cordially,

Mark Sharp, CPA
Partner
arh
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services (CMS)
Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
Submitted via email at: CMMI_NewDirection@cms.hhs.gov

Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The Blue Cross Blue Shield Association (BCBSA) – a national federation of 36 independent, communitybased, and locally operated Blue Cross and Blue Shield companies (“Plans”) that collectively provide
healthcare coverage for one in three Americans – appreciates the opportunity to respond to the Centers
for Medicare & Medicaid Services Innovation Center (CMMI) New Direction request for information (RFI),
published on the Innovation Center website on September 20, 2017.
Plans partner with the Centers for Medicare & Medicaid Services (CMS) in Medicare Advantage (MA) and
Part D, in Medicaid, as Medicare Administrative Contractors, and Plans are collaborating with CMMI in 17
of the 18 regions of the Comprehensive Primary Care Plus (CPC+) Initiative. As a significant stakeholder
in Medicare, we share your goal for Medicare to identify efficiencies and obstacles in the healthcare
system that if implemented or improved can benefit seniors and help ensure that they receive quality,
affordable care. We support and commend CMS for the thorough approach it is taking to seek
stakeholder feedback on ways to address inefficiencies in the system and ideas for improvements that
can be made to help us move to a delivery system that fosters accountability and safety.
As CMS moves forward with testing new models under the Innovation Center, we urge that it continue to
include relevant stakeholders, including private payers, in the initial and ongoing discussions of model
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development since health plans have a unique perspective of challenges and successful approaches
when implementing and scaling innovative models.
Furthermore, we want to emphasize the importance of maintaining a level playing field between all
entities (fee-for-service and managed care) in future demonstrations, whether it is in the Medicare or
Medicaid programs. This is particularly relevant in any demonstrations that would encourage entities to
assume full insurance risk. For example, CMS should not offer ACOs capitation with insurance risk
similar to MA organizations, when nothing in current law prevents them from participating in the MA
program, as many provider-sponsored organizations already do. We discuss this issue in greater detail in
our comments below.
Our comments are informed by BCBSA’s and Plans’ extensive experience in MA, Medicaid and
commercial lines of business that support the transition from fee-for-service towards a quality and
outcomes-based payment structure. What follows are our detailed comments to a selection of the RFI
sections on Potential Models, as well as additional ideas related to the future of the Innovation Center.

*

*

*

Expanded Opportunities for Participation in Advanced APMs
BCBS Plans are actively working to transform payment away from fee-for-service payment models and
instead are providing financial incentives for quality care and improved patient health. In 2016, BCBS
Plans had value-based care programs in 48 states and 98 of the top 100 Metropolitan Service Areas.
BCBS Plans are engaging with more than 447,000 medical professionals and 1,200 hospitals caring for
more than 53 million BCBS members, and these numbers continue to grow. Plans are leading this
change by supporting evidence-based medicine; testing hybrid payment approaches that pay for care
coordination and offer rewards for improved outcomes and lower costs; and implementing innovative
approaches to support doctors in transforming their practices while paying them based on how well they
care for the health of an entire population.
We were encouraged to see that in the 2018 Quality Payment Program final rule of the Medicare Access
and CHIP Reauthorization Act (MACRA) CMS stated it intends to develop a demonstration project to test
the effects of expanding incentives for eligible clinicians to participate in innovative alternative payment
arrangements under MA to qualify as Advanced Alternative Payment Models (APMs). We look forward to
working with the Innovation Center to ensure this demonstration is implemented in a way that enables
clinicians in innovative MA APMs to earn the 5% bonus and that quality payment adjustments (inside and
outside of this demonstration) are appropriately reflected in MA benchmarks moving forward.
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Plans are currently reviewing existing value-based payment models to identify ways that they can better
support providers in their quest to become Advanced APMs. We appreciate the flexibility that CMS has
offered other payer APMs, as this will help spur greater APM adoption across the country across
Medicare, Medicaid, and the commercial market. We offer the following recommendations on ways to
increase opportunities for clinicians to participate in Advanced APMs while receiving the technical support
they need to transform their practice.
Issue: The Innovation Center is seeking ways to increase opportunities for eligible clinicians to
participate in Advanced APMs and achieve threshold levels of participation to become Qualifying APM
Participants (QPs).
Recommendation: The Innovation Center should test more flexible advanced APM criteria for other
payers. For example, new models of financial risk that do not align with the current tripartite risk criteria
for other-payer APMs or eliminating the maximum size criterion for the generally applicable medical home
risk standard.
While MACRA is still in the very early stages of implementation, in order to be able to adapt to changing
dynamics or lessons learned down the road, the Innovation Center should use its authority to test
complementary versions of APMs with slight modifications. Since it is still too early to know what levels of
risk are appropriate for clinicians or what the cutoff point should be for the size of a Patient-Centered
Medical Home (PCMH) to have some relief from risk (as an Advanced APM under MACRA), testing
alternative criteria the Innovation Center will be more nimble down the road should tweaks to the criteria
and alternative solutions be needed. Furthermore, testing out other models with varying risk criteria
could help clinicians with a more gradual transition to downside risk arrangements. This approach would
better enable risk arrangements to be tailored depending on the type or maturity of the APM model, its
population characteristics, and unique market conditions.
As CMS pursues potential demonstration project designs that would test APMs in MA, we recommend
that CMS consider testing risk-based financial arrangements between MA plans and individual
clinicians/clinician groups as qualifying Advanced APMs under rules pursuant to MACRA.
Value-based contracts between MA plans and providers groups have been found to improve utilization,
such as increasing office and preventive visits, decreasing emergency department and inpatient hospital
admissions, and increasing survival rates. Surveys suggest that while the vast majority of MA plans have
some form of value-based contracts with network providers — ranging from PCMHs and bundled
payments to shared savings/risk and global capitation — there is substantial opportunity to expand these
arrangements.
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A voluntary demonstration under Section 1115A authority testing Advanced APMs in MA would be
consistent with the Innovation Center’s guiding principles of small-scale testing, provider choice and
incentives. Such a demonstration would further encourage providers to move away from volume-based
payments towards risk-based contracts and help meet CMS’ stated goals of moving more providers
towards value based payment arrangements. It would also reward the successful, innovative patientcentered care practices that MA plans and providers have already developed — and that the Innovation
Center’s aims to promote — to improve care delivery, better outcomes, and lower costs for Medicare
beneficiaries.

Consumer-Directed Care & Market-Based Innovation Models
Rising healthcare costs and expanding coverage options are placing increased accountability on
individuals for their healthcare expenses and choices. In this new era of healthcare consumerism,
consumer access to meaningful, credible information on providers and services is critical to better
informed healthcare decision-making. As a way to better engage patients, Plans are facilitating individual
preferences to help people be active partners in their own healthcare by providing wellness incentives
paired with educational tools that patients and providers can use together to help manage a particular
condition.
Issue: The Innovation Center is seeking ways for how to operationalize allowing beneficiaries to choose
to participate in arrangements that would allow them to keep some of the savings when they choose a
lower-cost option, or that incentivize them to achieve better health.
Recommendation: The Innovation Center should launch demonstrations (to include MA organizations),
that share financial incentives with physicians and patients with chronic conditions.
In the commercial market, Hawaii Medical Service Association (HMSA/Blue Cross and Blue Shield of
Hawaii) has implemented a program testing out the concept that the Innovation Center is seeking to
explore — HMSA’s Payment Transformation Diabetes Incentive Pilot Program.
HMSA’s payment transformation initiative seeks to strengthen the patient-provider relationship and
patients’ engagement in their health and well-being. The initiative started with a six-month pilot program in
2016 during which HMSA tested a shared patient-provider incentive for members with poorly controlled
diabetes. HMSA had learned from its pay-for-quality program that patient engagement and accountability
are important components for success.
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The Payment Transformation Diabetes Incentive Program offered incentives to patients that align with the
primary care provider (PCP) performance measure, Diabetes Care-HbA1c Control (≤9.0). The program
was paired with additional incentives for PCPs who supported their patients in meeting the incentive
goals.
HMSA identified eligible members at each phase of the program and notified them by mail about incentive
opportunities. The number of incentives each member was eligible for was based on the number of
HbA1c tests they completed in the specified time periods and their test results.
Eligible members may have received up to $225 Longs Drugs gift cards for participating in this program.
Patients earned incentives for two types of achievements: (1) HbA1c tests: members may receive up to
$75 Longs Drugs gift cards; one $25 gift card each for completing HbA1c tests at baseline, three months,
and six months; and (2) further incentives: members could receive additional $75 gift cards for further
achievements at the three and six month follow-ups.
For PCPs, for the care and support they provided to participating members, they would be rewarded with
$75 for each eligible member who met improvement benchmarks. For members with a baseline HbA1c
value greater than 9.0, PCPs were eligible to earn $75 for each member who reduced their value by 0.5
points from baseline or for a value less than 9.0 at the three-month follow-up. Similarly, at the six-month
follow-up, PCPs were eligible to earn an additional $75 for each member who reduced their value by 1.0
points from baseline or for a value less than 9.0. PCPs could earn up to $150 per eligible member. This
incentive is in addition to the payment available to PCPs for the Payment Transformation PCP
Performance Measure, Diabetes Care-HbA1c Control (≤9.0). The incentive program ran from April
through October 2016, and results from the program are currently being analyzed.

Issue: CMS is seeking feedback on how to operationalize a practice whereby Medicare beneficiaries
would be able to contract directly with healthcare providers.
Recommendation #1: CMS and the Innovation Center should not expand opportunities for physicians
and other providers to take advantage of Medicare patients through direct contracting, which will increase
beneficiaries’ financial liabilities and cause confusion as to allowable Medicare billing practices. CMS and
the Innovation Center should keep safeguards in place to protect Medicare beneficiaries because an
expansion in opportunities for direct contracting could lead to confusion and a high risk of beneficiary
exposure to unpredictable medical expenses.
Medicare beneficiaries look to the government to protect them from undisclosed liabilities and harmful
billing practices. Many Medicare beneficiaries are low income and have high health care needs and
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depend on a stable and consumer friendly environment when receiving services as well as when paying
for their individual medical expenses.
Some argue that Medicare should expand opportunities to have balance billing and private contracting to
improve access to providers, while offering providers more flexibility in treating Medicare patients if they
are dissatisfied with the Medicare fee schedule. A 2016 Medicare Payment Advisory Commission report
shows that the overwhelming majority of Medicare beneficiaries have adequate access to Medicare
providers and receive care in a timely manner. CMS should not create an environment that undermines
consumer protections and creates more uncertainty for beneficiaries. Currently these practices are in
place with a small group of providers. Such practices should not become mainstream and threaten the
integrity of the Medicare program overall.
Under current law, Medicare has consumer protections in place that are designed to safeguard Medicare
beneficiaries from unexpected billings when they receive services from doctors and other providers.
These protections include the participating provider program, limitations on balance billing, and conditions
on private contracting.
The “participating provider” program was enacted in 1984 for two purposes:


To assist Medicare patients with identifying and choosing providers who charge Medicare-approved
rates; and



To encourage providers to accept Medicare rates. Today, the vast majority of eligible physicians and
practitioners are “participating providers” — they agree to charge Medicare’s standard Medicare fees
when they provide covered services to beneficiaries.

The Congress instituted limitations on balance billing in 1989, in conjunction with implementation of the
Medicare physician fee schedule. This specific financial protection limits the amount that “nonparticipating” providers may charge beneficiaries through balance billing — in these cases beneficiaries
are responsible for the portion of the provider’s charge that exceeds Medicare’s fee-schedule rate.
In 1997, the Congress also codified several conditions for private contracting that apply to physicians and
practitioners who “opt out” of Medicare and see beneficiaries only under individual private contracts.
These restrictions were instituted to ensure that beneficiaries are aware of the financial ramifications of
entering into these private contracts, and to safeguard patients and Medicare from fraud and abuse. In
general, private contracting is relatively rare with only one percent of practicing physicians opting out of
Medicare.
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Under current law, physicians and practitioners have three options for how they can charge their patients
in traditional Medicare. They may enroll in Medicare as a:
(1) participating provider;
(2) non-participating provider; or
(3) opt-out provider who can privately contracts with each of his or her Medicare patients for payment.
Physicians and practitioners who enroll in Medicare as participating providers agree to “accept
assignment” for all of their Medicare patients. Accepting assignment entails two conditions: agreeing to
accept the established Medicare fee-schedule amount as payment-in-full for a given service and
collecting the Medicare’s portion directly from Medicare, rather than the patient. The vast majority of
providers who provide Medicare-covered services are participating providers.
Non-participating providers do not agree to accept assignment for all of their Medicare patients; instead
they may choose — on a service-by-service basis — to charge Medicare patients higher amounts, up to a
certain limit (e.g., “limiting charge”). Medicare patients are then responsible for higher cost sharing to
cover the higher fees incurred. This arrangement is called “balance billing” and means that the Medicare
patient is financially responsible for the portion of the provider’s charge that is in excess of Medicare’s
established rate, in addition to standard applicable coinsurance and deductibles for Medicare services.
When non-participating providers do not accept assignment, they may not collect reimbursement from
Medicare—they bill the patient directly, typically at the time of service. Non-participating providers must
submit claims to Medicare on behalf of their Medicare patients, but Medicare reimburses the patient,
rather than the nonparticipating provider, for its portion of the covered charges. A small share of
providers who provide Medicare-covered services are non-participating providers.
Physicians and other providers who choose to enter into private contracts with their Medicare patients
“opt-out” of the Medicare program entirely. These opt-out providers may charge Medicare patients any
fee they want. Medicare does not provide any reimbursement — either to the provider or the applicable
Medicare patient — for covered Medicare services provided by these providers under private contracts.
Medicare patients are liable for the entire cost of any of the services they receive from physicians and
other providers who have opted out of Medicare and engage in private contracting with their patients.
Some consumer protections have been established to make sure that patients are aware of the costs of
services and their responsibilities when receiving care under a private contract with their provider. An
extremely small portion of physicians have selected to have such arrangements. These provider options
have direct impact on the charges and out-of-pocket liabilities that beneficiaries face when they receive
such physician services.

BCBSA Response to Innovation Center RFI

11/20/17

Page 8 of 30

Medicare also has in place protections for low income Medicare beneficiaries and those who receive
assistance under the Qualified Medicare Beneficiary (QMB) program. This program helps qualified
beneficiaries with Medicare cost-sharing amounts. Medicare participating and non-participating
physicians and other providers are not allowed to bill these patients for any Medicare cost-sharing
incurred or balance billing amounts from non-participating physicians as the Medicaid program in the
applicable state is responsible for those amounts. Again these are vulnerable beneficiaries who need the
right financial protections in place as they move through the Medicare and Medicaid program.

Recommendation #2: CMS should not view “Direct Primary Care” (DPC) models as comprehensive
offerings for beneficiaries (or APMs), as these models lack many of the components that we have come
to expect from value-based care arrangements and raise many concerns around comprehensive and
coordinated care. In addition, as commonly operationalized, a DPC model involves a significant
expansion of the ability of physicians and other providers to contract privately with beneficiaries, which
could increase beneficiaries’ financial liability and cause confusion. [For more detail, please see our
discussion of Balance Billing and Private Contracting that precedes this section].
In the commercial sector, DPC has emerged where physicians contract directly with patients for services
rendered. While convenience is often a motivating factor for entering in these arrangements (for
physicians or patients), these arrangements are not suitable for many physician types or patients,
particularly Medicare beneficiaries who are frail, elderly or disabled:


The DPC patterns itself after the PCMH in three ways – increased access, coordination with
specialists and hospitals, and more personalized care. However, these characteristics alone do
not make the DPC model sufficient to call itself a PCMH. Key attributes of the PCMH model are
missing or unclear in the DPC model, including quality and safety, the use of information
technology, a voluntary recognition process, and payment.



Unlike the PCMH model, the DPC model is problematic for Medicare beneficiaries, particularly
those with chronic health care needs. For example, a 2010 MedPAC report notes that retainerbased practices are not likely to have patient panels consisting of the chronically ill, and
“providing longer visits for a select group of patients that are not particularly sick does not
necessarily advance the health of communities overall.”

While we recognize that CMS seeks innovative initiatives to assure access to Medicare and Medicaid
services while reducing provider burden, BCBSA strongly opposes any initiatives that would adopt
balance billing and provide contracting among physicians under the pretext of innovation.
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Issue: CMS is seeking ideas for how to offer bundled payments for full episodes of care with groups of
providers bidding on the payment amount.
Recommendation: Apart from any specifics around how to operationalize provider bidding on the
payment amount (which we support), we recommend that CMS provide flexibility (e.g., waive uniformity of
care requirements as outlined in the Medicare Managed Care Manual, Chapter 13, Section 10.5.1) to
allow for bundled payment in MA if certain medical criteria are met by an individual patient (e.g., for
orthopedic bundles in the ambulatory setting that may be most appropriate under specific clinical
circumstances).
We also support the use of Centers of Excellence for various bundled procedures that are known to
deliver high value based on price and quality parameters. Finally, with respect to bundles, we urge the
Innovation Center to test inclusion of high-value, non-medical services not necessarily covered by
Medicare — such as home-delivered meals or other home- and community-based supports that may
prevent hospital readmissions or post-acute complications. Such services could be targeted at individuals
with conditions known to benefit from wrap-around support, including congestive heart failure, chronic
obstructive pulmonary disease, or cancer diagnoses and a host of other conditions.

Physician Specialty Models
The Innovation Center is interested in increasing the availability of specialty physician models to improve
quality and lower costs and engage specialty physicians in alternative payment models, especially for
independent physician practices. We agree that currently there are not enough options available for
specialists to participate in Advanced APMs — either because the specialty does not lend itself to an
APM or the quality measures are not robust enough to tie rewards/penalties to performance. We support
the movement to create more opportunities for independent specialists to participate in a system that
incentivizes value over volume, and are pleased that the Innovation Center is seeking input on ideas for
how to accomplish this.

A. Physician Specialty Models
Issue: The Innovation Center is seeking input on testing an option that includes specialty physician
management of a defined population of beneficiaries with complex or chronic medical conditions,
including multiple chronic conditions.
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Recommendation: The Innovation Center should test the “medical neighbor” concept, similar to the
“preferred provider mechanism” from the Next Generation ACO model1 . Specialists could receive credit
for participating in an Advanced APM if they work closely with primary care providers in Advanced APMs
like physician-led ACOs or CPC+ models (e.g., if the specialist receives a significant share of their
revenue from caring for patients attributed to those models).
Commercial health plans have also tested variants of the medical neighbor concept, most notably Blue
Cross Blue Shield of Michigan (BCBSM) through its Organized Systems of Care (OSC) program.
BCBSM’s OSC partnership guidelines have proven to be extremely successful in creating and maintaining
strong, mutually beneficial partnerships that result in high-value care for Michigan communities. Nearly
15,000 primary care physicians and specialists participate in one of 36 Organized Systems of Care across
Michigan. Not only do these agreements impact over 1.25 million BCBSM members, but they benefit nonmembers who visit these practices as well. The OSC Program falls within BCBSM’s broader Physician
Group Incentive Program (PGIP).
The OSC Program is designed to:


Build shared information systems and care processes needed to more robustly measure, monitor,
and optimize quality of care at the population level.



Strengthen the performance improvement infrastructure available to clinicians.



Promote collaborative relationships among providers of care who share a common patient
population.



Support the most cost-effective delivery of services while optimizing patient outcomes and
enhancing patient experience.

Organized Systems of Care selected for participation must abide by the BCBSM’s Organized System of
Care Agreement, Physician Group Incentive Program Agreement, and BCBSM’s policies and procedures, in
addition to the PGIP OSC Program Standards.

1

An ACO-selected Medicare provider with whom the Next Generation ACO has a relationship based upon high-quality care and
care coordination for Next Generation Beneficiaries. A Preferred Provider: (1) is a Medicare-enrolled provider or supplier (as
described in 42 C.F.R. § 400.202); (2) is identified on the ACO’s list of Preferred Providers by name, National Provider Identifier
(NPI), TIN, Legacy TIN (if applicable), and CMS Certification Number (CCN) (if applicable); (3) bills for items and services it
furnishes to Medicare FFS beneficiaries under a Medicare billing number assigned to a TIN in accordance with applicable Medicare
regulations; (4) is not a Prohibited Participant; and (5) has agreed to participate in the Model pursuant to a written agreement with
the ACO. ACOs may allow certain benefit enhancements that are available to aligned beneficiaries to be available through Preferred
Providers, provided that the ACO has a written agreement to that effect with the Preferred Provider and has supplied CMS with the
Preferred Provider list according to CMS instructions.
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The core requirement for OSC participation is that entities are:


A community of BCBSM-participating caregivers consisting of primary care practices, specialists,
hospitals and other providers, preferably with more than 20,000 BCBSM primary care physicianattributed enrollees; and



Comprised of multiple local communities of caregivers, which are:
o

Composed of PCPs, specialists, hospitals and other providers that serve the needs of a
shared-patient population.

o

Located in an identifiable and distinct geographic area in which the shared patient
population lives.


Note: generally, it is desirable for the local community of caregivers to be
geographically contiguous; it is recognized that this may not always be the case,
particularly in rural communities. OSCs may cross county boundaries and will
likely include multiple hospitals and specialists from multiple contiguous
communities. This is acceptable as long as there are established or intended
means of clinical integration across the community of caregivers. The local
community of caregivers should not, however, span multiple regions of the state.

o

Creating and using shared care management systems and coordinating referral-based
specialty services.

o

Sharing responsibility and working together to manage the patient population, optimize
the patient experience, and deliver high-quality, cost-effective care.

o


Caring for a minimum of approximately 10,000 attributed BCBSM patients.

A partnership, association, corporation, individual practice association or other legal entity that
has its own Tax ID and can receive and distribute income among its constituent members.

When determining OSC eligibility to participate in OSC Initiatives, BCBSM considers, among other things:

o

The number of BCBSM enrollees served by the applicant.

o

The geographic location of the practices in the OSC.

o

Commitment to and understanding of the PCMH model of care.

o

Commitment to assess and improve overall organization performance according to established
performance measures.

o

Ability to coordinate and facilitate practice improvements and program administration on behalf of
organization physicians.
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Willingness to cooperate/collaborate with BCBSM, BCBSM members, groups and the provider
community.

Additionally, new applications for OSCs must include details regarding how it will (among other things):


Integrate member practitioners’ health information technology such as Electronic Health Records,
patient registries, and practice management systems. Applications must include a detailed plan
with IT vendors identified (if applicable) and a timeline for completion of the aforementioned
activities.



Serve a common patient population. Applicant OSC must include a list of hospitals/facilities with
which the applicant’s practitioners are affiliated/aligned and a list of counties in which the
applicant OSC will be active.



Be staffed/governed. The model should detail staff allocations to organizational leadership,
clinical leadership, practice consultants and IT resources.

While the information provided above illustrates several of the requirements of the OSC program, many of
these components can be used as a template for CMS as it considers a demonstration for specialty
physician management of a defined population of beneficiaries with complex or chronic medical
conditions, including multiple chronic conditions. This type of model works in a manner similar to “virtual
groups” in the Merit-Based Incentive Payment System (MIPS), but serves to allow independent
physicians more of an opportunity to participate in an advanced APM despite not having the
infrastructure/resources to manage the care of an entire population on their own.

B. Physician-Focused Payment Model Technical Advisory Committee (PTAC) Recommended
Models
Issue: The Innovation Center is seeking input on models recommended by the Physician-Focused
Payment Model Technical Advisory Committee (PTAC).
Recommendation: We recommend that payment models submitted by commercial payers be included
in the Physician Focused Payment Model (PFPM) definition and that the PTAC should consider payment
models for ancillary providers, such as long-term care, durable medical equipment, and laboratories.
Additionally, if CMS expands the definition of PFPMs or the types of other provider payment models that
can be vetted by the PTAC, CMS should adjust the composition of the committee to ensure that members
have the expertise necessary to properly evaluate such models.
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Expanding the definition of PFPMs will provide greater flexibility and contribute to the greater success of
the PFPM and the APM track of MACRA. Additionally, ensuring that PTAC Members have relevant
experience to evaluate new models for ancillary providers will allow the review process to proceed as
efficiently as possible and will help maintain the integrity of the process.

MA Innovation Models & Prescription Drug Models
BCBSA is pleased to be able to provide comments on possible demonstrations within the MA and Part D
programs that would enhance options available to Medicare beneficiaries and serve as a platform for
possible increased quality outcomes and/or lower costs. Additional demonstrations in MA and Part D
would allow for innovation that is not currently allowed due to various laws and regulations and would
permit the agency to engage beneficiaries in their healthcare while also assessing the impact of specific
programs designed to measure the impact of specific changes in certain areas overall. MA and Part D
are highly successful programs among beneficiaries and our suggestions are in keeping with the concept
of engaging patients, improving outcomes, and reducing costs overall.
We have identified general recommendations for consideration as well as specific proposals for both the
MA and Part D programs:


While such demonstrations are in place, the Innovation Center should release preliminary
findings at some point so that these programs become a leaning laboratory for other health plans
that were not able to participate.



CMS should consider demonstrations that are generally three years in duration, not a hard and
fast five years (although we recognize longer timelines to test certain models and provide
sufficient time to evaluate outcomes may be appropriate).



CMS should focus on the importance of social determinants of health in any model they test.



Moving forward, as the Innovation Center expands models or implements them broadly, it should
allow for flexibilities so that plans may adopt the new services or programs to ensure they are
implemented in the best way. For example, the new diabetes program/services, resulting from an
Innovation Center demonstration, has features that we would not like to see moving forward with
any additional adopted new service or programs. While well-intended, the proposed diabetes
program is very prescriptive and does not allow for the flexibility Plans were seeking, especially in
the area of use of virtual programs and program contents that lent to creativity and flexibility. Any
new service/benefit/program adopted into Medicare overall should come with sufficient lead time
for implementation so that plans, providers and beneficiaries can access a well-organized new
feature to Medicare.



MA and Part D plans welcome flexibility in their operations and additional guidance would be
welcomed in the area of non-health related supplemental benefits or more clarity on what is and
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what isn’t allowed now as to the uniform applications of benefits and services. Many plans would
welcome standard flexibility in the administration of benefits and services without triggering the
agency of accusing a plan of discrimination among members when a service or items is granted
to a patient in an appropriate situation. For example, if a Plan provides a scale to a patient with
COPD or congestive heart failure, that action should not initiate the Plan to have to provide scales
to all patients with the same diagnosis. Clarity is needed in this area.
Proposed Demonstration Concepts in Medicare Advantage and Part D
With regard to MA and Part D, we offer the following proposed concepts that could further the Innovation
Center’s goal of providing innovative and affordable access to health care for beneficiaries under the MA
and Part D programs. We note that the recently released proposed rule on these programs (CMS-4182P) seeks to increase flexibility in a number of areas, such as the flexibility for plans to innovate in plan
design and offer more choices. We will be providing detailed comments on that proposed rule separately,
but note that to the extent certain proposals align with our recommendations here, we strongly encourage
CMS to finalize.
Medicare Advantage
1. Supplemental Benefits
Concept: The Innovation Center should consider options that would allow all MA plans to offer a wider
array of supplemental benefits than they can today. Current definitions limit supplemental benefit
coverage to items or services that CMS considers to be “health related.” The Innovation Center should
conduct a demonstration that expands the scope of “health related” services to be medical services or
other non-medical social services that improve the overall health of individuals with chronic diseases.
Examples of such services include: homemaker services, home-delivered meals, personal care services
to assist with bathing and dressing, transportation escort services, inpatient custodial level care, in-home
caregiver relief, adult day care services, and medical and safety equipment, such as the purchase of a
refrigerator to store insulin, or an air condition in geographies with severe summer temperatures.
This kind of flexibility is only extended to Fully-Integrated Dual Eligible Special Needs Plans (FIDE SNPs)
today; however, providing this additional flexibility to more than just FIDE-SNPs would allow significantly
more beneficiaries to reap the benefits – and these beneficiaries could perhaps benefit even more
because many of them may not be dual eligible who would otherwise get some of these benefits through
Medicaid.
We note that families and caregivers are an integral part of the support team for individuals with chronic
illness. For optimal care management, CMS cannot ignore home-based care. Historically, Medicare has
better supported family-and-home-based models of care by including services such as family respite,
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certain home-aide assistance, and home-care benefits, as part of the Medicare benefit package.
However, these benefits have been significantly reduced or eliminated. The elimination of these benefits
has had grave impacts on the provision of health care and has also impacted program costs. MA
2. MA Members and the Patient-Centered Medical Home
Concept: MA members should be allowed to participate in a PCMH, including assignment for their overall
care with a primary care physician (PCP), and mandatory completion of a health assessment within the
first 60 days of enrollment. The PCP would be responsible for the overall costs of care and outcomes for
their assigned patients (with MA primary care oversight), which would be evaluated over a period of three
to five years by comparing costs before and after the patient’s participation in a PCMH.
The demonstration could be a platform for shared savings programs with savings shared with patients or
monies given to the patient if specific goals are attained. What makes this demonstration unique is
mandatory selection of a primary care physician, mandatory completion of a health assessment, and
mandatory assignment of total care expenses to the primary care physician with possible financial
incentives or savings to the patient. The initiative could also include a focus on the social determinants of
health.
3.

MA Members with a Focus on Significant Gaps in Preventive Screenings

Concept: Identify MA members who have not received high valued preventive screenings in their first two
years of membership (a look back in data) and the plan could have a targeted outreach and education
program to engage those members. This demonstration would aim to increase the number of MA
beneficiaries who receive appropriate high valued screenings such as mammograms, prostate
screenings, colon cancer screening, eye exams for diabetes, flu shots, and other high valued services
within a defined time line at no cost to the patient. The evaluation would focus on the results of the
outreach, identification of the causes of the screening gaps, and whether the screenings identified
conditions that warranted follow up care that would not have been detected without aggressive outreach.
The demonstration could evaluate best practices for outreach and education as well as specific clinical
outcomes. Furthermore, rewards or financial incentives for the patient could also be part of the
demonstration.
4. Fall Prevention Programs
Concept: As one of the major reasons for hospitalizations among the elderly, an MA plan would
implement an aggressive fall prevention program among selected patients of a certain age with defined
clinical conditions. The demonstration would waive barriers that prevent plans from implementing
aggressive prevention programs, and plans would measure the effects of these programs and add to the
broader understanding and education around fall prevention.
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5. Hospice Services as a Basic Benefit in MA
Concept: In current law, hospice services in MA are essentially a carve-out for MA plans. This
demonstration would allow for a testing of inclusion of this benefit as well as palliative care on a 6-to-12
month cycle per patient in an MA plan and include an evaluation of cost and care and length of time in
such a program compared to averages in FFS Medicare. This demonstration would also contribute to
seamless care for the patient while an MA member and provide the comprehensive and appropriate
services at the end of life. One aspect of this initiative would be to have the MA plan be responsible for
all Part B and D medications for those patients and have a seamless payor for such medications. (Note:
the issue of what is a Part B and what is a Part D drug remains an issue among MA plans, patients,
providers, and hospice programs.)
6. Extended Home Health Services
Concept: MA plans have to follow allowable Medicare rules and regulations for home health care
services. This demonstration would allow an MA plan to provide whatever level of home health care and
home care services might be needed to prevent a hospitalization, including meals, safety checks in the
home, periodic home health aide services to evaluate whether such services and the extend of them
present hospitalizations.
7. Flexibilities in Tiered Network Requirements for MA Plans
Concept: Currently MA plans can have tiered networks in their plan but they must meet access and other
conventional standards established by CMS. This demonstration would allow for an assessment of the
use of such networks with reduced cost sharing for patients who access the preferred network providers
and evaluate utilization and potential savings compared to those who use the non-preferred network. The
tiered network need not be accessible to all patients in a given service area and does not need to meet
the standard network adequacy requirements now in MA.
8. Provider Specific Plans for MA Plans
Concept: Allow MA plans to create Provider Specific Plans (PSP) that have a narrower subset of high
quality providers (including risk arrangements with providers). Members benefit by having lower costsharing and focused providers that are high quality and willing to provide a higher touch member care
experience. Today these PSP networks need to meet the same network adequacy standards as a full
network. Under this model, provide MA plans flexibility to have a different network adequacy standard
(not as many providers required with a certain mileage requirement compared to full network plans).
9. Continuation of the Current VBID Demonstration
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Concept: Expand the ability for MA plans to implement the Value Based Insurance Design (VBID) model
in all 50 states and Puerto Rico and also begin to disseminate early learning from participating MA plans.
CMS should allow plans flexibility in selection of the services for defined medical conditions where there
might be reduced cost sharing (e.g., there should be opportunities for broader designs and focus on other
conditions). In addition, we suggest the following specific improvements to the demo design:


Allow tailoring of VBID programs to specific sub-populations. CMS should position the
MA-VBID model test to emphasis patient centricity. For example, while materials
provided by CMS to-date regarding the model indicate that plan benefit design must still
be uniform among enrollees within each condition category, we believe that nuanced
tailoring of the benefits would be more beneficial to patients while still allowing plans to
be more prudent with resources, which supports CMS’ overall goal of the model test.



Lesson restrictions on plan selection criteria. CMS should revisit the qualification
requirements (including the requirement that a plan have at least 2,000 enrollees in a
model test state and have been offered in at least three annual coordinated election
period). These restrictions can inhibit the participation of organizations that have a long
history in a market but may not meet CMS’ criteria for a particular plan.



Allow greater flexibility around plan marketing and enrollee communications. The model
tests’ marketing restrictions, as currently designed, are challenging in ways that result in
untended consequences. Organizations should be rewarded for their willingness to
participate in the model tests and should not be limited in their ability to communicate
VBID options to enrollees. It is critically important to make sure enrollees are aware of
these programs as early as possible so that they can immediately take advantage of the
improved benefits. This transparency will in turn, maximize the opportunity for improved
outcomes. Therefore, in future years, the Innovation Center should allow plans to cite
their participation in the model or specific benefits available under the model in preenrollment marketing materials targeted at potential enrollees.

10. End Stage Renal Disease (ESRD)
Concept: MA Plans would like to be able to design a benefit plan for those that have ESRD that meets
the needs of patients and might include benefits and services applicable to those patients only. These
patients would not be in a special needs plan but in a Local HMO or Regional or Local PPO that offered a
set of benefits and services unique to their disease state. In addition, CMS should separately evaluate
potential modifications to the current network adequacy criteria for dialysis facilities and providers to
further ensure that market forces are able to foster, rather than limit, innovation and availability of highquality options for ESRD enrollees. Considerations should include the impact of local market conditions
on access and beneficiary protections, as well as the cost of services.
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11. Rewards and Incentives Programs
Concept: CMS should permit more flexibility for plans to design and implement innovative rewards and
incentives programs for enrollees, including programs that could be targeted to specific enrollee
populations (i.e., beneficiaries who are non-adherent to medications or preventive services/screenings, or
those who may over-utilize certain services), and allow use of rewards or incentives in the form of
monetary rebates (e.g., toward out-of-pocket costs).

12. Medicare Plan Finder and the Default Enrollment Process
Concept: Under current policy, newly eligible Medicare beneficiaries who do not make an active
enrollment choice are by default enrolled in FFS Medicare. To ensure that patients end up with the care
that is the best for them. The Innovation Center should modernize the Medicare Plan Finder tool to
provide beneficiaries with complete information regarding premiums, out-of-pocket costs, and quality
ratings associated with all Medicare coverage options (i.e., not just MA, but FFS, MA and Medigap). The
Innovation Center should also test an alternate process that requires beneficiaries to make active
enrollment selections when reaching Medicare eligibility.
Other areas for possible demonstrations could include:


Identification of the need for mental health services with emphasis on depression and the impact of
early detection of depression on services and health status of selected patients.



Patients who live alone and factors that affect their health and use of services.



The use of health education modules and specific counseling programs prior to specific surgeries,
such as hip and knee replacements, and whether these pre-operative interventions reduced postsurgical hospital readmissions.



More flexibility and redesign of the Medication Therapy Management (MTM) program and
requirements with an emphasis on adherence.

Prescription Drugs (Medicare Part D)
1. Medication Adherence
Concept: The Innovation Center should take steps to improve medication adherence by identifying noncompliant patients who have an ongoing need for medications for their specific chronic conditions. Plans
should provide those medications for a minimal copayment and reward the patient for continuous
adherence over a 12-month period and assess the associated reductions on medical expenses tied to
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adherence. The plan can select the target populations and benefit structure/reward program for the
control group. This could complement the current MTM efforts in Part D.
2. Protected Classes
Concept: The Innovation Center should evaluate patients receiving medications classified as “protected
classes” and see if the application of management tools normally used in Part D programs would have an
effect on the number of medications prescribed, the cost of these medications and outcomes on a
selected group of patients. The demonstration would assess the need for such medications to remain in
a protected class or offer evidence that this classification of medications should be lifted permanently.
3. Specialty Pharmacies
Concept: The Innovation Center should allow MA plans to use specialty pharmacies exclusively for a
specific group of patients and evaluate the issues of access, care coordination, patient satisfaction with
use of these pharmacies in return for a financial incentive (e.g., payment) to the patient for participation in
this control group.
4. Specialty Tiers in Part D
th
Concept: CMS should permit Part D Plans to offer a 6 tier in their Part D formulary designs that would

allow for a preferred and non–preferred specialty tier to test the impact on cost and overall outcomes.
This can also be done by an administrative change on allowable formulary designs in Part D, although
CMS has not permitted such flexibility to date.

Alternatives beyond Fee-for-Service and Medicare Advantage
Issue: The Innovation Center is seeking feedback on options that might exist beyond FFS and MA for
paying for care delivery that might be tested as an alternative to FFS and MA.
Recommendation: We oppose testing model designs where Accountable Care Organizations (ACOs)
would carry insurance risk similar to MA organizations. Nothing in current law prevents an ACO from
assuming full insurance risk by participating in the MA program after meeting all CMS program
requirements. ACOs that assume full insurance risk should, therefore, participate in the MA program on a
level playing field with other MA plans, not as a stand-alone new option that does not meet MA program
requirements.
An increasing number of provider groups have chosen to apply to CMS to become an MA plan,
subsequently increasing competition and choice for Medicare beneficiaries in a way that ensures
application of the beneficiary protections and regulatory guardrails embedded in the MA program. A
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recent report noted that in 2016, nearly 60 percent of all new entrants to the MA market were providersponsored plans.2 In total, 70 provider-sponsored parent MA organizations offered 403 MA plans in 41
states in 2016.
CMS should not offer ACOs capitation with insurance risk similar to MA organizations; in other words,
CMS should not consider transitioning ACOs to full insurance risk where they receive a pre-determined
monthly fee per enrolled beneficiary for all Medicare A and B services (at a minimum) and, therefore,
would assume not only high clinical risks (which relates to how much a particular medical event will cost)
but high population risks (which relates to the uncertainty of how many medical events there may be for a
given population). A separate program transitioning ACOs to full insurance risk will create a parallel
program that unnecessarily duplicates Medicare’s current full insurance risk program, MA, causing
confusion for beneficiaries and unnecessary administrative and cost complications for the Medicare
program. If CMO wishes ACOs to assume full insurance risk, then ACOs should participate in MA.
To promote competition and ensure beneficiaries are fully protected, any entities in Medicare that assume
full insurance risk should operate under the same rules to ensure a level playing field. A level playing field
will protect beneficiaries and prevent adverse selection among different types or risk-bearing entities. If
ACOs that assume full insurance risk are not subject to the same rules and standards as are applicable to
MA organizations, they might gain competitive advantages that would hinder competition and result in
adverse selection, both of which would cause costs to increase.
Thus, if ACOs are to assume full insurance risk, they must be state-licensed and also met all state
solvency requirements ‒ the same standards that apply to an MA organization today. By setting up
separate programs without a level playing field, CMS will needlessly confuse beneficiaries, create uneven
and duplicative regulatory standards, and potentially subject beneficiaries to greater risk.
In addition, setting up a separate program for ACOs that assume full insurance risk will raise thorny
issues for beneficiaries with Medicare supplemental coverage – for example, will beneficiaries still be able
to use their Medigap coverage when receiving services from ACOs that assume full insurance risk? Will
the capitated rate be risk-adjusted, and will beneficiaries still have traditional cost-sharing amounts (e.g.,
80% for a primary care visit)? Underlying all of these considerations is the fact that beneficiaries that
choose to enroll in an ACO need the protection of licensure rules (e.g., solvency, grievance procedures,
etc.) to assure access to continuous quality care – now and in the future.
As nothing in current law prevents an ACO from assuming full insurance risk by participating in the MA
program, ACOs that assume full insurance risk on a level playing field should, therefore, participate in the
MA program.
2

http://avalere.com/expertise/managed-care/insights/nearly-60-percent-of-new-medicare-advantage-plans-aresponsored-by-healthca
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State-Based and Local Innovation, including Medicaid-Focused Models
The Innovation Center is examining innovative models specific to the Medicaid population. BCBS plans
currently provide coverage for over 7 million Medicaid and CHIP enrollees in 24 states and Puerto Rico
and are committed to providing innovative, high-quality healthcare services to our nation’s most
vulnerable citizens. BCBS Plans provide numerous benefits to enrollees, including long term services and
supports and home and community based services.
Issue: Long term care growth is the most significant driver of Medicaid spending, and Medicaid is the
primary payer of long term services and supports (LTSS). CBO projects increase in federal LTSS costs by
more than 44 percent in next decade, and 70 percent of people turning age 65 can expect to use some
form of long-term care during their lives.3
Recommendation: One way to manage growing costs and provide the aging demographic with access
to quality care is to use managed long term services and supports (MLTSS) and home and community
based services (HCBS). The Innovation Center can encourage MLTSS and HCBS in the following ways:


Money Follows the Person (MFP). This federal grant program helped states increase the use
of HCBS and reduce the use of institutionally-based services. However, the funding expired on
September 2016. Congress should reauthorize MFP funding, and we encourage the Innovation
Center’s leadership and support of the MFP program, or development of a model that would be
similar to MFP.



Default enrollment. The Innovation Center should support HCBS by establishing models that
promote HCBS access as the primary option for individuals, while reserving nursing facility or
institutional settings for individuals for whom community-based support is not feasible due to
circumstances or preference. The Innovation Center should look to Minnesota as an example of
what a model might look like. Currently, Medicaid beneficiaries in Minnesota are default enrolled
into MLTSS. The Innovation Center could create a model that allows other states to default
enrollment for MLTSS and HCBS.
Another idea is to create a model that allows states to default enroll dual eligibles into an
integrated managed care plan. Integrated managed care plans serving dual eligible beneficiaries
have demonstrated great value in terms of providing patient-centered care, optimizing coverage,
and minimizing unnecessary costs. For example, a March 2016 study commissioned by the
Office of the Assistant Secretary for Planning and Evaluation (ASPE) looked at the delivery of

3

CBO Baseline Budget Estimate, March 2015; https://longtermcare.acl.gov/the-basics/who-needs-care.html
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Medicare and Medicaid-funded services to dually-eligible beneficiaries aged 65 and older in
Minnesota, comparing fully-integrated managed care to service delivery when Medicare and
Medicaid-funded services are delivered independently. The study abstract states that “the fully
integrated plan appears to be an improvement over the fragmented delivery systems of separate
Medicare and Medicaid programs, yielding improved consumer satisfaction and service use.”
Specifically, integrated enrollees were:


48 percent less likely to have a hospital stay, and if so, had 26 percent fewer stays.



6 percent less likely to have an outpatient ED visit, and if so, had 38 percent fewer visits.



2.7 times more likely to have a PCP visit, but if so, had 36 percent fewer visits.



No more likely to have a specialist visit, but if so, had 36 percent fewer visits.



No more likely to have a long-term nursing home admission.



13 percent more likely to have any HCBS.



16 percent less likely to have any assisted living services.



9 percent more likely to have any hospice care use.



In urban areas, less likely to have inpatient care and more likely to have PCP care over
time between 2010 and 2012.



In rural areas, no more likely to have assisted living facility use.

We recommend that if CMS is not ready to move to a standard practice of passively enrolling
duals into integrated managed care plans (with an opt-out), that the Innovation Center should
pilot this approach in states where fully integrated dual demonstrations have shown promise to
create a track record for expansion. Defaulting enrollment into managed care rather than the
fragmented fee-for-service environment is of great value for this population and will serve both
dual Medicare-Medicaid beneficiaries and the system in terms of improving outcomes at a lower
cost. Beneficiary choice is preserved through the opt-out structure while the overall approach
supports increased coordinated care and decreased patient transitions.


In Lieu of payments for HCBS. The Innovation Center should create a model that allows
Medicaid managed care organizations (MCOs) flexibility to do some degree of “in lieu of”
payments for HCBS. Part of HCBS includes personal care services, such as bathing and
dressing. A January 2017 Government Accountability Office (GAO) report found that HCBS,
including personal care services, are growing in demand.4 In order to increase beneficiary
independence and reduce the need for personal care services, the Innovation Center could
create a model that allows for some degree of “in lieu of” expenditures related to HBCS. For

4

http://www.gao.gov/assets/690/682046.pdf
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example, an MCO could purchase and install grab bars in a beneficiary’s bathroom if that
expense would decrease dependence on and utilization of personal care services.


LTSS workforce. A number of LTSS workers are informal, unpaid caregivers. In 2013,
approximately 40 million family caregivers provided an estimated 37 billion hours of long-term
care.5 A 2014 study found the cost of unpaid caregiving (estimating income lost during time spent
on care) was $522 billion.6 The Innovation Center should develop models that could help states
develop innovative approaches to expand the options to cover and reimburse caregiver support
services. For example, a model could allow coverage of a caregiver benefit as a way to explore
adding a caregiver benefit to a list of available waiver services.
Also, from 2003-2013, the rate of long-term care workers leaving the field has outpaced the rate
of those entering.7 Workforce training and support for these workers would help Medicaid plans
to provide stable, high quality MLTSS. We recommend that the Innovation Center develop
models that enhance on-going training and support of HCBS workforce. CMMI should again look
to MFP for examples. Under MFP, states were able to provide training for providers and staff,
such as training providers on coordinating behavioral services.8

Mental and Behavioral Health Models
CMMI is exploring models focused on behavioral health. BCBS Medicaid Plans are leaders in the
integration of physical and behavioral health care services, when states opt to “carve-in” behavioral health
services into managed care. BCBS Plans can be a valuable resource for CMMI when developing the
recommendations below.
Issue: Historically, physical health and behavioral health services have been delivered and financed
under separate systems, which results in fragmented and inefficient care. Medicaid beneficiaries with
behavioral health conditions often “find themselves interacting with multiple public and private agencies
and receiving care from myriad providers funded from different sources.”9 At the provider level, this can
lead to undiagnosed or untreated behavioral health or physical health conditions. A Commonwealth Fund
article discusses the disadvantages of a carve-out system, noting that carve-out models can result “in

5

AARP Public Policy Institute, Valuing the Invaluable: 2015 Update (July 2015).
The Opportunity Costs of Informal Elder-Care in the United States: New Estimates from the American Time Use Survey, Rand
Corporation study published in Health Services Research (June 2015).
7
UCSF Health Workforce Research Center on Long-Term Care, Entry and Exit of Workers in Long-Term Care (January 2015).
8
Kaiser Family Foundation, Money Follows the Person: A 2015 State Survey of Transitions, Services, and Costs
(October 2015).
9
https://www.macpac.gov/wp-content/uploads/2016/03/March-2016-Report-to-Congress-on-Medicaid-and-CHIP.pdf
6
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unnecessary or inappropriate referrals and fragmented care delivery” and that states’ “experience with
carve-out payment arrangements strongly suggests that they impede the delivery of integrated care.”10
Recommendation: CMMI should develop models that encourage integration of behavioral health. States
and Medicaid MCOs have realized significant benefits from integrating physical and behavioral health
services. According to a 2016 MACPAC report, some key benefits include:
•

Centralized accountability for quality and costs

•

Reduced fragmentation of services

•

Improved patient-centered care for adults with depression and anxiety disorders11

Any integrated model should also include the following:


Social Determinants of Health (SDoH): Integrated physical and mental health (MH)/substance
use disorder (SUD) models should provide greater flexibility to plans and providers to address the
SDoH that are known to impact health outcomes. Current barriers including inability to use
funding to address SDoH, as well as state regulations that do not allow crisis observation. CMMI
should include more flexibility for plans to deploy resources that support holistic care, especially
for those with MH/SUD issues.



Telehealth/Telepsychiatry: As CMMI considers model that include a focus on MH/SUD, we
recommend that telehealth, especially telepsychiatry, be included in the design. Models should
design the availability of care and treatment via telehealth, and can build on existing market
driven models.

Issue: Health navigators partner with a member to assist them through the health care continuum and
can especially play an important role in improving health outcomes for those with MH/SUD issues;
however, their use is currently fragmented.
Recommendation: In considering models that address the needs of those with MH/SUD issues, CMMI
should consider addressing the current challenges facing use of health navigators, including developing
minimum standards for navigators, and removing operational requirements that often differ by state as
plans currently focus resources on requirements that may not improve health outcomes.

10

Bachrach, D. State Strategies For Integrating Physical and Behavioral Health Services In A Changing Medicaid Environment.
(August 2014). Available at: www.commonwealthfund.org/publications/fund-reports/2014/aug/state-strategies-behavioral-health
11
Report to Congress on Medicaid and CHIP, MACPAC (March 2016), Available at: https://www.macpac.gov/wpcontent/uploads/2016/03/March-2016-Report-to-Congress-on-Medicaid-and-CHIP.pdf
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Issue: Prescription Drug Monitoring Programs (PDMPs) are valuable tools that have been shown to
assist providers in identifying patterns on overprescribing, misuse, abuse and diversion. Unfortunately, in
most states, health plans do not have access to the PDMP.
Recommendation: CMMI should work with states to grant health plans access to PDMPs to support
opioid prevention, treatment, recovery, and deterrence as part of its model testing. Health plans have a
central role to play in assuring healthcare quality and in addressing substance use disorders and the
opioid epidemic. Without access to PDMP data, health plans do not have a complete picture of prescribed
controlled medications. This is a major challenge facing health plans today, and could be a barrier in
successful implementation of models with MH/SUD components.
Issue: CMMI is seeking new ideas, but may already have models and approaches that they can look to
and continue to support.
Recommendation: The Medicaid Innovation Accelerator Program (IAP) provides states with support in a
number of program areas, including reducing substance use disorders. We recommend that CMMI
continue to support the work of IAP in all areas, including substance use disorders.
Issue: CMS is actively exploring potential models focused on behavioral health, including focus areas
such as opioids, substance use disorder, dementia, and improving mental healthcare provider
participation in Medicare, Medicaid, and CHIP through models that enhance care integration and/or utilize
episode payment. CMS is interested in stakeholders’ views of the best payment models and state and
local interventions to improve care in these areas.
Recommendation: CMMI should support the full continuum of care from outpatient to residential
treatment based on medically appropriate and accepted standards of care.
Several BCBS Plans are working with local hospitals and clinics to ensure patients are getting the full
continuum of care. For example, Independence Blue Cross’s Supporting Treatment and Overdose
Prevention (STOP) Initiative increases awareness and access to effective community-based opioid
treatment and prevention. STOP will expand outcome and evidence-based programs and community
resources, identify barriers to treatment and prevention, and disseminate effective community-based
strategies and education around the epidemic. Specifically, the program is examining “warm-handoffs”
when an overdose survivor is transferred directly from an emergency room into a treatment program.
Independence Blue Cross is conducting a study of the warm-handoff protocols in five Bucks County
hospitals to develop best practices that can be replicated across the state.
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Another innovative public/private partnership comes from the State of Pennsylvania and Highmark Blue
Cross Blue Shield. The state is using funding from the 21st Century Cures grant to establish the
Pennsylvania Coordinated Medication-Assisted Treatment (PacMAT) program. PacMAT is a “hub-andspoke” network of health care providers that expands access to medication assisted treatment (MAT) for
patients suffering from opioid use disorder. A centralized addiction specialist team led by a physician
serves as the “hub” and they provide assistance and expertise to other providers throughout the state
who serve as “spokes”. Patients receive counseling from providers in their community that are identified
and coordinated by the hub. These centers have expanded access to MAT treatment particularly for the
Medicaid population and aid in both behavioral and physical health needs.
Issue: Policies and guidance are not clear as to liability of health plans or others when patients need
intervention and treatment due to addition and chronic pain.
Recommendation: CMMI should look clarify policies and guidance in order to protect health plans or
others who intervene when appropriate treatment is needed to address addiction and chronic pain (e.g.,
update Parity Liability and Good Samaritan laws).
Issue: Current Substance Abuse and Mental Health Services Administration (SAMHSA) regulations
restrict integration of behavioral health and physical health records, as well as access to prescribing
information, acting as a barrier to coordinated care.
Recommendation: CMS should modify and modernize SAMSHA rules for government programs to
allow integration of behavioral health and physical health records, as well as allow providers and health
plans access to prescribing information (e.g., allow for data collection, data sharing, and access to
PDMPs with appropriate PHI protections). When these regulations were written, the concern was that the
potential release of records could lead to employment discrimination for those undergoing substance
abuse treatments. This language is much stronger than HIPAA guidelines and keeps information from
being shared today. Plans and providers need appropriate access to relevant patient information and data
collection systems to provide coordinated comprehensive care.

Program Integrity
CMMI is asking for comments on ways to reduce fraud, waste, and abuse and improve program integrity.
BCBSA has a National Anti-Fraud Department, and each independent BCBS Plan has its own anti-fraud
unit. Currently, there are more than 600 employees performing anti-fraud work nationally at BCBS Plans.
These investigators work alongside federal, state and local authorities responsible for investigating and
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prosecuting healthcare fraud and with other public/private fraud investigators and anti-fraud
organizations. BCBS plans are committed to program integrity and reducing fraud, waste and abuse.
Issue: As CMMI considers models for program integrity, it is unclear what role public feedback and input
from relevant stakeholders will play in shaping these models.
Recommendation: For any models that CMMI develops, we urge collaboration with stakeholders.
BCBS member plans have experience working with local, state, and federal partners on program integrity
issues and fully support a collaborative approach to ensure beneficiaries receive high quality, cost
efficient care. In addition, collaboration ensures that any potential models are not duplicative of current
requirements, especially at the state level.
Issue: Some fraud and abuse efforts focus on a retrospective review of actions, rather than prevention.
Also, analytic tools and personnel are essential when curbing fraud and abuse.
Recommendation: We recommend that any potential models in this area focus on prevention of fraud
and abuse rather than retrospective review, drawing from the experience of the Healthcare Fraud
Prevention Partnership (HFPP), as well as collaborating with the HFPP, as appropriate. Prevention keeps
money from being spent in the first place, and helps to ensure the safety of beneficiaries. In addition,
fraud prevention requires investment in the analytic tools and personnel that can effectively curb waste
and abuse. Models that provide money for additional investment in program integrity resources, as well
as demonstration opportunities, would be useful.

Additional Considerations
Measure Alignment
There are substantial opportunities to align quality measures and standards between MACRA and MA.
Payments to MA plans are already tied to quality through the Star Rating system. However, the Quality
Payment Program is not aligned with the Star Rating System.
Issue: Disparate payer measurement systems increase the burden on providers and lead to fewer
meaningful performance outcomes. If traditional Medicare quality metrics and MA/Part D Stars are not
fully aligned, the potential for positive impacts on provider service and prescriber behaviors will be
diminished for both measurement systems.
Recommendation: As CMMI looks at physician specialty models, expanded opportunities to participate
in advanced APMs, or other provider-specific demonstration ideas, we urge the Innovation Center to
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remain cognizant of provider measure fatigue, and to ensure any quality metrics associated with new
models align with existing MACRA and Star Rating quality measures already in place.
We urge CMS to align MACRA with other quality measurement systems, in order to reduce the
administrative burden, prevent unnecessary duplication, focus on meaningful, actionable measures, and
reduce the excessive information burden that falls on providers to qualify for, and engage in MACRA, MA,
or other important, innovative programs.
While we believe the spirit and intent was to create a harmonized set of measures between MACRA and
Medicare Stars, in practicality only a small number of measures from the entire suite of MIPS fully align
with the Star Ratings measure specifications, and it will be important to avoid further disconnect. Exact
alignment in measurement specifications between programs best enables providers and plans to focus
quality improvement interventions to achieve the most meaningful health outcomes. We are concerned
that scaling any CMMI demonstrations that are not cohesive with the broader suite of Medicare quality
measures is likely to be challenging for both providers and plans rather than create focused and impactful
quality improvement.

Establish and Implement a TRICARE Advantage Demonstration
In closing, we urge CMMI to consider proactive coordination with the Department of Defense (DOD) to
improve care for Medicare-eligible TRICARE beneficiaries (who receive Medicare wraparound coverage
through a military benefit known as TRICARE for Life or TFL). Congress recently considered, but
ultimately did not adopt, a demonstration program that would utilize MA and/or MA-PD plans to serve TFL
beneficiaries. While we realize such a demonstration might not be directly within the scope of this RFI,
some Plans would be interested in such an initiative and would be happy to discuss demonstration
parameters and operational details with CMMI.
Issue: Today, military retirees and dependents remain eligible for the military health benefit, known as
TRICARE, until they reach age 65 and become eligible for Medicare. When a TRICARE beneficiary
becomes Medicare-eligible, Medicare FFS takes over as the primary payer for the health care services
utilized. If the TRICARE beneficiary is enrolled in Medicare Parts A and B, he or she also gains automatic
Medicare wraparound coverage through a military benefit known as TRICARE for Life (TFL). Alternatively,
beneficiaries can select an MA plan, but are financially dis-incentivized from doing so.
Recommendation: CMMI should proactively coordinate with the Department of Defense (DOD) to
design and implement a "TRICARE Advantage" demonstration program. This demonstration would utilize
MA and/or MA-PD plans to serve TFL beneficiaries. MA plans have a strong history of providing holistic
and integrated care for all Medicare beneficiaries, including those with chronic conditions. This focus has
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resulted in improved beneficiary outcomes, increased beneficiary satisfaction, and decreased costs to
both beneficiaries and the Program.
Congress has actively encouraged the increased use of value-based initiatives in DOD programs. Given
that CMS and CMMI have experience in testing value-based programs, CMMI should coordinate with the
DOD to spearhead innovative pilots to help provide additional options to all Medicare-eligible
beneficiaries.
Conference report language from the National Defense Authorization Act for Fiscal Year 2018 supported
the value of the MA program and this demonstration, stating “[t]he conferees believe that a TRICARE
Advantage demonstration program would result in better health outcomes for TFL beneficiaries with
costly chronic health conditions and help to prevent overutilization of high-cost health care services. The
conferees encourage the Department to conduct a TRICARE Advantage demonstration program under its
existing demonstration authority.”
Moreover, the National Defense Authorization Act for Fiscal Year 2017 (Section 705 of P.L. 114-328),
required that the Secretary of Defense develop and implement value-based incentive programs as part of
any medical contract awarded by the DOD. The language specifies that in creating such programs, the
Secretary can adapt value-based incentive programs conducted by CMS.
A TRICARE Advantage demonstration offers a significant and innovative opportunity to increase
beneficiary quality of care and satisfaction, while lowering overall costs. Below, we have outlined
recommended demonstration parameters. However, we also note that such a demonstration would
require additional stakeholder input on operational details and Anthem stands ready to discuss these with
CMMI.


Participating Plans: CMMI, coordinating with the DOD, could competitively select one or more
MA or MA-PD plans to participate in the "TRICARE Advantage" demonstration program. CMMI
could outline selection criteria for MA or MA-PD plans to ensure high-quality, such as a
requirement that plans have a 4-Star rating or higher.



Duration and Geography: The pilot could run for five years in select locations. Geographies
selected should include those with high concentrations of TFL beneficiaries, as determined by the
DOD.



Beneficiary Participation: An appropriate pool of beneficiaries is vital to ensuring an accurate and
successful demonstration program. Thus, we recommend that the demonstration include autoenrollment for the selected geography.

*

*

*

BCBSA Response to Innovation Center RFI

11/20/17

Page 30 of 30

We appreciate your consideration of our comments on potential ideas to promote patient-centered care
and test market-driven reforms that empower beneficiaries as consumers, provide price transparency,
increase choices and competition to drive quality, reduce costs, and improve outcomes. We would be
happy to provide additional details on any of the recommendations discussed above. If you have
questions on our recommendations related to MA or Part D, please contact Jane Galvin, Managing
Director, Regulatory Affairs. For all other topics, please contact Anshu Choudhri, Managing Director,
Value-Based Policy.

Sincerely,

Kris Haltmeyer
Vice President, Legislative and Regulatory Policy
Office of Policy and Representation

November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, DC 20201
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Ms. Verma,
Boehringer Ingelheim Pharmaceuticals, Inc. (BI) appreciates the opportunity to submit
comments in response to the Centers for Medicare & Medicaid Services' (CMS') request for
information (RFI) on the new direction of the CMS Innovation Center.
BI is a leading global research organization with extensive expertise developing therapies to
treat a variety of chronic and life-threatening diseases. BI is committed to ensuring that patients
have access to high quality care and we applaud CMS’ efforts to promote value-based payment
in Medicare. BI is supportive of the concept of developing and testing innovative healthcare
payment and delivery models that reduce program expenditures while enhancing the quality of
care through the Center for Medicare & Medicaid Innovation (CMMI or the Innovation Center).
Below, we provide comments on several guiding principles for developing future payment
models, as well as recommendations and considerations for potential payment models in the
Innovation Center’s proposed focus areas.
Guiding Principles
BI supports the Innovation Center’s adoption of guiding principles to shape future payment
models. It is important that payment reforms move forward in concert with innovations in the
broader healthcare marketplace. By outlining the principles by which the federal government will
design and test new payment models, stakeholders and beneficiaries will have insight into the
direction that the Innovation Center plans to take. Guiding principles will help to ensure that all
stakeholders have an opportunity to provide input before a model is proposed or implemented
by the Innovation Center, so that new payment models have the support of providers, suppliers,
patients, and other impacted stakeholders such as the pharmaceutical industry.
Choice and competition in the market
BI supports payment models that promote choice and competition in the market. The most
obvious inclusion to drive choice and competition is the development of models which support
and encourage biosimilar utilization in Medicare Parts B and D. Biosimilars represent a unique
opportunity for the Innovation Center to develop payment models that foster incentives to drive
the utilization of lower-cost, high quality alternatives to originator biologics. We feel biosimilar
products represent an important opportunity for the Innovation Center to consider as it develops
new models.
1

Provider choice and incentives
BI supports payment models that encourage voluntary participation from providers who are
prepared to transition to a value-based system, rather than mandatory participation
requirements. Voluntary participation ensures providers are prepared to agree to and are
equipped to meet the terms of the arrangement, both clinically and administratively. Requiring
mandatory participation from providers who are unprepared or unable to fulfill the terms of the
arrangements could hinder provider flexibility and their ability to deliver care that addresses the
needs of their unique patient populations. As a result, potentially prematurely mandating
providers to participate in payment models can negatively impact the quality of patient care. We
recognize, however, that a successful transition toward a value-based healthcare system will
require continuous engagement and support. As such BI supports the use of incentives to
encourage participation in the testing and implementation of new payment models, rather than a
requirement to do so. For example, monthly care management fees allow providers to tailor and
implement care coordination interventions, such as medication adherence, to suit their clinical
care practices and unique patient needs.
Patient-centered care
BI supports the Innovation Center’s continued efforts to improve the quality of care through
models that emphasize and incentivize performance on key quality metrics. We encourage the
Innovation Center to continue integrating quality measurement as a key aspect to driving high
quality care within new innovative care models; however, we also encourage it to focus on
strengthening the underlying quality measure landscape. In particular, we urge the Innovation
Center to address key measure gaps, including those associated with multiple chronic
conditions.
BI notes a particular absence in measures for individuals with comorbid diabetes and
cardiovascular disease. According to a 2014 Centers for Medicare & Medicaid Services (CMS)
report on Medicare/Medicaid dual-eligibles, 92% of patients who had a heart condition were also
diagnosed with diabetes. Furthermore, there is evidence that cardiovascular disease is highly
prevalent in patients with type 2 diabetes, is associated with high rates of mortality, and is a
source of high financial burden to patients, caregivers, and the health care system at large. This
is especially evident in the type 2 diabetes patient population where incidence of myocardial
infarction (MI) is eight times higher than the general population. Additionally, patients with type 2
diabetes are also 2.7 times more likely to experience death related to coronary heart disease
with a prior MI. Consequently, cardiovascular disease accounts for 28% of the costs of treating
diabetes and associated complications. At a national level, the American Diabetes Association
reports that in 2012, the total estimated direct medical costs for diabetes care was $176 billion.
At this time no existing measure in use in quality reporting programs explicitly reports on
identification, treatment or outcomes of patients with these comorbid conditions. BI encourages
CMS and the Innovation Center to work with measure developers to construct measures where
the denominator addresses patients with both Type 2 Diabetes and cardiovascular disease.
This type of measure would help address unmet medical need for a significant cohort of patients
and improve health outcomes.
We would also like to call to the Innovation Center’s attention the significant gaps in outcomes
and care delivery measures for patients receiving care for behavioral health in the inpatient
setting. Care for behavioral health has historically been fragmented and isolated from traditional
health care for other clinical areas despite clinical guidance indicating the need for integration of
2

behavioral health services across settings of care. This is further exacerbated by the significant
gaps in quality that have been observed not only in the treatment and management of
behavioral health at psychiatric facilities but also outside of the behavioral health setting. An
Institute of Medicine (IOM) report published in 2006 emphasizes the high prevalence, costs,
patient and system burden of mental health disorders. More behavioral health measures are
needed to enable adequate measurement of the quality of behavioral health care; measure
gaps in this area seriously hinder efforts to identify and improve care that is not aligned with
clinical guidance. As such, BI encourages the Innovation Center to focus on measures
addressing appropriate treatment and care coordination for behavioral health conditions.
In addition to addressing measure gaps, BI supports the Innovation Center’s continued efforts to
introduce and adopt into its models evidence-based clinical outcomes measures that evaluate
meaningful endpoints of care. BI believes that clinical outcomes measures provide a valuable
metric and serve as a mechanism to promote activities that support quality improvement,
particularly for patients with chronic conditions. For example, BI supports the inclusion of quality
measures focused on controlling and preventing exacerbations for patients with COPD as a
means to improving their outcomes. According to the Centers for Disease Control and
Prevention (CDC), fifteen million Americans are diagnosed with COPD and there are more that
go undiagnosed.1 Studies have shown that a single exacerbation significantly increases the risk
of subsequent exacerbations and is the most important predictor of future exacerbations
requiring hospitalization.2 Furthermore, patients hospitalized with COPD exacerbations are at
meaningful risk for increased all-cause medical events.3 As such, we recommend that new
payment models focus on the adoption of measures focused on treatment, exacerbations,
emergency room visits, hospitalizations, and post-acute care for patients with COPD.
Finally, we would like to voice our support for the Innovation Center’s testing of payment models
that promote shared decision-making (SDM) between beneficiaries and their healthcare
providers. While the Innovation Center is unfortunately no longer testing the Shared Decision
Making Model, we are encouraged by the Innovation Center’s plans to move forward with
testing the Direct Decision Support (DDS) Model. BI believes that SDM is an important aspect to
providing patient-centered care. We support the testing of various approaches to shared
decision‐making in the care planning process as a means to ensure that the care provided was
in concordance with patient preferences or, as appropriate, family or caregiver preferences on
behalf of the patient. We therefore support the Innovation Center’s decision to test an approach
to SDM provided outside of the clinical delivery system via the DDS model and encourage the
future testing of other SDM models.
Small scale testing
BI supports the Innovation Center’s decision to test new payment models on a small scale prior
to determining whether they should be expanded. New payment models may be designed to
change practice or prescribing patterns, adopt untested health care interventions, and redesign
the delivery of vital care to beneficiaries. The Innovation Center should ensure that new models
are only tested on a scale and duration sufficient to produce statistically valid results.
1

Centers for Disease Control and Prevention. Chronic obstructive pulmonary disease among adults—United States, 2011. MMWR.
2012; 61(46):938-943.
2
Hurst JR et al. N engl J Med. 2010;363(12):1128-1138
3
Vestbo, J., et al. "Evaluation of COPD Longitudinally to Identify Predictive Surrogate End-Points
(Eclipse)." Eur Respir J 31.4 (2008): 869-73. Print.
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Potential Models
The RFI announced the Innovation Center’s intent to test new payment models in eight focus
areas. BI supports the decision to outline the future of the Innovation Center’s payment models
and offers the following comments on the payment models specified in the RFI.
Expanded Opportunities for Participation in Advanced APMs/Physician Specialty Models
BI appreciates the Innovation Center’s efforts to increase the opportunities for clinicians
(including specialists and sub-specialists) to participate in Advanced APMs and become eligible
for the bonus payment under the Medicare Quality Payment Program. BI encourages the
Innovation Center to develop new payment models that focus on improving care and outcomes
for beneficiaries with multiple chronic conditions and cancers. Currently, the only Advanced
APM focused on cancer is the Oncology Care Model, which is closed to new applicants.
BI supports the work conducted by the Physician-Focused Payment Model Technical Advisory
Committee (PTAC). PTAC is deliberating over new stakeholder-developed payment models
through a public process open to all interested parties. PTAC has developed guidelines to guide
the creation of new payment models and encourages physician specialties and rural providers
to develop and submit models for approval. BI encourages the Innovation Center to proactively
accept and test on a limited basis models approved for testing by PTAC.
Prescription Drug Models
Adherence to well-established, widely-accepted treatment guidelines is a critical component to
encouraging efficient and high-quality care for a particular patient population. As the Innovation
Center moves forward with the development and testing of prescription drug payment models
that focus on specific therapeutic areas, we strongly recommend that the Innovation Center
ensure the models are designed to incorporate and align with the most up-to-date treatment
guidelines. BI recommends that the Innovation Center examine the clinical and economic
impacts of guideline adherence by conducting a study that evaluates the differences in cost,
access, and quality of patient care under circumstances when clinical guidelines are adhered to.
In many instances where patients and clinicians are faced with the decision of selecting a
treatment for a disease in which there are several options, updated clinical guidelines can offer
recommendations based on new evidence. For example, the American Diabetes Association
(ADA) mentions the use of JARDIANCE for patients with T2DM and established cardiovascular
disease.4 JARDIANCE is the only oral antidiabetic drug that is approved for improvement in
glycemic control and risk reduction of cardiovascular death in patients with type 2 diabetes
(T2DM) with established cardiovascular disease (CVD). There is no other oral drug indicated for
the reduction of cardiovascular death in patients with T2DM and established CVD. Based on the
EMPA-REG OUTCOME Trial results, the ADA modified their guidelines to consider
JARDIANCE in patients with type 2 diabetes and established cardiovascular disease and
support providing more granular differentiation of anti-hyperglycemic medication based on drug
profile. 5 6, 7
4

Zinman, B., Wanner, C., Lachin, J.M., et al. Empagliflozin, Cardiovascular Outcomes, and Mortality in Type 2 Diabetes. N Eng. J
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Another example where adherence to standard of care is important is in the treatment of chronic
obstructive pulmonary disease (COPD). An emerging body of evidence indicates that dual
bronchodilator therapy incorporating different pharmacological classes (fixed dose combination
(FDC) of long-acting beta agonist (LABA) + long-acting muscarinic agent (LAMA)) offers
improved efficacy and decreased risks of side effects, compared to increasing the dose of a
single bronchodilator.8 In particular, the 2017 Global Initiative for Obstructive Lung Disease
(GOLD) guidelines, which outline the appropriate treatment for the various stages of COPD
severity, now acknowledge the importance of LAMA/LABA as an essential cornerstone in COPD
maintenance therapy. The updated GOLD Guidelines recognize that LABA and LAMA therapy
significantly improve lung function, dyspnea and health status. The Guidelines also provide
guidance on the limitations of inhaled corticosteroids (ICS) or ICS/LABA combinations in the
treatment of all severities of COPD. Further, the GOLD Guidelines recommend that “each
pharmaceutical treatment regimen should be individualized and guided by the severity of
symptoms, risk of exacerbations, side-effects, comorbidities, drug availability and cost, and the
patient’s response, preference and ability to use various drug delivery devices.”9 BI supports this
proposition and recommends that the Innovation Center adhere to this approach when
developing new models.
Lastly, BI encourages the Innovation Center to evaluate existing therapeutic-specific care
models, such as the Oncology Care Model (OCM) which is the first the Innovation Center
demonstration to incorporate Medicare Part D, and identify opportunities on which to improve.
For example, while OCM is designed to promote value-based care, we have heard from our
oncology partners that the program has imposed a significant administrative burden on
providers. In some instances, oncology practices have had to hire multiple additional FTEs to
ensure compliance with OCM’s requirements. As such, we urge the Innovation Center to reexamine OCM in this context to reduce the demonstration’s administrative burden. As future
oncology-focused payment models are developed, the Innovation Center should leverage
lessons-learned from OCM and ensure that participants do not experience increased
administrative burden. Additionally, under OCM, chemotherapy prescriptions trigger the OCM
episode. We are concerned that the chemotherapy prescription is the triggering event and not
the test results that determine whether chemotherapy is appropriate for the patient. We
encourage the Innovation Center to look at a different triggering episode in future payment
models around oncology, such as testing or the first therapeutic intervention.
Medicare Advantage (MA) Innovation Models
Payment reforms must be adopted to drive changes to the healthcare business model. BI
strongly supports initiatives focused on providing the right care to the right patient at the right
time. Patients should not be financially penalized for choosing the best care option in
conjunction with their physician or for following certain coverage requirements (e.g., prescription
drug tiers). The Medicare Advantage (MA) Value-Based Insurance Design (VBID) program
offers promise to enhance the quality of care provided to MA enrollees. BI supports providing
6
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additional flexibility to MA plans and potentially expanding the program to additional states.
However, the flexibilities built into the concept of VBID should be based on improved patient
outcomes and recognize that individual patients respond to treatments differently.
State-Based and Local Innovation, including Medicaid-focused Models
BI recommends that the Innovation Center establishes a framework to guide the development
and approval of state and local payment models, including Medicaid models. The Section 1115
waiver process is often characterized by inconsistencies, delays, and uncertainty. The
Innovation Center should work with Medicaid officials to establish a basic framework to guide
payment models that may require the Innovation Center and 1115 waiver approval (e.g.,
Vermont All-Payer ACO demonstration). Additionally, the Innovation Center should establish
guardrails for state and local officials as they move forward with testing new payment models.
These guardrails should align with the Guiding Principles outlined by the Innovation Center and
provide stakeholders with a clear direction on how state-based payment models will be
developed, tested, and evaluated.
State Medicaid programs are moving forward with the transition to value-based care. For
example, the Medicaid Delivery System Reform and Incentive Payment (DSRIP) programs are
operating in numerous states with unique healthcare needs. BI supports these models and we
encourage CMS and the Innovation Center to continue to expand on their successes. As DSRIP
and other models continue to be introduced and expanded, we encourage the Innovation Center
to ensure that the value of a prescription drug or therapy is incorporated into the model’s design.
Prescription drugs have a value beyond their cost and this value should be reflected in any new
payment model.
Another emerging opportunity for healthcare stakeholders to incorporate value into payment for
services is through outcomes-based reimbursement structures. Prescription drug manufacturers
have focused on negotiating contracts whereby payers would only pay for a product if a patient
responds to treatment within a particular timeframe. These innovative, value-driven
arrangements are limited by current Medicaid drug pricing rules. Medicaid Best Price is one of
the most prominent barriers, since one price concession for such an arrangement can establish
a new Best Price and substantially increase rebate liability in Medicaid. If the Best Price
requirement was waived or changed, it would create greater potential in this space. We
understand that the Innovation Center’s authority to waive Best Price requirements as part of a
demonstration is unclear, however, there may be opportunities for the Innovation Center to
encourage changes or further clarify guidance around this requirement. Specifically, the
Innovation Center could support recommendations to Congress aimed at amending the Best
Price statute or authorize additional waivers to remove Best Price applicability to outcomesbased arrangements. Alternatively, the Innovation Center could also engage CMS, which could
issue clarifying guidance or promulgate an exception in the Best Price rule for risk-based
refunds, money-back guarantees, or price concessions.
Additionally, as the Innovation Center continues to explore innovative payment models in
Medicaid, particular consideration should be given around flexibility to allow states to evaluate
drugs beyond their primary indication. This additional flexibility would enhance states’ ability to
consider products like JARDIANCE, the only oral antidiabetic drug indicated for both the
improvement in glycemic control in patients with type 2 diabetes and additionally indicated for
risk reduction of cardiovascular (CV) death in patients with type 2 diabetes with established
6

cardiovascular disease; for both of its approved indications, rather than just its initial primary
indication. This is particularly relevant for drugs in classes with many approved products, such
as antihyperglycemic agents, where differentiation by other approved indications can have
important implications for patients’ access to treatment options, as well as their health
outcomes. For example, findings from the landmark EMPA-REG OUTCOME trial showed that
JARDIANCE significantly reduced the risk of first occurrence of primary composite endpoint of
cardiovascular death, non-fatal myocardial infarction, or non-fatal stroke (HR: 0.86; 95% CI
0.74, 0.99) driven by a reduction in the risk for cardiovascular death by 38% (HR: 0.62 95% CI
0.49, 0.77). This led to the update to the indication reflecting the risk reduction of cardiovascular
death in patients with T2DM with established CV disease. Overall survival was improved by
32%, and evident early after JARDIANCE® initiation.10 States that only consider drugs based
only on JARDIANCE’s primary indication may be overlooking the clinical benefits of
JARDIANCE’s CV indication. Therefore, without increased flexibility and a modernized
approach to drug review, any new payment models in Medicaid that only categorize and
evaluate drugs based on their primary indication may not considering the full clinical benefit(s)
of the drugs.
Mental and Behavioral Health Models
BI encourages the Innovation Center to develop a mental health payment model that is focused
on early intervention. Many serious mental illnesses, such as schizophrenia, go un- or undertreated, which leads to greater long-term costs and negative health outcomes. A multi-payer
demonstration between Medicare, Medicaid, and CHIP, along with commercial payers, could
focus on critical early interventions and treatment.
Any mental health payment model should take into account the heterogeneity of the population
and not place unnecessary restrictions on accessing a variety of medication options. Mental
health patients are not often stabilized over a short period of time and physicians and patients
need to have full access to the treatment options available to realize consistent and improved
outcomes.
A mental health payment model also needs to consider including wraparound services (e.g.,
social workers, community services) and payment for those to ensure the patient does not fall
through the cracks – which often happens with those living with serious mental illness. It is
important to consider and reimburse for a variety of services outside of just the physician
service component.
Finally, the Innovation Center should not disturb the six protected classes in the Medicare Part
D program through any payment model demonstration. The protected classes include
antidepressants and antipsychotics – critical medicines that must remain in place for a
vulnerable population like those living with mental illness.
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Conclusion
We look forward to working with the Innovation Center to develop innovative payment models
that increase patient access to necessary medicines, while promoting patient choice and
provider flexibility.
Sincerely,
SENT ELECTRONICALLY to INNOVATION CENTER_NewDirection@cms.hhs.gov

Thomas Seck
Vice President
Primary Care, Clinical Development & Medical Affairs
Boehringer Ingelheim Pharmaceuticals, Inc.

8

Andrew Zebrak
Executive Director
Government Affairs & Public Policy
Boehringer Ingelheim Pharmaceuticals, Inc.

Corporate Headquarters
300 Boston Scientific Way
Marlborough, MA 01752

November 20, 2017
Email Filing (CMMI_NewDirection@cms.hhs.gov)
Seema Verma
Administrator
Department of Health and Human Services
Centers for Medicare and Medicaid Services
Mail Stop 314G
200 Independence Avenue, S.W.
Washington, DC 20201
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
Boston Scientific appreciates the opportunity to submit these comments in response to
Centers for Medicare & Medicaid Services’ (CMS’) Request for Information (RFI) regarding a
New Direction for the Innovation Center. 1 Boston Scientific is a leading medical device
manufacturer, and our mission is dedicated to transforming lives through innovative lessinvasive therapies that improve the health of patients around the world. Among our many
innovative products are the WATCHMANTM Left Atrial Appendage Closure (LAAC) Device (a
one-time procedure that can provide a lifetime of stroke risk reduction in non-valvular atrial
fibrillation (NVAF) patients who need an alternative to anti-coagulant drugs); a full range of
electrophysiology products for the treatment of arrhythmias (including percutaneous catheter
radiofrequency ablation to treat atrial fibrillation); and the LOTUS EdgeTM Transcatheter Aortic
Valve Replacement (TAVR) system 2.
As we focus on medical solutions, we are also aware of the need for Medicare and
Medicaid payment system innovations. Heart disease is the leading cause of death for both men
and women. 3 Many of these deaths occur in Medicare beneficiaries. Despite significant clinical
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Centers for Medicare & Medicaid Services: Innovation Center New Direction available at
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2
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Centers for Disease Control and Prevention, National Center for Health Statistics. Multiple Cause of Death 19992015 on CDC WONDER Online Database, released December 2016. Data are from the Multiple Cause of Death

advances in the field of interventional cardiology, the structure, and in certain cases inflexibility,
of the Medicare Fee-For-Service payment systems sometimes limit the ability of doctors and
hospitals to “put patients first” and offer them the personalized optimal care that could be
available if these restrictions did not exist. Although ideally financial incentives should not
conflict with clinical decision making, at times financial incentives inherent in the Fee-ForService payment systems can restrict the treatment options that are offered to patients. We are
interested in partnering with CMS to implement innovative models to increase the quality of the
care and reduce costs for both Medicare and Medicare beneficiaries.
Our comments primarily respond to question # 3 listed at the end of the RFI, which reads:
“Do you have suggestions on the structure, approach, and design of potential models?” Below
we outline a bundled payment model concept when two major surgical procedures are performed
concomitantly during a single inpatient stay. We introduced this concept to some CMMI staff
members at a meeting on October 17, 2017. Our concept of creating an innovative payment
model for those cases where two major surgical procedures are performed during a single
hospital stay could apply to a variety of concomitantly performed procedure cases (e.g., cardiac,
neurosurgical, spinal) and could include cases where one procedure is commonly performed on
an inpatient basis and the other is commonly performed on an outpatient basis.
In this letter we focus on two concomitantly performed procedure combinations in the
field of interventional cardiology: 1) the combination of LAAC + percutaneous catheter ablation
for atrial fibrillation, and 2) the combination of LAAC + TAVR. The proposed framework could
also apply to other procedure combinations for the treatment of other conditions. In outlining
this bundled payment model concept, we describe the rationale for this model concept in the
context of the current Medicare Inpatient Prospective Payment System (IPPS) and Outpatient
Prospective Payment System (OPPS). We also describe how this model concept fits in with the
six Guiding Principles for new model design described in the New Direction RFI. Finally, we
also discuss how our proposed model concept applies to the eight model focus areas also
described in the RFI.
I.

Concomitant Procedures Bundled Payment Model Concept
A. Why This Model is Needed to Promote Patient-Centered Care For Heart Disease

The Inpatient Prospective Payment System (IPPS), which was established in 1983, does
not adequately reimburse hospitals for cases where two separately coded major procedures are
performed during the same hospitalization (i.e., concomitantly performed major procedures).
Typically, when two major procedures are performed concomitantly, Medicare makes a single
payment to the hospital for the higher paying MS-DRG of the two that would apply if the
procedures were performed during separate hospitalizations.4 Because of the significantly higher
cost of these cases, Medicare’s IPPS policy of making a single payment for the higher paying
MS-DRG results in a significant shortfall in overall payment for the care delivered and requires

Files, 1999-2015, as compiled from data provided by the 57 vital statistics jurisdictions through the Vital Statistics
Cooperative Program. Accessed at http://wonder.cdc.gov/mcd-icd10.html.
4
We note that it would be extremely unusual for any of these cases to qualify for outlier payments.
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the hospital in which concomitant procedures are performed to absorb the costs (often thousands
of dollars) associated with the second procedure.
While it is true that the costs of the second procedure will be a part of the data set for
future rate-setting of the higher cost procedure, if the number of concomitant procedures is a
relatively small fraction of the total number of cases in the DRG to which the higher cost
procedure is assigned, then the contribution of the total costs of these cases will be a small
fraction of the total cases in the DRG and would not typically result in a meaningful increase in
the geometric mean cost (and relative weight) for the MS-DRG. This predicament creates a
significant financial incentive for hospitals to perform the two procedures during separate
hospitalizations, even when concomitantly performed procedures would be clinically appropriate
and result in lower out of pocket costs for the beneficiary.
Over the past few years, physicians have become more experienced with LAAC +
percutaneous catheter ablation and have recognized that many patients are candidates for both
procedures. In many cases, physicians believe that in selected patients the clinical benefits of the
procedures when performed together, outweigh the possibility of adverse events and many
physicians want to perform these procedures during a single hospitalization but have been
receiving pushback due to the financial concerns described above. In the attached study of
LAAC + ablation performed concomitantly, periprocedural safety results were “superior to
previous Watchman trials” and also compared “favourably even to reported complication rates
from catheter ablation alone in previous worldwide AF ablation surveys.” The authors noted
that, “for high volume operators, the addition of LAA occlusion to an ablation procedure for AF
does not increase the chance of major complications.” 5
As a general matter, there are several important advantages to concomitantly performed
procedures for both beneficiaries and Medicare. Patients potentially benefit in the following
ways when procedures are performed during the same operative session:
•
•
•
•

Single exposure to anesthesia and transesophageal ultrasound;
Reduction in overall procedure time;
Reduction in the number of vessel punctures/sheath insertions (and associated
complications); and
Single coinsurance amount for a single hospitalization.

For CMS, the potential benefits are improvements in enabling hospitals and physicians to
deliver patient-centered care to Medicare beneficiaries and lower cost to the program due to the
single hospitalization with combined post-procedure care as opposed to two hospitalizations and
post-procedure care after each hospitalization.
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B. General Design Parameters For the Concomitantly Performed Procedures
Bundled (CPPB) Payment Model Concept
We are proposing a bundled payment model in which the episode would be similar to
certain episodes in the current Bundled Payments for Care Improvement (BPCI) Initiative model.
The episode in this proposed concomitant procedures model would start at inpatient admission
and extend for 90 days after discharge. It would include the total cost of care for the episode
(with limited exceptions for unrelated problems) for this entire period beginning with the
inpatient hospitalization,6 and including the associated physician services during this period and
the post-acute care during the 90 days after discharge from the hospital. 7
These episodes would be attributed to the hospital. Entities involved in the care of a
patient in the model would be acute care hospitals, physician group practices, and post-acute care
providers. Two-sided risk would apply. Physicians and providers would submit claims to
Medicare as usual. Like BPCI, there would be a target price set at the beginning with Medicare
payments made as care is furnished followed by a retrospective reconciliation, with the final
payment (or refund) being based on achieving a minimum performance level on predetermined
quality metrics. We call this the “concomitantly performed procedures bundle (CPPB).”
A Medicare benchmark and target price for a CPPB episode could be modeled based on
the respective costs of each of the procedures and post-procedure care as determined by claims
data and actual Medicare payments. The benchmark (or target price) could be a percentage of
the sum of the costs of the individual procedures and post-procedure care based on an
understanding of how the efficiencies of a single operative session and combined post-procedure
care would eliminate certain costs and payments. Hypothetically, a target price for the hospital
component could be based on historic claims for similar cases involving two hospitalizations
with the payment for the single hospitalization in the CPPB calculated as the payment for the
DRG for the higher paying procedure plus a percentage based on the DRG for the lower paying
procedure.
An alternative to setting target prices based on modeling using historic claims data would
be to have hospitals competitively bid a total cost for the episode, which CMS could compare to
a benchmark total cost for the episode. In this case, the benchmark could be the total episode
cost of care for a case at a high volume hospital currently performing both procedures.
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We note episodes under BPCI typically start with an initial hospitalization. In the case of LAAC, a
transesophageal echocardiogram (TEE) is always performed pre-operatively. While it may be appropriate to begin
an episode including LAAC on the date of that test, we recommend that for the CPPB model the episode start with
the initial hospitalization. The pre-procedure TEE is a relatively small proportion of the overall episode’s costs so
not including it in the overall episode would not significantly impact the overall episode costs, would be a simpler
administrative approach and would better align with existing BPCI models.
7
An episode that spans 90 days post-discharge is appropriate for LAAC because 92 percent of LAAC patients have
complete closure of the left atrial appendage by 45 days post-op and 99% after 1 year (Holmes DR Jr, Kar S, Price
MJ, et al. Prospective randomized evaluation of the Watchman Left Atrial Appendage Closure device in patients
with atrial fibrillation versus long-term warfarin therapy: the PREVAIL trial. J Am Coll Cardiol. 2014;64(1):1-12.).
All post-op visits (except for the 1-year follow-up visit) would be performed within the 90-day period. Any
readmissions after 90-days would most likely not be related to the LAAC procedure.
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The CPPB presents a variety of opportunities for savings though care redesign and
efficiencies. In addition to lower hospital costs, the overall time for recovery (including the postacute care period) should be shorter and there would be only one set of post-procedure visits and
tests instead of two.
In addition, Boston Scientific is actively pursuing value-based program opportunities and
in the case of a CPPB would consider innovative programs that explore a value-based approach
for its devices in the context of risk sharing with hospitals and/or CMS. We understand that such
programs can take a variety of forms and would be pleased to work with CMS to discuss how
such an approach would be feasible.
Our model could run for a period of 5 years, like other CMMI bundled payment models.
Quality and patient outcomes metrics that are relevant to the intended outcomes would be
employed, and payment at reconciliation would be a function of performance on the quality and
outcomes metrics. The model would be offered nationally to any Medicare participating hospital
with expertise in the procedures discussed below; national availability would be necessary to
ensure sufficient volume for evaluation purposes. The model results could be evaluated against
contemporaneous or historic controls where patients received both procedures during separate
hospitalizations.
If case volume was projected to be too low for a stand-alone CPPB, then these
concomitantly performed procedures could be added as episodes to a new CMMI bundled
payment model, such as the much anticipated BPCI Advanced model, which will be based on the
current BPCI bundled payment model.
At the conclusion of this model CMS will have information about the costs and quality
measure performance of participants in the CPPB through the claims data, cost reports, and the
model evaluation reports. If the model is successful CMS would have several options going
forward including creating new MS-DRGs for certain concomitantly performed procedures or
even a new total cost of care bundled payment system as a component of the IPPS for complex
interventional cardiology cases and complex procedure combinations in other areas.
C. Interventional Cardiology Concomitant Procedure Bundles
As mentioned briefly above, this CPPB concept could be applied to any two clinically
appropriate concomitantly performed major procedures that are typically performed separately
during two hospital stays. Below we outline two potential CPPBs with which we have much
experience and for which there is clinical demand. Devices from any manufacturer could be
used in these episodes -- this model design is not proprietary or brand-specific.
1.Episode 1: LAAC + AF Ablation
The first CPPB option would include patients with atrial fibrillation who are candidates
for percutaneous catheter ablation and who need LAAC to reduce the risk of stroke due to their
atrial fibrillation. The tables below show that a hospital performing LAAC would receive about
$35,000 if a patient receives an ablation in the outpatient hospital followed at a later date by an
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LAAC. Similarly, if the patient’s condition requires an inpatient hospitalization for ablation, the
hospital would also receive about $35,000 for two separate hospitalizations.
Procedures
LAAC: MS-DRGs 273-274

Number of
Cases
3,645 8

2018 National Payment
Rates
$17,023 9

Ablation: MS-DRGs 273-274

15,516 10

$18,131 11

Ablation: Hospital Outpatient CPT code
93656

29,382 12

$18,515 13

LAAC is currently an inpatient-only procedure. Target prices for this CPPB episode
could be calculated (and cost savings established) by starting with the current payment rate for
LAAC and adding an amount to reflect the marginal cost of providing ablation concomitantly.
The marginal cost would presumably be no higher than the existing hospital outpatient payment
rate for ablation even though the concomitant procedures (LAAC + ablation) would be
performed in the inpatient hospital.
For this CPPB episode, all of the National Coverage Determination conditions for LAAC
would apply and would ensure clinical appropriateness for LAAC. Clinical appropriateness and
consistency of the treatments for catheter ablation would be based on objective criteria in current
physician specialty society guidelines for atrial fibrillation ablation 14.
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MedPAR 2016 Database. LAAC cases identified by procedure and diagnostic code combination.
Weighted average calculated based on LAAC volume in each MS-DRG. 2018 Hospital Inpatient Prospective
Payment System, Final Rule CMS-1677-CN (November 2017).
10
MedPAR 2016 Database. Ablation cases identified by procedure and diagnostic code combination.
11
Weighted average calculated based on ablation volume in each MS-DRG. 2018 Hospital Inpatient Prospective
Payment System, Final Rule, CMS-1677-CN (November 2017)
12
CY 2018 Hospital Outpatient Prospective Payment System, Final Rule, CMS-1678-FC (November 2017), Cost
Statistics File. Single Frequency of CPT 93656.
13
CY 2018 Hospital Outpatient Prospective Payment System, Final Rule, CMS-1678-FC (November 2017), Cost
Statistics File
14
Calkins H, Hindricks G, Cappato R, et al. 2017 HRS/EHRA/ECAS/APHRS/SOLAECE expert consensus
statement on catheter and surgical ablation of atrial fibrillation. Heart Rhythm 2017;14:e275–e444.
9
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2.Episode 2: TAVR + LAAC
The second CPPB option would include appropriate patients needing both TAVR (to
repair an incompetent aortic valve) and LAAC to reduce stroke risk in patients with non-valvular
atrial fibrillation. Payment and utilization information from recent Medicare databases that
illustrate the need for such an episode/model are as follows:
•

Current combined TAVR-LAAC IPPS payment pathway: 15
 MS-DRG Hierarchy → TAVR MS-DRGs 266 w\MCC or 267 w\o MCC are paid
when a concomitant procedure is performed.
 TAVR only: MS-DRGs 266 w\MCC or 267 w\o MCC
 LAAC only: MS-DRGs 273 w\MCC or 274 w\o MCC
MS-DRG

Number of Cases

TAVR: MS-DRGs 266-267

31,995 16

2018 National
Payment Rates
$41,070 17

LAAC: MS-DRGs 273-274

3,645 18

$17,023 19

For this CPPB, all of the National Coverage Determination conditions for TAVR and
LAAC would apply, e.g., shared decision making, clinical protocols, etc.); this would ensure
clinical appropriateness and consistency of the treatments according to CMS’ coverage
requirements that apply to all beneficiaries receiving these procedures.
We believe that hospitals in collaboration with interventional cardiology physician group
practices seeking to maintain or establish the highest level of interventional cardiac care would
be interested in pursuing a model that included this episode. The dual incentives would be to
promote the highest quality of care with the opportunity to capture some of the savings from
improved efficiency.
D. Concomitant Procedures Model Design Concept Satisfies All of the CMMI New
Direction RFI Guiding Principles
CMS is setting a new direction for the Innovation Center. As a part of this new
direction, the Innovation Center will approach new model design through six guiding
principles that are listed in the RFI document and in the table below. We believe that our
concomitant procedures bundled model design concept has features that support each of the
guiding principles, and therefore would be a model (or a component or episode within a
15

Calculation: Based on FY2016 ICD-10-PX procedure codes 02RF37Z, 02RF38Z, 02RF3JZ, 02RF3KZ,
02RF37H, 02RF38H, 02RF3JH, 02RF3KH, and 02L73DK.
16
MedPAR 2016 Database. TAVR cases identified by procedure and diagnostic code combination.
17
Weighted average calculated based on TAVR volume in each MS-DRG. 2018 Hospital Inpatient Prospective
Payment System, Final Rule, CMS-1677-CN (November 2017)
18
MedPAR 2016 Database. LAAC cases identified by procedure and diagnostic code combination.
19
Weighted average calculated based on LAAC volume in each MS-DRG. 2018 Hospital Inpatient Prospective
Payment System, Final Rule, CMS-1677-CN (November 2017)
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model) that would take CMMI in the desired new direction. Each of the principles is listed in
the table below along with a description of how the concomitant procedures model satisfies
each of the principles.
ND RFI Guiding
Principle
1) Choice and
Competition in the
Market
2) Provider Choice
and Incentives
3) Patient-Centered
Care
4) Benefit Design
and Price
Transparency
5) Transparent
Model Design and
Evaluation
6) Small Scale
Testing

Proposed Concomitant Procedures Model Feature
Promotes choice and competition through the availability of two ways of
delivering highly advanced cardiac care.
This is a voluntary model, which allows providers to focus on providing
efficient, high-quality healthcare and the opportunity to share in cost
savings.
Provides the flexibility for heart disease patients to seek the optimal
personalized patient-centered care while reducing their out-of-pocket
costs.
Proposes cost-effective care that may also lead to improvements in
beneficiary outcomes from concomitant procedures vs. separate
procedures and Medicare payments and total costs for each delivery
model are transparent.
Allows CMS to establish partnerships and collaborations with providers
with expertise in advanced cardiac care; CMS can harness ideas from a
broad range of organizations to inform alternatives to the standard IPPS
methodology for concomitant major procedures.
This would be a nationwide voluntary model, but the overall patient
population is low.

E. Concomitant Procedures Model Design Concept and the Eight Model Focus
Areas Highlighted in the New Direction RFI
CMMI states in the RFI that it is primarily interested in testing models in the following
eight focus areas: (1) Increased participation in Advanced Alternative Payment Models (APMs);
(2) Consumer-Directed Care & Market-Based Innovation Models; (3) Physician Specialty
Models; (4) Prescription Drug Models; (5) Medicare Advantage (MA) Innovation Models; (6)
State-Based and Local Innovation, including Medicaid-focused Models; (7) Mental and
Behavioral Health Models; and (8) Program Integrity.
The concomitant procedures model potentially fits with focus area (1), (2) and (3). If the
concomitant procedures were episodes in a larger model such as BPCI Advanced, and that model
was an Advanced APM, then these episodes would help support focus area (1). If competitive
bidding were used to set target prices, then this model could be considered a “market-based
innovation.” In addition, because these concomitant procedure models or episodes in this
comment letter focus on interventional cardiology, they would qualify as a (or a part of a)
physician specialty model.
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F. Conclusion
As medical technology advances, more treatment options for a wide range of conditions
are becoming available; this is especially true in the field of interventional cardiology. The
CMMI New Direction envisions a better future for Medicare beneficiaries. At the center of the
New Direction is an aim that “puts patients first.” At Boston Scientific, we share this goal with
CMS. We believe that tailoring the treatment to the individual patient in a cost-effective manner
should be the essence of a 21st-century Medicare program.
We applaud CMS for moving in this direction by removing barriers to clinical care and
realizing real clinical and financial benefits for Medicare beneficiaries. We believe that testing a
different approach to paying for concomitantly performed complex and costly major surgical
procedures could lead to an important improvement in the traditional IPPS and OPPS systems.
Thank you for considering these comments. Please do not hesitate to contact me.

Sincerely,

Parashar B. Patel
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As requested by the CMS Innovation Center (Innovation Center) recently seeking feedback on a
new direction to promote patient-centered care and test market-driven reforms that empower
beneficiaries as consumers, provide price transparency, increase choices and competition to drive
quality, reduce costs, and improve outcomes, and The Innovation Center welcoming stakeholder
input on the ideas on additional ideas and concepts, and on the future direction of the Innovation
Center;
Follow what can be of the matter:
The JED Campus.
An initiative of The Jed Foundation dedicated to helping colleges and universities implement
programs, policies and systems that support the emotional well-being of students and prevent the
risk of serious substance abuse and suicide.
By joining JED Campus, your school joins a nationwide network of schools who are at the
forefront of collegiate mental health and demonstrated a public commitment to protecting the
well-being of their students.
Registered in my name and sharing thought this one. Hope to be useful in someway.
Sincerely,
Ariadinny Braz

Dear CMMI:
We appreciate the Center for Innovation’s (the Center) request for information on a new
direction for the Center and also commend CMS for its goal of fostering an affordable,
accessible healthcare system that puts patients first. We at the Breaking Down Barriers to
Payment and Delivery System Reform (Barriers) Alliance share that goal and want to work
alongside CMS in accomplishing it. To the accomplish the goal, the Barriers Alliance believes
that alternative value arrangement (AVAs) must be enabled by removing barriers to payment and
delivery reform.
The Barriers Alliance is a coalition of entities from across the healthcare system focused on
designing a more accessible and less burdensome framework for AVAs. With a desire to foster
innovative, market-driven collaboration across healthcare payers, providers, patients, and
regulators, AVA frameworks that let stakeholders create tailored arrangements that work best for
them and for the healthcare system, are ideal. As we transition to value-based payment and
care—facilitating flexible partnerships for care delivery that increase quality, save money, and
protect patients becomes vital. To this end, the Alliance seeks to replace lengthy construction and
approval processes, with measurable and nimble parameters that support fiscal and quality
endpoints. In this regard, AVAs align with all 6 identified guiding principles now utilized by
CMMI. Through flexible partnerships and private-sector-led initiatives, the common framework
AVAs are rooted in will help achieve the ultimate goal of an affordable, accessible healthcare
system that puts patients first.
Transforming America’s health system from one that incentivizes volume to an integrated
system focused on value, requires far more work than simply re-ordering the way we pay for,
and deliver, care.
Federal laws and regulations limit some types of AVAs based solely upon the type of service or
remuneration offered, regardless of the positive impact they can have on patient care and federal
spending. The Anti-Kickback Statute (AKS) and the Physician Self-Referral or Stark Law
(Stark) were created to prevent fraudulent or abusive behaviors within a fee-for-service world.
Their approach, however, bans certain activities or relationships regardless of their ability to
improve outcomes and save money. Other rules, such as Medicaid Best Price, are so prescriptive
as to the form and function of payment as to render alternatives virtually impossible.
Removing or reforming these barriers would allow for new and innovative arrangements to be
developed that can deliver on the promise of improved outcomes and cost savings. But to do so,
new methodologies and requirements will be needed. These methodologies and requirements
must account for fraud and other payment challenges but in a manner that allows relationships
and activities deemed good for beneficiaries and the federal taxpayer, to go forward. As stated
above, we believe AVAs align with the goals of CMS, and in particular, these private-sector led
efforts will help advance Consumer-Directed Care & Market-Based Innovation Models in many
regards.

We believe that the Administration and Congress should create safe harbors or exceptions from
Stark, AKS, Medicaid Best Price and other policies while also establishing alternative means of
safeguarding patients, preventing fraud, and recognizing program savings.
In order to foster the formation of alternative value arrangements, safe harbors or exceptions
from current barriers should be created in statute to provide certainty. These safe harbors or
exceptions should provide relief from the Stark Law, AKS, Medicaid Best, and other statutory or
regulatory barriers while also providing an alternative safeguard for each new safe harbor or
exception created. These alternative safeguards are requirements that would apply to those who
want to avail themselves of the new safe harbors or exceptions. In order to qualify, an entity may
need to satisfy these requirements before and while they are using them. To the extent possible,
the approach will seek to use existing requirements and processes for safe harbor and exception
use.
The Alliance has developed specific policies to accomplish this and would welcome the chance
to work with CMMI, CMS, and other policymakers to effectuate them.
The Barriers Alliance looks forward to working with CMMI, CMS and Congress to enable these
AVAs so we can accomplish our common goal of fostering an affordable, accessible healthcare
system that puts patients first.
Thank you.

U.S. Pharmaceuticals
P. O. Box 5326 Princeton, NJ 08543-5326

November 20, 2017
Amy Bassano
Acting Director, Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
Department of Health and Human Services
https://innovation.cms.gov/initiatives/direction/
BY ELECTRONIC DELIVERY
Re:

Centers for Medicare & Medicaid Services: Innovation Center New Direction

Dear Ms. Bassano:
Bristol-Myers Squibb Company (BMS) appreciates the opportunity to submit the following
comments on the Centers for Medicare & Medicaid Services (CMS): Innovation Center New
Direction Request for Information (RFI).1 This RFI asks for “feedback on a new direction to
promote patient-centered care and test market-driven reforms that empower beneficiaries as
consumers, provide price transparency, increase choices and competition to drive quality, reduce
costs, and improve outcomes.”2
BMS is a global BioPharma company whose mission is firmly focused on discovering,
developing, and delivering innovative, transformational medicines for patients with serious
diseases. We are a leader in oncology care, developing breakthrough immuno-oncology therapies
that improve long-term survival and quality of life for people living with cancer. BMS has been
at the forefront of pioneering personalized medicine and patient-specific approaches to lifethreatening diseases such as cancer. We are firmly committed to providing high-quality, costeffective care for patients.
BMS applauds CMS’s efforts to test innovative mechanisms of paying for and delivering
health care services. In particular, BMS applauds CMS’s efforts to develop and test new models
involving prescription drugs that “incentivize better health outcomes for beneficiaries at lower
costs,” “align payments with value,” “better align incentives and engage beneficiaries as
consumers of their care,” and “improve patient outcomes while controlling drug costs.” 3 These
efforts are consistent with the Department of Health and Human Services’ (HHS’s) goal of tying
50 percent of payments to quality or value through the adoption of alternative payment models by

1

CMS:
Innovation
Center
New
Direction,
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf.
2
Id. at 1.
3
Id. at 5.
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U.S. Pharmaceuticals
P. O. Box 5326 Princeton, NJ 08543-5326

the end of 2018.4 They are also consistent with CMS’s Quality Strategy of “[t]ying payment to
value through new payment models.”5 And they are fully consistent with our values, which are
squarely focused on the interests of patients.
Value-based payment models are the future of payment for health care products and
services and will help enable payors such as CMS to pay for services in line with their efficacy.
As CMS Administrator Seema Verma has noted in discussing the future of the Center for Medicare
& Medicaid Innovation (CMMI), “[w]e must shift away from a fee-for-service system that
reimburses only on volume and move toward a system that holds providers accountable for
outcomes and allows them to innovate.”6 However, for value-based payment models to be
successful, they must be thoughtfully and appropriately designed and implemented.
BMS stands ready to assist CMMI in these important efforts. We share CMS’s dedication
to high-quality care and improving access to needed services, and we have real world experience
with innovative contracting arrangements. We support CMS’s efforts to develop and test valuebased payment models involving prescription drugs and have conceptualized a value-based
contract that aligns with Agency goals. We would like to formally request an opportunity to
present our concepts and ideas and will be following up with your office to schedule a meeting.
In addition to the comments set forth herein, BMS supports the comments submitted by
the Pharmaceutical Research and Manufacturers of America (“PhRMA”) and the Biotechnology
Innovation Organization (“BIO”).
BMS thanks CMS in advance for its partnership on these critical issues. We look forward
to our work together to help transform the health care system to a more value-based, patientcentered one. If you would like to engage with us in the meantime, please do not hesitate to contact
Amy Demske at (202) 783-8665.
Sincerely,

Wayne M. Sichel, R.Ph., J.D.
Head of U.S. Federal Policy
Bristol-Myers Squibb Company

4

CMS, Health Care Learning and Action Network, https://innovation.cms.gov/initiatives/Health-Care-PaymentLearning-and-Action-Network/ (last accessed Oct. 12, 2017).
5
CMS, What’s the CMS Quality Strategy?, https://www.cms.gov/Medicare/Quality-Initiatives-Patient-AssessmentInstruments/Value-Based-Programs/CMS-Quality-Strategy.html (last accessed Oct. 12, 2017).
6
Seema Verma, Medicare and Medicaid Need Innovation, Wall Street J. (Sept. 19, 2017).
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These comments are directed toward the “Centers for Medicare & Medicaid Services:
Innovation Center (Innovation Center) New Direction”1 (retrieved from
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf) and the goals stated therein of “fostering an
affordable, accessible healthcare system that puts patients first.i” As described below and by denying
Medicare and other patients access to hundreds of thousands of Master’s Degree-trained and fully state
licensed clinical mental health and clinical addiction counselorsii , the current Medicare System operates
to 1) deny Medicare patients access to several hundred thousand highly-trained clinical mental health
and addiction practitioners; 2) acts as a barrier to patients accessing professional counselors specifically
trained in and state-licensed to provide treatment for substance use and co-occurring mental health
disorders; and, 3) artificially restricts competition, decreases patient choice, and increases mental
health and addiction treatment costs. The system does so by denying patients access to hundreds of
thousands of competent, highly skilled and highly trained mental health and addiction treatment
providers2 because these providers are improperly barred from billing Medicare for the costs of treating
Medicare patients.
The vast majority of fully-licensed addiction practitioners are Master’s degree trained and
licensed clinical alcohol and drug counselors. Given the current urgency of the opioid and addiction
crisis, it makes no sense that the current Medicare structure makes it impossible for these highly trained
mental health specialists to treat Medicare patients.
For the millions of patients currently receiving mental and behavioral health services from state
licensed professional counselors, the inability of their providers to get Medicare reimbursement forces
them to have to find new practitioners when they eventually transition to Medicare coverage. This
undoubtedly increases costs and decreases provider effectiveness as new providers will have to
effectively start from scratch. The new providers will have to explore their new patient’s life and
psychological history, earn their new patient’s therapeutic trust, develop a new treatment plan, and
apply the provider’s particular kind of mental health treatment modality.
Allowing hundreds of thousands of highly trained and highly skilled clinical mental health and
licensed clinical addiction counselors to receive Medicare reimbursement will be a major step towards
achieving the purposes of: Guiding Principle 1) of promoting “choice and competition in the market;” of
Guiding Principle 2) of reducing burdensome requirements and unnecessary regulations that prevent
hundreds of thousands of highly-trained clinical mental health and addiction practitioners from
providing cost-effective services to Medicare patients; of Guiding Principle 3, “Patient-centered care, ”
to “empower beneficiaries, their families, and caregivers to take ownership of their health and ensure
that they have the flexibility and information to make choices as they seek care across the care
continuum (bolding and italics added); of Guiding Principle 4, “Benefit design and price transparency …
to ensure cost-effective care that also leads to improvements in beneficiary outcomes; of Guiding

1

A quotations herein are taken from the New Direction document.
There are over 140,000 Licensed Professional Counselors who hold Master’s or Doctoral Degrees in clinical
mental health counseling nationwide. This writer does not know the number of Licensed Clinical Drug and Alcohol
Counselors nationwide. By way of example, in New Jersey there are 3,970 active and 663 application pending
Licensed Professional Counselors (http://www.njconsumeraffairs.gov/pc/Pages/meetings.aspx) and 2069 active
and 515 application pending Licensed Clinical Alcohol and Drug Counselors and 515 pending applications as of
August 25th, 2017 (http://www.njconsumeraffairs.gov/adc/Minutes/Alcohol-minutes-082517.pdf).
2

Principle 5, to “draw on partnerships and collaborations with public stakeholders and harness ideas for a
broad range of organizations and individuals across the country… .”
The Innovation Center indicates that it is interest in testing models in eight focus areas,
including: “Medicare Advantage (MA) Innovation Models” and “Mental and Behavioral Health Models.”
Such models should include an examination of the effect of allowing Medicare beneficiaries access to
mental and behavioral health services provided by fully-licensed clinical mental health and addiction
counselors. Denying Medicare patients access to hundreds of thousands of fully-licensed mental and
behavioral health practitioners would be antithetical to the Innovation Center’s observation that
“Consumer-directed care models could empower Medicare, Medicaid, and CHIP beneficiaries to make
choices from among competitors in a market-driven healthcare system.
The Innovation Center is considering testing models that would allow “Medicare beneficiaries to
contract directly with healthcare providers… .” Medicare currently allows Medicare beneficiaries to
contract with practitioners such as licensed clinical social workers, but prevents Medicare beneficiaries
to contract with the hundreds of thousands of highly trained, highly skilled, and fully-licensed clinical
mental health and licensed clinical addiction counselors. That barrier to Medicare and other
beneficiaries accessing clinicians should and must be removed if the Innovation Center truly wants to
achieve its stated purposes of driving “innovation, better quality and outcomes, and lower costs.”
“CMS is actively exploring potential models focused on behavioral health, including focus areas
such as opioids, substance use disorder, dementia, and improving mental health provider participation
in Medicare, Medicaid, and CHIP.” Allowing the hundreds of thousands of highly trained and highly
skilled clinical mental health and licensed clinical addiction counselors to treat the patients in these
programs by allowing these counselors to be reimbursed under these programs would be a major step
in improving mental health provider participation.
i
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RE:

CMMI NEW DIRECTIONS PUBLIC COMMENT REQUEST

Overview
CMMI has requested public comment on 8 topics, ranging from Advanced Alternative Payment Models
(APMS) to Medicare Advantage, State-based (Medicaid), and Program Integrity models.
This comment focuses on three topics that CMS must solidify in order to achieve successful adoption
and implementation of CMMI models.
1. CMMI needs to address the fact that statute points its “waiver of law” authority clearly to the
demonstration phase.
2. CMMI needs to work with HHS and Actuary to have reasonable standards for what constitutes
proven cost and quality efficiency, in order to expand models.
3. CMMI should not exclude opportunities to address novel technologies and services. For
example, the Diabetes Prevention Program has been expanded and rated as successful and it is
essentially a “technology/service” type of program.
In addition, we note that there are interesting ways that CMMI could implement dramatically cost saving
programs at no harm to quality, by using its authority to test payment models that are cost neutral or cost

savings while quality neutral or quality improving. There is much low-hanging fruit that meets this
definition.
1. CMMI needs to address the fact that statute points its “waiver of law” authority clearly to
the demonstration phase.
In the several phases of draft and final rulemaking for Diabetes Prevention Program, CMS staff were
“artful” in their phrasing of authorities for expanding a prior model. While the Expansion was rated to
meet Expansion Criteria (certified as cost saving or cost neutral; deviations from existing law
described), I believe the final DPP expansion was referred to as an additional “model” (a very large
model) so that the authority to bend existing law only in models was not challenged.
SSA 1115A clearly points the authority to waive existing laws to the demonstration phase of programs:

As shown above, it is difficult to imagine a legal construction that would more directly point the waiver
authority only to section b, Test Models, including the words “solely” and “testing models.” CMS
definitely tried to explain in at least one DPP rulemaking that this authority to waive also applied to
permanent models expanded under (c) and the effort to use that interpretation can’t possibly be
sustainable.
In addition, restricting the waiver authority to (b) models makes sense. CMS could test many models
under (b), some requiring waivers of law, and many not. Those that do not require a waiver of law can
be implemented by CMS, and those that do, would have to be passed to Congress for implementation.
That implementation should not be hard because the service/program would be pre-validated as cost
saving and quality improving.
2. CMMI needs to work with HHS and Actuary to have reasonable standards for what
constitutes proven cost and quality efficiency, in order to expand models.
SSA 1115(c) contains several references to validation of models as cost neutral or cost saving:
1115(c) (1)(A) The Secretary determines that such expansion is expected to (A) reduce spending
under applicable title without reducing quality of care….
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(2) The Chief Actuary of the CMS certifies that the expansion would reduce (or would not result in
any increase in) net program spending under applicable titles.
While this seems like a purely financial problem, it requires as many judgements and balances as a CBO
score. A program will not get to this evaluation phase unless the data is feasibly pointing to cost
savings. However, the standards to “determine” or “certify” national cost savings are uncertain. It
always involves judgement. When is a demo program large enough, diverse enough, or validated
enough to ensure “certification” against a future national Medicare population? There is no purely
mathematical way to make this judgement. The Actuary’s report in the case of the Diabetes Prevention
Program reads almost like a legal memorandum, marshalling a range of different information from
different sources toward a single final point of argument, that the DPP would not increase costs. Dr.
Conway noted in several interviews that it was difficult to “get programs through” the Actuary,
suggesting that other examples had been attempted but had not come to public review.
My diagnosis is that there are not clear standards for the “judgement call” of how much is enough
information and how much is enough certainty in extrapolating from a small pool of information (e.g. a
model or some supporting publications) and a national decision projected onto an uncertain and diverse
real world population. Having some clear guidelines or rules of thumb or standards will help the
CMMI program function across all phases of development.
I would point out that the standards of reasonable certification cannot be unrealistic, or CMMI’s statute
would not make sense. Congress anticipates that some programs will be certified as cost savings.
Congress would have understood that there is always a long bridge of judgment between findings in a
demo program and nationalization. With overly rigorous standards, no demo project could ever be
certified. Therefore, CMMI only makes sense if the standards for financial certification are
“reasonable.”
3. CMMI should not exclude opportunities to address novel technologies and services. For
example, the Diabetes Prevention Program has been expanded and rated as successful and
it is essentially a “technology/service” type of program.
Since its founding, CMMI leadership have asserted that it is for testing broad models, like Medicaid
expansions or ACOs, rather than services and technologies. However, the potential for the latter
should be viewed with an open mind. The Diabetes Prevention Program was successful, and was clearly
a technology or service. CMMI can explore important technologies and services that miss the confines
of statute, just like DPP which is neither a physician nor hospital service.
In July 2017, GAO produced an important report: CMS Should Evaluate Providing Coverage for
Disposable Medical Devices That Could Substitute for Durable Medical Equipment. (See
https://www.gao.gov/products/GAO-17-600 ). The report was highly supportive of CMS efforts in
this area.
HHS’s response was extremely negative, concluding that any efforts to fulfill the GAO’s vision were
premature or out of scope. GAO also interviewed two MAC DME medical directors who were also
negative. Routine policy staff or local medical directors (who might be, e.g. a retired surgeon) are
probably not the right people to ask about a vision for change and innovation for Medicare; it’s not their
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training or expertise. I worked formerly as a Contractor Medical Director, but before I was involved in
medical research and since I have worked as a full time innovation consultant. (My credentials are MD
+ PhD + MBA). There are many ways that CMS policies make sharp and severe barriers to innovation.
CMMI could devote part of its bandwidth to important initiatives to light a path around barriers to
innovation in new technologies. Special non DME insulin pumps, telemedicine and behavioral
software, and other innovative areas could all thrive in the setting of CMMI efforts. For example, FDA
recently approved a proven, clinically studied, software based approach to help treat opioid addiction1
which has no easy current place as a Part B Medicare category but could be tested through CMMI.
Other examples include virtual delivery of Diabetes Prevention Programs.

Supplement : Other Ways to Implement Cost-Saving, Quality-Preserving Change
There are many ways that CMMI could reduce Medicare expenditures (cost saving and certifiable)
without possible impairing quality. I often work in the genomics innovation industry and can provide
two examples. Congress recently established a repricing law for the clinical lab fee schedule, but it
apparently has overridden a CMS panel pricing policy that saves many hundreds of millions of dollars,
even over a billion dollars, a year. CMS CLFS staff have said the policy will be suspending January 1.
CMMI could “waive existing law” to re-implement the policy in some way, which would have to save
huge amounts of money but couldn’t possibly impair quality because it would preserve existing
situations. See my essay, “ CMS To Abandon Longstanding Chemistry Panel Pricing in 2018,
Opening a Two-Billion-Dollar Vulnerability.”2
Along the same line, CMS pays as much as $30007000 for genes ordered a la carte, when CMS also offers panel codes and panel prices that pay $1500 or
less. At least $30M, perhaps multiples of that, is wasted in this way. CMMI could also “test” policies
that avoid this financial loss, and they would be found to save $50M or more per year at no cost in
quality because the genetic tests offered are exactly the same, only coding is changed.
The point with these examples is that simple CMMI “programs” with only a few paragraphs of policy
making could save hundreds of millions of dollars, while meeting the statutory expection to save cost
while not harming quality. The examples would require miniscule amounts of staff time and effort
relative to gigantic programs like ACO policy.

1

https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm576087.htm

2

http://www.discoveriesinhealthpolicy.com/2017/11/cms-to-abandon-longstanding-chemistry.html
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Request for Information: Prescription Drug Models
1. What Prescription Drug Model designs should the Innovation Center consider that
are consistent with the guiding principles?
In this proposal we will address risk-sharing agreements on the basis of outcomes with drug
manufacturers. Risk sharing agreements on the basis of outcomes or just outcome-based
agreements have recently gained quite a bit of media attention in the US with the new
announcements of agreements being made between Novartis and Cigna, Aetna and Harvard
Pilgrim Health for their cardiovascular drug Entresto1, Biogen for their MS portfolio2, Amgen for
Repatha andEnbrel3 and others.
Although US insurers are just gaining experience with creating such agreements and executing
them, countries like Italy have had outcome-based reimbursements as a default scheme since
2006. Through a decade of their experience summarised in the paper listed below, pitfalls and
promising successes of a large scale deployment of such an outcome-based system have been

observed. Italy was able to save
€121 million with the outcome-based schemes4 which is an
encouraging result. However, just looking at 2012. ~€15 million were lost in the system because

of poor
administrative management of theoutcome-based reimbursement process.
In this RFI we do not want to propose a completely novel prescription drug model, but propose a

system design in which the outcome-based
agreements with the drug manufacturers can be
done right in an efficient andcost-effective manner.

Set the right goal.
Prescription drug spending in the U.S. was about $457 billion in 2015, or 16.7% of overall health
spending. Thatmeans 83.3% of thespending was being spent onother healthcareservices.
A recent Wall Street Journal article gave a bleak view of the outcome-based agreement
landscape between drug manufacturers and health insurances concluding that these
agreements won’t do anything to address the high drug prices5. They won’t (as Harvard Pilgrim’s
officers confirm in the article) and this shouldn’t be and isn’t the main reason to create them in
the first place.
If a patient is responding well to a given therapy the patient will not utilise additional healthcare
services and the savings will be mainly made on the provider’s side (Figure 1.). A recent article
from Boston Consulting Group lays out the numbers: the annual cost of treating a patient with
type II. diabetes in US is double of that in Sweden ($10,942 vs. $5,063). Serious complications
drive a major portion of the cost difference between US and Sweden - they are far more likely to
occur in the USA - to be more precise: Sweden has 3.2 diabetic amputations on 100,000 people,
while this number is five times higher in USA - 17.1. If the US could bring the cost of the
1

 Novartis signs on tovalue-based pricing forEntresto, May2016, link.


 Abarca HealthAnnounces Innovative Value-Based Contract WithBiogen For MultipleSclerosis Therapies, August 2017, link.
 Amgen strikes Enbrel ‘outcomes’ contract with Harvard Pilgrim, February2017, link.


2
3

 Do the CurrentPerformance-Based Schemes in Italy Really Work?“Success Fee”: A NovelMeasure forCost-Containment of Drug
Expenditure, January2015, link.

5
 Drug companies tie costs to outcomes, September2017, link.
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1

treatment down to the Swedish level, it could save
$172 billion just on a single medical

6
condition annually .


Figure 1. Health spending proportions. 16.7% of health spending is spent on prescription drugs while the remaining portion is spent
on other healthcare services. The goal of outcome-based agreements is to get the patient to the right treatment and thereby reduce
the utilisation of the additional healthcareservices.

2. Do you have suggestions on the structure, approach, and design of potential
Prescription Drug Models? Please also identify potential challenges or risks
associated with any of these suggested models.
Implement on a small scale.







Figure 2.Parameters to be taken into account when designing the implementation of an outcome-based agreement.

We would agree with the notion of small-scale testing. When implementing an outcome-based
agreement pilot the followingquestions should beaddressed (Figure2.):
6

Which drugs/products are going to be outcome contracted?
In whichstates/hospitals/regions will the pilot take place?

 Healthcare’s value

problem,October 2017, link.


2

-

What are going to be themeasured outcomes?
What are going to begoals in terms of outcome improvement?

Integrate outcomes, data and payments into a single system.

Figure 3. System integration. Step 1. (left) is integrating the health data from various disparate data sources necessary for the
outcome calculation. Step 2. (right) is integrating the data, the outcome calculation and the subsequent payment processing into a
single system.

As previously mentioned on the example of Italy, administrative overhead created by the
implementation of the outcome-based agreements is not only an impediment7 to create these
agreements in the first place but can also have negative business consequences down the line.
Therefore, we propose to integrate data sources for outcomes calculations, outcome
calculations themselves and thepayments system in asingle system.

Potential questions, challenges and their solutions
1. How much data do we need?
“Not everything that counts can be counted, and not everything that can be counted counts” William
Bruce Cameron
but.... “You can’t improve what you don’t measure.” W.Edwards Deming

2% (~6,5mil people) of the US population is responsible for 38% of the drug expenditures8. In
order to execute and process outcome-based agreements one doesn’t need the whole Medicaid
or Medicare population. On the contrary, it needs a distinct, condition-specific population and
the right data for that condition.

7

 Launching into value,pharma’s quest to align drugprices with outcomes, September2017, link.

8

 Express Scripts,

Drug Report,2015.
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Figure 4.The amount of data needed for outcome-based agreements.

2. Data modelling: comorbidities, biases in the data, risk, parameters of the
outcome-based agreements.
In order to accurately model the responses of a patient population to a given drug the topics
that need to beaddressed are:
-

Biases in the data, risk adjustment, missing data (e.g. making sure a certain group of
patients isn’t systematically excluded froma givendataset).
Separating outcomes for people on a cocktail of drugs and/or with multiple
comorbidities.

3. Are there payment waivers that CMS should consider as necessary to help
healthcare providers innovate care delivery as part of a model test?
No.
Earlier this year CMS rolled out and later on phased out the Medicare Part B prescription drug
model with a reduction in an add-on payment from 6% to 2.5% which caused a stir among the
medical community.

The proposed system for outcome-based payments doesn’t modulate the payments from a
payer to a physician but tackles only the payment stream from the payer to the pharmaceutical
manufacturer.
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Figure 5. The data exchange model. Outcome calculations necessary to evaluate the performance of a drug will in the future
contain data points coming from various different data sources. Every healthcare provider or more generally a data partner
contributing data for the outcome calculation will receive the outcome results back to be displayed on their respective patient and
physician facingsurfaces.

Two important characteristics of our system which do concern healthcare providers:
1. The system does not burden the physicians with an additional data insertion tool.
Physicians already spend less than a third of their time seeing patients while the rest is spent on
various back-office functions. Too many bureaucratic tasks are one of the main reasons to an
alarmingly increasing levels of physician burnout9. Therefore additional data collection through
innovative digital and other healthcare tools needs to be done through patients and can be seen
  patient/beneficiary

 engagement

 mechanism.

as a
2. If the data is taken out of the healthcare provider’s system, the healthcare provider
will receive integrated outcomes data in return to be displayed on their patient and

 interfaces.

physician facing
In order for the provider’s system and patient interfaces to have the feedback information on the
performance of a given treatment that information needs to be returned to their surfaces once

 is
  calculated

 (Figure

 5.)

the outcome

9

 Report reveals severity of burnout byspecialty, January2017, link.
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4. How can CMS further engage beneficiaries in development of Prescription Drug
Models and/or participate in new models?
“He who studies medicine without books sails an uncharted sea, but he who studies medicine without
patients does not go to sea at all.” Osler 1849-1919.

We envision the engagement ofbeneficiaries through two mainareas:
1. Digital and more broadly novel innovative health tools: their introduction, testing, validation
and their introduction into the outcome calculation.
Healthcare innovation is at unprecedented levels today. However, so are e.g. the attrition rates
in the usage of digital health tools. In order to measure new patient-relevant outcomes one also
needs to be aware of the attrition rates in the usage of novel measurement tools and track that
metric as well. Moreover, a condition-specific patient population will always use a mix of
different tools which measure the same value (e.g. glucose levels). Before entering such a data
point into the outcome equation the system needs to reach a state of the equivalence of results
from different tools, in other words standardise and clean up the data. Thirdly, although many
tools score high on the innovation scale, they are often either not scalable or have not yet
reached scalable levels to be deployed to a broader patient population.
Beneficiaries can not just be engaged in this process of choosing and testing novel health tools,
they are crucial forits success.
2. Patient engagement through outcome trackingon their interfaces.
See Figure5. andquestion 3.

About the author
Antonija has previously worked on artificial intelligence applications on clinical and genomic data at
Memorial Sloan Kettering Center in NY and Novartis in Switzerland identifying novel druggable genomic
features and patient subpopulations responding particularly well to a given treatment. She studied
biophysics at NUS in Singapore and ETH Zurich in Switzerland as the top 2% of students. Currently she is
working on creating a software system to process outcome-based agreements between pharmaceutical
industry and payers.
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Comments in Response to Centers for Medicare and Medicaid Services’ Request for
Information on Innovation Center New Direction
Submitted by Business Roundtable
November 20, 2017
Business Roundtable is pleased to respond to the Request for Information (RFI) from the
Centers for Medicare and Medicaid Services (CMS). We appreciate the opportunity to provide
input on new ways the Center for Medicare and Medicaid Innovation (CMMI) can promote
patient-centered care and test market-driven reforms.
I.

Introduction

Business Roundtable represents CEOs of America’s leading companies. Our CEO members lead
companies with more than 16 million employees and more than $7 trillion in annual revenues.
As major employers in every state, Business Roundtable CEOs take seriously the responsibility
of creating quality jobs with good wages and benefits. We care deeply about making sure our
employees receive the best healthcare at the best value. By engaging our employees and
providers in a variety of innovative solutions, our employees have achieved better outcomes,
and we have generated savings to reinvest in our employees and businesses.
Improving care for patients with chronic diseases has long been a priority for both public and
private sector purchasers of health care. It is well-established that a significant portion of health
expenditures is concentrated among medically complex patients in both the Medicare and
working-age adult populations.
Our companies continually seek to foster a “culture of well-being” and empower employees to
actively engage in their health care, reach their well-being goals and become better consumers
of health care. Our members and employees have seen tangible results that are making a
positive difference in improving the delivery of health care. We are pleased to share successful
strategies that will foster the development of high-quality health-care models to the benefit of
Medicare beneficiaries, while preserving the benefits our member companies deliver through
our employer-sponsored employee benefit plans.
II.

Core Values

Business Roundtable CEOs are committed to:
•

Supporting employer-sponsored coverage that permits employers to offer their
employees and families innovative and flexible benefits;
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•
•
•
•

Supporting greater efforts to partner with employees on wellness plans to help prevent
or reduce the impact of chronic illnesses;
Advocating for Employee Retirement Income Security Act (ERISA) preemption, which
prevents local barriers from impeding employers’ flexibility to improve health outcomes
and manage costs;
Supporting the use of health savings accounts (HSAs) and other savings options that
employees and their families can use to purchase medical services in an economically
efficient manner; and
Encouraging Medicare’s development and use of value-based purchasing models to
generate greater efficiencies in government spending.

Business Roundtable companies have long focused on developing and supporting policies that
encourage flexibility, new models of care, innovative plan designs, and greater engagement by
employees and their families in understanding their own health-care needs. As large employers,
our companies continually seek opportunities to apply their expertise and marketplace power
to facilitate rapid changes in public programs and local marketplaces. These changes engage
consumers by providing them with greater transparency in choices of care delivery, cost and
quality of available services.
III.

Large Employers Have Led in the Design and Implementation of Innovative
Health-Care Delivery Models

As large purchasers of healthcare services, our companies have taken an active leadership role
in developing transformative ways to deliver quality health care to employees at the best value.
Our companies have found the most productive approach to be to focus on key items that
allow us to drastically impact quality transparency, engage consumers and lower costs. Indeed,
our members have been leaders in designing, testing and implementing innovative health-care
delivery models designed to help providers coordinate care plans.
Business Roundtable published reports in 2014 and 2017 (available here and here on our
website) detailing many examples of innovative models used by our member companies. The
following are some representative samples:
A. Walmart’s Centers of Excellence
One of many leadership initiatives is Walmart’s Centers of Excellence (COE) for spine surgeries,
through which the company has directly contracted with select hospitals for the benefit of its
employees. Walmart’s program determined that approximately 30 percent of spinal procedures
are unnecessary. This results in additional health-care costs due to inappropriate care delivered
to the patient. The program fosters a culture of following evidence-based guidelines. The
program pays for all services at 100 percent including travel.
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B. Boeing Company’s Preferred Partnership Program
In 2015, The Boeing Company launched a program that centers on direct contractual
relationships with large integrated health systems known as Accountable Care Organizations
(ACOs). The intent of this program, called Preferred Partnership, is to drive accountability for
population health into the delivery system through alignment of incentives and a focus on value.
The contract is organized to follow the ‘Triple Aim’:
•

•

•

Improve Quality – there are approximately 15 quality measures in the contract across a
broad spectrum of conditions, including depression and cancer screenings, diabetes and
blood pressure management, etc. If quality targets are met, the ACO is eligible to share
in the savings achieved by the program.
Enhance the Member Experience – elements such as timely access to care, after-hours
care, call center triage and access to electronic medical records are included to ensure
the employee’s experience interfacing with the system is as effective and efficient as
possible.
Reduce Costs – the ACO provides a long-term financial guarantee. If they are successful
meeting the financial guarantee along with the quality targets, they are eligible to share
in the savings the program generates.

The program provides a strong incentive for employees and their families to receive their care
within the ACO’s provider network. In return for the patient volume created by the incentive
and the opportunity to share in the savings, the ACO takes on financial risk to more effectively
manage the population.
Boeing has launched the Preferred Partnership program in four markets – Puget Sound,
Washington; St. Louis, Missouri; Charleston, South Carolina and Southern California. The
contracts consist of multi-year arrangements so the ACOs have incentive to invest in programs
that will help manage the care of the population over a long period of time. For example, some
of the ACOs are placing mental health professionals directly in primary care settings based on
the premise that addressing mental health issues more rapidly will prevent and/or reduce
expenses in years to come.
Early results demonstrate that the programs are leading to an improvement in quality. The
programs have been viewed positively by employees with about 35 percent of the eligible
population enrolling in the program. Financial results vary but systems with committed
leadership are demonstrating early successes.
These programs share some characteristics with the Medicare ACOs as well as some ACO
programs that are being put in place by commercial insurers. Driving accountability in a
fee-for-service environment will continue to require all payers to play a role in innovation to
ensure providers are accountable for quality and value.

3

Even after the CMS grant program ended in July 2015, 90 percent of participating delivery
systems continued the core elements of the program for Medicare patients, and fifteen of the
23 delivery systems expanded programs into their commercial populations.
C. Bank of America’s Wellness Programs
Our member companies also use wellness programs to help our employees manage their
physical wellness, achieve their personal health goals and manage costs. We believe that
wellness initiatives, can serve as leading examples for CMMI in designing models which
empower individuals with information on their health and help create better value for
healthcare payors.
Bank of America has served as one of the leaders in wellness initiatives which help employees
achieve better healthcare outcomes and employers control costs. In 2013, Bank of America
launched Get Active!, a voluntary program to respond directly to employee feedback about not
getting enough physical activity. In each team-based, eight-week challenge, participants earn a
reward (or choose to donate their reward to a charity) by taking 56,000 steps per week to
improve their overall health.
In 2016, more than 93,000 employees at all levels participated in the Get Active! Get Connected
challenge. During the year, 85 percent of employees, spouses and partners completed
voluntary health screenings and assessments. As an outcome of these activities, 68 percent of
Bank of America employees remained in a low-risk health category between 2013 and 2016,
and 23 percent moved to a lower-risk health category.
IV.

Conclusion

Business Roundtable welcomes the opportunity to share our members’ leadership and
knowledge to help design models that will drive quality, reduce costs and improve outcomes.
Thank you for your attention to this important matter. Business Roundtable looks forward to
working with CMS and the Administration to apply private-market innovations to improving
care for Medicare and Medicaid beneficiaries.
If you have any questions, please contact Liz Dougherty.
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I want to hear more about the changes and the priorities focusing on the patients as true consumers and
to get more benefit for the payment.
Peace & Love
Raisa

These comments are directed toward the “Centers for Medicare & Medicaid Services:
Innovation Center (Innovation Center) New Direction”1 (retrieved from
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf) and the goals stated therein of “fostering an
affordable, accessible healthcare system that puts patients first.i” As described below and by denying
Medicare and other patients access to hundreds of thousands of Master’s Degree-trained and fully state
licensed clinical mental health and clinical addiction counselorsii , the current Medicare System operates
to 1) deny Medicare patients access to several hundred thousand highly-trained clinical mental health
and addiction practitioners; 2) acts as a barrier to patients accessing professional counselors specifically
trained in and state-licensed to provide treatment for substance use and co-occurring mental health
disorders; and, 3) artificially restricts competition, decreases patient choice, and increases mental
health and addiction treatment costs. The system does so by denying patients access to hundreds of
thousands of competent, highly skilled and highly trained mental health and addiction treatment
providers2 because these providers are improperly barred from billing Medicare for the costs of treating
Medicare patients.
The vast majority of fully-licensed addiction practitioners are Master’s degree trained and
licensed clinical alcohol and drug counselors. Given the current urgency of the opioid and addiction
crisis, it makes no sense that the current Medicare structure makes it impossible for these highly trained
mental health specialists to treat Medicare patients.
For the millions of patients currently receiving mental and behavioral health services from state
licensed professional counselors, the inability of their providers to get Medicare reimbursement forces
them to have to find new practitioners when they eventually transition to Medicare coverage. This
undoubtedly increases costs and decreases provider effectiveness as new providers will have to
effectively start from scratch. The new providers will have to explore their new patient’s life and
psychological history, earn their new patient’s therapeutic trust, develop a new treatment plan, and
apply the provider’s particular kind of mental health treatment modality.
Allowing hundreds of thousands of highly trained and highly skilled clinical mental health and
licensed clinical addiction counselors to receive Medicare reimbursement will be a major step towards
achieving the purposes of: Guiding Principle 1) of promoting “choice and competition in the market;” of
Guiding Principle 2) of reducing burdensome requirements and unnecessary regulations that prevent
hundreds of thousands of highly-trained clinical mental health and addiction practitioners from
providing cost-effective services to Medicare patients; of Guiding Principle 3, “Patient-centered care, ”
to “empower beneficiaries, their families, and caregivers to take ownership of their health and ensure
that they have the flexibility and information to make choices as they seek care across the care
continuum (bolding and italics added); of Guiding Principle 4, “Benefit design and price transparency …
to ensure cost-effective care that also leads to improvements in beneficiary outcomes; of Guiding

1

A quotations herein are taken from the New Direction document.
There are over 140,000 Licensed Professional Counselors who hold Master’s or Doctoral Degrees in clinical
mental health counseling nationwide. This writer does not know the number of Licensed Clinical Drug and Alcohol
Counselors nationwide. By way of example, in New Jersey there are 3,970 active and 663 application pending
Licensed Professional Counselors (http://www.njconsumeraffairs.gov/pc/Pages/meetings.aspx) and 2069 active
and 515 application pending Licensed Clinical Alcohol and Drug Counselors and 515 pending applications as of
August 25th, 2017 (http://www.njconsumeraffairs.gov/adc/Minutes/Alcohol-minutes-082517.pdf).
2

Principle 5, to “draw on partnerships and collaborations with public stakeholders and harness ideas for a
broad range of organizations and individuals across the country… .”
The Innovation Center indicates that it is interest in testing models in eight focus areas,
including: “Medicare Advantage (MA) Innovation Models” and “Mental and Behavioral Health Models.”
Such models should include an examination of the effect of allowing Medicare beneficiaries access to
mental and behavioral health services provided by fully-licensed clinical mental health and addiction
counselors. Denying Medicare patients access to hundreds of thousands of fully-licensed mental and
behavioral health practitioners would be antithetical to the Innovation Center’s observation that
“Consumer-directed care models could empower Medicare, Medicaid, and CHIP beneficiaries to make
choices from among competitors in a market-driven healthcare system.
The Innovation Center is considering testing models that would allow “Medicare beneficiaries to
contract directly with healthcare providers… .” Medicare currently allows Medicare beneficiaries to
contract with practitioners such as licensed clinical social workers, but prevents Medicare beneficiaries
to contract with the hundreds of thousands of highly trained, highly skilled, and fully-licensed clinical
mental health and licensed clinical addiction counselors. That barrier to Medicare and other
beneficiaries accessing clinicians should and must be removed if the Innovation Center truly wants to
achieve its stated purposes of driving “innovation, better quality and outcomes, and lower costs.”
“CMS is actively exploring potential models focused on behavioral health, including focus areas
such as opioids, substance use disorder, dementia, and improving mental health provider participation
in Medicare, Medicaid, and CHIP.” Allowing the hundreds of thousands of highly trained and highly
skilled clinical mental health and licensed clinical addiction counselors to treat the patients in these
programs by allowing these counselors to be reimbursed under these programs would be a major step
in improving mental health provider participation.
i

Novembe 20, 2017

via email to CMMI_NewDi ection@cms.hhs.gov

Cente s fo Medica e & Medicaid Se vices (CMS)
U. S. Depa tment of Health and Human Se vices (HHS)
7500 Secu ity Bouleva d
Baltimo e, MD 21244
Attn: Request fo Info mation (RFI)
Innovation Cente New Di ection
To Whom It May Conce n:
These comments and ecommendations a e submitted on behalf of the Califo nia
Association fo Coo dinated T anspo tation (CALACT) ega ding the info mal Request
fo Info mation (RFI) issued by the CMS Innovation Cente fo input on a new di ection
to p omote patient-cente ed ca e and to test ma ket-d iven efo ms.

CALACT is a Sac amento-based, statewide, p ofessional association of t ansit
manage s, planne s, and supplie s. Ou membe s include many of the o ganizations
that t anspo t the public, senio s, and pe sons with disabilities th oughout Califo nia and
the agencies that fund these se vices. Ou membe s also include non-p ofit agencies
that p ovide a t ue safety net of t anspo tation se vices to senio s and individuals with
disabilities.

CALACT, the efo e, is a dive se g oup of t anspo tation p ovide s, manage s, planne s,
and supplie s committed to p oviding coo dinated t anspo tation and meeting the needs
of small u ban, u al, and specialized t anspo tation systems.

Please Note that CALACT has ecently commented to the Depa tment’s D aft St ategic
Plan fo FY 2018-2022. Because of the c ucial elationship that public t anspo tation
p ovides in ensu ing custome access to health ca e se vices and facilities, we
inco po ate ou p evious comments by efe ence into this esponse to the RFI. Ou

comment document is attached to this lette fo you convenience, and CALACT
app eciates you conside ation of that input.

COMMENTS REGARDING RFI “GUIDING PRINCIPLES”
Because CMS seeks info mation to “complement what (is being lea ned) f om the
existing initiatives,” public t anspo tation p ovides an excellent oppo tunity to identify
and suppo t b oade pa tne ships fo custome choice and imp oved competition. Such
coope ation with ecipients of funding f om the Fede al T ansit Administ ation (FTA)
would also comply with inte agency coo dination equi ements consistent with Executive
O de (EO) 13330, signed by P esident Geo ge W. Bush.
Rega ding CMS’s inte est in data-d iven insights and p ice/design t anspa ency,
we call to you attention that -- since 1974 -- Cong ess has equi ed public t ansit
agencies to epo t standa dized data ega ding thei financial, ope ations, and asset
conditions. Mo e than 660 t ansit p ovide s th oughout the United States submit thei
epo ts th ough an Inte net-based system to what is now known as the National T ansit
Database (NTD). Mo e info mation, including links to detailed info mation and summa y
p ofiles is available at: https://www.t ansit.dot.gov/ntd. The NTD can p ovide a built-in
sou ce of validated info mation with which CMS can pa tne . In addition, the
Coo dinating Council on Access and Mobility (CCAM), set up unde EO 13330, is
wo king to establish models, p ocedu es, and ag eements ac oss fede al agencies to
identify consistent cost-allocation models, which can also p ovide new bases fo
t anspa ent data.
Rega ding CMS’s inte est in flexible access to patient-cente ed ca e and info mation,
we emind CMS of the vital ole that public t ansit and pa at ansit play in eme gency
situations as well as eve yday life. Du ing the ecent wildfi e disaste s in No the n
Califo nia, when the two main hospitals in Santa Rosa (Sonoma County) we e
evacuated fo two weeks, often it was local and egional public t anspo tation which
p ovided the only access th ough othe wise impassable oads fo patients, thei
families, and healthca e wo ke s who we e widely dist ibuted to othe -than-no mal
facilities. Guiding P inciple #3 should be expanded to include “suppo t se vices” such
as t anspo tation fo beneficia ies, thei families and ca egive s, and, whe e necessa y,
health ca e wo ke s.
With ega d to the inte est in scaled-sized testing, we note that public t ansit and
pa at ansit agencies encompass all community levels th oughout the count y, f om
small one o two-vehicle systems in u al a eas, th ough inclusion of small and la ge
u ban a eas, to even some statewide p og ams. T ansit agencies communicate and
coo dinate well th ough nume ous statewide associations such as CALACT, and with
national p ofessional o ganizations including the Ame ican Public T anspo tation
Association (APTA) and the Community T anspo tation Association of Ame ica (CTAA).

T anspo tation should be ecognized and suppo ted by CMS as pa t of a
comp ehensive solution fo health ca e – p oviding not only access to di ect medical
se vices, but also to acqui e medical necessities such as p esc iptions, and to ensu e
the ability to shop fo healthy nut itious foods and othe quality of life needs.
“POTENTIAL MODELS” WHERE TRANSPORTATION SHOULD BE CONSIDERED
We ecognize that not all of the p oposed models fo innovation that CMS has identified
a e app op iate fo inclusion by public t anspo tation. We have the efo e limited ou
suggestions fo this section of the RFI to 4 of the most p omising oppo tunities fo
pa tne ship. These include:
#1 – Expanded Oppo tunities fo Pa ticipation in Advanced APMs (Alte native Payment
Methods)
A significant numbe of passenge s on local t ansit and pa at ansit use the basic
se vices to access thei health ca e needs. Often the facilities to which they t avel a e
pa t of local hospitals, medical offices, and dialysis clinics, which may be affiliated with
local clinicians’ p actices. T ansit and pa at ansit staff usually develop a elationship
with the medical pe sonnel in se ving thei mutual custome s. To the extent that CMS is
seeking ways to test models that “captu e app op iate data,” local t ansit agencies can
p ovide documentation that identifies almost any c ite ia deemed useful. Fu the , since
Cong ess has also dec eed that a Medica e ca d is valid identification fo ce tain
educed fa es on fixed- oute t ansit, the new ca d developed by CMS should p ovide
anothe pa tne ship oppo tunity. If the new ca d is “swipable,” t ansit technology should
be able to accommodate it as a payment mechanism.
#2 – Consume -Di ected Ca e & Ma ket-Based Innovation Models
Public t ansit and pa at ansit p ovide unmatched oppo tunities fo custome di ected se vice that meets flexible needs while gua anteeing t aceable, t anspa ent
data and accountability. In addition to the fede al epo ting equi ements, public t ansit
se vices in Califo nia a e subject to state-mandated t iennial pe fo mance audits that
document specified met ics and financial data. Many systems conduct egula
custome su veys and satisfaction eviews, as well as encou aging community
engagement th ough adviso y committees and social media. Significant se vice and/o
fa e changes a e subject to public hea ings. Ou custome s know how to contact us,
and a e not shy about exp essing thei opinions!
As one example, Lake T ansit Autho ity in u al No the n Califo nia p ovides a wide
ange of mobility se vices, including “ egula ” fixed- oute bus, “flex” outing, Dial-A-Ride
and ADA pa at ansit, and a voluntee -based p og am fo medical t ips called “Pay You
Pal.” As one example, Lake T ansit Autho ity in u al No the n Califo nia p ovides a
wide ange of mobility se vices, including “ egula ” fixed- oute bus, “flex” outing, Dial-ARide and ADA pa at ansit, and a voluntee -based p og am fo long-distance medical

t ips called “Pay You Pal.” We asked a few egula ide s what the public t ansit
se vices mean to thei healthca e and quality of life:

F ank -- uses both Dial-A-Ride and Fixed Route t anspo tation at least once a week,
and often mo e than once a week.
Frank aid, “The tran it ervice i very important to me. I’ve u ed it to take me
everywhere I need to go after having tran plant (liver and knee) which required me to
give up my licen e. I take the bu to appointment at the ho pital in Lakeport. I could
not afford what it would co t me to take a taxi or pay omeone to drive me. The driver
are wonderful and very helpful. E pecially Driver C** and Driver S**.”
Ma ga et -- uses Dial-A-Ride. She is no longe able to ide egula fixed oute se vice
any mo e. uses the Dial A Ride se vice th ee o fou times pe month.
Margaret aid, “Thi ervice i vitally important for me. It i my only mean of
getting to my doctor appointment a well a the grocery tore and pharmacy. I am o
grateful for the ervice. Taxi would u e up all my income, which i very limited. I love
the driver . All of them are very caring and thoughtful. E pecially Driver C** – he’ an
angel. I ee her helping other people too!”
As FTA g antees, CALACT membe s a e subject to custome -safety p ovisions and
safegua ds, such as D ug and Alcohol testing, that a e usually not equi ed f om p ivate
p ovide s. Ou custome s app eciate knowing the additional aspects that we unde take
to ensu e thei ca eful t anspo t.
#6 – State-Based and Local Innovation, including Medicaid-Focused Models
As CMS is well awa e, eve y State has adopted diffe ent laws and egulations as
to how they administe Medicaid and Medica e p og ams. Califo nia has one of the
mo e limited NEMT (Non-Eme gency Medical T anspo tation) p og ams, while othe
States have mo e “t ansit-cent ic” app oaches. Th ough the auspices of the T ansit
Coope ative Resea ch P og am (TCRP), conducted by the T anspo tation Resea ch
Boa d (TRB, pa t of the National Academies), wo k has begun to document state-bystate diffe ences in t ansit agency pa ticipation. 1 CMS should be a mo e active pa tne
in this wo k, and a new model could test va ious options. Fo example, CMS should
conside ecognizing local t ansit and pa at ansit fa es as a fo m of co-payment fo
access se vices, simila to how an office visit is handled.
1 See TC P Synthesis 65, available for download (Click “View This PDF”) at
http://www.trb.org/Publications/Blurbs/157697.aspx

The siting of locations fo medical facilities can also p ovide majo oppo tunities fo
pa tne ships between t ansit p ovide s and CMS’s beneficia ies and clinicians.
Histo ically, community planning tends to be based on facilities being zoned o situated
whe e land is convenient, with t ansit access as an afte -thought. The e have
occasionally been const uctive elationships whe e imp ovements in t ansit se vice can
align with significant mobility enhancements to medical facilities; pe haps the bestknown is the Cleveland “Healthline” Bus Rapid T ansit se vice, a pa tne ship of the
G eate Cleveland Regional T ansit Autho ity (GCRTA) with the Cleveland Clinic and
Unive sity Hospital.2 Othe notewo thy examples of well-designed t ansit pa tne ships
to enhance access to medical facilities include the Memphis Medical Dist ict
Collabo ative complex, the DART/TRE station in Dallas, and the Oklahoma City
st eetca station at St. Anthony Hospital. But as new medical facilities a e designed and
const ucted, such as to comply with Califo nia’s seismic equi ements, CMS can help to
be a mo e p oactive pa ticipant in “T ansit-O iented Design (TOD).” A model to test this
app oach could b ing significant benefits to CMS beneficia ies and thei communities.
One possible dynamic illust ation would be to open a medium size medical clinic at an
existing t ansit cente . Examples of impo tant va iables that might be measu ed would
include:
 Reduction in t anspo tation costs fo clinic patients
 Inc ease in the f equency of p eventive examinations
 Inc ease in the f equency of childhood vaccinations
 Dec ease in the incidence of complications f om diabetes
If a dialysis clinic could be included in the p oposed t ansit station test p oject, the
especially useful lesson could be the inc ease in the numbe of t ips whe e beneficia ies
can use t ansit to access the clinic, and need a pa at ansit t ip fo the etu n only.
#8 – P og am Integ ity
As g antees fo Fede al and State funds, CALACT’s membe s a e highly cognizant of
the impo tance of p og am integ ity, since we, too, a e esponsible fo the Public T ust.
As noted p eviously in ou comments, we egula ly epo t standa dized data unde the
National T ansit Database, and ou scheduling/dispatching technology can usually be
enhanced to include additional documentation, while especting HIPPA p ivacy issues.
We also encou age CMS to conside pa ticipation in the CCAM cost-allocation model
development. The mo e that fede al and local agencies coope ate, the bette can be
the quality and integ ity of info mation to taxpaye s and the public.
2 See, for example, http://www.riderta.com/healthline/about and
http://www.rtahealthline.com/healthline-what-is.asp

RESPONSES TO RFI “QUESTIONS”
CALACT app eciates the fo mat and st uctu e of the RFI, and we hope that we have
been able to p ovide const uctive esponses to most of CMS’s questions in ou
p eceding comments. Since the agencies that we ep esent a e gene ally ecipients of
fede al funds f om the Depa tment of T anspo tation, and a e p ima ily public agencies
o non-p ofit o ganizations, we do not believe that the e a e any significant isks o
adve se impacts f om having them be involved in any potential testing o model
analysis.
CONCLUSION
CALACT app eciates the oppo tunity to p ovide input and comments to the CMS
Innovation Cente . If you have any questions ega ding these matte s, please do not
hesitate to contact me. Thank you fo conside ing ou pe spectives and suggestions.
Since ely,

Jacklyn Montgome y
Executive Di ecto
CALACT
Attachment: CALACT Comments to HHS D aft St ategic Plan FY 2018-2022

November 13, 2017

Amy Bassano
Acting Director
Centers for Medicare and Medicaid Services
Innovation Center
7500 Security Blvd
Baltimore, MD 21244

VIA ELECTRONIC MAIL:
CMMI_NewDirection@cms.hhs.gov

Re: Request for Information- Innovation Center New Direction
Dear Director Bassano:
The California Association of Health Plans (“CAHP”) represents 48 public and private health
care service plans that collectively provide coverage to over 28 million Californians. We
appreciate the opportunity to provide feedback on the Request for Information (RFI) from the
Centers for Medicare and Medicaid Services (CMS) Innovation Center on a new direction. We
support efforts to engage stakeholders on ideas to drive quality, reduce costs, and improve
outcomes. We hope that the information provided below is helpful and we look forward to
hearing more about your efforts in the coming months.
CAHP’s membership includes all of the health plans that participate in the Coordinated Care
Initiative (CCI), which includes the duals demonstration Cal MediConnect (CMC). We are very
pleased that CMS has provided states the option to continue with the duals demonstrations for
another two years and we are excited that California is one of the states that will take advantage
of this opportunity.
The plans that provide CMC have worked diligently over the past several years to implement a
coordinated system of care that integrates benefits across Medicare and Medicaid, including the
addition of Managed Long Term Services and Supports (MLTSS). Last year CAHP collected
data from the CMC plans to better inform state policy makers about the positive impact that this
program is having on utilization and cost trends. There is also research and anecdotal evidence
that documents the positive beneficiary experience in CMC. Additionally, the CMC plans in
California have consistently been at the top of the quality scores among the duals
demonstrations.
While we know that there is still work to be done, we believe that the data points highlighted
below demonstrate that the CMC is working for members by improving coordination, quality,
and outcomes, and that it is the foundation for long-term payment and delivery system reform.
As CMS determines the future of the Innovation Center it is important to reflect on the positive

work that is already occurring and to see how CMS, states, health plans, and other stakeholders
can work together to achieve the mutual goals of better care at lower costs.
Following is some more detailed information on how the CCI and CMC programs are working in
California and the positive impact it is having on members, utilization, and costs.
Utilization Trends, Key Program Interventions, and Cost Savings
CAHP worked with the CCI plans to collect data to demonstrate the impact that the program has
had on utilization in three key areas: Long-Term Care Days, Inpatient Days, and Emergency
Room Visits. Following is a summary of those results from 2014 to 2016.

The use of a single benefit package in CMC ensures that there is more appropriate utilization
which improves care and creates substantial long-term savings for the state and federal
government. The health plans have implemented integrated and innovative medical-behavioralsocial programs, and we have attached a presentation that provides more detail on the individual
plan interventions that have been the key to driving these utilization trends.
Member Experience
Not only has the CCI shown the promise to provide better, more coordinated care at a lower cost,
but it is also clear from member surveys that overall satisfaction with the CMC program is high
and continues to increase. According to survey research by CMS, CMC enrollees report high
levels of satisfaction.

Additional member surveys conducted by the University of California also demonstrate
continued member satisfaction with the CMC program.

And the trends over time have demonstrated that the member experience continues to improve in
6 key areas ranging from access to the choice of doctors.

While we are excited that CMS is looking for ways to improve the role of the Innovation Center,
we believe that the work being done in the CCI and in other dual demonstrations is just starting
to show the results of years of development and implementation, and that it is important to
continue to build upon the successes that the Innovation Center has already worked with states
and health plans to achieve.
Change can often be difficult and take longer than people would like, but we believe that the data
provided in this letter and the attachment demonstrate that CCI and CMC are working for
members, states, and CMS and that it should be a priority to continue these programs. More
coordinated care that integrates medical, social, and behavioral health care needs is crucial to
finding better solutions for our most vulnerable populations and for developing a system that is
sustainable in the long-term.
We hope that you found this information useful as you develop next steps for the Innovation
center. We are available at your convenience to discuss any of the information in this letter or
provide additional detail about the work that is being done in California with the support of
CMS.
Sincerely,

Athena Chapman
Vice President of State Programs
cc
Kerry Branick, CMS
Mari Cantwell, DHCS

CALIFO

NIA COLLABO ATIVE
FO LONG-TE M
SE VICES & SUPPO TS

(CCLTSS)

Novembe 20, 2017
Amy Bassano
Acting Deputy Administ ato fo Innovation and Quality & Acting
Di ecto ,
Cente fo Medica e & Medicaid Innovation
Cente s fo Medica e & Medicaid Se vices
Depa tment of Health and Human Se vices
7500 Secu ity Bouleva d
Baltimo e, Ma yland 21244-8016
Submitted elect onically to CMMI_New Di ection@cms.hhs.gov
e: Innovation Center New Direction— equest for Information
Dea Ms. Bassano,
Thank you fo the oppo tunity to comment on the Cente fo Medica e
and Medicaid Innovation’s (CMMI) equest fo info mation (RFI) on the
Innovation Cente New Di ection.
The Califo nia Collabo ative fo Long Te m Se vices and Suppo ts is
comp ised of 34 statewide aging and disability o ganizations that
p omote dignity and independence in long-te m living. Ou membe s
include advocates, p ovide s, labo and health insu e s and collectively
we ep esent millions of Califo nia senio s and people with disabilities,
thei ca egive s and those who p ovide health, human se vices and
housing. Based on ou collective expe tise in se ving the aging and
disability populations, we ofe the following input on both guiding
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p inciples and potential models to imp ove cost-efectiveness, access
and quality of ca e.
1. GUIDING P INCIPLES
A.

Benefciary Choice
I.

Clarity in Communications

The f st and second guiding p inciples in the RFI add ess choice and
tools needed to exe cise choice. We suppo t benefcia y empowe ment
so they can make the best choices possible. To make that happen, all
benefcia y communication about a demonst ation, both at the sta t
and th oughout, should be in consume -tested simple language, and
accessible to individuals with disabilities and to those with limited
p ofciency in English.
II.

Tools and Assistance

Among the guiding p inciples set out in the RFI is giving benefcia ies
“the tools and info mation they need to make decisions that wo k best
fo them.” To exe cise info med choice, benefcia ies need easy-to-use
and accessible tools that allow them to compa e options. They also
need to have f ee pe sonalized assistance available to help them
unde stand thei options and thei chosen cove age, something that is
especially impo tant fo the many olde adults and pe sons with
disabilities who have difculties using online esou ces.
III.

Voluntary participation

The RFI st esses the impo tance of p ovide choice and incentives,
favo ing volunta y demonst ations. We u ge that, mo e impo tantly,
benefcia y pa ticipation in any demonst ation that impacts thei
eceipt of se vices should also always be volunta y. Demonst ations
a e, by thei ve y natu e, t ials of untested systems meant to add ess
defciencies. Testing those systems should be a choice available to
benefcia ies and not mandato y.
CCLTSS • 535 Shady Oak Way, Fair Oaks, CA 95628 • www.CCLTSS.org •
@CACollabLTSS
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Benefcia ies with multiple ch onic conditions have often spent months
o yea s developing p ovide netwo ks that wo k well fo them. They
should always be given the option to keep thei p ovide s and not be
equi ed to dis upt thei ca e to pa ticipate in a demonst ation.
B.

Defne and Implement Person-Centered Care Principles

We believe that systems of ca e need to fully inco po ate pe soncente ed ca e cha acte istics that measu e success by what matte s
most to individuals eceiving se vices, including balancing complex
ca e needs with an individual’s daily living goals. We ecommend that
the Innovation Cente inco po ate pe son-cente ed ca e as a guiding
p inciple and test models that p io itize pe son-cente ed ca e.
C.

Standardize Assessment Questions Addressing NonMedical Needs

Olde adults with ch onic conditions and function impai ment have
signifcantly g eate medical spending than those with ch onic
conditions alone. We ecommend that the Innovation Cente test
models that standa dize and implement the use of functional
assessment tools with a minimum set of ca e questions on function
and othe non-medical needs, building a p ocess to coo dinate these
esponses with othe health- elated info mation.
D.

Implement Care Coordination for People with Complex
Care Needs

Ca e coo dination is a co e element of a high quality system of ca e fo
people with complex ca e needs, implemented in pa tne ship with
individuals and guided by thei needs and goals. The e is evidence that
ca e coo dination models can p ovide a etu n on investment if
assessments using function data a e used to ta get se vices. We
ecommend that the innovation cente test models that inco po ate
equi ements fo pe son-cente ed ca e coo dination fo people with
complex ca e needs.
E.

Incentivize Models of Care to Provide Optional Services

CCLTSS • 535 Shady Oak Way, Fair Oaks, CA 95628 • www.CCLTSS.org •
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In o de to meet the needs fo social suppo ts and se vices to people
with multiple ch onic conditions and functional o cognitive needs, we
ecommend that the Innovation Cente test models that develop a
clea st uctu e and p ocess on the use of optional se vices to enable
health plans the fexibility to add ess unmet needs th u the use of
optional se vices, and gathe data that info ms accu ate ate setting
methodologies.
F.

Transparent Model Design and Evaluation

We st ongly suppo t t anspa ent model design, including a b oad
stakeholde pa ticipation in in all stages of planning and
implementation. Rigo ous evaluations a e
also necessa y to dete mine what is wo king well in a demonst ation
and what is not. In addition to looking at health outcomes and fnancial
esults, evaluations should include a benefcia y expe ience element.
To be most useful, evaluation data should be made public as soon as
possible and disagg egated so that impact on pa ticula
subpopulations can be assessed.
G.

Consumer Protections and

obust Oversight

In addition to the guiding p inciples discussed in the RFI, a p inciple
that should always be of p ime impo tance is inclusion of consume
p otections, along with ove sight so that those p otections a e
efective. All demonst ations should ensu e that benefcia ies a e not
ha med by changes. St ong consume p otections must be in place,
including efective appeals and g ievance p ocesses, adequate and
genuinely available p ovide netwo ks, and st ong quality and safety
standa ds. To be efective, these p otections must be accompanied by
ove sight and enfo cement. CMS has an ove a ching obligation to
benefcia ies to p ovide obust ove sight of p ovide s and plans, an
obligation that is even mo e impo tant when new models a e being
t ied and unexpected issues a ise that could ha m benefcia ies.
H.

Ombuds

CCLTSS • 535 Shady Oak Way, Fair Oaks, CA 95628 • www.CCLTSS.org •
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Having an ombuds p og am that can assist benefcia ies in navigating
a demonst ation and that also can identify and add ess systemic issues
has p oved efective in the past. We u ge that an ombuds function,
adequately funded, be pa t of eve y demonst ation.
I.

Systems Testing and

eadiness

eviews

The sta t of any demonst ation is the time when benefcia y access to
ca e can be most at isk, and the issues often a ise f om systems
e o s: failu e of data t ansfe s to wo k co ectly among pa ticipating
entities, coding e o s, unanticipated impact of demonst ation changes
on othe systems o p og ams, etc. We st ongly u ge igo ous and
extensive systems testing befo e the sta t of any demonst ation.
Robust eadiness eview p ocedu es fo pa ticipating p ovide s and
plans, states (if pa ticipating) and CMS itself also need to be developed
fo each demonst ation. Readiness eview should add ess not just
compute systems but pe sonnel commitments to the demonst ations,
p ovide unde standing of the demonst ation and all othe elements.
J.

Continuity of care

A elated sta t-up conce n is continuity of ca e. Even with notices,
many benefcia ies a e caught unawa e when elements of thei ca e
delive y change. Having ca e continuity p otections in place is
essential so benefcia y health is not endange ed. Fo p otections to
wo k, p ovide s must be well educated on thei mechanics. Fu the , the
p otections must be easy fo both p ovide s and benefcia ies to
navigate.

2. POTENTIAL MODELS
A. Consumer Directed Care & Market-Based Innovation
Models
Demonst ations that e ode the unive sality of Medica e cove age by
segmenting benefcia ies into those who can afo d to pay additional
CCLTSS • 535 Shady Oak Way, Fair Oaks, CA 95628 • www.CCLTSS.org •
@CACollabLTSS
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amounts to p ovide s and those who cannot do not advance the goals
of the Medica e statute. Demonst ations that impose additional cost
bu den on st uggling Medicaid benefcia ies o sh ink thei access to
needed se vices do not advance the pu poses of the Medicaid statute.
We st ongly u ge CMMI not to pu sue such models. Advocates a e
enthusiastic about instead wo king with CMMI to inc ease consume di ected ca e and empowe benefcia ies within models that p ovide
positive incentives and that do not th eaten bed ock p inciples in
Medica e and Medicaid.
B. Support for the Dual Eligible Financial Alignment
Demonstration
We ask that CMMI continue to suppo t the Medica e-Medicaid fnancial
alignment initiative (FAI), which is mid-st eam in implementation. The e
has been a huge investment by stakeholde s, plans, states, and MMCO
in the design and implementation of the FAI, and much is being lea ned
about what wo ks and what does not, best p actices, alignment of
incentives and many othe elements involved in the ca e of dual
eligibles, who a e disp opo tionately the highest need, highest cost
benefcia ies fo both the Medica e and Medicaid p og ams.
Seve al hund ed thousand benefcia ies a e cu ently en olled in FAI
state demonst ations. Shutting the demonst ations down just as the
implementation phase is bea ing f uit would cause signifcant
dis uption in thei ca e. Fu the , the demonst ations in the pa ticipating
states dife in signifcant aspects, p oviding a wealth of info mation
and on-going lea ning as plans and states identify implementation
challenges and develop esponses. Much value would be lost if, afte
all the g oundwo k that has been laid, the demonst ations a e not
allowed to play out at this c itical stage. Continuing to suppo t the FAI
will p ovide time fo a tho ough evaluation of the impact of the
dife ent state models on benefcia y outcomes and p og am costs.
C. Mental and Behavioral Health Models
CCLTSS • 535 Shady Oak Way, Fair Oaks, CA 95628 • www.CCLTSS.org •
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We also encou age CMMI to develop models that focus on t eating the
whole pe son and imp ove cove age and integ ation of mental health
and substance use diso de s se vices into p ima y ca e. Mental health
is a c itical issue fo olde Ame icans, as one in fve olde adults has a
mental health issue, and olde men have the highest suicide ate of
any g oup, acco ding to the CDC. Fo dual eligibles, the issue is even
mo e u gent. About 44% of olde adults and pe sons with disabilities
who a e dually eligible fo Medica e and Medicaid have at least one
mental o cognitive condition, while mo e than half of all Medica e
inpatient psychiat ic facility patients a e dual eligibles. The mental
health needs of pe sons who a e dually eligible a e often ove looked in
t aditional medical settings, a costly inte vention that also esults in
inadequate mental health ca e. Stigma and inadequate sc eening
mechanisms p event benefcia ies f om accessing behavio al health
se vices.
We st ongly u ge CMMI to p omote integ ation of mental health and
substance use diso de se vices in all models and build upon the
existing efo ts in the dual eligible demonst ations.

D.Mental and Behavioral Health Models for Persons with
Dementia
An ove whelming majo ity of pe sons with dementia expe iences
psychotic symptoms o agitation, efe ed to as behavio al and
psychological symptoms of dementia (BPSD). Many such symptoms
a e the impetus to falls, weight loss, infection, incontinence, and
nu sing home placement, and cause conside able ca egive st ess.
Efective psychosocial inte ventions can d amatically imp ove afected
individuals’ quality of life and potentially save dolla s spent on the
complications noted above. Any inte vention tested by CMMI should
inco po ate t aining and education fo health p ofessionals and family
CCLTSS • 535 Shady Oak Way, Fair Oaks, CA 95628 • www.CCLTSS.org •
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ca egive s as many of these behavio s occu in the home and will be
managed by ca egive s. Additionally, multiple inte ventions and
egula eevaluation should be included in any model since an
afected pe son’s needs--f equently exp essed th ough behavio s--can
change f om day to day and ac oss the disease spect um. Finally, any
model should be built a ound the quality of a benefcia y’s life and be
g ounded in pe son-cente ed ca e.
E. Implement the PACE Innovation Act
Cu ently, P og ams of All-inclusive Ca e fo the Elde ly (PACE) may
only en oll benefcia ies who a e at least 55 yea s of age and eligible
fo a nu sing home level of ca e. Passage of the Pace Innovation Act
now allows CMMI to pu sue a numbe of PACE-like pilots that would
allow othe high-cost, high-need populations to en oll in pilot p og ams
modeled on PACE and to beneft f om the highly coo dinated, fully
integ ated, patient-cente ed ca e fo which PACE is well known. We
ecommend development of PACE-like pilots that could successfully
se ve a numbe of populations beyond the t aditional PACE population,
including:






Medica e-only benefcia ies;
Benefcia ies with mobility-limiting disabilities;
At- isk medically complex benefcia ies;
Benefcia ies with an intellectual o developmental disability;
Benefcia ies with behavio al health conditions.

In pa ticula , the e is potential to explo e adapted PACE models that
would ta get “p e-PACE” populations, those with complex, ecu ent
and/o ch onic medical and health needs who do not qualify fo nu sing
home level of ca e. These models would be designed to focus on
benefcia ies with conditions that a e manageable via ea ly detection
and inte ventions that lead to imp oved utilization and quality of life,
and that employ co e se vices that a e pa t of the PACE model such as
CCLTSS • 535 Shady Oak Way, Fair Oaks, CA 95628 • www.CCLTSS.org •
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ca e coo dination, t anspo tation, suppo tive se vices and p ima y
ca e. These “p e-PACE” models could be pa ticula ly adapted to se ve
Medica e-only benefcia ies, pa ticula ly those at isk of spending down
to become Medicaid eligible, and Medica e, Medicaid eligible and dual
benefcia ies with medically complex conditions who a e at isk of
needing nu sing home ca e, as pa t of the At-Risk Medically Complex
Benefcia y PACE-like pilots.
We also u ge CMS to include p ovisions to add ess the sustainability of
the models it decides to move fo wa d with. We believe p ovisions that
suppo t the extension of successful pilots o demonst ations could
make them mo e feasible and encou age mo e o ganizations to
unde take them.
F. Oral Health Integration and Models
In addition to the potential models discussed in the RFI, we
ecommend CMMI test and p omote models of ca e that p ovide
comp ehensive, integ ated health ca e that includes integ ated o al
health se vices. Add essing a pe son's o al health needs is essential in
ensu ing imp oved health outcomes and is a necessa y component of
patient cente ed ca e. We u ge CMMI to place an emphasis on
developing models that focus on t eating the whole pe son and
imp oving integ ation of o al health se vices into all aspects of health
ca e.
We also ecommend that CMMI develop a demonst ation that would
ofe o al health benefts th ough Medica e cove age. Cu ently
Medica e cove s ve y limited o al health ca e, with no p eventive o
outine dental ca e cove age. Consequently, Medica e ecipients’ o al
health is neglected, which esults in p eventable tooth loss, inc eased
eme gency oom use, and a decline in ove all health and quality of life.
One qua te of individuals age 60 and ove no longe have thei natu al
teeth, and twenty-th ee pe cent of olde adults have seve e gum
disease, which inc eases thei isk fo aspi ation pneumonia and othe
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infections. Developing a model that adds dental ca e to Medica e’s Pa t
B beneft would advance the goal of integ ating o al health into total
health ca e by inco po ating the beneft administ atively into the
Medica e p og am that cove s othe health ca e p ovide s.
G.Alternative Payment Models
We encou age CMMI to test models that integ ate and delive
comp ehensive medical and non-medical needs, beginning with ea ly
detection and diagnosis of Alzheime ’s and elated dementias.
Individuals newly diagnosed with Alzheime ’s have highe health ca e
use and costs in the yea p io to diagnosis and in the two yea s afte
diagnosis than those who do not eceive this diagnosis. While mo e
wo k is needed to unde stand the unde lying causes of inc eased use
of health ca e se vices immediately p io to and afte eceiving a
diagnosis of Alzheime ’s, it may be att ibuted to ca e fo disability and
inju ies, such as falls, that might esult f om the ea ly stage of the
disease; t eatments elated to cognitive impai ment o coexisting
medical conditions; and costs of diagnostic p ocedu es. P omoting
ea ly detection and accu ate diagnosis can help to ensu e that
benefcia ies with dementia eceive the most app op iate, highest
quality of ca e.
Pe sons with dementia and othe complex benefcia ies need help
managing thei como bid conditions, thei behavio al health and
safety challenges, long-te m ca e options, and end-of-life p efe ences,
among othe conce ns. Failing to meet these needs esults in
unnecessa y and inapp op iate health ca e costs. We believe the e is
signifcant potential fo savings that could come with models that ofe
comp ehensive, integ ated se vices.
H.Implement Models to Increase Availability of Afordable
Housing Options
The inability to access afo dable housing is a signifcant ba ie to
community t ansitions, and many individuals expe ience inapp op iate
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institutionalization solely due to the lack of afo dable and accessible
housing. P og ams such as the Money Follows the Pe son
demonst ation have shown success in t ansitioning people f om
institutional settings to the community by assisting them to access
housing. We ecommend that the Innovation Cente conside
innovative ways to pa tne with the U.S. Housing and U ban
Development Depa tment to test models to fu the afo dable housing
options that would allow pe sons with multiple complex conditions
timely access to housing to p event unnecessa y institutionalization
and the elated costs.
I. Creating Access to Health Services in Housing
Today, ove two million individuals age 65 and ove live in publicly
subsidized housing p ope ties located in u ban, subu ban and u al
communities ac oss the count y. Ove 70 pe cent of these elde ly
esidents a e dually eligible fo both Medica e and Medicaid, have fve
o mo e ch onic conditions, a e taking multiple medications and incu
highe healthca e expenditu es than thei dual eligible pee s living in
the community, but not in subsidized cong egate envi onments. This
cong egate housing setting p ovides a unique platfo m fo identifying
low-income olde adults with va ious health ca e isks and ta geting a
ange of p eventative, ch onic ca e management, ca e coo dination
and t ansitional ca e se vices to delay o avoid high cost utilization
including eme gency depa tment and hospital visits and nu sing home
placement. In addition to the economies of scale ofe ed by many lowincome olde adults living unde the same oof, many of these HUD
and/o state subsidized sites have housing-based se vice coo dinato s
dedicated to helping these esidents age successfully in thei
communities.
We believe that by incentivizing Medica e Advantage (MA) Plans to
en oll g oups of low income senio s and individuals with disabilities
living in afo dable housing p ope ties, embedding ca e management
teams within senio housing, CMS will inc ease consume - di ected
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ca e, c eate info med p esc iption d ug consume s, and b ing mental
and behavio al health suppo ts to people at the most efective
location - whe e they live.
We also see oppo tunity fo CMS’s Innovation Cente to go beyond
Fee-Fo -Se vice (FFS) and MA plans. By testing a multi-paye payment
app oach funded by public and p ivate paye s, CMS can evaluate how
to inc ease pa ticipation in data-d iven, volunta y ca e management
p og ams designed to inc ease choice, imp ove ca e quality and
educe cost. A multi-paye pool will p ese ve consume choice of
p ovide s and insu e s.
J. Implement the Support and Services at Home (SASH)
Model
The Suppo t and Se vices at Home (SASH) model, developed in
Ve mont has demonst ated p omising esults including an ongoing
eduction on the g owth of Medica e expenditu es fo the SASH
pa ticipants elative to non-SASH pa ticipants and anothe cont ol
g oup in New Yo k. Cu ently, ove 140 HUD 202, USDA Ru al
Development Section 515, tax c edit and public housing autho ity
buildings a e pa t of
the SASH netwo k. The SASH netwo k di ectly links these communities
to the medical homes and ACOs that Ve mont c eated du ing the
state’s health ca e efo m initiative.
Each SASH p ope ty has a se vice coo dinato and pa t-time wellness
nu se fo eve y 100 esidents. The se vice coo dinato and wellness
nu se positions p ovide a numbe of se vices including: assessing the
se vice needs and goals of individuals who a e willing to pa ticipate in
the p og am; developing individual and community-wide healthy
aging plans; and engaging in evidence-based p evention and health
p omotion
activities, health monito ing, coaching and ca e coo dination with
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p ima y ca e p ovide s and othe health and social se vices p ovide s.
SASH inco po ates all six of CMS’s guiding p inciples. SASH is a PatientCente ed model that is volunta y, p otects p ovide choice, and
p ovides the tools and info mation consume s need to make decisions
that wo k best fo them. Fo example, SASH has inc eased advance
di ectives by 40 pe cent. SASH focusses on Mental and Behavio al
Health by pa tne ing with mental health agencies on p og ams such as
the Ze o Suicide initiative. Ve y low-cost inte ventions have led to a
eduction in systolic blood p essu e fo 70 pe cent of the SASH
Hype tension Management pa ticipants.
The e is g eat potential fo afo dable senio housing p ope ties to
pa tne with Medica e Advantage Plans to imp ove ca e coo dination,
add ess social dete minants of health and educe costs fo the
Medica e p og am.
We would like to see CMMI suppo t a ta geted demonst ation to explo e
options fo expanding Medica e Advantage Plan benefts to cove a
wellness/se vice coo dination function fo elde ly and younge disabled
esidents of afo dable housing. We hope that CMMI explo es seve al
options including cove age fo individuals en olled in Advantage Plans
o a housing-based beneft that would be ta geted to the p ope ty as a
whole th ough a multi-paye app oach. We st ongly encou age CMS to
discuss these new di ections with HUD, LeadingAge, The National Well
Home Netwo k, afo dable housing p ovide s, othe stakeholde s and
benefcia ies.

Thank you fo the oppo tunity to submit comments. If any questions
a ise conce ning this submission, please contact me at 916-862-4903.
Since ely,
CCLTSS • 535 Shady Oak Way, Fair Oaks, CA 95628 • www.CCLTSS.org •
@CACollabLTSS
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Lau el Mild ed, MSW
For the California Collaborative
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November 20, 2017

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W., Room 314-G
Washington, D.C. 20201
SUBJECT: Centers for Medicare & Medicaid Services: Request for Information on
Innovation Center New Direction
Dear Administrator Verma:
On behalf of our more than 400 hospital and health system members, the California Hospital
Association (CHA) appreciates the opportunity to submit comments on the Centers for Medicare
& Medicaid Services’ (CMS) request for information on the development of alternative payment
models and the future of the Center for Medicare & Medicaid Innovation (CMMI). CHA
continues to support the development and use of alternative payment and delivery models to
reward better, more efficient, coordinated and seamless patient care and looks forward to
offering our guiding principles for the development of successful alternative payment models.
CHA appreciates that CMS is engaging with stakeholders on its new direction for CMMI and the
development of new alternative payment models. In addition to this request for information,
CHA is pleased that CMMI has demonstrated its commitment to engagement through meetings
such as the recent Behavioral Health Payment and Care Delivery Summit and continued support
of the Health Care Payment Learning and Action Network.
CHA shares a number of guiding principles toward new model designs that CMMI has offered in
its request for information. For example, CHA agrees that there should be a focus on voluntary
models that reduce burdensome requirements and unnecessary regulations to allow providers to
focus on providing high-quality, patient-centered care. CHA also shares CMMI’s commitment to
transparent model design and evaluation and looks forward to continued engagement as CMMI
builds on the experiences of previous alternative payment model participation and continues to
move Medicare payments from a volume-based system to a value-based system. In the
comments below, we offer a number of additional factors for CMMI to consider in future model
design. In summary, CHA:
 Supports voluntary, rather than mandatory, participation in alternative payment models.
 Supports episode-based bundled payment models that recognize hospitals as the most
appropriate initiator.
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Supports the development of alternative payment models that feature prospective
payment methodologies that allow California hospitals to build on experience with
capitation under managed care.
Supports the robust use of risk adjustment — including for sociodemographic status,
where appropriate — to ensure providers caring for more complex patients do not appear
to perform poorly on quality and cost measures under alternative payment models.
Supports a phased approach to financial risk that recognizes the significant investment
risks associated with the development of alternative payment models in the early years of
implementation.
Supports the removal of legal and regulatory barriers to clinical integration, as well as
modifications and waivers to Medicare policies that deny hospitals the flexibility to
provide the most efficient and clinically appropriate care.

APM PARTICIPATION SHOULD BE VOLUNTARY
CHA supports CMMI’s guiding principle of provider choice and incentives that focus on
voluntary models. CHA and our member hospitals continue to support voluntary, rather than
mandatory, alternative payment models that promote alignment between hospitals and
physicians, improve the quality of care provided to patients and lower costs. As the number and
scope of alternative payment models increase, hospitals should be able to determine which
models most closely align with their organization’s unique strategic goals.
With the Bundled Payment for Care Improvement (BPCI) Initiative, CMS offered providers
voluntary opportunities to assume financial and performance accountability for episodes of care.
Many California hospitals took the opportunity to test these new models and have reported
successful experiences in improving the coordination and delivery of care to their patients. While
achieving positive financial outcomes has been a challenge, many providers continue to invest in
the long-term strategy with the hope of a significant return on their investment. As the initial
BPCI models near their completion date, hospitals continue to look for opportunities to build on
the successes of their participation.
CHA is encouraged that CMS has stated its intention to build on the BPCI models with an
anticipated new version that would qualify as an advanced alternative payment model under the
requirements of the Medicare Access and CHIP Reauthorization Act of 2015. The creation of
such a model would be an important incentive for hospitals and their affiliated physicians to
better align efforts to improve care and would support CMS’ goal of expanding advanced
alternative payment model opportunities. In addition, we appreciate that CMS created Track 1 of
the Comprehensive Care for Joint Replacement (CJR) Model, which qualifies as an advanced
alternative payment model. However, we ask CMS to consider removing all mandatory markets
from the CJR model, and implement a fully voluntary program that allows hospitals flexibility to
determine the best path to alternative payment for them and their communities.
We urge CMS to expeditiously pursue the creation of new, voluntary advanced alternative
payment models, such as Advanced BPCI, that would allow hospitals to not only capitalize
on the work many of them already have done to prepare for such models, but also advance
their partnerships with clinicians to provide better quality and more efficient care.
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HOSPITALS AS THE EPISODE INITIATOR
CHA supports the development of models that recognize hospitals as the most appropriate
initiator in episode-based bundled payment models. Despite the challenges and concerns that
hospitals face in implementing these models, hospitals are better equipped than other providers
to provide infrastructure related to health information technology to implement these programs.
In addition, hospitals are experienced in the necessary patient and family engagement and
discharge planning programs upon which to achieve efficiencies under these models. Hospitals
take the financial responsibility of being held accountable for an episode of care very seriously,
and are committed to working collaboratively with physicians and post-acute care providers
under new models to improve the quality and efficiency of care. To that end, we encourage CMS
to include strong incentives for clinicians and post-acute care providers to participate in these
models.

APMS SHOULD FEATURE PROSPECTIVE PAYMENT METHODOLOGIES
CHA supports the development of alternative payment models that feature prospective, rather
than retrospective, payment methodologies. California’s hospitals have a proven track record of
efficiency under capitated models due to our experience with managed care. While participation
in BPCI Model 4, which offers a prospective payment methodology, was lower than Models 1-3,
which featured retrospective methodologies, we believe underlying problems with the model
design — not the approach of a prospective payment methodology — are to blame. Of particular
importance in a capitated prospective payment methodology is ensuring appropriate risk
adjustment for patient condition and severity. We look forward to working with CMMI to
develop models with prospective payment methodologies that support patient-centered care that
allows for individualization of service delivery, and improved care coordination that
accommodates acute, post-acute and chronic care management.

QUALITY AND COST MEASURES SHOULD BE APPROPRIATELY RISK-ADJUSTED
CHA strongly urges the robust use of risk adjustment — including adjustment for
sociodemographic status, where appropriate — to ensure providers do not perform poorly on
performance measures simply because they care for more complex patients. The evidence
continues to mount that sociodemographic factors beyond providers’ control — such as the
availability of primary care, physical therapy, easy access to medications and appropriate food,
and other supportive services — influence performance on outcome measures. For example, a
January 2016 report issued by the National Academy of Medicine found evidence that a wide
variety of social risk factors may influence performance on certain health care outcome
measures, such as readmissions, costs and patient experience of care.
In addition, the Improving Medicare Post-Acute Care Transformation Act required the
Department of Health and Human Services Office of the Assistant Secretary for Planning and
Evaluation to conduct a study of risk adjustment for sociodemographic status on quality and
resource use measures, and to incorporate them as feasible and appropriate through future
rulemaking. This report demonstrates that clinicians, hospitals and post-acute providers alike are
more likely to score worse on CMS pay-for-performance programs when they care for large
numbers of poor patients.
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Together, these reports provide evidence-based confirmation of what hospitals and other
providers have long known — patients’ sociodemographic and other social risk factors matter
greatly when trying to assess the performance of health care providers. Unfortunately, failing to
adjust measures for sociodemographic factors when necessary and appropriate can adversely
affect patients and worsen health care disparities because the penalties divert resources away
from hospitals and other providers treating large proportions of vulnerable patients. It also can
mislead and confuse patients, payers and policymakers by shielding them from important
community factors that contribute to poor outcomes.
CHA urges the agency to incorporate sociodemographic adjustment into any quality or
cost measures used to assess performance in future alternative payment models.

FINANCIAL RISK CALCULATIONS SHOULD RECOGNIZE UPFRONT INVESTMENTS
CHA understands that taking on financial risk is an important incentive for hospitals and
clinicians to provide more efficient care. However, we believe that CMS should take an
expansive approach toward risk that recognizes and rewards movement toward participation in
alternative payment models with increasing steps toward risk.
In this phased approach toward risk, CHA urges CMS to recognize the significant up-front
investment required of providers that develop and implement alternative payment models. To
develop the clinical and operational infrastructures necessary to better manage patient care, these
providers must invest substantial time, energy and resources. An analysis by the American
Hospital Association estimated start-up costs of $11.6 million for a small accountable care
organization and $26.1 million for a medium accountable care organization. Despite this
significant up-front financial investment, CMS has not yet developed a methodology that
accurately captures the substantial costs associated with implementing successful alternative
payment models. CHA urges the agency to develop such a methodology to quantify and
capture up-front investments in alternative payment model infrastructure to qualify as
financial risk in future models.

LEGAL AND REGULATORY BARRIERS MUST BE WAIVED UNDER APMS
Both federal and California state law create serious barriers to clinical integration, which is
essential to creating efficiencies and improving care under alternative payment models. Clinical
integration depends on hospitals, doctors, nurses and other caregivers working as a team to
ensure that patients get the right care, at the right time, in the right place. Shared savings and
gainsharing provide important mechanisms for aligning providers' interests to decrease health
care costs while improving quality, as the health care industry transitions from volume- to valuebased payment.
However, both federal and state law create serious barriers to achieving these goals. As Congress
recognized last year, the Stark Law — which was originally enacted to ban physicians from
referring patients to facilities in which the physician has a financial interest (self-referral) — has
developed and expanded over the years to now ban or impede arrangements designed to
encourage hospitals and doctors to work together to improve patient care at reduced cost in a
clinically integrated model. By requiring that compensation be fixed in advance and based only
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on hours worked, the Stark Law effectively prevents — or, at best, creates substantial barriers to
— payments tied to achievements in quality and efficiency. In addition, the anti-kickback statute
and civil monetary penalties create further barriers and complications. If efficiencies and
outcomes are to be improved, the financial interests of members of the health care team need to
be aligned; protection for these efforts must cut across fraud and abuse laws.
In addition, California has its own set of state laws designed to prevent health care fraud and
abuse, including anti-kickback laws (California Business and Professions Code § 650);
prohibitions on payment for patient referrals (Health and Safety Code § 445); physician selfreferral prohibitions (Health and Safety Code § 650.01 et seq.; Labor Code § 139.3(3),
applicability to workers’ compensation payments); and antitrust laws, including the Cartwright
Act (Business and Professions Code §§ 16700-16770). While these state laws may be similar to
their federal counterparts, they differ substantially both in their scope and the specific conduct
prohibited, necessitating that any transaction or arrangement be separately analyzed for
compliance with California law.
Finally, California is uniquely challenged by one of the strongest bans on the corporate practice
of medicine in the United States, prohibiting all but a handful of hospitals from employing
physicians — thereby depriving hospitals of one of the simplest and most straightforward means
of aligning incentives between hospitals and physicians. Further, California’s corporate practice
ban may be violated in cases where a lay entity, such as a hospital, exerts control over a
physician’s medical judgment or profits directly from a physician’s practice of his or her
profession, thereby limiting hospitals’ ability to incentivize quality and resource use through
standardized, evidence-based practice. State law poses a significant challenge to aligning
incentives, making flexibility at the federal level incredibly important to California
hospitals. The cost of doing business is increased by the need for complex business
agreements in order to appropriately navigate a complex regulatory framework.
While CHA understands that removing these barriers ultimately requires legislative action,
we urge the Health and Human Services Secretary to work with other agencies and
legislators to remove legal barriers to permit financial arrangements designed to foster
collaboration in health care delivery, and incentivize and reward efficiencies and
improvements in care.
Further, additional modifications and waivers to Medicare policy are required to ensure that
hospitals have maximum flexibility in providing efficient, high-quality care. CHA appreciates
that the administration has expressed a commitment to reducing regulatory burden on providers,
and we urge CMS to take this opportunity to create a regulatory environment that allows
hospitals and their partners to innovatively transform care delivery while meeting the needs of
patients in their communities.
Importantly, we urge the agency to streamline and simplify program waivers across all
alternative payment models wherein hospitals assume financial risk. Patients attributed to
episode payment model populations in hospitals are not always easily identifiable, and creating
variations on existing waivers further complicates administering and operationalizing these
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programs. Allowing hospitals appropriate judgement in their use of standardized waivers, rather
than creating rigid criteria for application of such a waiver, would be a more prudent approach.
As these programs evolve, we cannot continue to tie ourselves up in regulatory morass so much
so that we paralyze our clinical care teams and their use of clinical judgement. Therefore, we
urge CMS to consider the following additional policy modifications and waivers as it
designs future alternative payment models:
Hospital Discharge Planning Requirements
Current hospital discharge planning requirements that prohibit, or otherwise limit, information
hospitals may provide on post-hospital services inhibit efficient care coordination. CHA urges
CMS to waive such requirements in models that hold participating hospitals financially
accountable for quality and costs for the entire episode of care so that the hospital has the
flexibility to direct patients to the most clinically appropriate next setting of care.
Inpatient Rehabilitation Facility 60 Percent and Three-Hour Rules
The inpatient rehabilitation facility prospective payment system “60 percent rule” requires that at
least 60 percent of a facility’s patients (Medicare and non-Medicare) have conditions or
diagnoses that fall within a list of 13 specific diagnostic categories, either as a primary diagnosis
or as a qualifying comorbidity. Given that the design of certain alternative payment models is
expected to decrease the volume of patients referred to these facilities, CHA urges CMS to
consider waiving this requirement. In addition, under models that include a voluntary per-diem
type payment method, the three-hour requirement for therapy should also be waived.
Pre-Admission Home Evaluation Services
Home health agencies are prohibited from performing free pre-operative home safety
assessments for patients scheduled to undergo surgery. Future alternative payment models should
waive this policy and provide payment for pre-admission visits, which would result in more
informed post-acute care plans, a decreased likelihood of falls and readmissions, and a more
patient-centered care plan. Our hospital-affiliated home health agencies are especially adept at
working with clinicians to assess the patient’s care needs, including his or her ambulatory limits
or other functional impairments, and should not be prevented from working collaboratively to
generate a care plan at the pre-admission stage that helps transition the beneficiary to the lower
cost community-based setting as needed.
Home Health Homebound Rule
CHA urges CMS to waive the requirement that a beneficiary be “home-bound” in order to
receive home health services under future alternative payment models. CMS has previously
stated that this requirement helps differentiate between patients who require medical care at
home versus patients who could more appropriately receive care in a less costly outpatient
setting. However, hospitals that assume financial responsibility under alternative payment
models would not have an incentive to direct patients to home health when a less costly option,
such as outpatient therapy, would also be clinically appropriate. In contrast, they may find good
clinical rationale for utilizing home health services for non-homebound patients. In fact, CMS
itself has acknowledged that waiving the homebound requirement could result in lower episode
spending in some instances, such as helping a non-homebound beneficiary avoid a hospital
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readmission. Again, CMS should allow physicians, working together with participating hospitals,
to determine the most clinically appropriate plan for a patient’s post-acute care, unimpeded by
regulatory barriers.
Transition Planning
The federal anti-kickback statute should be waived to allow hospitals participating in alternative
payment models — including, without limitation, home health providers — to assist with
discharge planning for beneficiaries and to coordinate care transitions. For instance, better
transition planning, in particular assessing readiness for in-home care services or other lower cost
settings, is critical to the success of many episode-based payment models.
Skilled-Nursing Facility Three-Day Rule
CHA urges CMS to waive the skilled-nursing facility three-day rule in future alternative
payment models. Furthermore, as we have previously stated in our comments on the
Comprehensive Care for Joint Replacement Model, we oppose policies to limit the waiver to
certain performance years or to only those facilities with at least a three-star rating in the FiveStar Quality Rating System on the Nursing Home Compare website. In addition to the limited
availability of these facilities in certain markets, we also have continued concerns about the
opportunities and challenges of the five-star ratings, particularly the limitation of certain quality
indicators for specific post-acute populations (e.g., reporting pain post-orthopedic surgery). We
believe this is an unnecessary requirement that only holds the hospital accountable for what will,
ultimately, remain beneficiary choice.
CHA appreciates the opportunity to provide CMS and CMMI with our principles for the
development of future alternative payment models. If you have any questions, please contact me.
Sincerely,
/s/
Alyssa Keefe
Vice President, Federal Regulatory Affairs

November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244–1850
Re:

Comments in Response to Centers for Medicare & Medicaid Services (CMS) Request for
Information (RFI): Innovation Center New Direction

Dear Administrator Verma:
On behalf of the California Life Sciences Association (CLSA), thank you for the opportunity to submit
feedback in response to the Center for Medicare and Medicaid Innovation’s (CMMI) Request for
Information (RFI) on “a new direction to promote patient-centered care and test market-driven reforms
that empower beneficiaries as consumers, provide price transparency, increase choices and competition
to drive quality, reduce costs, and improve outcomes.”
CLSA is the premier statewide public policy and business leadership organization representing
California’s life science innovators, including medical device, diagnostic, biotechnology and
pharmaceutical companies, research universities and private, non-profit institutes, and venture capital
firms. California is home to nearly 3,249 biomedical and life sciences companies, providing
approximately 298,709 jobs in the vibrant medical technology clusters in and around San Diego, San
Francisco, Los Angeles, Orange County and other regions across the state. Our state’s innovative
companies and research institutions are vital in the research and development of groundbreaking
medicines and technologies that offer cutting edge tools to diagnose, treat and prevent conditions like
cardiovascular disease, chronic pain, diabetes, and cancer.
On behalf of the California life sciences innovators we represent, our comments are divided into two
categories below.
1. Address Barriers to Adoption of Innovative Value-Based Care Models
We are aware that several of our national trade association partners – including PhRMA, AdvaMed, and
BIO – and individual medical device and pharmaceutical manufacturers intend to submit detailed
comments in response to this RFI. These same entities have also previously submitted letters to the
Office of Inspector General (OIG), and/or issued public reports or guiding principles proposing a wide
range of reforms aimed at better facilitating and supporting value-based care arrangements and
services, and better supporting the current care delivery system. We generally align our views as
consistent with those of the aforementioned entities.
As new ideas for care and payment models are explored, however, there is collective recognition that
existing regulatory and legal constructs present some real challenges to the broader development and
adoption of such innovative models.
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In particular, we encourage your evaluation of and engagement in efforts seeking to update existing
federal laws that are critical for not only allowing innovation in healthcare, but actively encouraging
innovation in healthcare coverage, payment, delivery and financing.
•

The Federal Anti-Kickback Statute (AKS) prohibits offering or receiving anything of value in return
for referring a patient for items or services reimbursed by a federal healthcare program, except
under certain circumstances (e.g., that an exception or safe harbor applies). The AKS applies
broadly to a large range of healthcare stakeholders, including providers, device and drug
manufacturers, health plans, and other vendors.

•

The Physician Self-Referral (Stark) Law prohibits physicians from referring patients to a healthcare
organization with which the physician has a financial relationship, if the referral is for designated
services reimbursed by Medicare or Medicaid. The Stark Law also prohibits the healthcare
organization from billing for such services, except under certain circumstances.

These laws were enacted to limit the influence of financial relationships on choice of treatment approach,
and reduce overutilization under traditional fee-for-service healthcare. However, as noted above, the
laws pose present some real challenges to the broader development and adoption of beneficial valuebased arrangements to improve care and reduce costs. For example, the laws contain ambiguities that
are hard to interpret, as well as penalties that make it potentially ruinous to adopt the wrong
interpretation. While waivers and exceptions are available, they are often viewed as restrictive (e.g., most
of the existing waivers exclude manufacturers from even voluntary participation in innovative alternative
payment model programs), suggesting that new waivers/exceptions may be needed. Examples of these
kinds of arrangements that may be deterred are:
•
•
•
•

Bundling of items and services tied to a specific clinical outcome
Payment for corrective services if a targeted clinical outcome is not achieved
Provision of ancillary items and services at no additional cost
Adopting innovative pricing methods in an Average Sales Price or Best Price framework

To encourage the robust adoption of innovative value-based models, proposals advocated by our
national trade partners or individual manufacturers have included a wide range of viable and meaningful
reforms to existing warranty, discount, personal services and managed care safe harbors, and the
creation of new safe harbors for value-based payments, group purchasing or PBMs, and analytics and
data use.
Without expressly endorsing or opposing any of these proposals, we do applaud the many new ideas being
brought forward to make healthcare more accessible and affordable while also promoting accountability.
We appreciate that CMS is taking this important step to solicit stakeholder feedback on the future
direction of the Innovation Center, and would strongly encourage CMMI to carefully assess the legal or
statutory barriers that may hinder the testing or adoption of innovative value-based payment models,
including voluntary, collaborative participation by manufacturers. Further, we encourage CMMI to use
its influence and unique role as a driver of innovation in government healthcare programs (and beyond)
to urge CMS and the OIG to establish a new value-based arrangement Stark Law exception and AKS safe
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harbor that would apply to all healthcare entities regardless of whether or not they participate in a
CMMI model.
2. Encourage Uniqueness and Flexibility in Test Model Design
CLSA also encourages CMS to include broad stakeholder input when designing, implementing and
adopting new coverage and payment models, including setting appropriate parameters for the patient
population, therapies or invention, or providers and care setting to be assessed. Further, the express
inclusion of patient preference is critical for ensuring desired outcomes are achieved
a. Develop Targeted Models for Specific Solutions
In general, we encourage CMMI to carefully consider the uniqueness of each value-based coverage and
payment model and resist a “one-size-fits-all” model. We endorse the limits CMMI has proposed
adopting for its future programs (e.g., no national or mandatory or open-ended programs) and support
the use of small, voluntary demos that are tested and evaluated prior to broader adoption. We urge
CMMI to resist presuming that any one model will work for all therapies in a given class or that have the
same indication. Instead, flexibility must be maintained to allow each arrangement to develop relative
to the therapy, patient population and providers involved. By extension, CMMI should consider ways to
ensure that its processes for model development, implementation and revision do not undermine the
flexibility and timeliness needed in support of these arrangements.
b. Integrate Patient Preference Information into CMS Coverage Models and Decisions
CLSA recommends that CMS prioritize the use of patient preference information (PPI) to inform CMS
coverage models and decision-making. Over the last few years, the Department of Health and Human
Services (HHS), including through the Food and Drug Administration (FDA), has increased its
commitment to engage patients to ensure that their preferences and priorities are considered during
regulatory review of new medical technologies. FDA, through its Patient Centered Benefit Risk Guidance,
endorsed the use of PPI in benefit-risk determinations. These efforts are expected to yield
unprecedented data about patients’ risk tolerance given probable benefits, and leading to shifting
paradigms around the conduct of clinical trials and medical technology development. CLSA believes
there is an opportunity for CMS to adopt a similar approach by including PPI priorities in coverage
decisions. We believe that aligning with FDA’s approach to including PPI in their decision-making
process, CMS could benefit by ensuring that Medicare Beneficiaries’ interests are appropriately
considered.
As biomedical innovators, we view our role in the healthcare system as solutions-driven – we are eager
to continue robust innovation into new therapies that will increase choice and competition, promote
cost efficiencies, and improve outcomes. We are eager to work with you to achieve these goals.
On behalf of CLSA, and our state’s biomedical innovators, thank you for considering our views. Should
you have any questions or comments, please contact Jennifer Nieto Carey, CLSA’s Vice President of
Federal Government Relations & Alliance Development.
We thank you for your attention to this important issue.

November 20, 2017
Amy Bassano
Center for Medicare and Medicaid Innovation
ATTN: CMMI New Direction – Informal Request for Information
2810 Lord Baltimore Boulevard
Baltimore, MD 21244-2613
Submitted via: CMMI_NewDirection@cms.hhs.gov
Re: CMMI New Direction – Informal Request for Information
Dear Ms. Bassano,
Thank you for the opportunity to comment on the Center for Medicare and Medicaid Innovation’s (CMMI)
request for information (RFI) on its Innovation Center New Direction.
CalPACE, the California PACE Association, represents 11 operational PACE organizations as well as several
organizations seeking to offer PACE services in California. Many of our members are interested in pursuing
PACE-like pilots under the authority of the PACE Innovation Act (PIA) of 2015 or the models outlined in the RFI.
CalPACE supports the comments of the National PACE Association (NPA) on the RFI. As noted by NPA, Programs
of All-inclusive Care for the Elderly (PACE) may only enroll beneficiaries who are at least 55 years of age and
eligible for a nursing home level of care. Passage of the PIA allows CMMI to pursue a number of PACE-like pilots
that would allow other high-cost, high-need populations to enroll in pilot programs modeled on PACE and to
benefit from the highly coordinated, fully integrated, patient-centered care for which PACE is well known. While
the CMMI and Medicare Medicaid Coordination Office have taken steps to implement one or more pilots under
the PIA, thus far no pilots have been implemented. We agree with NPA that the RFI provides a broad
framework, including several potential models, under which PACE-like pilots could be tested and evaluated.
We also agree with NPAs comments that PACE-like pilots could successfully serve a number of populations
beyond the traditional PACE population, including:




Medicare-only beneficiaries;
Beneficiaries with mobility-limiting disabilities;
At-risk medically complex beneficiaries;




Beneficiaries with an intellectual or developmental disability;
Beneficiaries with behavioral health conditions.

In particular, a number of our members are exploring adapted PACE models that would target “pre-PACE”
populations, those with complex, recurrent and/or chronic medical and health needs who do not qualify for
nursing home level of care. These models would be designed to focus on beneficiaries with conditions that are
manageable via early detection and interventions that lead to improved utilization and quality of life, and that
employ core services that are part of the PACE model such as care coordination, transportation, supportive
services and primary care. We believe these ”pre-PACE” models could be particularly adapted to serve
Medicare-only beneficiaries, particularly those at risk of spending down to become Medicaid eligible, and
Medicare, Medicaid eligible and dual beneficiaries with medically complex conditions who are at risk of needing
nursing home care, as part of the At-Risk Medically Complex Beneficiary PACE-like pilots outlined by NPA. We
urge CMS to use the PIA and its authority pursuant to the RFI to remove current regulatory constraints to enable
these types of beneficiaries to be served by PACE-like models.
We would also urge CMS to include provisions to address the sustainability of the models it decides to move
forward with. We believe provisions that support the extension of successful pilots or demonstrations could
make them more feasible and encourage more organizations to undertake them.
We appreciate CMMI’s consideration of our comments and recommendations on its New Direction RFI. Please
let us know if we can be of further assistance as you develop this initiative or if you need additional information
on any of our comments.
Sincerely,

Peter Hansel
CEO
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd
Baltimore, MD 21244
Submitted via: CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The California Pan-Ethnic Health Network (CPEHN) respectfully submits the
following comments in response to the request for information regarding the
Innovation Center’s new direction. CPEHN is a statewide multicultural health
advocacy organization that seeks to improve access to health care and eliminate
health disparities by advocating for public policies and sufficient resources to
address the health needs of communities of color. We advocate health policy and
practice that accounts for race and ethnicity and their intersections with other vital
aspects that determine our health, such as age, ability, gender, and sexual
orientation.
We appreciate the opportunity to comment on the new direction of the Center for
Medicare and Medicaid Innovation. The innovation center has a vital role to play in
transforming the health system to better meet patients’ needs and the models
promoted by CMMI will have significant and far reaching impacts on patients in
California. This is particularly true for low-income and vulnerable consumers,
including older adults, people with disabilities, people with chronic health
conditions, children with special health care needs, and communities of color, who
face serious disparities in health outcomes.

_____
Sarah de Guia, JD
Executive Director
_____
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Chronic conditions are the leading cause of death in the United States and the
biggest contributor to health care costs. Approximately, 40% of adults in California over 11 million people - report having one or more chronic conditions, and about 3
million adults report having two or more.1 Communities of color experience
disparities at disproportionately higher rates across many conditions. For example,
in California, Latinos and African Americans have twice the prevalence of type 2
diabetes and are twice as likely to die from the disease.2 The prevalence of asthma
among American Indians and Alaska Natives is three times greater than the state
average and African Americans are four times more likely to be hospitalized or visit
“Californians with the Top Chronic Conditions: 11 Million and Counting,” California Health Care
Almanac 2015. California Health Care Foundation, April 2015.
2
Burden of Diabetes in California,” California Department of Public Health Chronic Disease Control
Branch, September 2014.
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the emergency room.3 Approximately 1 in 10 American Indians and Alaskan Natives, African
Americans, and Latinos experienced serious psychological distress in the past year.4 That is why it
is imperative that, when defining its new priorities, the innovation center place the highest of value
on the particular needs of these populations. Many of the themes highlighted in the RFI are
especially troubling from the perspective of low income and vulnerable consumers. We are
concerned that many of the ideas CMMI is considering promoting would have disproportionately
negative impacts on the very populations CMS is supposed to serve. With that in mind, we ask that
CMMI consider two overarching objectives as it sets a new agenda:
1. Creating a Health System that is Person Centered
The health system can be incredibly difficult to navigate for any patient, and this is
especially true for vulnerable and complex patients who are managing multiple health
conditions and face socio-economic challenges. The ultimate aim of any health
transformation effort should be to provide high quality, accessible, affordable, and wellcoordinated care that is in line with the patient’s goals, values and preferences. Care should
be delivered by providers working as a team with the patient at the center, and patients (and
family and caregivers where applicable) should be treated as full partners in their health care.
Building this type of system requires a culture shift with long-term investments. Patient
experience and engagement will be critical to weave into the fabric of all CMMI models.
2. Reducing disparities in health outcomes and improving equity in the health care system
Socioeconomic factors such as income, gender, race and ethnicity, disability status, sexual
orientation and gender identity can result in greater health disparities including
disproportionately higher rates of diabetes, asthma, hypertension and mental health. In
California, as mentioned above, Latinos and African Americans have twice the prevalence of
type 2 diabetes and are twice as likely to die from the disease.5 The prevalence of asthma
among American Indians and Alaska Natives is three times greater than the state average and
African Americans are four times more likely to be hospitalized or visit the emergency
room.6 Approximately 1 in 10 American Indians and Alaskan Natives, African Americans,
and Latinos experienced serious psychological distress in the past year.7 CMMI’s agenda
should be driven by the goal of building a society in which everyone has a fair opportunity to
achieve their full health potential, regardless of race, income, age, gender, gender identity,
sexual orientation, disability or health status, or zip code. CMMI should reject any models
that perpetuate inequalities and actively work to implement models that will reduce
disparities.
3
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In service of those two overarching objectives, we ask that CMMI test and promote models of
care that do the following:
1. Include strong and sustainable mechanisms for consumer engagement
In the same way that CMS has been providing robust assistance to providers as they adopt
new models of care, it is critically important to engage the patients who will be directly
impacted by changes in how care is payed for and delivered. We hope that the
administration will uphold its stated commitment to creating a patient centered health
system by meaningfully engaging consumers in the design, implementation and evaluation
of new payment and care delivery models, as well as by promoting models of care that
encourage patient engagement at the clinical level.
On a policy level, we ask that CMS:
 Include requirements for patient and family engagement in all new model designs
 Continue to support existing requirements for consumer engagement, including the
consumer advisory committees that are part of the dual demonstrations.
 Include patients and family members along with other stakeholders on advisory
panels and committees
 Provide funding to support consumer engagement efforts
 Invest in consumer education and options counseling activities
 Invest in efforts to improve language access, health literacy, and accessibility in order
to ensure all consumers are fully informed
Numerous studies show that engaged consumers have better health outcomes.
Patients who score highly on patient activation measures are more likely to engage in
preventive behavior, adhere to treatments for chronic illness, have biometric markers in the
reference range, and are less likely to have unmet care needs.8 In order to ensure patients
are engaged in their care at the clinical level, we ask CMMI to design and implement
models that promote shared decision making and participation in evidence based selfmanagement programs. We also ask that CMMI ensure new payment models are
accompanied by quality measures that focus on consumer-reported outcomes and
experience, particularly regarding quality of life.
2. Value Primary Care and Prevention
We are disappointed to see that the RFI emphasizes the development of specialty models
without addressing the importance of primary care. Primary care can play a critical role in
lowering costs, while significantly improving patient outcomes. CMMI has already made
great strides in testing primary care focused models, but there is much more that can be
done and it is crucial that primary care remain a priority for the innovation center moving
forward. We ask that CMMI focus on developing and promoting payment and delivery
models that improve access to primary care providers and preventive health services,
support care coordination, and encourage primary care providers to work in partnership
8

Hibbard, J.,& Greene, J. (2013).What the evidence shows about patient activation: Better health
outcomes and care experiences; fewer data on costs. Health Affairs, 32(2), 207–214.
doi:10.1377/hlthaff.2012.1061

with patients to develop and meet health care goals. This includes but is not limited to
continuing and expanding CPC and CPC+ demonstration projects; expanding the
availability and use of care coordinators, case managers, and community health workers;
encouraging and compensating providers who use shared decision making; and providing
access to and reimbursement for evidence based self-management programs.
We also ask that CMMI design primary care payment models with the needs and
circumstances of primary care providers in mind. While primary care can play a major role
in reducing costs, it is not typically the driver of high costs itself. Primary care providers
may be less prepared to take on significant risk than other providers and most of the cost
savings realized by improve primary care will be seen in other areas of the health system,
such as reduced ER usage or hospital admissions.
3. Focus on improving access to and integration of mental, behavioral, and oral health
services
1 in 4 Californians lives with a mental health condition and 14% of Californians living
poverty experience serious psychological distress according the California Health
Interview Survey. However, only about half of those who seek mental health care receive
it. Similarly, about 40% of Californians living in poverty have not seen a dental provider in
the last 5 years. For far too long, services for mental illness and substance use disorders
have been siloed from physical health, and often from each other. Oral health has been
similarly siloed and not given adequate attention in the development of new payment and
delivery models. However, addressing a person’s need for services for mental illness,
substance use disorders, and oral health is essential in ensuring improved health outcomes
and is a necessary component of patient centered care. We urge that CMMI place an
emphasis on developing models that focus on treating the whole person and improve
coverage and integration of mental health, substance use disorders, and oral health services
into primary care.
For mental health and substance use disorders, we urge you to:
 Provide financial incentives for the full integration of both substance use disorders
and mental health services jointly in Medicaid health homes, and in multi-payer
patient-centered medical homes. In current practice, most health homes address
substance use or mental illness but not both. Integration should include extensive
case management across conditions.
 Promote incorporation of effective prevention and early intervention strategies such
as SBIRT (for substance use disorders and for depression) as universal practice at
primary care visits and in non-health care settings.
 Incentivize use of peer supports and other provider types that improve cultural and
linguistic competency in all models for treatment of substance use disorders and
mental illness.
 Promote incorporation of comprehensive services for substance use disorders
including prevention, early intervention, detoxification, residential, outpatient,







medication-assisted treatment, and long-term recovery services in all integrated
models, including ACOs.
Promote the Hub and Spoke model of addiction treatment that has been successful in
Vermont and is currently being implemented in California.
Promote the Collaborative Care model of integrating mental health and substance
use disorders treatment into primary care.
Not use episodic payment models for substance use disorders.
Incentivize the use of community-defined best practices and expand the evidence
base for these programs.
Promote quality metrics and standards for mental health and substance use providers
and plans.

For oral health, we urge you to:
 Focus on strategies to expand access to oral health coverage, for example testing a
Medicare dental coverage pilot and evaluating outcomes.
 Promote integrated referral systems, where dentists screen for health needs and refer
to a physician (and vice versa).
 Encourage the use of shared electronic health records (EHR) systems that allow both
dental and medical providers to easily view each other’s entries. A recent study
showed that access to integrated information technology is one of the leading
barriers to oral health integration.9
 Implement models that emphasize the co-location of services and integrated care
delivery, particularly in locations that are accessible to historically underserved
communities. Especially promising are new models where a dental hygienist,
dentist, or dental therapist works in a primary care office or clinic or a nurse
practitioner or physician’s assistant works in a dental office, as well as models that
allow dental providers to perform some services for children in a school setting.
 Include incentives in new payment and delivery models that encourage integration
of oral and physical health, as well as oral and mental health.
4. Address the social determinants of health
There is mounting evidence that addressing social and economic factors, such as poverty,
education, housing and food security, and racial discrimination, is critical to improving
health outcomes. Social factors account for nearly a third of deaths in the US every year
and factors such as stress, low-incomes, and low education levels are directly associated
with poorer health outcomes or premature death.10 While there is no single, overarching
9

Mloro, M & Vujicic, M. (2016) Physicians Dissatisfied with Current Referral Process to Dentists. American Dental
Association. Available at:
http://www.ada.org/~/media/ADA/Science%20and%20Research/HPI/Files/HPIBrief_0316_5.pdf?la=en
10
Heiman, H & Artiga, S. (2015) Beyond Health Care: The Role of Social Determinants in Promoting Health and
Health Equity. Kaiser Family Foundation. Available at: https://www.kff.org/disparities-policy/issue-brief/beyondhealth-care-the-role-of-social-determinants-in-promoting-health-and-health-equity/

factor that influences life expectancy, chronic stress from economic uncertainty, inability
to afford healthy foods, increased exposure to health risks, and different patterns of risk
behavior can cut the life expectancy of those with less education and limited financial
resources. This can lead to dramatic disparities between communities in the same region,
with studies showing significantly higher life expectancy in areas with more college
degrees and higher annual earnings. For example, in the Los Angeles metro area, a resident
of the Newport Beach–Laguna Hills area in Orange County is fifteen times more likely to
have a bachelor’s degree, earns $33,000 more per year, and can expect to live fifteen years
longer than a resident of Watts in Los Angeles, as little as 30 miles away.11 This earnings
gap equals more than the total annual wages and salary of the typical worker in the U.S.
today. The inequities between these neighborhoods also highlight stark racial and ethnic
disparities, as people of color make up over 99% of the population of Watts, while
Newport Beach is over 87% White.
We believe that the federal government can do more to promote approaches to health that
address the social barriers preventing individuals and communities from achieving health
and well-being. Specifically, we ask that CMMI:
 Develop new demonstration models for Medicaid that could fund social services such
as housing and nutrition support that have been demonstrated to improve health.
California’s Department of Health Care Services is piloting promising strategies under
the Medi-Cal 2020 waiver that will greatly improve population health by addressing
the social determinants of health. Under DHCS’ Whole Person Care pilot projects for
example, California’s homeless and other vulnerable communities with complex
health care needs will receive coordinated medical, behavioral health and social
services. These demonstrations should be rigorously evaluated to assess their impacts
on health outcomes and costs, and to identify best practices.
 Revise ACO demonstration models to add a provision for a percentage of shared
savings to be invested in community health programs that address disparities and the
needs of the community. There are more than 100 ACOs, about one in seven
nationwide, located in California. Several California ACO’s are leading the way in
reducing health care costs while improving the quality of care. For example, an ACO
formed by Blue Shield, Dignity Health and Hill Physicians Medical Group saved
CalPERS $37 million in 2010 and 2011. In 2015, Anthem reported that an ACO with
six medical groups resulted in a 7.3% decline in admissions per 1,000 patients, which
led to a drop in spending on inpatient care. These shared savings, if invested in
community health programs, could continue to lower health care costs and improve
population health through disparities reduction efforts.
 Focus on promoting partnerships between Medicaid programs and community-based
organizations (CBOs) and social service providers.

“A Portrait of California.” American Human Development Project. 2011.
December 30, 2011.
http://www.measureofamerica.org/docs/APortraitOfCA.pdf
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Include incentives and structures in new payment and delivery models that encourage
providers to screen for social service needs and refer to appropriate services.
Promote data collection and standards around social determinants of health. CPEHN
recommends that the demographic categories that are required for Office of National
Coordinator (ONC) for Health Information Technology-certified electronic health
records (EHRs)12 be adopted and implemented across all CMMI initiatives, and that
such data collection be required for all CMMI grantees and contractors.

5. Prioritize models that address the needs of people with complex health conditions
People with complex health conditions have very different needs from the general population
and thus new models of payment and delivery that may work for some patients will not work
for these populations. For example, efforts to increase price transparency are often irrelevant or
counterproductive for patients with rare or complex needs who have limited choices in terms of
providers or treatment options, or who most benefit from care that is well coordinated and
grounded in longitudinal relationships with care providers. Patients whose biometric markers
are impacted by underlying genetic diseases are not well served by models that pay providers
based on improving those particular markers. Additionally, long-term care needs are a major
priority for these populations. Often the long-term goal for many patients with complex
conditions or disabilities is not about curing a disease but about ensuring the person can live
comfortable, productive lives in their home and community.
We ask that CMMI both prioritize models that serve these populations’ needs, as well as
consider how broader models might impact these populations differently. Many of the
suggestions we have already laid out can help achieve this goal, for example ensuring there are
strong consumer engagement mechanisms and promoting models of care that are based on
patient driven health goals. In addition to these asks, we ask that CMMI:
 Work closely with the Medicare-Medicaid Coordination Office to continue testing and
evaluating innovative models of care delivery for patients who are eligible for both
Medicaid and Medicare (dual eligible).This should include testing new models, as well as
continuing models that are already underway in order to evaluate and learn from these
models.
 Promote increased access to home and community based services through waivers and
the continuation of programs such as Money Follows the Person and the Balancing
Incentive Program
 Expand community-based models of care for individuals with complex needs, including
Programs of All-Inclusive Care for the Elderly (this includes innovative PACE-like pilot

12

Office of National Coordinator for Health Information Technology, 2015 Edition Health Information
Technology (Health IT) Certification Criteria, 2015 Edition Base Electronic Health Record (EHR)
Definition, and ONC Health IT Certification Program Modifications; Final Rule, 80 Fed. Reg. 6260262759 (October 16, 2015), accessed at: https://www.gpo.gov/fdsys/pkg/FR-2015-10-16/pdf/201525597.pdf. Consistent with section 4302 of the Affordable Care Act, NCAPIP also urges the addition of
disability status to this core set of demographic data elements.
http://minorityhealth.hhs.gov/omh/browse.aspx?lvl=2&lvlid=23

programs that also serve the under 55 population) and the Independence at Home
Demonstration.
 Continue to prioritize care delivery models focused on care coordination and case
management.

CMMI should NOT test or promote models that do the following:
1. Increase Out of Pocket Costs for Consumers:
We are extremely concerned by the mention in the RFI of “Consumer Directed Care”
models and ask that CMMI not test or promote any models that attempt to lower costs and
alter consumer behavior by increasing their “skin in the game.” This includes allowing
state Medicaid programs to implement or raise premiums or copayments and programs that
require contributions to health savings accounts. There is little evidence that these methods
accomplish their aims and ample evidence that they harm consumers’ access to care.
Studies have shown that even small out-of-pocket costs reduce access to care, especially
for those with low incomes or chronic illnesses.13 In addition, numerous studies show that
increased premiums are linked to lower health insurance enrollment rates for children,
especially those with low incomes. Recent evaluations out of West Virginia and Indiana
indicate that implementing financial incentives and penalties for low-income populations
might not be effective at reducing costs and altering consumer behavior. Indiana found that
individuals who enrolled in the basic health plan, which has narrow coverage and utilizes
copays, were more likely to use the emergency room for both emergency and
nonemergency visits than individuals enrolled in more comprehensive plans.14
2. Create barriers to accessing coverage or impede access to medically necessary
services
In addition to models that rely on increased out of pocket costs, we also ask that CMMI not
test or promote models of care that create other, non-financial barriers to care access. This
includes work requirements, drug testing, and plan designs that limit access to certain
benefits or that cut benefits categorized as “non-essential”, but that many individuals
require for good health, like adult dental benefits. There is little evidence suggesting that
these methods lower cost or alter participant behaviors in the manner intended. In fact,
these models often lead to increased administrative costs and burdens on state Medicaid
programs. In West Virginia, Medicaid beneficiaries who enrolled in a “basic plan” that
limited their access to certain benefits were more likely to visit the emergency room,
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including for nonemergency visits, than other Medicaid enrollees.15 The majority of
Medicaid beneficiaries are already working and even more are in households with working
family members. And of those who don’t work, over a third have an illness or disability
that prevents them from doing so. Work requirements attempt to solve a problem that
doesn’t exist and will only add heavy administrative and paperwork burdens on families
and state Medicaid programs.16
3. Dis-incentivize providers to serve low income or complex patients
One difficulty of implementing payment models that are tied to positive health outcomes,
is that such models can disincentive providers from caring for more complex patients who
may be more likely to have poor health outcome measures. It is important that any
payment models supported by CMMI recognize the greater degree of difficulty in caring
for patients with complex needs, including social and behavioral health needs, as well as
their physical health needs. Payment models should not penalize providers who care for
low-income, high needs, and complex patients. This means implementing performance
measures and risk adjustment strategies (such as stratification) that recognize the increased
difficulty of caring for patients with complex needs, without dis-incentivizing providers to
make improvements that address health disparities in their practice. Incentive schemes that
reward only high relative performance without considering improvement or that are
administered on a zero sum basis are likely to have the perverse effect of directing
financial resources away from where they are needed most. We appreciate the work CMS
has been doing to fine tune risk adjustment strategies to ensure complex patients aren’t
harmed and we hope that CMMI will consider this complexity as it develops new models
of payment.
4. Have disproportionately negative impacts on low income consumers or people with
complex health needs
Many of the models already addressed in these comments, such as those that increase costsharing or create barriers to accessing care, disproportionately impact patients who are low
income or have complex health and social needs. Models with such disproportionate
impacts expressly work against CMS’s stated vision that “All CMS beneficiaries have
achieved their highest level of health, and disparities in health care quality and access have
been eliminated.” In addition to following the principles we lay out here, we ask that CMS
explicitly consider the impact of any model developed on vulnerable and complex patients
prior to implementation. If that model would have disproportionately negative impacts on
these populations, CMMI should not go forward with testing the model.
Finally, we ask that the process for designing, testing, and evaluating models be done in a
transparent manner that includes opportunities for public input; and that CMMI make all
15
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data and evaluations publicly available in accessible formats in a timely manner. Over 19
million people are covered by the Medicare and Medicaid programs in California and, as we
pointed out in the opening of our comments, the models designed and tested by the innovation
center will have profound impacts on how these populations pay for and receive their care. Patients
and other stakeholders should fully understand how CMMI’s work impacts them and have ample
opportunity to provide input on this work. To that end, we are disappointed that this RFI was not
conducted using the regular federal regulatory process, where stakeholder comments are made
public and CMMI responds directly to the comments received. As the Innovation Center moves
forward in mapping out its new agenda, we hope it will make every effort to respond to feedback
and clearly and publicly articulate the reasoning behind its new vision.
We appreciate the opportunity to weigh in as CMMI begins defining its path forward and we look
forward to working with you to ensure the needs of low income consumers and patients with
complex health needs are taken into account. Thank you for your attention to our comments. If you
have any questions or need any further information, please contact me.
Sincerely,

Caroline B. Sanders, MPP
Director Policy Analysis, CPEHN

November 20, 2017

U.S. Department of Health and Human Services
Centers for Medicare & Medicaid Services Innovation Center
200 Independence Avenue, S.W.
Washington, D.C. 20201
RE:

CMS Innovation Center New Direction, Request for Information
Cambia Health Solutions Response: Consumer-Directed Care & MarketBased Innovation Models

To Whom It May Concern:
On behalf of Cambia Health Solutions, I am pleased to submit this response to provide feedback
on the new direction of the CMS Innovation Center. Cambia appreciates the opportunity to share
our solutions that help make the health care system work better for individuals and their families.
About Cambia Health Solutions
Cambia Health Solutions, headquartered in Portland, Oregon, is dedicated to transforming health
care. We are a family of more than 20 companies that work together to make the health care
system more economically sustainable and efficient for people and their families. Our solutions
empower more than 70 million Americans nationwide, including more than two million people
in the Northwest enrolled in our regional health plans.
Consumer-Directed Care & Market-Based Innovation Models
Cambia’s family of companies are working on dozens of innovations. We will share three that
are most relevant for the Innovation Center’s consideration:
•

HealthSparq is a transparency tool that helps people make smarter health care choices
with personalized experiences that empower them to shop, compare and save on health
care.

•

MedSavvy gives patients and providers easy access to prescription drug prices, treatment
options, effectiveness results, and personal patient stories.

•

Convenient Care is our program that engages health care consumers in the right place at
the right time. We are working to increase the accuracy of virtual visit diagnoses and
increase the breadth of conditions that can be diagnosed and treated remotely.
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HealthSparq – A Transparency Tool to Navigate Health Care and Save Money
HealthSparq offers an integrated consumer health care solution that includes a provider search
tool, cost estimation and related health care navigation guidance. This SaaS-based platform uses
an individual’s health plan benefits so their experience is personalized based on their coverage,
demographics and care needs. People can search for providers, including preferred provider
options and see out-of-pocket costs unique to their plan benefits. Consumers can also see tailored
messaging and patients’ provider reviews, making them more confident in their choices.
HealthSparq provides users the big picture, from the first sign of a medical need through
recovery, with price estimates, treatment timelines and personalized details for hundreds of
medical conditions. To help people find their optimal care options, HealthSparq delivers
automatic alerts about opportunities to save money on care and can schedule an appointment
with a provider from the search results. There is also the ability to incentivize behavior by
offering beneficiaries rewards based on cost-saving or higher-quality health care selections while
they are searching for providers and costs.
HealthSparq also offers the ability for providers to refer beneficiaries to other high-quality, lowcost doctors and facilities with access to HealthSparq so they can identify covered providers and
costs based on the individual’s unique benefits.
HealthSparq would be particularly useful to the Medicare Program because it collects in-depth
data from an integrated user experience and provides expert analysis to measure, understand and
optimize beneficiary behavior. Ongoing reporting provides aggregated and cohort-based
analysis, while feeds of user-level data is available for big data projects.
Experiential data as well as ongoing data science feeds HealthSparq’s underlying algorithms,
driving continuous improvements in the user experience and search quality.
•

HealthSparq found more than $50 million in savings for one health plan covering 2.5
million people for just three treatments.

Our research helps to identify effective incentive amounts.
•

More than 80 percent of people are likely to choose a lower cost laboratory based on just
a $25 cash incentive.

In short, HealthSparq is a transparency tool that can help Medicare beneficiaries make smarter
health care choices and help the Medicare Program reduce costs.
MedSavvy – A Prescription Medication Tool for Consumers and Providers
MedSavvy is a mobile-optimized website to help patients and providers understand which
treatment options provide the highest net health benefit, considering both efficacy and cost. Our
pharmacists analyze clinical evidence and assign letter grades that describe medications’ safety
and effectiveness.
MedSavvy integrates with a person’s prescription and medical benefits and analyze claims data
to identify actionable steps consumers can take to optimize medications. MedSavvy users can
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also search for and compare prescription drugs side-by-side to ultimately choose the appropriate
option for their condition and lifestyle. Patients can then bring this insight into a conversation
with their doctor to discuss a treatment that may be the best fit.
MedSavvy can integrate with electronic medical records so providers can utilize this service to
proactively compare options prior to prescribing a treatment. With up-to-date efficacy and cost
information, health care professionals can assess on a more personal level which treatment would
best fit the patient’s lifestyle.
Unlike most educational tools available to consumers, MedSavvy’s easy-to-access medication
information has registration rates exceeding 30 percent (the industry standard is 10 percent).
Health plan claims data suggest that at least 50 percent of prescription medication spending has
similarly or more clinically beneficial treatments available at lower costs. Estimates suggest that
if just 10 percent of an enrolled population selected the lower cost alternative presented in
MedSavvy, the potential savings exceed the costs to administer the program by more than 3:1. In
selecting a treatment that is more effective and lower cost, patient medication adherence can
increase while simultaneously decreasing overall medical costs.
In short, MedSavvy can help Medicare beneficiaries and providers easy access to prescription
drug prices, treatment options, effectiveness results, and personal patient stories.
Convenient Care Delivery
Cambia Health Solutions is committed to engaging consumers in the right place, at the right
time, through the right care option modality. This strategy includes the combination of services,
digital experiences and durable goods. The “ecosystem” we are building has an emphasis on
increasing the accuracy of virtual visit diagnoses and increasing the breadth of conditions that
can be diagnosed and treated remotely. Cambia is adding new products and services into this
ecosystem by better matching offerings to populations and aligning solutions to consumer pain
points. Because consumers feel more comfortable having a telehealth visit with their primary
care physician, we are also actively encouraging local providers to expand their care options.
Our efforts currently include:
•

Telehealth: Phone or video provider visits for the treatment of common ailments to
increase choices for consumers, promote awareness and integrate with health benefits.
Cambia is expanding available telehealth services beyond urgent care to include
behavioral health and lactation consulting.

•

Diagnostic and Monitoring Devices: Devices used to capture vital health information
and transmit it to providers for a complete remote exam. Cambia is piloting this modality
with select providers. (Cambia is pleased that the 2018 Medicare fee schedule will
include a separate CPT code for remote patient monitoring.)
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•

eCare: Expanding consumers’ ability to seek treatment through a secure asynchronous
platform. Intake commonly uses artificial intelligence, intake responses are stored and the
provider responds typically within two hours.

•

Retail and Urgent Care Clinics: Increasing the number of options to visit walk-in
clinics in convenient locations to treat minor illnesses and needs.

•

Home visits: Service providing home-based medical care. We are piloting this program,
often referred to as “house calls,” with select employers.

Telehealth services have positively impacted our commercial lines of business:
•

4 out of 5 visits replaced in-person visits

•

95% of visits do not result in an additional in-person visit for the same diagnosis within
seven days

•

$90 to $120 saved on average by the member for each telehealth visit

Thank you for considering our comments and recommendations. Cambia is prepared to
discuss any of our models with CMMI. If you have any questions, please contact us.
Sincerely,

Sean Robbins
Senior Vice President
Public Affairs & Policy
Cambia Health Solutions
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Submitted via: CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma,
The Camden Coalition of Healthcare Providers (Camden Coalition) is a nonprofit organization
located in Camden, New Jersey (NJ), whose mission is to improve the wellbeing of individuals
with complex health and social needs. At the local level, we operate a regional innovation hub
grounded in a strong data and technology infrastructure that convenes and engages competing
stakeholders to improve the coordination and delivery of care. As part of our local work, we have
been the recipient of two Center for Medicare & Medicaid Innovation (Innovation Center)
grants: a Healthcare Innovation Award (2011) and an Accountable Health Communities (AHC)
Award (2017). At the national level, we operate a National Center for Complex Health and
Social Needs, which aims to improve the health and wellbeing of individuals with complex
medical, behavioral, and social needs by bring together individuals across the nation who are
developing, testing, and scaling new models of team-based, integrated care.
We appreciate the opportunity to comment on the new direction of the Innovation Center. The
Innovation Center has a vital role to play in transforming the health system to better meet
patients’ needs, and the models promoted will have significant and far reaching impacts on
patients in NJ. This is particularly true for low income and vulnerable patients, including older
adults, people with disabilities, people with chronic health conditions, children with special
health care needs, and communities of color, who face serious disparities in health outcomes.
That is why it is imperative that when defining its new priorities, the Innovation Center place the
highest of value on the particular needs of these populations.
Many of the themes highlighted in the Request For Information (RFI) are especially troubling
from the perspective of low income and vulnerable consumers. We are concerned that many of
the ideas under consideration would have disproportionately negative impacts on the very
populations the Centers for Medicare and Medicaid Services (CMS) is supposed to serve. We,
however, support the Innovation Center’s call for patient centered care with transparent model
evaluation and small scale testing, while emphasizing that appropriate levels of funding are
essential to this work.
We also applaud the Innovation Center for encouraging dialogue, feedback, and ideas from
stakeholders across the country and urge the Innovation Center, through leadership, commitment
and financial resources, to support the continued development and operationalization of
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innovative, regionally based, patient centered models that aim to improve the coordination and
delivery of care for patients, especially those with complex health and social needs.
In the following pages, we answer the specific questions posed in the RFI.
Sincerely,
Natassia Rozario
Senior Director of External Affairs and Associate Counsel
Camden Coalition of Healthcare Providers
RFI QUESTIONS AND RESPONSES
1. ‘Do you have comments on the guiding principles or focus areas?
We are in support of the following principles delineated in the RFI:
● Patient Centered Care: The health system can be incredibly difficult to navigate for
any patient, and this is especially true for vulnerable and complex patients who are
managing multiple health conditions and face socio-economic challenges. The
ultimate aim of any health system transformation effort should be to provide high
quality, accessible, affordable, and well-coordinated care that aligns with the patient’s
goals, values, and preferences. Care should be delivered by providers working as a
team with the patient at the center, and patients (and family and caregivers where
applicable) should be treated as full partners in their health care experience. Building
this type of system requires a culture shift with long-term investments. Patient
experience and engagement will be critical to weave into the fabric of the Innovation
Center’s models. As we describe in our response to the second question, the principle
of patient centered care is critical to building successful models for individuals with
complex health and social needs.
● Small Scale Testing: In order to spark transformation in the health care system, we
must support small scale testing. At the Camden Coalition, we develop our models by
taking a lean start-up approach to innovation, which allows for rapid cycles of testing,
failure, and continuous improvement. Our models often begin with testing on a small
sample size, using both quantitative and qualitative data that involves consumer
insights to gain feedback on ways to improve the model, and continuously iterating
until ready to scale to a larger cohort.
● Transparent Evaluation: There are bright spots of innovation happening across the
country. In order to scale those that are working and to maximize learning from these
models, we must have robust and accurate evaluation mechanisms. This requires
working with model designers to create the appropriate metrics that involve both
quantitative and qualitative methodologies; we use metrics that go beyond the return
on investment, cost-savings, and utilization. We believe evaluations should be
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incentivized to be transparent about failures and to use their learnings to advance
continuous improvements.
We are concerned that principles may be used to impose greater disadvantage upon
individuals with complex health and social needs. In particular, we ask the Innovation
Center not invoke its principles to do the following:
● Increase Out-of-Pocket Costs for Consumers: We are extremely concerned by the
mention in the RFI of “Consumer Directed Care” models and ask the Innovation
Center not test or promote any models that attempt to lower costs and alter consumer
behavior by increasing their “skin in the game.” This includes allowing state
Medicaid programs to implement or raise premiums or copayments, and programs
that require contributions to health savings accounts. There is little evidence that
these methods accomplish their aims and ample evidence that they harm consumers’
access to care. Studies have shown that even small out-of-pocket costs reduce access
to care, especially for those with low incomes or chronic illnesses.1 In addition,
numerous studies show that increased premiums are linked to lower health insurance
enrollment rates for children, especially those with low incomes.
● Create Barriers to Accessing Coverage or Impede Access to Medically Necessary
Services: In addition to models that rely on increased out-of-pocket costs, we also ask
the Innovation Center not to test or promote models of care that create other, nonfinancial barriers to care access. This includes work requirements, drug testing, and
plan designs that limit access to certain benefits or that cut benefits categorized as
“non-essential.” There is little evidence suggesting that these methods lower cost or
alter participant behaviors in the manner intended. In fact, these models often lead to
increased administrative costs and burdens on state Medicaid programs. The majority
of Medicaid beneficiaries are already working and even more are in households with
working family members. Of those who don’t work, over a third have an illness or
disability that prevents them from doing so.2
● Dis-Incentivize Providers to Serve Low Income or Complex Patients: One
difficulty of implementing payment models that are tied to positive health outcomes
is that such models can dis-incentivize providers from caring for complex patients
who may be more likely to have poor health outcome measures. It is important that
payment models supported by the Innovation Center recognize the greater degree of
1

One study out of Wisconsin found that the addition of a $10 premium for Medicaid beneficiaries made
them more likely to exit the program. This study also found that it was the premium itself and not the
amount of the premium that caused people to leave the program, showing that even small out of- pocket
costs, like the ones implemented in Indiana, can significantly reduce access to care (Dague, 2014). A
study of Oregon’s Medicaid enrollment following cost-sharing changes found similar results, with nearly
half of program participants who were surveyed leaving the program following increases in premiums and
copayments (Wright et al., 2005).
2
Wikle, Suzanne. (2017). Medicaid Works: No Work Requirement Necessary. Center for Law and Social
Policy, Available at: https://www.clasp.org/sites/default/files/publications/2017/10/Medicaid%20worksno%20work%20requirement%20necessary.pdf
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difficulty in caring for patients with complex needs. This means implementing
performance measures and risk adjustment strategies (such as stratification) that
recognize the increased difficulty of caring for medically and socially complex
patients. Incentive schemes that reward only high relative performance without
considering improvement, or that are administered on a zero sum basis, are likely to
have the perverse effect of directing financial resources away from where they are
needed most. We appreciate the work CMS has been doing to fine tune risk
adjustment strategies to ensure complex patients aren’t harmed and we hope that the
Innovation Center will consider this complexity as it develops new models of
payment.
● Have Disproportionately Negative Impacts on Low Income Consumers or People
with Complex Health Needs: Many of the models already addressed in these
comments, such as those that increase cost-sharing or create barriers to accessing
care, disproportionately impact patients who are low income or have complex health
and social needs. Models with such disproportionate impacts expressly work against
CMS’s stated vision that “All CMS beneficiaries have achieved their highest level of
health, and disparities in health care quality and access have been eliminated.” In
addition to following the principles we lay out here, we ask that CMS explicitly
consider the impact of any model developed on vulnerable and complex patients prior
to implementation. If that model would have disproportionately negative impacts on
these populations, the Innovation Center should not go forward with testing the
model.
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
We urge the Innovation Center to design models that feature the following characteristics:
1) data-driven 2) emphasize the importance of convening local stakeholders and gaining
consumer and community input 3) promote local, quality improvement plans.
a) Prioritize Individuals with Complex Health and Social Needs
The United States health care system is not designed to treat individuals with
complex health and social needs. People with medical, mental health, addiction, and
social conditions often use a disproportionate amount of care, but have worse
outcomes. In fact, five percent of patients constitute 50 percent of the costs. By
providing coordinated or integrated care designed to meet complex needs, we can
decrease unnecessary utilization and costs while improving patient’s lives. Below are
some interventions that the Camden Coalition has launched to address complex health
and social needs.


Care Management Initiative: An intervention in which a multidisciplinary
care team (comprised of nurses, social workers, and community health
workers), provides a high-touch, intensive, community-based 30-90 day
intervention for eligible patients experiencing high-utilization of the health
care system. Our care teams empower patients to address medical issues
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and behavioral and social barriers to wellness. The team links patients to
resources throughout the community, including primary care,
transportation, housing, and other wrap-around services. Team members
accompany patients to their appointments while helping patients gain the
skills and support they need to avoid readmissions. Funding from the
Healthcare Innovation Award (2011) helped to expand the care
management initiative.
Camden City’s Housing First Pilot Program: This program was launched
in response to the significant rates of homelessness and substance use
disorders facing patients with complex health and social needs. To date,
the preliminary findings from the program demonstrate a 60 percent
reduction in unnecessary health care utilization per days at risk.
The 7-Day Pledge: A citywide campaign to ensure all hospitalized patients
in Camden meet with their primary care provider within seven days of
discharge. Research shows that seeing a primary care doctor within seven
days of leaving the hospital is likely to prevent a return visit to the
emergency room or hospital.
COACH Model: A framework for how we build authentic healing
relationships with patients that empower them to take control of their
health. COACH is an acronym that describes the tools and techniques that
our care team members use to work with patients toward sustained
behavior change, and to track progress in supporting patients to reach their
goals. COACH was designed for our care management initiative, but the
tools and techniques it describes can be applied to behavior change
interventions in a wide range of settings, including domains like education
and social services. The COACH model was put into practice at the
Camden Coalition in 2014, and was codified into a manual in 2016 with
the help of the PolicyLab at the Children’s Hospital of Philadelphia.
AHC Model: This year, we were one of 32 communities across the
country selected to participate in the AHC model, a five-year initiative that
aims to bridge the gap between clinical and community service providers
by addressing the health-related needs of Medicare and Medicaid
beneficiaries- namely, housing instability, food insecurity, utility needs,
interpersonal violence, and transportation.

We specifically ask that the Innovation Center:



Continue to prioritize models that focus on complex health and social
needs.
Continue to prioritize models that focus on case management and care
coordination.
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Promote increased access to home and community based services through
waivers and the continuation of programs such as Money Follows the
Person and the Balancing Incentive Program.
Expand community-based models of care for individuals with complex
needs, including Programs of All-Inclusive Care for the Elderly (this
includes innovative PACE-like pilot programs that also serve the under
55 population) and the Independence at Home Demonstration.

b) Address the Social Determinants of Health
There is mounting evidence that addressing social and economic factors, such as
poverty, education, housing and food security, and racial discrimination, is critical to
improving health outcomes. Social factors account for nearly a third of deaths in the
United States every year and factors such as stress, low incomes, and low education
levels are directly associated with poorer health outcomes or premature death. The
United States spends more on health care than any other developed country but has
some of the worst health outcomes among these countries; we use health care as a
more expensive, less efficient substitute for social services, which is why the nation
leads OECD countries in health care spending.
Through the Camden Coalition models described above, we have increasingly
realized the importance of the social factors influence over health. Medicalizing
social problems has created a scenario in which individuals whose basic needs—
housing, food, employment—are not being met turn to the health care system.
We believe that the federal government can do more to promote approaches to health
that address the social barriers preventing individuals and communities from
achieving health and well-being. If some of the money spent on health care were
shifted to social services and used to meet these basic needs, quality of life in the
United States would be better and costs would be lower across the board.
We specifically ask that the Innovation Center:





Develop new demonstration models for Medicaid that could fund social
services such as housing and nutrition support that have been
demonstrated to improve health. These demonstrations should be
rigorously evaluated to assess their impacts on health outcomes and costs,
and to identify best practices.
Focus on promoting partnerships between Medicaid programs and
community-based organizations (CBOs) and social service providers.
Include incentives and structures in new payment and delivery models
that encourage providers to screen for social service needs and refer to
appropriate services.
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Promote data collection and standards around social determinants of
health.

c) Promote Data-Driven Approaches
From our experience at the Camden Coalition, we understand the importance of
taking a data-driven approach to innovation. We operate the Camden Health
Information Exchange (HIE), which is a collaborative data-sharing effort to improve
care delivery by offering participating local and regional health care providers secure
real-time access to shared medical information. Timely access to this information
provides high-quality decision support, prevents the duplication of services, reduces
costs, and improves the quality of patient visits. In addition, HIEs enable population
health analyses and allow interventions focused on subgroups experiencing poor
outcomes and avoidable high costs. HIE participants include hospitals, primary care
practices, laboratory and radiology groups, social service organizations, correctional
facilities, and other licensed health care facilities and providers. The Camden HIE has
approximately 700 active users in the community and has information for over
100,000 unique patients. In addition to the HIE, we also are integrating data across
sectors (e.g., criminal justice, housing), linking health data with other social
administrative data sets. This type of cross-sector integration is essential, as many of
our clients experience high utilization across multiple systems.
We specifically ask that the Innovation Center:



Invest in data infrastructure and maintenance in local innovative models.
Support cross-sector integrated data efforts that link health data with other
social administrative data sets.

d) Include Strong and Sustainable Mechanisms for Stakeholder Engagement and
Consumer/ Community Input
In the same way that CMS has been providing robust assistance to providers as they
adopt new models of care, it is critically important to engage the patients who will be
directly impacted by changes in how care is paid for and delivered. We hope that the
administration will uphold its stated commitment to creating a patient centered health
system by meaningfully engaging consumers in the design, implementation, and
evaluation of new payment and care delivery models, as well as by promoting models
of care that encourage patient engagement at the clinical level.
From our experiences at the Camden Coalition, we have realized the value of robust
consumer and community engagement. We draw on the experiences of our clinical
team, patients, and the Camden community. Our board is comprised of local health
care systems, medical, social, and behavioral health care providers, community
partners, and advocates. In particular, our Community Advisory Council (CAC)
provides valuable input into our work. As part of our governing and board structure,
our CAC enables health care consumers to take an active role in improving their own
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health and that of their family and community. Our CAC helps guide the strategic
direction of our organization by advising the organization on consumer and
community health needs.
We specifically ask that the Innovation Center:








Include requirements for patient, family, and community in all new model
designs.
Continue to support existing requirements for consumer and community
engagement.
Include patients and family members along with other community
stakeholders on advisory panels and committees.
Provide funding to support consumer and community engagement efforts.
Invest in consumer and community education and options counseling
activities.
Invest in efforts to improve language access, health literacy, and
accessibility in order to ensure all consumers and community members are
fully informed.
Encourage community-participatory research methods as part of evaluation.

3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
We suggest that the potential models are designed to support patients with complex health and
social needs. This requires a health care system that integrates physical and behavioral health
care and addresses the social determinants of health. The AHC model aims to bridge the gap
between clinical and community service providers by addressing the health-related needs of
Medicare and Medicaid beneficiaries- namely, housing instability, food insecurity, utility needs,
interpersonal violence, and transportation.
4. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be tested
as a model and alternative to FFS and MA’?
First, we encourage the Innovation Center to consider global payments as a funding mechanism;
global payments, which are fairly adjusted for the risk level of a patient and incorporate provider
incentives, are the first step towards actual accountable care. Second, braided funding streams
are potential alternatives; braided funding coordinates funding from various sources so that a
person can receive comprehensive physical, behavioral and social services for whole-person
care, under one program.
We reiterate that the Innovation Center should not promote funding mechanisms that increase
out-of-pocket costs for consumers; create barriers to accessing coverage or impede access to
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medically necessary services; dis-incentivize providers to serve low income or complex patients;
or have disproportionately negative impacts on low income consumers or people with complex
health needs.
5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
See above (2d).
6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
Payment waivers that encourage integrated, braided funding; value-based payment structures;
cross-agency collaboration; and unique benefits to promote access to care and address the social
determinants of health (e.g., housing, transportation, community-based care coordination) should
be considered as necessary to help health care providers innovate care delivery as part of a model
test.
As mentioned above, we are concerned that many of the ideas the Innovation Center is
considering promoting would have disproportionately negative impacts on the very populations
CMS is supposed to serve. We reiterate that the Innovation Center should not promote funding
mechanisms that increase out-of-pocket costs for consumers; create barriers to accessing
coverage or impede access to medically necessary services; dis-incentivize providers to serve
low income or complex patients; or have disproportionately negative impacts on low income
consumers or people with complex health needs.
7. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
We hope that the Innovation Center will continue to support the operationalization of successful
innovative models and the integration of such models within the existing health care system so
that we are able to transform the system to be coordinated, data-driven, and patient centered. We
envision this programmatic support through leadership and financial commitment.
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W., Room 445-G
Washington, DC 20201

Amy Bassano, Acting Director
Center for Medicare & Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244

Dear Administrator Verma and Director Bassano,
The undersigned organizations, members of the Cancer Innovation Coalition (CIC) and the
Regulatory Education and Action for Patients (REAP) Coalition appreciate the opportunity to
provide feedback to the Center for Medicare and Medicaid Services (CMS) New Direction
Request for Information. Collectively, our organizations represent the voices of millions of
adults, children and families coping with chronic and serious illnesses nationwide.
REAP is a diverse group of patient advocacy organizations whose mission is to communicate
collaborative perspectives on regulatory and legislative priorities to federal and state
policymakers. REAP assures a wide range of patient concerns are considered in policy
development to maximize care access and improved outcomes as well as minimize unintended
consequences upon regulatory implementation. The Cancer Innovation Coalition is comprised of
oncology-focused organizations that share an interest in addressing opportunities to foster
innovative care delivery and payment models with the patient’s voice at the center.
Our organizations share CMS’ objective to foster an affordable, accessible healthcare system
that puts patients first and empowers them to make informed decisions and we applaud CMS
for formally soliciting stakeholder input on value-based innovation models and strategies that
could effectively achieve these objectives.
People confronting serious, complex or chronic illness want reliable and affordable access to the
medications and services they need to preserve quality of life and functioning, so they can live
well with their conditions, and they want support that reduces burden on their caregivers.
Meeting these quality markers will require value-based measures and payment innovations that
reward better communication and care coordination while also strengthening the link between
patient experience and financial performance.
Providing quality care for these high risk, high need populations involves expert attention to
physical and psychological symptoms and person-centered communication and coordination
throughout the care continuum. It also entails listening to what patients and their caregivers say
is important to them so that treatments and services are matched with their goals, and wasteful
overuse of drugs and technologies they may not want, or need is avoided. These are core
palliative care skills that help maximize quality of life for the patient and family that should be

applied alongside disease treatment at any age or stage and in every care setting. All innovation
models should integrate these clinical communication and coordination competencies as
essential aspects of providing high quality care.
Overall, the six proposed guiding principles represent an important opportunity for the
Innovation Center to drive delivery of person-centered care models that account for people’s
priorities and socioeconomic realities in providing treatments and services concordant with
what’s important to them. We agree that CMS must collaborate with health plans and providers
to make necessary patient-centered changes. We want to reinforce the critical importance of
treating patient and caregiver perspectives as essential stakeholders for contributing personfocused expertise about quality and value throughout every aspect of model and measures
design, development, implementation and evaluation. As such, our comments address three
person-centered and family-focused recommendations for building new and enhancing existing
innovation models. Specifically, our organizations urge CMS to:
1. Develop and use transparent processes for consistently including patient and family
stakeholder perspectives about quality and value important to them in every aspect of
model design, development, implementation and evaluation;
2. Use or create publicly reported quality measures evaluating availability of skilled
communication, care coordination and essential support services to equip patients and
families with person-centered tools and information they need in making informed
choices based on what matters to them; and
3. Include patient- and family-reported experiences and outcomes measures capturing
attributes of care quality and professional performance that are important to them.
Develop processes for including patient and family stakeholder perspectives earlier
Understanding how patients define and measure value on their terms is essential for meaningful
quality improvement and value assessment. Clinicians also need this information to guide patients
and families through the decision-making process and to make personalized recommendations
about treating disease and optimizing quality of life. Yet care delivery and performance
measurement has often involved interventions having only a small clinical benefit while at the
same time neglecting many aspects of care that are important to patients and their families.
To achieve more person-focused quality care models, we urge CMS to develop and deploy
transparent and consistent processes for soliciting and including patient and caregiver
stakeholder input about what they value to inform the full arc of model design, development,
implementation and evaluation. This would include enhancing opportunities to embed patient
perspectives in the work of the Physician Focused Payment Model Technical Advisory
Committee (PTAC). In making this recommendation, we encourage CMS to think expansively
beyond Technical Expert Panel (TEP) participation to capture essential person-centered and
family-focused stakeholder expertise and feedback earlier and continually throughout the
process of model conceptualization, specification, testing, implementation and maintenance.
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We are particularly appreciative and encouraged about the increase in patient stakeholder
outreach efforts by the Innovation Center’s Division of Stakeholder Engagement, as staff have
recently initiated a more consistent and proactive pattern of patient advocacy organization
engagement and would like to see dedicated CMS attention and support for enhancing these
outreach activities that can include perspectives of patient and caregiver stakeholders earlier
and more consistently in every stage of the innovation model process.
Publicly report person-centered quality measures and information that matters to consumers
High-quality care includes person-focused goals that are responsive to a patient's most pressing
problems or concerns as they experience them throughout their illness. While we support the
formation of consumer-directed care models, we urge CMS to equip people with transparent
information through publicly reported measures and tools describing plan offerings that
emphasize quality and services availability addressing priority needs they care about and with less
intense reliance on price.
People coping with serious, complex or chronic illness consider many factors that extend beyond
cost and clinical outcomes in weighing healthcare benefits, risks and tradeoffs. They also think
about how treatments will improve or diminish their lived experience and quality of life, including
their ability to remain independent, maintain function, continue working and not be a burden on
family or finances. Reporting appropriate quality measures addressing these domains will
empower consumers to assess a plan or provider’s capacity to address what they need most when
serious illness strikes.
It is our experience that skilled communication about what’s important to patients and their
families, including treating the person beyond the disease, plays a central part in fostering shared
decision-making that helps people consider tradeoffs and make informed choices aligned with
their values. Findings from recent person-centered care research indicate that many patients
define “value” of their care delivery experience in terms of having a relationship with their
provider rooted in respect, trust and compassion.1 Patients attach great importance to the quality
of their relationships and conversations with clinicians that help them feel heard, and they also
value care coordination, symptom management and access to supportive services that assist their
families.
Fortunately, as value-driven quality improvement activities continue to evolve, practical
solutions grounded in the person-centered principles of palliative care offer important guidance
and a practical approach for involving patients and caregivers in defining how the concept of
value applies to them when making treatment choices. Specifically, this approach uses skilled
communication to explicitly ask patients and their families about what matters most to them,
and uses the information elicited as the foundation for providing decision-making support that
helps match disease treatments and supportive services with stated values.
1

Patient Advocate Foundation. The Roadmap to Consumer Clarity in Healthcare Decisionmaking. 2017. Available at:
https://www.npaf.org/wp-content/uploads/2017/07/RoadmapWhitePaper_ecopy.pdf
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Models that best serve patients in terms of cost, quality and access should report on how
prepared health plans, systems and professionals are to communicate about and coordinate
person-centered care and provide support for family caregivers – key quality care competencies
that are particularly important for medically complex populations coping with multiple chronic
conditions. These person-centered considerations are valued by patients and caregivers as health
care consumers, and they also constitute a foundational element of quality care delivery that
helps balance health reform’s heavy reliance on clinical outcomes and cost in making value
determinations about health care services and spending. Striking this balance to preserve
personal choice, control and quality of life while minimizing costs is important for patients and
their caregivers because it helps them engage meaningfully in shared decision-making and avoid
subsequent decisional regret and associated distress.
Shared decision-making often involves a high degree of variability among both patients and
providers. Concurrently, patients and caregivers typically receive little or no preparation on how
to be part of the decision-making process.2 Testing a standardized approach in emerging models
could shed light on the best ways to operationalize meaningful patient engagement through
skilled person-centered communication strategies. Any models testing shared decision-making
approaches should seek to better prepare and train both patients and health professionals to
effectively communicate about person-centered priorities and preferences in the context of care
planning that matches treatments with goals.
We encourage CMS to work with stakeholders in developing and testing publicly reportable
quality measures and other tools that empower consumers to assess various innovation models’
capacity to specifically address their medical, social and functional needs, including ability to
reliably provide palliative care services in all settings as well as counseling, education and other
support for family caregivers. Publicly reported measures evaluating communication, care
coordination and support services preparedness will also help incentivize plans and their
networks to pursue available evidence-based training for providers. Such training is necessary
for all clinicians and case managers to enhance person-centered communication skills, symptom
management and care delivery.3
Include PROs on professional performance and care quality attributes that matter to patients
Implementation of the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) and its
Quality Payment Program (QPP) holds potential to drive value-based care delivery innovation
that improves the lives of patients living with serious, complex and chronic illness. To harness its
true potential, patient reported outcomes (PRO) data informed by the expertise and
experiences of patients themselves and their caregivers will be instrumental to meaningfully
2 Stiggelbout AM et al. Shared decision-making: concepts, evidence and practice. Patient Education and Counseling,
2015; 98:1172-79.
3
See, e.g., VITALtalk communication skills development resources at www.vitaltalk.org and Center to Advance
Palliative Care communication, coordination, pain and symptom management curricula for generalists and
specialists at www.capc.org.
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measure the success of new models. Building on MACRA’s momentum, CMS can use PROs to
prioritize skilled communication, symptom management and quality of life as part of high
quality disease treatment planning and shared decision-making throughout the care continuum
to improve patient and family experiences and outcomes by linking PROs to financial
performance.
Currently, the financial incentives in existing CMMI programs that might ensure a positive
patient and family experience are weak. Using PROs can elevate the importance of personcentered clinical communication skills that help match treatments and services to patient values
as a core competency integral to delivery of high quality care. They can also promote early
integration of primary palliative care approaches in specialty practices to maximize patient and
caregiver quality of life and their lived experience during treatments and care transitions.
PRO data can improve the quality of clinical conversations about person-centered priorities and
needs, enhance patient-provider relationships and increase workflow efficiency and physician
satisfaction.4 More specifically, models could incorporate PROs that allow patients and
caregivers the opportunity to assess and report on the quality of communication with their
clinical team in terms of identifying and addressing the priority care needs and concerns most
pressing for them. For example, Medicare’s Oncology Care Model could test using PRO metrics
that supplement the currently required physician-reported care plan measures to capture
patient and caregiver feedback about their conversations experiences during clinic visits where
treatment planning, goal setting, or care transition discussions take place, such as by asking
them their level of agreement with the following statements:
o My care team asked me (and my caregiver) about what problems, symptoms and/or
quality of life concerns are most important to me
o The care plan discussed and provided to me included information about how to help
address the problems, symptoms and/or quality of life concerns most important to me
o The care plan discussed and provided to me included information explaining who will be
responsible for addressing various aspects of my care, including help to manage the
problems, symptoms and/or quality of life concerns most important to me
This person-centered PRO approach extends beyond the disease management focus of clinical
guidelines adherence measures by facilitating better communication about patient-defined
priorities, problems and quality of life concerns that build healthier connections for meeting

4 Rotenstein LS, Huckman RS and Wagle NW. Making Patients and Doctors Happier – The Potential of PatientReported Outcomes. Perspective. New England Journal of Medicine. 2017;377(14).
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patient and family needs5 and improving their lived experience during and after treatment.6
Embedding these person-centered communication strategies as part of treatment planning and
quality reporting also aligns with the most current evidence and consensus standards calling for
earlier integration of palliative care in multiple disease specialties.7 8 Experts in the field have
developed evidence-based communication skills development courses available through
VITALtalk and the Center to Advance Palliative Care,9 for example, that the Innovation Center
could consult in considering proposed person-centered and family-focused models and
measures. In addition, the National Academies of Sciences, Engineering and Medicine
Roundtable on Quality Care for People with Serious Illness has published directly relevant
workshop proceedings featuring resources and strategies for integrating patient and caregiver
voices into serious illness care and models for integrating palliative care principles into care for
people with serious illness.10
Our organizations are ready to continue providing feedback from the patient, caregiver and
family perspectives throughout design and measurement of new innovative payment and
delivery models. Please contact Nicole Braccio, policy director at National Patient Advocate
Foundation, for further details or assistance.
Respectfully Submitted,
Arthritis Foundation
Bladder Cancer Advocacy Network
Cancer Support Community
Community Oncology Alliance
COPD Foundation
Cutaneous Lymphoma Foundation
Epilepsy Foundation
FORCE: Facing Our Risk of Cancer Empowered
Fight Colorectal Cancer
Huntington’s Disease Society of America
International Myeloma Foundation

Lung Cancer Alliance
LUNGevity Foundation
Mended Hearts and Mended Little Hearts
National Alliance on Mental Illness
National Multiple Sclerosis Society
National Patient Advocate Foundation
Susan G. Komen
ZERO - The End of Prostate Cancer
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Back AL, Arnold RM, Baile WF, et al. Faculty Development to Change the Paradigm of Communication Skills
Teaching in Oncology. Journal of Clinical Oncology. 2009;27(7):1137-1141.
6
Kamal AH, LeBlanc TW, Meier DE. Better palliative care for all: Improving the lived experience with cancer. JAMA.
2016;316(1):29-30.
7
Ferrell BR, Temel JS, Temin S, et al. Integration of Palliative Care Into Standard Oncology Care: American Society of
Clinical Oncology Clinical Practice Guideline Update. Journal of Clinical Oncology. 2017;35(1):96-112
8
Braun LT, Grady KL, Kutner JS, et al. Palliative Care and Cardiovascular Disease and Stroke: A Policy Statement from
the American Heart Association/American Stroke Association. Circulation. 2016;134(11): 198-225.
9
VITALtalk http://vitaltalk.org/clinicians and Center to Advance Palliative Care
https://www.capc.org/topics/communication-and-palliative-care/ communiation skills training curricula and
resources for clinicians.
10
National Academies of Sciences, Engineering and Medicine Roundtable on Quality Care for People with Serious
Illness workshop proceedings and presentations accessible at
http://nationalacademies.org/hmd/Activities/HealthServices/QualityCareforSeriousIllnessRoundtable.aspx.
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November 20, 2017
The Honorable Amy Bassano, MA
Acting Director
Centers for Medicare and Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244
RE: Centers for Medicare and Medicaid Innovation (CMMI) Innovation New Direction: Request
for Information
Dear Director Bassano:
On behalf of the Cancer Support Community (CSC), an international nonprofit organization that
provides support, education, and hope to cancer patients, survivors, and their loved ones, we
appreciate the opportunity to respond to the request for comments regarding the Centers for
Medicare and Medicaid Services: Innovation Center New Direction. As the largest direct
provider of social and emotional support services for people impacted by cancer, and the largest
nonprofit employer of psychosocial oncology professionals in the United States, CSC has a
unique understanding of the cancer patient experience. Each year, CSC serves more than one
million people affected by cancer through its network of 44 licensed affiliates, more than 120
satellite locations, and a dynamic online community of individuals receiving social support
services. Overall, we deliver more than $40 million in free, personalized services each year to
individuals and families affected by cancer nationwide and internationally.
Additionally, CSC is home to the Research and Training Institute—the only entity of its kind
focused solely on the experiences of cancer patients and their loved ones, as well as the Cancer
Policy Institute which focuses on advocacy activities to ensure that patients have access to
timely, affordable, high-quality, comprehensive care. This combination of direct services,
research, and policy uniquely positions CSC to provide feedback on the future direction of the
Center for Medicare and Medicaid Innovation (CMMI).
We are pleased to be provided the opportunity to weigh in on the next iteration of CMMI
initiatives and respectfully submit the following comments as you seek to advance best practices,
lower health care costs, and enhance patient outcomes:
1. Guiding Principles or Focus Areas
We agree that high-quality health care for patients should be the ultimate goal of any CMMI
initiative. Innovation can often be spurred when providers are allowed to make choices that work
best for them and produce positive outcomes in the best interests of their patients. However,
there must be a balance between “burdensome requirements and unnecessary regulations” and
evidence-based metrics and models which ensure that the highest standard of patient care is
provided. Further, competition that is based on quality, outcomes, and costs does not go far
enough to fully support and integrate patients as equal partners in their care. There are many
other factors which patients consider when making treatment decisions including financial,
emotional, social, logistical, and legal considerations, among others. It is vital that CMMI fully

and continuously engage patients throughout model development, implementation, and
evaluation to determine if the health care system is meeting their needs—and those needs must
be defined by the patient.
Our health care system should be tailored to the unique values, goals, and preferences of patients.
This should be evidenced through measures and metrics that are created, implemented, and
evaluated with patients as equal partners as well as reimbursement systems that are flexible to
reflect patient-defined outcomes. For example, some cancer patients may value a cure above all
else—and our measures and funding mechanisms should reflect that choice. Meanwhile, other
patients may value quality versus quantity of life, and in turn, a model that meets the needs of
that patient would look different.
“Patient-centered care” has long been a buzzword and a perfunctory checkbox versus meaningful
engagement with the most important player in the health care system—the patient. As noted in
this RFI, patients, families, and caregivers should be able to take ownership of their health and
have the flexibility and information to make choices as they seek care. However, they must be
equipped with the tools to ensure that they can make informed decisions that are right for them.
This must include education materials at appropriate reading levels and preferred languages,
translation and interpretation services if necessary, and health care teams that are trained in
providing culturally sensitive and appropriate care. This also must include transparency around
the full range of costs associated with treatment and care such as those related to
pharmaceuticals, facilities, professional health care services, insurance-related costs, etc. Patients
should feel comfortable engaging in a shared decision making process with their health care team
and ultimately selecting services that best fit their needs and values.
Further, as CMMI charts the future course for the agency, CSC supports voluntary, small scale
testing that is specific to targeted populations. However, it is critical that ongoing work and
lessons learned are incorporated into any new model designs or direction. For example, the
Oncology Care Model was launched in 2016 and participating practices are currently awaiting
data that they can use to inform their future participation. These data will be critical to
understanding the impact of the OCM on both practices and patients. CMMI outcomes and
evaluation data must be made available as quickly as possible and on an ongoing basis.
However, there must also be ample time to conduct robust analyses on practice-generated data as
well as patient experience feedback. The CSC RTI is currently undertaking a study to examine
the full patient experience within OCM practices versus non-OCM practices. It will be key to the
future of the program to understand if the model not only resulted in cost savings but allowed
patients to take ownership of their care and work with their provider to achieve optimal
outcomes—as they define them.
2. Model Designs
Mental and Behavioral Health
CSC applauds CMMI for outlining mental and behavioral health as a specific area for model
testing. The opioid epidemic has brought these issues to the forefront of national consciousness
and policy analysis, however psychosocial health issues are inherent in the lives of all
Americans, whether personally or with a loved one. Further, when patients are diagnosed with a
disease such as cancer, they may be faced with psychosocial challenges they have never before

experienced ranging from worry about the future to feeling lonely or isolated and concern about
finances, among many others (Buzaglo et al., 2016). Our current health care system is not
keeping pace with the demand for these services. A 2016 CSC study found that 71 percent of
cancer patients did not receive social or emotional support services. Patients reported that
although they felt like they needed the following services, they were unable to access them:
general support services (45%), treatment for side effects (39%), eating and nutrition counseling
(38%), financial counseling (29%), and mental health counseling (26%). Across all insurance
types, patients felt that availability, coverage, and high cost were the reasons why they did not
receive these services. Recently, Nipp et al. (2017) found that hospitalized patients with
advanced cancer experience many physical and psychological symptoms and that those patients
with a higher burden of these symptoms have longer hospital stays and a greater risk for
unplanned hospital readmissions. CSC found in a 2017 study that nearly half of all caregivers of
cancer patients experience substantial anxiety and elevated fatigue. They expressed a desire for
more information about the patient’s condition and assistance managing personal stress,
available financial resources, and navigation the health care system.
It is clear that a robust approach to the full range of biopsychosocial health concerns is vital to
patients. As the Institute of Medicine (2008) has noted, “It is not possible to deliver good-quality
cancer care without using existing approaches, tools, and resources to address patients’
psychosocial health needs.” Further, the National Comprehensive Cancer Network and the
American College of Surgeons recognize that addressing psychosocial distress is an integral part
of providing comprehensive care to people with cancer. Most recently, the Food and Drug
Administration Reauthorization Act (FDARA) of 2017 included language that revised the
definition of “patient experience data” to not only include physical but also psychosocial impacts
of a “condition, therapy, or clinical investigation.” This is the first statutory acknowledgment of
the need to include psychosocial impacts as equally important components of the patient
experience. CSC stands ready to assist CMMI as you move forward with model creation that
includes mental and behavioral health provisions, which have been proven to be key components
to overall health and wellbeing.
3. Structure, Approach, and Design of Potential Models
Any future CMMI models should be created with the patient at the center of the design.
Enhanced patient outcomes—including physical, psychosocial, financial, legal, social, and
logistical among others—should be key outcomes driving each model. A diverse body of patients
should be involved in every step of model design, implementation, and evaluation based on a
specific set of standards that provide transparent guidelines for engagement. Any patient or
caregiver who wishes to be involved with CMMI should be given ample opportunities to do so.
Likewise, patients should be equal partners in their day-to-day care within the practice in which
they receive treatment. There should be a patient and family advisory panel in place for each
demonstration/model as well as a patient and family advisory panel at each practice helping to
guide processes, interventions, and policies that impact patients. Further, the public should be
given the opportunity to engage with CMMI through advisory panels and comment periods as
well as the opportunity to view evaluation data and results.
Finally, CMMI models must be voluntary and small scale in nature. Mandatory programs, such
as the 2016 Part B demonstration project, that would create blanket requirements for providers

and practices are inherently not in the best interests of patients as they don’t take into account the
unique circumstances posed by characteristics of specific communities. Further, any proposed
models should enhance patient access to care and not limit it by restricting the ability of
providers to serve patients. Finally, there should be ample time for CMS to test any proposed
model, analyze results from both practices and patients, make appropriate adjustments based on
this evaluation, and incrementally scale the model to broader populations.
4. Options beyond FFS and MA
Physician Specialty Models
As noted above, the Oncology Care Model (OCM) launched in 2016 and providers are currently
awaiting data to determine continued participation. We hope that CMMI will utilize outcomes
and evaluation data as well as external findings such as those that CSC will be gathering, to
determine if the OCM is achieving its stated goals. Further, those goals should be adjusted as
necessary to focus predominantly on access to high-quality patient care and meeting needs as
defined by the patient.
The OCM needs to be fully evaluated before elements are disseminated further. Specifically
outlined in this proposal is the concept of prepayment. In disease states such as oncology, where
patients often receive personalized care based on the unique nature of their disease, a movement
towards pre-payment or capitation could put patients at-risk of not receiving the full range of
services that they need.
Prescription Drug Models
The era of precision and personalized medicine will require innovative payment structures.
Value based contracting (VBC) is a structure that deserves robust testing to determine feasibility
for a range of therapies. VBCs should be voluntary to determine goodness of fit for particular
therapies before widespread adoption. As noted throughout these comments, however, the patient
must be at the center of any VBC arrangement. Endpoints that are incorporated into the value
assessments must be driven predominantly by what the patient values, not simply clinical
endpoints such as survival or progression-free survival. In a 2015 CSC study of metastatic breast
cancer patients, only 5 percent felt that value in care could be defined in an economic exchange
context and nearly 40 percent felt that valuable care meant care of a personal value, including
time with their physician, quality of life, and engagement in a shared decision making process.
Patients should have access to information about VBCs and provided an opportunity to ask
questions and seek assistance to understand their role within these new systems. Finally,
regulatory reforms (such as those pertaining to off-label communications, anti-kickback statutes,
and government best price guarantees) must be explored to determine how patients will
ultimately benefit from VBCs.
Medicaid-focused Models
As evidenced by our comments throughout this letter, our focus is centered on the needs, values,
and wellbeing of patients. This takes on an additional layer of importance when we are focusing
on patients with limited incomes and those from underserved communities. Medicaid-focused
models must be specifically tailored to ensure that the voices of historically underrepresented
and vulnerable patients have an opportunity to engage in model design, implementation, and
evaluation. State-based and local innovations offer opportunities to alter model design to fit the

unique needs of patients within defined communities. As noted above, it is vital to offer
information at appropriate reading levels and preferred languages. Translation or interpretation
services should be readily available and members of the health care team should be trained to
provide culturally appropriate and sensitive care.
Additionally, models that focus on dually-eligible beneficiaries will also be vital as these nearly
12 million individuals experience some of the most complex health challenges and often have
costly health care needs (Kaiser Family Foundation, n.d.). It is critical that the goals of the
Medicare-Medicaid Coordination Office are realized and CMMI can help to ensure that the two
programs work together effectively to improve care and lower costs, simplify processes,
eliminate regulatory conflicts and cost-shifting between the two programs, and ensure full access
to seamless, high-quality care for beneficiaries (Medicaid, n.d.).
Further, Medicaid-focused models should never limit access or reduce care to patients in need.
As evidenced by some proposed state Medicaid 1115 waivers initiatives that would close
formularies, impose work requirements, or restrict eligibility or enrollment, various stakeholders
define innovation and progress differently. It is our position, as a patient advocacy organization,
that many of these approaches would harm patients most in need. CMMI should find innovative
new ways to truly serve patients most in need, enhance their care experiences, and act in their
best interests.
Medicare Advantage (MA) Innovation Models
MA Innovation Models should be created and tested to ensure access to high-quality, affordable,
timely, comprehensive care to Medicare beneficiaries. Expansion of the MA Value-Based
Insurance Design (VBID) model should occur on a voluntary basis. Although we are not
opposed to additional flexibility in MA plans, these plans should still be required to cover Part B
drugs in the same way that they are covered in Medicare fee-for-service plans.
5. Beneficiary Engagement in Model Development
It is critical that beneficiaries are meaningfully engaged in model development from initial
planning to implementation and evaluation. Patients should be included on all advisory panels
and processes should be in place to solicit and incorporate their feedback in meaningful ways.
Their input on quality measures should be a driving force behind implementation and should
carry significant weight in the evaluation of practice results.
In Section 1115A of the ACA, the law calls for the evaluation of payment models against
“patient-centeredness criteria,” however these criteria have not been made public by CMMI.
These criteria should be strongly influenced by patients and caregivers, and made available for
public comment before consistent use and implementation. Likewise, meaningful criteria for
shared decision making tools and processes should be incorporated into all new models
developed by CMMI.
Patients may define “value” very differently than other stakeholders in the health care system.
Patient definitions of value are not influential drivers in our health care system which often is
determined by therapies and interventions that are seen simply as the best quality at the lowest
cost. Patient-reported outcomes have historically been considered unreliable or invalid which has

meant a health care system that lacks the voice of the most important stakeholders. As such, CSC
is currently developing a validated tool to measure what patients value throughout their cancer
care experience. It will be critical for CMMI to utilize tools such as this one to better define and
encourage widespread utilization of patient experience data.
6. Payment Waivers
As noted above, government authority to waive specific regulations or safeguards can bring both
innovation and risk. It is critical that any payment waivers promulgated by CMMI ensure that the
patient is protected and that the model preserves or enhances quality of care to beneficiaries. As
our health care system moves away from fee-for-service and towards a value- or outcomes-based
care system, it must do so with the patient as a full member of the care team. Innovative payment
methodologies should incentive coordinated care at various sites as well as with different health
care professionals working in partnership to best serve the patient. This should include
eliminating unnecessary burdens for patients. In a 2016 study, CSC found that over half of
cancer patients have been told that their prescribed treatment would require prior authorization
and 37% were told that a medical test required prior approval, delaying access to needed care.
Additionally, 14% of patients were subjected to step therapy requirements and 53% of those
patients had to wait 7 to 30 days to receive the originally prescribed medication. Approximately
8.5% decided not to take any medication as a result of these practices. In this study, Medicaid
patients were the most likely to experience care delivery delays. Payer processes that delay
access to patients dealing with potentially deadly diseases such as cancer must be addressed.
7. Additional Comments
Safeguards
The creation and implementation of various models brings with it the potential for innovation, as
well as inherent risk. As such, safeguards must be in place to protect patients. First, patients must
be alerted, in language they can understand and process, of the potential to enroll (and not
automatic enrollment) in a CMMI demonstration. They must be given ample opportunities to
understand the goals of the demonstration, ask questions about their enrollment in the
demonstration, seek assistance while enrolled in the demonstration, and if they choose not to
enroll in the demonstration, they must be offered other high-quality, comprehensive, affordable
options for their health care needs. Further, patients deserve access to transparent information
regarding demonstrations including information about clinical pathways and financial incentives
and the potential for those incentives to drive clinical decision making. If they do not agree with
their provider’s recommend course of treatment, they should be able to make individual
decisions that fit their unique needs and if necessary engage in a rapid appeals process. Patients
should also have access to decision support tools that fit their needs. These decision support tools
should be created with tremendous input from patients and caregivers, evaluated on an ongoing
basis by patients and caregivers, and updated as necessary when new information becomes
available.
Within any demonstration or model, patients should not be subjected to coverage or care
decisions based on assessments that include cost-effectiveness or quality adjusted life years
(QALYs). Banned by the Americans with Disabilities Act (ADA), these types of assessments
can limit access to treatments, particularly for people living with disabilities. An example of this
included the proposed Part B Demonstration Project that called for the government to make

value determinations based on comparative effectiveness and cost effectiveness analyses. This
proposal was not meaningfully information by patient input and ultimately was strongly opposed
by many in the health care community.
Authority
The authority of CMMI to create, implement, and ultimately spread models should occur in a
stepwise approach. All findings should be disseminated and commented upon publicly, and
widespread implementation should only occur once stakeholders have had ample time to
understand, comment, and meaningfully engage in the process and once consequences of the
model are well understood. There should be no unanticipated, mandatory demonstrations and
Congress should be an active partner in the overall goals of CMMI, ultimately providing
oversight to ensure access, affordability, and high quality health care.
Transparency
As a government agency, CMMI should operate transparently. As such, we ask that our
comments in response to this RFI, and the comments of all interested stakeholders, are published
online, without edits, and in perpetuity so that the health care community has access to the full
range of feedback.
In closing, we appreciate the opportunity to respond to the RFI regarding the future direction of
CMMI. The Center should be a leading voice in innovative new ways to best serve patients
across the nation. As our comments reflect, any actions taken by CMMI should put the patient at
the forefront, protecting and promoting their access to affordable, timely, high-quality,
comprehensive health care. As our health care system continues to evolve, this goal is more
critical than ever before. Please feel free to contact me if you have questions or if we can serve as
a resource to
your work.
Sincerely,

Linda House, MSM, BSN, RN
President
Cancer Support Community Global Headquarters
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Submitted Electronically
Seema Verma, Administrator
Center for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Amy Bassano, Acting Director
CMS Innovation Center
7500 Security Boulevard
Baltimore, MD 21244
Re:

Comments on CMS Innovation Center Request for Information: Innovation Center New
Direction

Dear Administrator Verma and Director Bassano:
Caravan Health appreciates the opportunity to comment on the Center for Medicare and Medicaid Services’
(CMS) Request for Information (RFI). Since its inception four years ago, Caravan Health has supported
more than 250 hospitals and hundreds of physician groups with the transition towards value-based
payments. We strongly believe that CMS, in its position as the single largest payer in the U.S. health care
market, has a key role to play in driving providers towards models that reward high quality, coordinated
care that improve outcomes for patients. Based on Caravan Health’s experience working with clinicians and
health systems of all sizes, we recommend the Center for Medicare and Medicaid Innovation maintain its
aggressive efforts to develop and implement new payment models, paying attention to six important
principles we describe below.
➢ CMS Should Align Policies and Use Its Market Power to Drive Unified Change That Holds All
Providers Accountable for Delivery System Reform
We firmly believe that CMS is ideally positioned to drive system-wide change in the U.S. health care market.
However, to do so, CMS must be unafraid to take the lead and leverage the full weight of its substantial
market power. We urge CMS to avoid excess fragmentation by excluding particular providers or provider
classes, or by engaging in numerous APMs that target the same provider populations. CMS should instead
consolidate its numerous payment systems and APMs towards a single set of aligned policies that hold
providers of all types accountable for delivery system reform.
Caravan Health has seen the power of CMS’s Shared Savings Program in directing the health care system
towards value and we urge CMS to continue expanding options for participation in Track 1. The principles
and incentives of the Track 1 ACO are relatively easy to understand and should serve as the foundation for
additional low-risk models targeted towards smaller and rural providers. Track 1 ACOs have demonstrated
value by bringing providers with little to no prior experience in value-based payments into APMs, and
many Track 1 ACOs have able to successfully achieve savings for CMS, proving that accessible models can
and do create change.
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In addition to exploring APM options for all provider types, we urge CMS to hold all types of providers
accountable for the tenets of better health care, improved patient outcomes, and lower costs. Specifically,
with respect to MACRA implementation via the Quality Payment Program (QPP), CMS should include all
clinicians. The low-volume threshold, which in the CY2018 final rule underwent a substantial increase, now
excludes nearly two-thirds of all clinicians. With this dilution, CMS has reduced accountability for achieving
delivery system reform and sewn confusion the 600,000 clinicians who are still accountable for their
performance under MIPS.
Caravan Health believes that no clinician should be exempt from MACRA. The new payment system has the
capability to unite all providers with a common set of standards for quality, cost, technology, and
improvement. The fact that CMS would deliberately remove a substantial portion from this joint effort
defies undercuts the benefits conferred on practitioners by joining an APM and receiving the favorable
MIPS APM scoring.
In particular, Caravan Health reiterates that as a rule, small and rural providers should not be exempt from
reform efforts. Paternalistic policies designed to allow such practices to limp behind their urban
counterparts have backfired, leaving rural providers behind the curve and resulting in very real disparities
in the quality of care and life expectancy between urban and rural patients.
➢ Support Both APMs that Reward Collaboration Across Settings
As CMS continues to explore APM options, Caravan Health recommends focusing on those models that
break down the silos across care settings, placing physicians and physician engagement at their hearts.
Caravan has seen through its work with Track 1 ACOs that when physician leadership are actively engaged,
attitudes can be changed and strategies to move towards a population health mindset are more effective. In
contrast, models that rely on a third-party payer to drive change will always be less effective at creating a
patient-centered environment, as a third-party payer cannot connect directly to the patient and, at best,
will imperfectly align incentives to motivate change for any given unique provider structure.
It is equally important that CMS support engagement of hospitals and post-acute care providers in
incentives and accountability for transformation. Attempting to advantage physicians or outpatient settings
at the expense of hospitals are misguided. In many communities, the local hospital is best positioned to
drive change quickly by convening local leaders and delivering new technology and services to manage
population health. Driving a wedge between hospitals and physicians discourages collaboration and leads
to further fragmentation of the delivery system.
CMS rightly acknowledges that patient-centered care is a key component of APMs. Patient-centeredness
necessarily requires focusing on the relationship between the patient and their care team. This engagement
and trust is how patients and providers can more successfully navigate health care options and arrive at
solutions that account for the specific wants and needs of a given patient.

2

➢ CMS Should Focus on Voluntary Models that Reward Providers for Engaging in
Transformation
Caravan Health supports CMS’s commitment to voluntary models. Providers cannot be “forced” into
transformation and achieve the desired results; it must be a thoughtful decision by leadership and include
education for on-the-ground practitioners. However, while making such models voluntary, CMS should
continue to incentivize movement into alternative payment models (APMs) via additional benefits
including advantageous scoring and reporting for the QPP. The MIPS APM scoring standard appropriately
acknowledges that low-risk APM participants are putting in substantial extra work to achieve high value
and rightfully allows them to benefit from these additional activities. We urge CMS to maintain this
distinction and offer Advanced and non-Advanced APMs even further advantages as the QPP progresses in
difficulty.
We also strongly encourage CMS to increase the flexibility for providers interested in transformation to
adjust their risk level. Under current CMS policy, a provider that ambitiously opts for two-sided risk is left
with no APM options if they later withdraw. Instead of penalizing such providers for their ambition, we
recommend that all providers, regardless of previous APM experience, be allowed to participate as a Track
1 Shared Savings ACO for the two-term maximum. For those that jump into high risk models too early, they
should have the option of ratcheting down to a low-risk APM, rather than being removed entirely from the
APM track.
➢ Explore More Low-Risk APMs as an On-Ramp for Providers Traditionally Excluded from
Reform
In addition to opening Track 1 to all providers, regardless of past model participation, CMS should explore
additional APMs that offer a low-risk introduction to value-based payment. The vast majority of providers
have no experience in models that track cost and quality in a meaningful way. The prospect of moving from
fee-for-service into population health-based payments can be daunting. At this time, Track 1 is the only
low-risk option for providers looking to get their feet wet in APMs. While Track 1 has seen considerable
success in attracting the largest numbers of providers, we believe even more providers would opt for APMs
if there were additional low-risk options.
Specifically, CMS should consider low-risk options for populations that have traditionally been excluded
from health reform activities, such as Rural Health Clinics (RHCs), Federally Qualified Health Centers
(FQHCs), and Critical Access Hospitals (CAHs). These provider types, often located in rural and medically
underserved parts of the country, have been deeply harmed by CMS’s willingness to exclude them from
reform efforts. While their urban counterparts have migrated to certified electronic health records and
gained familiarity with quality measurement, many RHCs are stymied by their own quality reports.
We recommend that in any rural or small provider-specific model, sufficient time be allowed for providers
to adjust to the APM at a low-risk level. In working with this population, Caravan Health has observed
significant positive change in quality and patient outcomes that translate into human lives saved. However,
due to the steep learning curve and nature of population health, these changes often take two to three years
to yield initial results, and four plus for the original investment to begin to pay off.
In order to make the investment and transition to an APM appealing, we urge CMS to consider low-risk
options for providers that allow an adequate amount of time to learn and adjust to the differences required
to succeed in a value paradigm.
➢ Increase Flexibility for Providers to Encourage Primary Care and Care Coordination
3

CMS notes that among its interest in APMs it is concerned with maintaining patient choice. While Caravan
Health agrees that patient choice is desirable, we believe that CMS’s current idea of what constitutes
appropriate patient choice unduly stifles the ability of providers to coordinate care in the manner in which
they are expected. We believe that CMS should focus on ensuring the availability of services in all parts of
the country and patient choice with respect to the selection of a primary care practitioner. When patient
choice becomes the benchmark for every decision and every referral, CMS actively undermines the ability
of providers to manage care and to succeed in value-based payment models.
There must be a balance between ensuring that patients have choice with respect to their health care and
health care providers; and the ability of the provider to conduct care coordination and work within their
integrated care network. We suggest that with respect to patient choice, CMS allow providers participating
in APMs the option of referring patients exclusively within a network so long as doing so is in the best the
medical interest of the patient and the patient does not otherwise request another provider.
Additionally, we urge CMS to work with Congress, HHS and the OIG to update health care fraud and abuse
laws to reflect the new reality and paradigm under which health care providers are being held accountable
for quality and episode costs. Under current rules, providers are prohibited from many activities that
would cause no harm to patients while improving access to primary care and preventive services. Of
particular interest is the ability waive or remove patient cost-sharing obligations with respect to primary
services. We recognize that cost-sharing functions as a mechanism to ensure patients need care, however,
CMS does not need such financial barriers when the services at issue are those that have been
demonstrated to prevent more costly care down the line.
Finally, Caravan Health is encouraged by CMS’s recent focus on payments supporting primary care and care
management activities, including the new care management codes for RHCs and FQHCs as well as the newly
activated code for non-face-to-face data collection and analysis. We encourage CMS to continue to support
such services that allow providers to achieve financial sustainability as they move toward models that
depend upon population health over volume.
*
We appreciate the opportunity to provide comments. If CMS has any questions regarding the policies or
ideas expressed in this letter please do not hesitate to contact us. We look forward to continued work and
collaboration with CMS.

Lynn Barr
CEO
Caravan Health
7509 NW Tiffany Springs Pkwy
Suite 310
Kansas City, MO 64153
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November 20, 2017
Amy Bassano
Acting Director
Centers for Medicare & Medicaid Services
Innovation Center
7500 Security Blvd.
Baltimore, MD 21244
CMMI_NewDirection@cms.hhs.gov
RE: Request for Information – Innovation Center New Direction
Dear Director Bassano:
Care1st Health Plan (Care1st), an affiliate of Blue Shield of California, provides this
response to the Request for Information (RFI) regarding a new direction for the
Innovation Center. We applaud the Innovation Center for its efforts to test payment
and delivery models that reduce program costs and enhance quality of care for those
individuals who receive Medicare, Medicaid, and Children’s Health Insurance Program
(CHIP) benefits. As you explore opportunities to test new models for the dual-eligible
population, we urge you to continue and build upon the work of the Financial
Alignment Initiative for Medicare-Medicaid Enrollees such as California’s Cal
MediConnect program.
Care1st provides access to quality care to 500,000 individuals who receive Medicare,
Medicaid, and CHIP benefits, including 6,000 who receive integrated care through Cal
MediConnect. Since the launch of Cal MediConnect in 2014, Care1st has worked with
the state, providers, members, and advocates to knit together fragmented benefits for
some of the most high-need and high-cost individuals in our community. We have built
a coordinated delivery system that integrates Medicare and Medicaid benefits
including behavioral health, home and community-based care, and long-term care.
The result is a patient-centered approach to care.
Cal MediConnect aligns with the guiding principles that the Innovation Center outlined
in the RFI including choice and competition in the market; provider choice and
incentives; patient-centered care; and benefit design and price transparency. Cal
MediConnect plans have demonstrated decreasing utilization in emergency room
visits, inpatient days, and long-term care days. Evaluations by CMS and by the University
of California show high enrollee satisfaction with the program. Research by the
University of California also show that plans have made significant investments and
progress in developing systems to coordinate behavioral health and promote transitions
from institutional to community-based living. At this early stage, Cal MediConnect
shows promise of fulfilling the Innovation Center’s aims of reducing cost and enhancing
quality. Yet, the program is still in the early stages. We are four years into changing
delivery systems, behaviors and incentives established over decades. Without
601 Potrero Grande Drive | Monterey Park, CA 91755
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continued efforts to build onto Cal MediConnect, we risk losing the gains we have
made and the opportunity for long-term reform.
As the Innovation Center determines its future direction, Care1st remains committed to
continuing to work with CMS and the state to advance the goals of Cal MediConnect
and identify further opportunities for enhanced outcomes and innovations in care for
the dual-eligible population.
Sincerely,

Greg Buchert, M.D., M.P.H.
President and CEO
Care1st Health Plan
cc:

Kerry Branick, Centers for Medicare & Medicaid Services
Mari Cantwell, California Department of Health Care Services

We appreciate CMS and CMMI’s willingness to consider new directions in improving the efficiency of the U.S. healthcare
system. As consultants in the long-term services and supports (LTSS) industry in Ohio, we had the opportunity to
participate in a pilot program under the MyCare Ohio demonstration program for the dually eligible population.
In summary, the pilot program utilized CareWatch, a third-party, to perform intense peer-to-peer care oversight reviews
of medical services and pharmaceuticals for the long-term SNF population. It was implemented under a capitated
payment structure with a manage care organization; however, the concept can be applied in different payment
structures, including directly with government agencies. We are proposing that CMMI investigate using a third-party
“care oversight” program to generate efficiencies and better align incentives and outcomes for long-stay residents in
SNFs. Please find attached a whitepaper outlining the CareWatch pilot, results and its potential applications.
For this type of program to be successful, the care oversight team would have to be able to coordinate both Medicare
and Medicaid services. Furthermore, the state needs to provide flexibility in how Medicaid rates are established. CMMI
should consider allowing care coordination for Medicare and Medicaid services at the state level and provide flexibility
on how those services are managed and paid. This type of program fits into both focus areas 5, MA Innovation Models,
and 6, State-Based and Local Innovation, including Medicaid-focused Models. In focus area 5, it can serve as an
alternative to FFS or MA models of payment. In area 6, this program includes state-based innovation and Medicaid
services.
We look forward to discussing innovative approaches to serving the long-stay SNF population with CMMI. Please contact
us for more information.
Sincerely,
The CareWatch Team
Chris Murray
Kysoti Consulting, LLC

Carol Turni
CPAN
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Section 1: Executive Summary
The cost of treating cancer care in the U.S. continues to spiral out of control, increasing
from $125 billion in 2010 to a projected $158 to $173 billion by 2020 (a 26% to 38%
increase over the decade). The cost of drugs and biologics are the fastest rising
component of this increase. What can be done to change this trajectory and bring cancer
care spending under control while maintaining the quality of care provided to a growing
population of cancer patients and cancer survivors?
We propose as solution a new model of cancer care, the Oncology-Physician Focused
Alternative Payment Model (“OPFAPM”). OPFAPM is differentiated from other
oncology APMs by making it more attractive for key stake holders to embrace two-sided
risk and making data reporting claim based. Additionally, this model will address part B
drug prices by focusing on biosimilars and generic drugs when clinically appropriate.
We believe that by virtue of the OPFAPM model, variation in cancer care process and
outcome will be minimized and quality of care will be elevated resulting in decreased
overall costs of care because it will address long standing challenging is sue of part B
drug prices.
We recommend that the Center for Medicare and Medicaid Services consider OPFAPM
or similar model as a new direction in innovation in cancer care that will encourage a
greater participation in Advanced Alternative Payment Models (AAPMs).
Section 2: Context for Our Response
Cancer care costs in the U.S. are projected to increase from $124.57 billion in 2010 to
$158-$173 billion by 2020.1 The increase in new cancer therapeutics as well as the
projected rise in the number of people living with a history of cancer from 14.5 million in
2014 to 18.1 million in 2020 will be major cost drivers in oncology care2. High-quality
oncology care can be very expensive, and often entails resource-intensive therapy given
over prolonged periods of time. In the US, net spending on pharmaceuticals has increased
42 percent since 2006, with more than two-thirds of that growth occurring since 20133.
Prescription drug spending is now the fastest growing share of health spending, and is
projected to remain so. Currently, pharmaceuticals account for 16.7 percent of total
expenditures4. This creates challenges for individual patients with very high out-ofpocket costs. American taxpayers and businesses end up indirectly paying the cost for
these drugs through taxes and insurance premiums.
The cost of drugs and biologics are the fastest rising cost component of cancer care. A
study of the 2004-2014 PPPY Medicare cost trends of the various segments of oncology
care demonstrated the highest increase was in biologic chemotherapeutic drugs which
rose by 335% relative to the overall PPPY cost rose by 36%.5 According to a World
Health Organization report in More Health for the Money, the number one source of
inefficiency in the healthcare system is the underuse of generic drugs and the higher than
necessary price of name-brand medicines.6

Under the guidelines of the 2010 Affordable Care Act, the Centers for Medicare &
Medicaid Services (CMS) established the Center for Medicare & Medicaid Innovation
(CMMI) to pilot new and innovative payment models to incorporate the value element in
the delivery of healthcare. CMMI is tasked with piloting different payment models to
fulfil the triple aims of healthcare reform.
OPFAPM is intended as a multi-payor program and, in fact, a large regional payer
(Palmetto GBA) has expressed their interest in further exploring participation in the
model should CMS elect to offer OPFAPM or similar.
Section 3: Overview of Alternative Payment Initiatives in Oncology
One of the foundations of ACA led to establishment of Center for Medicare and
Medicaid Innovation (CMMI). CMMI is charged with establishing different pilots in
different specialties and different set up alternate payment method pilots. CMMI defined
concept and approved some of the bundled payment structures like oncology care model
(OCM) and comprehensive joint replacement (CJR). Subsequent legislation passed with
bipartisan support in 2015 repealed SGR replaced it with Medicare Access and CHIP
Reauthorization Act of 20152. MACRA paved way for transitioning all other providers to
step in to the Value Based Care Model (VBC), now defined as Quality Payment Program
(QPP).
Under current fee-for-service (FFS) payment systems, physician practices and other
providers somehow at the risk of losing revenue if they perform fewer procedures or
lower cost procedures, but the costs of operating physician practices, hospitals, etc.
generally do not decrease proportionately (if at all), which can cause financial losses.
Hence majority of providers focus on high cost and volume based business operations to
accommodate for escalating cost of business operation. For many types of procedures,
most of the savings payers experience does not come from the payments that are made to
physician practices, so significant savings for Medicare and other payers can still be
achieved without financially penalizing physician practices. There are few low hanging
fruits that definitely would improve patient experience, reduce cost and hopefully
improve out comes it not remain same.
There is no single Alternative Payment Model that will work for all physicians or their
patients. Different medical specialties treat different kinds of health problems, and the
opportunities to improve quality and reduce costs will differ for the different types of
health problems addressed by physicians within each specialty and subspecialty.
Moreover, the care delivery changes that are needed to address these opportunities will
also differ by specialty, as will the barriers in the current payment system that need to be
overcome if physicians are to redesign care delivery for their patients. This means there
will need to be multiple types of APMs in order for physicians in all specialties to
participate and in order for all patients to benefit. A good APM will overcome the
specific payment system barriers a physician practice faces in pursuing the specific kinds
of improvement opportunities available for the types of patient conditions the physicians
in that practice treat. There is no need for complex and expensive changes in payment

structures if simple changes will address the barriers. If paying for a new service code
could enable a physician practice to deliver significantly better care at lower overall cost,
there is no need to force the practice to find ways to manage a complex bundled payment.
On the other hand, if much more extensive changes in care delivery are needed that
involve multiple providers, an entirely new type of bundled payment may be needed to
provide sufficient flexibility and accountability to support those changes in care, and a
physician practice may need to work collaboratively with other physician practices and
other types of providers to manage that payment in order to deliver the improved care.
CMMI announced first phase of APM for oncology aligning incentives tied to quality and
cost savings along with enhanced patient experience. CMMI’s first oncology-specific
program is the Oncology Care Model (OCM) program. OCM launched on July 1, 2016
and is the first physician focused alternative payment model with an intention to shift
reimbursement and tie payment to value. More than 400 oncology practices from across
the country had submitted letters of intent to participate in the 5-year pilot program.
Ultimately, 196 practices (totaling 3200 oncologists; approximately 20% of all practicing
oncologists from different settings) were selected to participate in the OCM. In addition,
CMS encouraged private commercial payers to participate; although 17 payers originally
signed up to participate, 16 national and regional payers are planning to move forward
and begin implementing the OCM in 2017.
Administering chemotherapy (oral or parenteral) for patients with diagnoses that are
outlined in the OCM summary document triggers an OCM episode. Contrary to the
traditional fee-for service model, OCM providers are encouraged to take on a greater role
and responsibility for the patient’s overall cost of care under a 6-month bundle payment,
supplemented by monthly care coordination fees through Monthly Enhanced Oncology
Service (MEOS) payments of $160 to facilitate transformation expenses and provide
additional resources. OCM providers are required to offer standard-of-care treatments in
accordance with nationally recognized guidelines and pathways. They are also required to
report quality matrices in accordance with the CMMI-recommended parameters to enable
gainsharing after a discount, as determined by CMS.
Providers and practices will make every effort, including practice transformation activity,
to reduce the total cost of care to below the target price during an episode of care. The
primary goal of reforming the payment system under this pilot program is to enable,
encourage, and reward providers who are willing to accept the imminent paradigm shift
in the healthcare delivery. Financial incentives are aligned to improve care and achieve
better health for patients with cancer who receive oral or intravenous chemotherapy
drugs.
Practices participating in the OCM pilot are required to perform 6 fundamental
transformation processes
•
•

Provide patient navigation
Document a 13-point care plan in accordance with the IOM recommendations

•
•
•
•

Provide access to a qualified clinician 24/7, with real-time access to patients’
medical records
Use treatment in accordance with recognized treatment guidelines
Monitor data to improve quality
Use electronic health records that are certified by the Office of the National
Coordinator for Health Information Technology.

OCM program has already been in third quarter of implementation. While majority of the
OCM practices are still undergoing some learning curves for reporting requirements, on
the whole OCM pilot has taken full throttle, although in the long term, how many
practices will opt for two-sided risk remains to be seen.
While there have been initial excitements and enthusiasm, almost eighteen months in the
process of practice transformation, there are certain issues that will hinder success of the
OCM program
1) Two sided risks: So far very few if any OCM practices have been willing to
assume two sided risks for variety of reasons (based on summary of information
at the OCM collaboratives discussion boards and listservs). There are two
primary reasons for the lack of response by providers to elect two-sided risk.
First, there is little if any confidence in the OCM prediction model itself. The
model is overly complex, has been demonstrated to have built in statistical bias
and leaves OCM participants totally in the dark as to how they are performing
against predicted target price. In other words, participants have no idea how to
gauge the level of risk of assuming two-sided risk. Second, there is disparity in
the risks and rewards ratio between the OCM track and QPP track. CMMI staff
that interacts regularly with stake holders has been aware of this challenge.
2) Data Reporting: CMMI administration involved in operational aspects of OCM
has been constantly working with practices and stake holders to modify to adapt
to market needs. However, data reporting has been a sore point in operations and
discussions between practices, stake holders and CMMI. In the current format,
there is significant redundancy of work, where each patient’s data is manually
extracted, reentered in the OCM portal. There may be an easier way to enter all
required data using NQF and NCQA formats during claim submission.
3) Precision Medicine: Large number of newer targeted agents either have been
approved or are on the verge of approval. Majority of these drugs carry a
companion diagnostic test. So far there is no standardized process to assess
clinical utility and prepare policy for reimbursement of tests. There is a way to
incorporate clinical utility of diagnostic interventions that would provide added
value in VBC in oncology
4) Gain Sharing versus Shared Savings: Practices currently enrolled in OCM pilot
have expressed a common feeling (during OCM Collaboratives and listserv
discussions) that it may be hard to improve upon target prices year after year due
to nature of aligned financial incentive linked to gain sharing. There may be a lot

more optimism and enthusiasm if VBC pilot would offer shared savings (MSSP
like structure)
5) Biosimilars and generics (Part B drug price solution): . According to WHO
report in More Health for the Money published in 2010, number one source of
inefficiency was underuse of generics and higher than necessary prices
medicines.6 As a class biosimilars are a completely new class of drugs that payers
as well as all stake holders are familiarizing with. However, in Europe, this class
of infusible drugs have resulted in significant reduction on drug spending
(averaging 6-10% annually) and also increase access. OCM pilot does not
incorporate any added incentive or quality parameters for using either biosimilars
or generics. With clinically appropriate generic drug use, CMS has a potential of
saving close to $3 billion annually.

Section 4: Oncology Physician Focused Alternative Payment Model (OPFAPM)
The Oncology Physician Focused Alternative Payment Model (OPFAPM) consists of
elements of precision medicine, optimizing drug utilization by encouraging generics and
biosimilar boost in addition to making this model more attractive for two sided risks.
OPFAPM will improve care and reduce costs by 15%
Table 1: Foundations of OPFAPM

Table 2 Principles of operation of OPFAPM

Section 5: OCM Compared to OPFAPM
There are critical gaps that OCM fails to address which OPFAPM will resolve
1)
2)
3)
4)
5)
6)
7)

Precision Medicine
Clinical Utility of molecular diagnostics
Biosimilars and generic drugs to address part B drug prices
Claim based data reporting; lot less cumbersome
Shared savings more accurate
Two sided risk more attractive
Choosing wisely – guideline based diagnostic studies and interventions

Personalized
Medicine

Molecular
Diagnostics

Biosimilars/Generics

Reporting

Savings
Approach

Gain
sharing

Shared
savings

OCM

Not part of
OCM

Not part of
OCM

Not part of OCM

Cumbersome
data
collection
through
portal

OPFAPM

Assessment
of real world
evidence of
precision
medicine

Will define
clinical
utility of
molecular
diagnostics

Component of
model to address
Part B drug prices

Claim based
reporting;
less impact
on workflow

Integral components of OCM and OPFAPM
OFAPM is differentiated from other oncology APMs, the OCM program in particular,
based on the following features:

IOM Care plan
24/7 real time access to
clinician with EHR
Guideline based
treatment
Navigation
CQI
ONC certified EHR
Data reporting
Biosimilars
Generics
Two sided risk

OCM

OPFAPM

Advantage of
OPFAPM

Yes

Yes

N/A

Yes

Yes

N/A

Yes

Yes

N/A

Yes
Yes
Yes
OCM Portalcumbersome
No
No
Less likely to be
accepted by
practices

Yes
N/A
Yes
N/A
Yes
N/A
Claim based (lot
More user friendly
easier)
Yes
Lowers cost
Yes
Lowers cost
Very attractive if at
Better to serve
par with MACRA
APM purpose
track
Provide valuable
Yes
information for
future coverage
Lowers cost;
Yes
improves patient
experience

Precision Medicine

No

Same day/walk in access

No

Diagnostics (Choose
wisely): ASH/ASCO/NCCN

No

Yes

Efficient utilization
of resources

No
Gain Sharing

Yes
Shared savings

Savings
More attractive

Part B drug issue
Savings

Table 4 Quality Measures
Find below the proposed quality measures for OPFAPM

Clinical Care
• Breast cancer: Adjuvant AI for ER positive (stage I-III)
• Color cancer: Adjuvant chemo for stage III
• Document Staging
• Chemo intent (palliative vs curative)
• Care plans
Patient Experience and Safety
• Pain assessment and plans
• Med reconciliation
• Patient Satisfaction
• Distress screening and management
• Falls risk assessment
Population Health
• Smoking cessation
• Flu Vaccination
• Nutrition and dietary counseling &lifestyle modification for
secondary prevention
• Alcohol screening

Section 6: Transformation Activities and Anticipated Outcomes

Patient
Navigation

Quality
Reporting
IOM Plan

Same Day
Services

Expanded
Access /
Weekend Hours
24/7
Access to
Clinician

EHR

NCCN /
ASCO /
ASH
Guidelines

The transformation in care process and outcomes resulting from deployment of OPFAPM
are as follows:
Same Day/Walk in Access: Patients undergoing cancer chemotherapy frequently
develop symptoms and signs that may be managed proactively as an out-patient. Such
an intervention would reduce likelihood of expensive ER visits, Observation stay and
hospital admissions. Proactive approach would not only reduce financial cost, but would
also reduce likelihood emotional burden and improve quality of life for patients and
care givers. It would also indirectly reduce hospital acquired conditions like MRSA ad C
Diff colitis. Timely interventions in out-patient management of neutropenic fevers and
chemotherapy induced emesis would definitely be managed very well by incorporating
some modest changes and additional financial incentives tied to performance in
Oncology PFAPM. Additional incentivized interventions would include providing
proactive telephone outreach to high-risk patients to ensure they get preventive care,
which could prevent serious health problems or identify them at earlier stages when
they can be treated more successfully;

Navigation and Care Coordination: Cancer can be devastating as a diagnosis. With
multiple disciplines in care delivery, ordinary patients can feel lost and frustrated once
again leading to redundancy of diagnostic tests and interventions due to lack of
communication between primary care physicians, multiple specialists including surgical
oncologists and radiation oncologists. Additional time spent by patient navigators and
physician serving as the leader of a multi-physician care team can avoid ordering of
duplicate tests and prescribing conflicting medications; Similarly communications
between community physicians and emergency physicians, and short-term treatment
and discharge planning in emergency departments, could enable patients to be safely
discharged without admission;

Part B Infusible drugs (Generics and Biosimilars): Encouraging and rewarding
incorporation of generic and biosimilar class of cancer drugs represent a missed
opportunity of reducing costs of part B drugs to the payers. Such an intervention
would also improve access. Currently there are no incentives to incorporate use of
these class of drugs in out-patient cancer treatment centers. In fact some of the
generic drugs are regularly underwater, frequenting supply chain crisis and
manufacturing shutdown and eventually resulting in paradoxical price increase
(Cyclophosphamide, Leucoverin etc.). According to WHO report in More Health for the
Money published in 2010, number one source of inefficiency was underuse of generics and
higher than necessary prices medicines.6 OPFAPM would incorporate use of generics and
biosimilars when appropriate
Guideline Based Treatment (Including choosing wisely)
Precision Medicine and clinical utility based molecular testing
Palliative and End of Life Care: providing palliative care for patients in conjunction
with treatment, which can improve quality of life for patients in accordance to their
preference and reduce the use of expensive treatments; It can also address much
needed change in and
Claims based data Collection

Table 6. Sources of potential savings
Economic Analysis of Potential Opportunity and Anticipated results.

Table 7. Substituting generic paclitaxel when clinically appropriate (use defined as
guideline based for illustration)

Savings to payers if X% of patients shift from
Nabpaclitaxel to Paclitaxel when clinically appropriate
$700,000,000 $639,791,807
$568,703,828
$600,000,000
$497,615,850
$500,000,000
$426,527,871
$355,439,893
$400,000,000
$284,351,914
$300,000,000
$213,263,936
$200,000,000
$142,175,957
$71,087,979
$100,000,000
$10%

20%

30%

40%

50%

60%

70%

80%
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Hello,
Thanks for the opportunity to provide input to CMS Innovation Center...
My input focuses on the prevalent, concerning but underrecognized public health problem:
Distressing and harmful resident-to-resident incidents (RRI) in CMS-certified nursing homes.
You can see my recommendation (which was published recently as a Commentary in the
Journal of Elder Abuse & Neglect) in the attached... Citation:
Caps, E. (2017). A federal survey deficiency citation is needed for resident-to-resident
aggression in U.S. nursing homes. Journal of Elder Abuse & Neglect.
I am also attaching my Editorial in JAMDA to which the above article refers to (it provides a
good overview on this phenomenon and reviews the circumstances surrounding the death of 40
elders as a result of RRI in dementia in LTC homes). Citation:
Caps, E. (2016). Deaths as a result of resident-to-resident altercations in dementia in long-term
care homes: A need for research, policy, and prevention. Journal of the American Medical
Directors Association, 17(1), 7-11.
Also, i've recently completed a review of the circumstances surrounding the death of 100 elders
as a result of RRI in dementia in LTC homes and am currently preparing a manuscript for
submission for publication in an academic journal.
If you will be interested in strengthening CMS efforts to address this phenomenon, I will be glad
to share with you the results of this review (such as in a presentation or webinar at one of CMS
educational forums) in hopes that it will inform CMS and nursing homes' efforts to prevent
similar tragic incidents from occurring in the future.
I've been studying this phenomenon for over a decade (you can quickly skim a summary of my
work on prevention of RRI in dementia in the attached) and will be glad to share with you
additional resources you think may be useful to your mission of keeping vulnerable and frail
nursing home residents safe.
Please let me know if you have any questions,
Warm regards from Minneapolis,
Eilon Caspi Ph.D.
Gerontologist & Dementia Behavior Specialist...and woodcarver
Founder and Director
Dementia Behavior Consulting, LLC
Minneapolis, MN
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Castlestone is please to present our response to the CMS Innovation Center Request for
Information. Our solution can assist Medicare and Medicaid plans and their customersthe beneficiaries- better manage care and control the costs of that care. Our platform
uses existing secure, powerful low-cost technology that is already a standard worldwide.
Effective healthcare requires rapid capture of information to provide caregivers the
opportunity to intervene when needed. Beneficiaries need information on when and
where they can receive the best healthcare, remind them when they should do it, reward
them for compliance. Lastly, the executives who run large government healthcare
programs across hundreds of thousands of providers and over 100 Million beneficiaries
need to know that funds are going to healthcare and not drained by fraud or abuse.
Providing interconnected health information has proven to be difficult. Establishing
standards, building and operating the infrastructure, and having the capital to constantly
upgrade the infrastructure are only a few of the challenges. Our platform, already built,
proven and operating, addresses those issues, and lays the groundwork for future
advancements in payment models, mobile technologies and analytics.

The Castlestone service is based on the payments networks (credit/debit cards) platform
which has today over 99% real-time connectivity between provider locations and the
networks. This platform can support the creation and delivery of services in any selected
geography, at any time.
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Why this works
Our innovation is to leverage the power and pervasiveness of these networks and make
them work for the healthcare system. The payment networks transmit sets of data every
time a transaction or encounter is completed. Since the information is digital, it can be
interpreted by different applications in different ways. What Castlestone has done is
taken the digital information sent through the networks, and, instead of those data
representing financial information, they represent healthcare data.
These data can represent a procedure code, a prescription for Class II drugs, an
authorization for power wheelchairs, or a request to conduct an eligibility check. The
payment networks deliver this from the point of care, and in real-time, with verified
locations and multi-factor authentication not available today in Medicare or Medicaid.
The data can be acted upon in real time, and used to compare against information from
other sources.

Technical, financial and operating benefits of using the payment networks for healthcare
innovations
The payment networks complement many of the characteristics of Medicare and
Medicaid- millions of customers, millions of locations to be verified and from which
transactions originate, and millions of those transactions processed daily. The payment
networks offer unparalleled security (all transmissions are 256-bit encrypted) and
locations with a fixed terminal are verified and must be associated with a banking
relationship. Transactions are processed in under 1 second worldwide.
The payment network endpoints are also already implemented in over 99% of healthcare
locations that CMS, Medicaid plans, and private insurers must communicate with. There
is virtually no training needed to implement applications on the payment networks, as
they are used millions of times daily.
Financially, the capital cost of provisioning equipment, network building and
management card issuance, security and other overheads are already borne by the
network participants. Building a comparable network today would cost CMS billions of
dollars. Additionally, CMS, Medicaid plans, other governmental health plans and private
insurers reap the benefits of payments industry advances without making the requisite
capital investment:
Mobile Technologies and the future of cards
Increasingly credit and debit cards are replaced or dematerialized by
wireless tokenization services such as Apple Pay and Android Pay.
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These are developed and implemented according to industry
standards, and therefore compatible with all other network
infrastructure. As the number of mobile devices increases, the
number beneficiaries that can read a ‘virtual card’ also increases,
with the additional benefits of security and mobile applications
Biometrics
Payment technologies infrastructure companies are making the
investment in biometrics. Both VISA™ and MasterCard™ have
introduced biometric authentication as part of their services. Both
networks are offering Application Programming Interfaces (API) to
allow other applications to use this technology. The standard card
processing methodology will remain intact and investment is
preserved.
CMS can also consider the biometrics capability of mobile devices,
such as facial recognition on new Apple iPhone. Combined with
Apple Pay, this can biometrically authenticate a beneficiary at a
verified location and send the data in real time- today.
Payment Networks and Analytics
Many of the statistical modeling technologies used for forecasting consumer behavior and
identifying fraud have their origins in the credit card industry. Jeff Leston, President and
founder of Castlestone, implemented the first use of neural network technology for health
insurance anti-fraud systems, at Empire Blue Cross Blue Shield in 1991, using technology
originally created for American Express. Any analytic system, whether for behavioral
stratification or fraud prevention, improves with the speed, accuracy and additional data
given to it-provided it is cost-effective. Real-time, time-stamped and location-verified
data from the payment networks complements other analytic applications.
Links to Payment Systems
Transactions initiated on the payment networks can link directly to provider payments.
Below we will discuss how this platform can help support alternate payment models. We
want to make that distinction here. When the transaction is verified, many payment
mechanisms can be activated, and new models can be introduced that pay in real-time for
certain defined transactions or encounters, and creating reserves for instances, for
example, where a performance payment may be due or there is “credible evidence of
fraud,” as CMS has specified. Using brokerage industry technology, the cost of payment
processing can be reduced, and the process of recovery and settlement can be improved.
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Supporting Consumer-Directed Care
Consumerism means taking more responsibility for interactions with the healthcare
system, and requires tools that facilitate the process. Some of the tools are sophisticated,
and others help consumers execute the basic processes that support their health care.
Consumer-directed plans place a premium on compliance for costly conditions, and can
create rewards for managing those conditions, such as hba1c level for those with diabetes.

In the example above, a patient with diabetes should have their hba1c levels tested
periodically. This platform can deliver the fact that the patient had the test, verify the
location, and determine that they have met the conditions to receive discounts on their
insurance or other incentives for compliance and healthy behavior. CMS also gets realtime information which it can use for clinical and policy analysis.
Medicare beneficiaries can use the Castlestone portal, (see below) which captures and
reports on network activity. As mentioned above, this activity, such as an hba1c test, can
be posted along with consumer requirements for meeting their testing regimen,
comparison with their previous results, and comparison with other patients.
CMS Innovation Center
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Prescription Drug Models
The tragedy of prescription drug abuse is accelerated by doctor shopping by drug seekers,
and by pill mills, or providers who overprescribe far beyond the expected number of
doses that would be expected. A 2012 GAO report stated that 170,000 Medicare Part D
beneficiaries were doctor shopping for Class II and Class II narcotics. Medicaid
prescription abuse is also widespread. In Ohio in 2012, the State Medicaid program spent
over $2 Billion on opioids.
A roadblock in preventing diversion and doctor shopping is the information time lag in
prescription monitoring systems. Nearly all Prescription Drug Monitoring Systems
(PDMP) get their data solely from pharmacies, monthly or at best weekly. This is not
sufficient for the next physician “down the chain” to determine whether a patient is
exhibiting dug seeking behavior, and to intervene.
The data lag also affects CMS, Boards of Pharmacy and law enforcement from
determining which prescribers are running pill mills. Again, the standards and speed of
the payment network infrastructure can help all parties with preventive solutions.
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Capturing the narcotic prescriptions at the point of care meets multiple objectives
Identify drug seeking and diversion behavior
Providers will be able to see written, but not yet filled,
prescriptions when the patient checks in. This helps identify
drug seeking behavior. Checking the database can be an
automatic process whenever a beneficiary card is read, and the
beneficiary profile can be pushed to the provider’s browser.
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Verify that Prescriptions Result from a Face-to-Face Visit
This platform offers proof that the prescriptions written were
the result of a visit to the provider by the
beneficiary/cardholder. This will reduce false prescriptions
written in the name of phantom beneficiaries and address
requirements of office visits for refills of narcotics.
Identification of Pill Mills
Capturing information on prescriptions written at locations,
with those data available to Medicare and Medicaid agencies,
can provider faster identification of locations’ aberrant
prescribing behavior.

Program Integrity
Medical Identity Theft
The replacement of Social Security Number (SSN) with a new identifier will help protect
beneficiaries against identity theft, as the SSN is the gateway to personal information.
This action will have a permanent positive impact on reducing credit, mortgage and other
forms of financial theft. It will have a near-term positive impact on Medicare fraud, for
those who 1) have obtained access to SSNs, 2) have billing privileges. However, as the
new identifiers replace SSNs, they will be stored on the millions of EHRs in the country,
transmitted and printed. The availability of new identifiers will eventually contribute to
CMS Innovation Center
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those identities’ use to file false claims. Medicaid is a good parallel example. Medicaid
plans typically use a case number or other identifier. This has not prevented the use of
Medicaid identities to file false claims.
Because those identities are readily available, they can be used to file false claims. The
current claim processing methodology does not require any authentication that the
encounter took place at the time or location specified in the claim. With a token
signifying a visit, even if a stolen identity is used, payment for the claim can be stopped.
Preventing theft of provider identities
A similar situation exists for providers. Their identities are used to authorize “ordered
and referred” services – even if the beneficiary never saw the provider and the physician
never DME, lab services, home care or other high-risk service lines. All the supplier must
do is put a provider identifier (NPI) on a claim and there is a high likelihood it will be
paid. In the same manner as beneficiary identities, CMS Medicaid plans can prevent the
use of compromised NPIs to authorize claims. If there is no record of the provider
authorizing, from their office, DME or an MRI for the card that is read, the claim could be
suspended and reviewed.
Verifying Claims
The breadth of the Medicare program-nearly 60 million beneficiaries receiving services
from 3 million eligible billing locations – makes oversight challenging, and is an enabler
of fraud. In its 2016 report, HEALTH CARE FRAUD Information on Most Common
Schemes and the Likely Effect of Smart Cards the GAO concluded that 22% of fraud can
be attacked using smart card technology. This conclusion did not give any credit for the
analytical enhancements made by real-time technology, and the report included drug
company civil pricing cases in the universe of fraud. Still, the cost of using the payment
networks for program integrity is about 1% of the 22% of fraud addressable in the GAO
report. Put another way, each 1% of fraud prevented, detected or deterred, along with its
associated investigative, litigation and recovery costs, yields a Return on Investment
>100%.

The verification process can be integrated into the Medicare Summary Notices.
Unmatched claims can be brought to the attention of beneficiaries, so they can
contribute to integrity efforts:
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Medicaid Program Integrity
The same principles apply to Medicaid Program Integrity, with a notable exception.
Medicaid has a much higher percentage of beneficiaries covered by Managed Care
Organizations (MCO). This shift has made oversight and program integrity more
difficult.

States have looked at the issue. In 2012, Jeff Leston, President of Castlestone,
testified at the New Jersey State Senate on Medicaid fraud and technology.
At the same hearings, the State Auditor reported that Horizon Blue Cross
Blue Shield, the largest Managed Medicaid plan in the State, took in
$1,600,000,000 in premium from the New Jersey Medicaid plan, and reported
$188,000 of potential fraud to the Attorney General or Inspector General. On
July 31, 2013, The New Jersey Comptroller Medicaid Fraud Division published
a Compliance Audit stating that United HealthCare’s Community Plan of
New Jersey’s SIU failed to meet its contractual requirements to pursue fraud
and abuse. There are many other examples of MCOs not reporting fraud to
authorities.
CMS Innovation Center
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Aside from the reduction in incentive and effort from those most capable of
stopping fraud, with the most data and tools, Castlestone believes that the
fraud reduction efforts used to date do not follow best available practices,
and in fact may hinder cost-effective fraud reduction.

The GAO, who estimates the fraud rate at 12.4%, stated that increased

oversight of MCOs is needed.
The Office of Inspector
General also reported that there are still fraud and abuse concerns in
switching to Managed Medicaid. Their primary recommendation is:

As stated above, one of our primary benefits is to verify that services were
rendered.
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Supporting Alternate Payment Models (APM)
Organization of providers delivering medical services and the reimbursement for their
efforts has, and will continue to change. Providers may organize and be reimbursed
around a single patient, a population, a condition or a geography. And it is likely that
they will be part of more than one payment system or model.
Success of alternate payment models depends on the ability of the accountable providers
to intervene where and when necessary. That requires rapid information exchange and
the ability to associate beneficiaries with providers, groups and affiliations.
A beneficiary encounter can trigger notifications and messaging to associated members of
an accountable care group. The Rules Engine in the system can determine which ACO is
relevant for an encounter. If a beneficiary visits an out-of-network provider, that
information can be transmitted in real-time to other members of the ACO, or a
designated communications point.
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November 20, 2017

Submitted via: CMMI_NewDirection@cms.hhs.gov
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services (CMS)
7500 Security Boulevard
Baltimore, MD 21244 -1850
Re: Request for Information: Innovation Center New Direction
Dear Administrator Verma:
Thank you for the opportunity to comment on the Centers for Medicare & Medicaid Services Request
for Information (RFI) regarding new directions for the Innovation Center.
Catalyst for Payment Reform (CPR) is an independent non-profit corporation working to catalyze
employers, public purchasers and others to implement strategies that produce higher-value health care
and improve the functioning of the health care marketplace. CPR’s members have been on the cutting
edge of implementing innovative health care payment and delivery reform programs as well as benefit
designs created to improve the quality of health care and to make it more affordable.
On behalf of Catalyst for Payment Reform, I write to comment on the following items in the RFI: 1)
Potential Model 1: Expanded Opportunities for Participation in Advanced APMs; and 2) Question 7: Are
there any other comments or suggestions related to the future direction of the Innovation Center?
Potential Model 1: Expanded Opportunities for Participation in Advanced APMs
CPR Response: Evaluate Programs before Expediting Participation
CPR believes that CMMI should prioritize program evaluation over expediting participation by physicians
in “Advanced APMs.” At our core, CPR believes in payment reform experimentation, which can create
innovations and catalyze positive changes in the health care system. We are pleased that the Innovation
Center will continue experimentation and CPR knows that experimentation frequently requires financial
investments without knowledge of the outcome. With the passage of the Medicare Access and CHIP

www.catalyze.org

Reauthorization Act of 2015 (MACRA), CMMI has the responsibility for developing policies and
operations related to Advanced APMs. Clinicians who are deemed Qualified APM Participants (QPs) will
receive lump sum APM incentive payments beginning in 2019 and, beginning in 2026, a higher update
under the Medicare physician fee schedule. CPR contends that the lump sum payments to QPs,
however, might be too large a reward, or a false reward, for the willingness to experiment. Said another
way, it might be premature to provide a significant lump sum for payment methods that are not yet
proven to be effective.
Model 1 asks for “ways to increase opportunities for eligible clinicians to participate in Advanced APMs
and achieve threshold levels of participation to become QPs” and to identify ways to “expedite the
process for providers that want to participate in an Advanced APM.” CPR is concerned about expanding
growth and participation in Advanced APMs and expediting the process for provider participation when
there is not yet sufficient evidence that Advanced APMs achieve the goals of improved quality, better
care coordination, and lower costs.
Dr. Mark McClellan, Andrew Olson and I wrote in Health Affairs about the dearth of evidence on the
effectiveness of alternative payment models. Before facilitating and expediting participation in
Advanced APMs, CPR urges CMMI to encourage both private and public evaluation of programs using
Advanced APMs to assess which are truly advanced in their effectiveness. CMS has done this before.
Earlier this year, CMS canceled the cardiac rehabilitation model program in part because it lacked a
thorough study design; CMS took a step back to look into proper evaluation before implementing the
model. However, Model 1 seems to encourage participation in Advanced APMs before careful
evaluation occurs.
While it might not be within CMMI’s purview to modify the lump sum payment itself, CMMI does have
the ability to set the standards for what qualifies as an Advanced APM. In the absence of evidence,
CMMI has an obligation to set that standard high. Without appropriate evaluation, CMMI could
encourage and facilitate movement into programs not proven to improve care, potentially sending
inappropriate signals to the market about confidence in these approaches and inappropriately spending
public resources.
Question 7: Are there any other comments or suggestions related to the future direction of the
Innovation Center?
CPR Response: Work to Improve the Physician Fee Schedule (PFS)
CPR believes that CMS and CMMI should increase oversight on and work to improve the physician fee
schedule. Earlier this fall, CMS issued a proposed rule that attempted to “shift [its] approach” to
determining physician payment rates. In short, the proposed rule suggested that CMS no longer provide
oversight of the process and “rely more heavily on RUC recommended values in establishing payment
rates under the PFS.”

www.catalyze.org
2

CPR wrote to oppose the proposed virtual elimination of CMS oversight of the PFS. In the final rule, CMS
reversed course and said “the agency is not relinquishing our obligation to independently establish
physician payment rates.” CPR is pleased with this course; however, CPR believes CMS and CMMI must
go beyond oversight.
In addition to continue testing new ways of paying physicians and hospitals, CMS and CMMI need
to address fundamentals. Experimentation with provider payment should include the Medicare
physician “fee schedule,” which sets the amount Medicare pays physicians for the services they
deliver to patients and the fee schedule is flawed.
It establishes payment amounts that are too high (e.g. interpreting the results of an
electrocardiogram) or too low (e.g. visits with patients to diagnose and treat depression) for some
services and entirely absent for others (e.g. coordinating a patient’s care). This impacts the mix of
services physicians offer. The relative amounts Medicare pays today lead, in specific troubling
cases, to the oversupply of some services patients don’t need and an undersupply of other services
that would benefit patients. It is a significant reason we overemphasize specialty care in this
country and underemphasize the role of primary care.
Many, if not all CMMI models, (and those in the private sector) still use fee-for-service payments as the
underlying payment method. If we layer new models on top of a faulty fee schedule, the model has the
underlying payment flaws baked in. As CMMI looks to develop more programs related to primary care
and specialty models, it is even more important to correct the fee schedule. If payments continue
disproportionately to favor specialists, future innovation models might be ineffective.
If CMMI takes a more active role the development and correction of the PFS, it should seek input from
multiple stakeholders. CMS and CMMI should actively seek not just the perspectives of Providers, but
also those of purchasers, health plans, consumers and other stakeholders. All have a significant stake in
the system being both effective and efficient. Additionally, decisions regarding the physician fee
schedule should be transparent to all stakeholders affected by the PFS.
Catalyst for Payment Reform would like to be a productive part of the dialogue on these issues. We
stand ready to work with you and the Administration to innovate and improve the U.S. health care
system.
Sincerely,

Suzanne F. Delbanco, Ph.D.
Executive Director
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Advantage (MA) Plans.
EMAIT SUBMISSION
Thank you for the opportunity to provide feedback on a new direction for the CMS lnnovation Center.

We, like many of our colleagues, believe that by incentivizing Medicare Advantage (MA) Plans to enroll
groups of low income seniors and individuals with a disability living in affordable housing properties, by
providing patient-centered care and data-driven care will be achieved for Medicare and Medicaid's
highest cost population. Cathedral Square developed SASH@, our award winning, data proven program
over 8 years ago and it is still reducing Medicare expenditures by our early participants - unheard of by
the third party evaluators. By embedding care management teams within senior housing CMS will
increase Consumer-Directed Care, create informed Prescription Drug consumers, and bring Mentaland

Behavioral Health supports to people at the most effective location: where they live.
We support testing a multi-payer payment approach funded by public and private payers, CMS can
evaluate how to increase participation in programs like SASH, designed to increase choice, improve care

quality and reduce cost. A multi-payer pool will preserve consumers' choice of providers and insurers.
currently has over 140 housing sites participating throughout the state of Vermont with various
funding sources - HUD 202, USDA Rural Development Section 5L5, tax credit and public housing are all
part of the SASH network and are directly linked to the medical homes and ACOs that were created by
the state's health care reform initiative. Originally part of the 8-state Multi-payer Advanced Primary
Care Practices (MAPCP) demonstration program, each property has a SASH care coordinator and partSASH

time wellness nurse per 100 residents dedicated to assessing the service needs and goals of individuals
who are willing to participate in the program, developing individual and community-wide healthy aging
plans and engaging in evidence-based prevention and health promotion activities, health monitoring
and coaching and care coordination with primary care providers and other health and social services
providers.
Findings from a four-year evaluation of this program, conducted by the LeadingAge and RTI researclt

team and funded by ASPE/HUD, has found promising results including an ongoing reduction on the
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growth of Medicare expenditures for the SASH participants relative to non-SASH participants and

another control group in New York.

SASH incorporates all six of CMS's guiding principles. SASH is a Patient-Centered model that is

voluntary, protects provider choice, and provides the tools and information consumers need to make

decisions that work best for them. For example, SASH has increased advance directives by 40%. SASH

focusses on Mental and Behavioral Health by partnering with mental health agencies on programs such

as the Zero Suicide initiative. Very low-cost interventions have led to a reduction in systolic blood

pressure for 70% of the SASH Hypertension Management participants.

One of the challenges to scaling this model is the lack of sustainable financing for this program. SASH is

currently capped at 54 panels or 5,400 people with no availability to increase participation. Many of our

communities have waitlists.

Cathedral Square would like to see CMMI support a targeted demonstration to explore how Medicare
Advantage Plan benefits could be expanded to cover a wellness/service coordination function for elderly
and younger disabled residents of affordable housing. Several options could be explored including
coverage for individuals enrolled in Advantage Plans or a housing-based benefit that would be targeted
to the property as a whole through a multi-payer approach.
We strongly encourage CMS to discuss these new directions with HUD, LeadingAge, The National Well
Home Network, affordable housing providers, other stakeholders and beneficiaries. SASH was designed
in collaboration with Medicare beneficiaries living at the pilot site and many housing providers have the
capacity to bring beneficiaries to the table to design new payment models.
Thank you for the opportunity to provide feedback. Please do not hesitate to contact me with any
questions.
Kim Fitzgerald
Catherdral Square, CEO

Randy G. Delcore, M.D., Medical Director
Cedar Orthopaedic Surgery Specialty Clinic
1335 Northfield Rd., Ste. 200
Cedar City, UT 84721
November 20, 2017

Ms. Seema Verma, Administrator
Centers for Medicare and Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244
Dear Ms. Verma:
It has come to my attention that the U.S. Centers for Medicare and Medicaid Innovation Center
has solicited comments regarding the best way to improve health care in the United States, using
more market-driven principles.
There is one thought that stands out in my mind that would considerably improve affordability
for all citizens because competition would be enabled – that would be a considerable
strengthening of enforcement for antitrust laws.
Too many health care systems built around hospitals throughout the country continue to
consolidate with other systems, or they create monopolies in other ways. One issue that is very
stark in Utah is the pre-dominance of one “health care” system known as Intermountain
Healthcare. This system effectively owns an insurer, SelectHealth, that refuses to contract with
providers operating as competition to Intermountain, which is a “not-for-profit” organization.
First of all, this practice stifles patient choice, especially in rural areas of the state such as Iron
County. Intermountain has two employed orthopaedic surgeons at Intermountain Cedar City
Hospital while I operate as the only independent orthopaedic surgeon in the county.
Intermountain does not stop there…and prevents its subsidiary insurance company
(SelectHealth) from contracting with Cedar Orthopaedic Surgery Center (my outpatient surgery
center), which offers much lower pricing than the local Intermountain hospital. Educators Mutual
Insurance, the third-party administrator of the self-funded health coverage for the Iron County
School District and Southern Utah University, has always contracted with COSC from its
inception in 2004 through 2012. However, in 2013, Intermountain managed to entice the
management of EMI away from contracting with COSC by offering the TPA across-the-board
discounts in medical and surgical service charges on the condition that the TPA NOT contract
with any facilities that are unaffiliated with Intermountain.
This has been a bold-faced effort by Intermountain to prevent any real competition in the
medical and surgical marketplace. This behavior not only restricts free enterprise on the part of
medical facilities, but more importantly, it harms the health care consumer, in this case public
school employees, because they have no opportunity for a choice outside of an Intermountain

facility because of the “discounts” offered by Intermountain to EMI. Additionally, the negotiated
payments of services between Intermountain and EMI are considered “proprietary”, so I have no
idea how my prices compare to Intermountain’s “discounted” prices with EMI. This situation
further stifles my ability to compete with Intermountain.
This kind of behavior on the part of a health care system squelches patient choice and healthy
competition, which is supposed to be the fuel that drives a vibrant economy, and is the economic
principle upon which the U.S. economy was built.
There are antitrust laws already in federal law, but the large “health care” systems have skirted
them for years with no consequences, and they continue to grow bolder in their monopolistic
behavior. This has not only been experienced by me and my surgery center, but other
independent facilities throughout Utah.
If this country has any chance of taming the rising costs of health care and establishing a truly
market-driven system, something MUST be done to reign in the illegal behavior of hospitals and
insurance companies that often act together in collusion with negotiated prices that are as much
as 275% or more of established Medicare reimbursement levels in the commercial insurance
sector.
I urge your agency to investigate these practices and bring back the freedom Americans used to
enjoy in terms of choosing their physicians and facilities based on quality of service and price.
My best regards,
Randy G. Delcore, Medical Director
Cedar Orthopaedic Surgery Specialty Clinic
Sent from Mail for Windows 10

CMMI NE DIRECTION
REQUEST FOR INFORMATION
RESPONSE FROM: CENTENE CORPORATION
November 14, 2017
We are p eased to submit the fo owing recommendations in response to the Request for
Information (RFI) re eased by CMS on September 20, 2017 regarding new directions for the
Centers for Medicare and Medicaid Innovation (CMMI). This RFI is an exce ent opportunity
for CMS to partner with stakeho ders to improve hea th care de ivery and fnd new ways to
improve the hea th of the members we serve. We ook forward to he ping to advance new
and innovative so utions to hea th care as a resu t of this process.
I.

Comments or suggestions related to the future direction of the Innovation
Center

Since its inception in 2010, the Innovation Center has proven to be a va uab e means for
CMS, in partnership with States and hea th p ans, to test innovative, integrated care mode s
that reduce the comp exity and often conficting federa ru es/regu ations invo ved in
serving dua y e igib e benefciaries. Centene recommends CMS maintain the budget and
broad demonstration authority of CMMI.
Dual-eligible benefciaries
Centene a so recommends that CMS work in partnership with Congress to conso idate
regu atory authority for reimbursement structures serving dua -e igib e benefciaries into a
sing e ofce or center within CMS, such as the Medicare-Medicaid Coordination Ofce
(MMCO, a so known as Federa Coordinated Hea th Care Ofce).
MMCO has been a va uab e partner to Centene in the imp ementation of the CMMI Financia
A ignment Initiative (FAI) demonstration and in reso ving broader issues for a our dua y
e igib e members. Centene recommends MMCO be maintained in its’ existing structure at
the very east, but with expanded regu atory authority for the Ofce preferred.
MMCO is responsib e for integrating care for dua -e igib e benefciaries; however, existing
agencies within CMS retain regu atory authority over programs serving dua -e igib e
benefciaries. Conso idating this authority within MMCO wi he p ensure that decisions
afecting these programs are made through the ens of an integrated program that takes
into account the impact on benefciaries, as we as state imp ementation. Reimbursement
structures wou d inc ude SNPs, PACE, and current and future demonstrations within CMMI
that address this popu ation, inc uding the FAI demonstrations which we recommend be
converted into a permanent program within MMCO after the demonstration period.
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Such an approach wou d a ow Medicare and Medicaid experts from CMS to work together
under a eadership team whose sing e focus is addressing the unique needs of ow-income
popu ations with comp ex needs through an entity that has the authority to address those
needs. This new structure wou d a so be in ine with the administration’s Executive Order on
cross-cutting reforms designed to create a ean, more efective, efcient, and accountab e
government.1
II.

Model designs the Innovation Center should consider that are consistent
with the guiding principles

Continuation, Extension, and Permanency of the FAI

In 2011, CMMI aunched the Financia A ignment Initiative (FAI). The purpose of the FAI is to
test whether or not a igned payment and service de ivery mode s reduce program
expenditures under Medicare and Medicaid whi e preserving or enhancing the qua ity of
care for dua benefciaries.2

Centene has 48,000 members in 6 states participating in the FAI. Pre iminary fndings from
the FAI’s demonstrate improvements in both areas. Washington State’s FAI reduced
Medicare expenditures by $61 mi ion do ars (or 9%) in the frst two years. 3 FAI benefciaries
that participated in focus groups reported, “greater access to a broader and more fexib e
range of services,” and "improved qua ity of ife and a more coordinated and patientcentered approach to their care.” 4

Resu ts from the 2016 Consumer Assessment of Hea thcare Providers and Systems (CAHPS)
survey for a FAI’s additiona y found that:
1 Recommendation a so made by the Bipartisan Po icy Center, “Comments for the Record.
House Energy and Commerce Committee Hea th Subcommittee Hearing: “Examining the
Extension of Specia Needs P ans,” Ju y 26, 2017.
2 https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-MedicaidCoordination/Medicare-Medicaid-CoordinationOfce/Down oads/Financia _Mode s_Supporting_Integrated_Care_SMD.pdf
3 https://innovation.cms.gov/Fi es/reports/fai-wa-fna yr1pre imyr2.pdf
4 https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-MedicaidCoordination/Medicare-Medicaid-CoordinationOfce/Financia A ignmentInitiative/Down oads/FocusGroupIssueBrief508032017.pdf
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59% of respondents rated both their Medicare-Medicaid P an (MMP) and their hea th
care a 9 or 10 out of 10. 85% rated their MMP and hea th care 7 or higher.



93% reported high eve s of access to prescription drugs



89% said they found customer service he pfu ;



85% said they were somewhat or very satisfed with the care coordination they
received. 5

Recommendation: Centene recommends CMS use the demonstration authority of the
Innovation Center to continue and extend by two years the current demonstration period for
any States with capitated mode s for Medicare-Medicaid benefciaries through the FAI that
wish to extend.
In 2016, CMS executed a two-year extension for the FAI demonstrations in Massachusetts,
Minnesota, and Washington to a ow additiona time for eva uation reports and
demonstration resu ts to become avai ab e, bringing the tota demonstration period for
these states to seven (7) years. 6 Centene respectfu y requests a simi ar extension for the
FAI’s in any other States that wish to extend to a ow sufcient time to fu y execute on
some of the innovative concepts in the mode proposa and eva uate the outcomes under a
more State- ed Medicaid administrative structure.
States, p ans and stakeho ders have made signifcant investments in the FAI and those
investments shou d not go to waste but rather be enhanced and everaged. Today, over
400,000 dua enro ees are receiving fexib e, integrated services via these mode s and
there is accountabi ity for those do ars, via a b ended capitated rate to managed care
p ans, that doesn’t exist outside the demonstrations.
There are opportunities for CMS, states and stakeho ders to continue to make po icy and
program modifcations to the demonstrations that wi a ow them to be more c inica y and
fnancia y successfu , and these can be accomp ished by bui ding of the existing base
rather than creating entire y new Innovation Center demonstrations.
Recommendation: As previous y stated, Centene a so recommends making the FAI a
permanent program within MMCO at the end of the demonstration period. Further, we
be ieve providing additiona fexibi ities, expanding the three-way contracts a owed under
FAI to new states, extending the current demonstration’s dead ines, and examining how the

5 https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-MedicaidCoordination/Medicare-Medicaid-CoordinationOfce/Financia A ignmentInitiative/Down oads/FAICAHPSResu tsAug2017.pdf
6 https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-MedicaidCoordination/Medicare-Medicaid-CoordinationOfce/Financia A ignmentInitiative/Down oads/FAExtensionMemo011917.pdf
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DSNPs and MMPs a ign when operating in the same market, etc. wou d a so beneft the
program.

III.

Suggestions on the structure, approach, and design of potential models

Medicare/Medicaid State-Controlled Shared Subsidy:

Medicaid is the primary payer for ong-term services and supports (LTSS), inc uding home
and community-based services (HCBS), for consumers with Medicaid and Medicare. Even
though Medicaid-funded LTSS yie d savings from the appropriate management and reduced
uti ization of Medicare covered services (such as emergency room use, inpatient stays and
medica y unnecessary acute services), CBO po icy strict y mandates that Medicare do ars,
inc uding Medicare savings generated from use of Medicaid HCBS, on y be used to cover
additiona Medicare benefts; they cannot be shared with States to either reduce overa
Medicaid expenditures, reduce wait ists, or enhance the Medicaid beneft structure.

Recommendation: Centene recommends CMMI conduct a demonstration under the
proposed focus area of, “State-Based and Loca Innovation, inc uding Medicaid-focused
Mode s,” to test a new mode and payment approach for dua benefciaries whereby States
that e ect to integrate Medicaid HCBS services into managed care can share in the Medicare
savings accrued from the successfu management of the dua benefciary’s Medicaid
expenses, and use those Medicare savings to pay for Medicaid HCBS covered benefts
where do ars are imited, such as persona attendant services, mea s, transportation, etc, in
a budget neutra manner.

MCO Single Rate for Nursing Facilities:

Recommendation: Centene recommends CMMI test a mode that gives managed care
organizations (MCOs) the fexibi ity to pi ot a sing e per diem rate across Medicare and
Medicaid for dua y e igib e members in nursing faci ities outside the bid process. The
purpose wou d be to determine if a sing e rate removes the incentive for nursing faci ities to
send current residents to hospita s to get a higher Medicare rate upon discharge from the
hospita for 100 days.
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HCBS Financing Demonstration:

Even though Medicaid was created as a program for ow-income peop e who cannot work,
many midd e c ass Americans with disabi ities who can work, want to work, and do not need
income assistance are on Medicaid and receiving income assistance because it is the on y
way they can get he p paying for home and community-based ong-term services and
supports (HCBS).
The disincentive to work if you are a person with a disabi ity who receives Medicaid-funded
HCBS is we documented within the iterature. What is needed is a way for these Americans
and their fami ies to receive assistance paying for the costs of HCBS w thout hav ng to frst
qua ify for Medicaid and accept the required, inked governmenta beneft of Socia Security
Income/Socia Security Disabi ity Income.
Recommendation: Centene recommends that CMMI test various mode s that incentivize
Medicaid-funded HCBS benefciaries to work, and document the savings accrued to
Medicaid, Medicare, SSI/SSDI, and any other associated governmenta benefts (inc uding,
but not imited to, SNAP and Housing Choice or Section 8 vouchers) through the various
mode s.
IV.

Options beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and that might be
tested as a model and alternative to FFS and MA

Demonstration that Includes Community-Based Housing as a Covered Beneft:

One of the greatest po icy barriers for hea th p ans in serving more LTSS members in owercost, community-based settings is the tremendous ack of accessib e, afordab e, integrated
housing in the community for peop e with disabi ities. Without access to such housing,
consumers who use LTSS and who want to ive in a home or community-based setting
cannot do so, which resu ts in higher than necessary eve s of institutiona ization and runs
counter to federa and state po icy goa s of greater community integration for individua s
needing LTSS.

Recommendation: Centene recommends CMMI imp ement a demonstration, in
partnership with se ect States and hea th p ans that permits room in HCBS settings as a
Medicaid reimbursab e expense. Even though Medicaid funds can current y be used to
reimburse certain “housing-re ated activities” in the community, existing statute does not
a ow the use of Medicaid funds for room (rent) in HCBS settings, even though Medicaid
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funds can be used to support rent in institutiona settings, and institutions in some states
can get subsidized, guaranteed mortgages.

V.

Further comments on the guiding principles or focus areas

The past decade has seen a pro iferation of mode s that support consumers with
disabi ities and their fami ies with the integration and centra ization of care
coordination. During the deve opment of most of the managed care-specifc mode s, a
comprehensive range of safeguards and protections were put in p ace to ensure
consumers receive necessary, appropriate, and equa y efective c inica care and ongterm services and supports. These consumer protections inc ude, among others:
independent choice counse ors and marketing restrictions to he p consumers choose or
change hea th p ans without undue infuence; person-centered p anning requirements;
network adequacy requirements; state and federa oversight and monitoring to ensure
de ivery of contracted duties and high qua ity services; and qua ity measurement, data,
and eva uation to determine outcomes and inform consumer decision making.
Recommendation: Centene recommends CMMI uniform y app y these safeguards
across any new mode s tested so consumers have a guarantee or protection and
equa ity regard ess of the mode they are in.
Consumer-Directed Care & Market-Based Innovation Models
Many approaches to hea th programs and initiatives focus on diseases in iso ation (e.g.
diabetes, hypertension). We suggest CMS deve op pi ot programs that examine and address
the comp exities of comorbidity. This wou d he p further the patient centered approach by
treating the chronic condition of a member in its entirety instead of piecemea disease
states.
The vast majority of disease management programs and we ness initiatives re y on medica
and pharmacy c aims to drive enro ment and eva uate success. More progressive programs
add rea -time biometric data to the mix, but what most don’t address are the mu tip e, essobservab e socia determinants of hea th: housing, food insecurity and emp oyment to
name a few. Patient-centered initiatives must recognize the interdependent nature of a
person’s hea th and must make meaningfu connections between and among providers
beyond the traditiona hea thcare market.
Recommendation: We suggest pi ot programs that he p providers achieve success within
the context of cha enging socio-economic factors. Providers need to have too s that he p
them understand socio-economic factors and how they can be addressed to he p achieve
better hea th outcomes.
Techno ogy wi obvious y p ay an integra ro e in de ivering qua ity, individua ized care.
Advances in genomics, machine earning, natura anguage techno ogy, and AI portend the
inevitab e ascension of precision medicine, an efort to intervene and treat individua
patients based on their unique genetic markers and copious biometric data.
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Te emedicine, too, has a ro e to p ay. At the same time store-and-forward, rea -time video,
and RPM techno ogies are expanding the reach of qua ity disease management
programming, they are a so supporting the notab e shift toward patient-centered care.
Recommendation: We suggest CMS work with the industry on strategic thinking as to how
the evo ution towards increasing y sophisticated techno ogy can improve hea th care,
patient centered care and satisfaction for both members and providers.
Physician Specialty Models
Recommendation: We propose that provider participation in Medicare Advantage qua ify
for purposes of APM, particu ar y if the agreement with the managed care p an is Va ue or
Risk Based. This wi encourage providers to move toward the desired goa of payment
being based on va ue.
Prescription Drug Models
Recommendation: We propose demonstration programs, or changes to the process, that
wou d a ow the p ans to encourage members to auto enro in mai order, show consistent
usage, or other incentives to improve medication adherence.
Recommendation: We propose that CMS do away with the six protected c ass drugs and
a ow MAOs to fo ow the same ru es as other drugs (two drugs in each c ass etc.). We
be ieve there is enough competition from drug manufacturers, and MAO p ans via their
formu ary design, to cover the drugs that are needed. This wou d be more cost efective
since the current six protected c ass arrangement is too dependent on contro ing pharmacy
costs and negotiating ski s to achieve savings.
In regards to management of diabetes, test strips and other items to he p with contro , are
covered under Part B which has separate accumu ators/costs than Part D. These various
deductib es sometimes deter members from getting needed supp ies.
Recommendation: We suggest the same costs be app ied to same beneft regard ess of
which program covers the beneft. Further, we be ieve that incentives cou d be improved so
we cou d incent outcomes by adding to reward card program or credit portion of member
cost share based on resu ts rather than just the process measure (getting the test done).
Medicare Advantage (MA) Innovation Models
Recommendation: We wou d ike to suggest that CMS estab ish a new specia ized Specia
Needs P an mode for rura and frontier areas (R-SNP) We envision that this mode that
a ows for greater use of te ehea th, fexibi ity in benefts, access, de ivery of service, etc.
This cou d start as a demonstration project which wou d a ow CMS to see if use of
te ehea th and fexibi ity in benefts in rura /frontier areas can improve outcomes. It wou d
a so a ow CMS to experiment with te ehea th in a contro ed environment without opening
the who e Medicare program before knowing if te ehea th is cost efective.
Medicare Advantage (MA) Innovation Models and State-Based and Local
Innovation, including Medicaid-focused Models
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Recommendation: We suggest the deve opment of a new coverage program that fu y
integrates Medicare and Medicaid into a sing e program. What is needed is a framework
that out ines how the current Medicare and Medicaid programs cou d be restructured and
combined in the most benefciary friend y, administrative y stream ined, fsca y responsib e
way.
We wou d a so ike to suggest we address enro ment issues by eva uating ways to increase
awareness of and enro ment in integrated products whi e ensuring necessary benefciary
protections. Possib e areas for eva uation inc ude specia enro ment periods (SEPs), broker
incentives, seam ess conversion, freedom of choice inconsistencies, continuity of care,
benefciary and provider education, buy-in or resistance, etc.
Providing Support for States to Innovate
We wou d ike to express our support for the Innovation Acce erator Program (IAP). The IAP
is focusing on the right areas to provide technica assistance. The key going forward wi be
to make sure p ans are brought into the process with states to efective y imp ement
so utions for SUDs, comp ex care, MLTSS, and physica /behaviora hea th integration. It is
important that states receive infrastructure support funding to imp ement these
interventions in addition to technica assistance.
Contact:
If you have any additiona questions, p ease contact Ga e Arden, Vice President for Qua ity
and Risk Adjustment, Pub ic Po icy and Product Liaison.
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, SW, Room 445‐G
Washington, DC 20201
Re: Centers for Medicare & Medicaid Services Request for Information: Innovation
Center New Direction
Submitted electronically: CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
On behalf of the Center for Advocacy for the Rights and Interests of the Elderly (CARIE),
thank you for the opportunity to comment on the Centers for Medicare & Medicaid
Services (CMS) Request for Information (RFI): Innovation Center New Direction.
Founded in 1977, CARIE, is a non-profit advocacy organization working to improve the
well-being, rights and autonomy of older adults. CARIE routinely helps older adults and
their caregivers understand and resolve problems related to Medicare, Medicaid, and
long-term services and supports. Through our work, we are acutely aware of the needs,
issues and problems that low-income older adults encounter, many of whom are dually
eligible for both Medicare and Medicaid.
CARIE shares CMS’s overall goal of “fostering an affordable, accessible healthcare
system that puts patients first.” The Center for Medicare & Medicaid Innovation’s
(CMMI) development of innovative health care payment and service delivery models has
been important to test ways to hold down health care costs while increasing quality care.
Our comments primarily address the guiding principles, both those described in the RFI
and additional principles that we believe are important as CMMI moves forward with any
new demonstration.
Guiding Principles
The first and second guiding principles in the RFI address choice and tools needed to
exercise choice. It is vital that beneficiaries are empowered to make the best choices
possible. The second guiding principle includes: giving beneficiaries “the tools and
information they need to make decisions that work best for them.” We fully support this
principle and believe beneficiaries need understandable and accessible tools that allow
them to compare options. Consumers also need to have free personalized assistance
available to help them understand their options, such as through State Health Insurance
Assistance Programs (SHIPs), especially since many older adults cannot use or have
difficulties using online resources. All beneficiary communication about a demonstration
should be in consumer-tested simple language, and accessible to individuals with
disabilities and to those with limited proficiency in English. The second guiding principle
also stresses the importance of provider choice and incentives, including a focus on
voluntary demonstrations. CARIE recommends that beneficiary participation in any

demonstration that impacts their receipt of services should always be voluntary. Consumers are not forced to
participate in clinical drug trials and the same should be true for their participation in an untested system. Furthermore,
beneficiaries with multiple chronic conditions may have providers that work well for them. They should always be given
the option to keep their providers and not be required to disrupt their care to participate in a demonstration.
CARIE strongly supports the fifth guiding principle, “Transparent Model Design and Evaluation,” including full
transparency and wide-ranging stakeholder participation in all stages of planning and implementation. Evaluations
should analyze the beneficiary experience in addition to looking at what is working well in a demonstration and what is
not. Evaluation results should be made public as soon as possible and CMS should work to help consumers
understand available information to enable informed decision-making with any demonstration project models.
In terms of additional principles, beneficiaries should be engaged in CMMI model development and design as well as
being supported throughout the demonstration. We recommend the following:
• Establish a CMMI consumer and patient advisory council that includes beneficiaries and their advocates in the
development, implementation, and evaluation of these models;
• Solicit public feedback on proposed model designs;
• Allow beneficiaries to help identify some health and quality care outcomes;
• Create multi-stakeholder advisory panels on specific demonstration models;
• Enhance support for beneficiaries via State Health Insurance Assistance Programs (SHIPs) and 1-800MEDICARE, particularly for those who lack online access to information;
• Make all data, evaluation, and other findings public for each model and demonstration;
• Ensure beneficiaries have access to an adequately funded Ombudsman program for each demonstration
project and have the ombudsman help identify systemic issues that need to be addressed;
• Include consumer protections and provide vigorous oversight, such as effective appeals and grievance
processes, adequate provider networks, and strong quality and safety standards, to ensure that beneficiaries
are not harmed;
• Establish strong readiness review procedures, testing, and oversight for each demonstration; and,
• Ensure adequate continuity of care procedures are in place.
Potential Models
“Consumer Directed Care & Market-Based Innovation Models” should ensure that demonstrations do not impose
additional costs on Medicaid beneficiaries or shrink access to needed services and providers.
We are pleased to see CMS seeking comments on “Program Integrity” and hope CMS will take stronger measures to
fight mail and telemarketing fraud. While there are current rules and measures about marketing, we have concerns
about the marketing of “free” back braces or “free” medical supplies to Medicare beneficiaries, official-sounding but
phony organizations manipulating caller ID to scam beneficiaries, and deceptive mailings, such as postcards that look
official and misrepresent the intent of their request for the consumer to contact them. More needs to be done to
prevent scammers from engaging in these common practices that impact program integrity. Just as CMS has moved
away from a pay and chase model to reimburse providers, a similar policy should be implemented to forbid scammers
from these tactics, and they should be held fully accountable for the costs to Medicare, Medicaid, and consumers.
Additional recommendations to the future direction of the Innovation Center
Hopefully, CMS’ “new direction” does not mean discarding all current models. Especially for those models showing
some promising practices, CMMI should work to improve and not abandon them. For example, we urge CMMI
continue to support the Medicare-Medicaid financial alignment initiative, which is mid-stream in implementation.
Finally, in the spirit of transparency, we encourage CMS to publicly post the comments received for this RFY.
Thank you again for inviting comments on the Innovation Center’s new direction. If you have any questions about this
submission, please contact me.
Sincerely,

Diane A. Menio
Executive Director

November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd
Baltimore, MD 21244
Submitted via: CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
Community Catalyst respectfully submits the following comments in response to the request for
information (RFI) regarding the Innovation Center’s new direction.
Community Catalyst is a national non-profit advocacy organization dedicated to quality
affordable health care for all. Since 1998, Community Catalyst has been working to build the
consumer and community leadership required to transform the American health system. The
Center for Consumer Engagement in Health Innovation focuses on health system transformation
and bringing the consumer experience to the forefront of health. The Center works directly with
consumer advocates to increase the skills and power they have to establish an effective voice at
all levels of the health care system. We collaborate with innovative health plans, hospitals and
providers to incorporate the consumer experience into the design of their systems of care. We
work with state and federal policymakers to spur change that makes the health system more
responsive to consumers, particularly those that are most vulnerable.
We appreciate the opportunity to comment on the new direction of the Center for Medicare and
Medicaid Innovation. The innovation center has a vital role to play in transforming the health
system to better meet patients’ needs and the models promoted by CMMI will have significant
and far-reaching impacts on patients across the country. This is particularly true for low-income
and vulnerable consumers, including older adults, people with disabilities, people with chronic
health conditions, children with special health care needs, and communities of color, who face
serious disparities in health outcomes. That is why it is imperative that, when defining its new
priorities, the innovation center place the highest of value on the particular needs of these
populations. Many of the themes highlighted in the RFI are especially troubling from the
perspective of low-income and vulnerable consumers. We are concerned that many of the ideas
CMMI is considering promoting would have disproportionately negative impacts on the very
populations CMS is supposed to serve. With that in mind, we ask that CMMI consider two
overarching objectives as it sets a new agenda:

1. Creating a Health System that is Person-Centered
The health system can be incredibly difficult to navigate for any patient, and this is
especially true for vulnerable and complex patients who are managing multiple health
conditions and face socio-economic challenges. The ultimate aim of any health
transformation effort should be to provide high quality, accessible, affordable and wellcoordinated care that is in line with the patient’s goals, values and preferences. Care
should be delivered by providers working as a team with the patient at the center, and
patients (and family and caregivers where applicable) should be treated as full partners in
their health care. Building this type of system requires a culture shift with long-term
investments. Patient experience and engagement will be critical to weave into the fabric
of all CMMI models.
2. Reducing disparities in health outcomes and improving equity in the health care
system
CMMI’s agenda should be driven by the goal of building a society in which everyone has
a fair opportunity to achieve their full health potential, regardless of race, income, age,
gender, gender identity, sexual orientation, disability or health status, or zip code. CMMI
should reject any models that perpetuate inequalities and actively work to implement
models that will reduce disparities.
In service of those two overarching objectives, we ask that CMMI test and promote models
of care that do the following:
1. Include strong and sustainable mechanisms for consumer engagement
People with Medicare and Medicaid are uniquely positioned to explain how changes to the
program might affect them, which makes bringing consumer engagement to the forefront in
model design an important tool. Beneficiary and stakeholder participation is critical for several
reasons: By exploring the perspectives of people with Medicare, CMS can better fit the model’s
design to the needs, abilities, and desires of affected populations. Additionally, beneficiaries and
their families and caregivers may be better able to identify participation barriers they might face
within a model. Consumer engagement also ensures that beneficiaries buy into models and will
stick with them through their duration. People who feel a system reflects their needs and concerns
are more likely to be willing and engaged participants and people who feel they are heard are
more likely to stay with a particular model, plan, or provider, making possible longer-term
analysis of patient outcomes and increasing the chance of positive provider influence over
behaviors.

In the same way that CMS has been providing robust assistance to providers as they
adopt new models of care, it is critically important to engage the patients who will be
directly impacted by changes in how care is payed for and delivered. We hope that the
administration will uphold its stated commitment to creating a patient centered health
system by meaningfully engaging consumers in the design, implementation and
evaluation of new payment and care delivery models, as well as by promoting models of
care that encourage patient engagement at the clinical level.

On a policy level, we ask that CMS:
 Include requirements for patient and family engagement in the design,
implementation, and ongoing evaluation of all new models.
 Continue to support existing requirements for consumer engagement, including
the consumer advisory committees that are part of the dual demonstrations.
 Include patients and family members along with other stakeholders on advisory
panels and committees
 Provide funding, consumer education, and necessary supports to ensure the
accessibility and sustainability of consumer engagement efforts
 Invest in consumer education and options counseling activities
 Ensure all beneficiary communication about a demonstration, both at the start and
throughout, is in consumer-tested simple language, and accessible to individuals
with disabilities and to those with limited proficiency in English.
Consumer engagement is also critical at the clinical level. Numerous studies show that
engaged consumers have better health outcomes. Patients who score highly on patient
activation measures are more likely to engage in preventive behavior; adhere to
treatments for chronic illness; have normal BMI, blood pressure, and cholesterol
measures; and are less likely to have unmet care needs.1 In order to ensure patients are
engaged in their care at the clinical level, we ask CMMI to design and implement models
that promote shared decision making and participation in evidence based selfmanagement programs. We also ask that CMMI ensure new payment models are
accompanied by quality measures that focus on consumer-reported outcomes and
experience, particularly regarding quality of life.
2. Include Consumer Protections and Robust Oversight and Value Consumer Choice
In addition to the guiding principles discussed in the RFI, a principle that should always
be of prime importance is inclusion of consumer protections, along with oversight so that
those protections are effective. All demonstrations should ensure that beneficiaries are
not harmed by changes. Strong consumer protections must be in place, including
effective appeals and grievance processes, adequate and genuinely available provider
networks, and strong quality and safety standards. To be effective, these protections must
be accompanied by oversight and enforcement. CMS has an overarching obligation to
beneficiaries to provide robust oversight of providers and plans, an obligation that is even
more important when new models are being tried and unexpected issues arise that could
harm beneficiaries.
Additionally, while the RFI stresses the importance of provider choice and incentives,
favoring voluntary demonstrations, we hope CMMI will also promote beneficiary choice.
Demonstrations are, by their very nature, trials of untested systems meant to address
deficiencies. Testing those systems should be a choice available to beneficiaries and not
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mandatory. Beneficiaries with multiple chronic conditions have often spent months or
years developing provider networks that work well for them. They should always be
given the option to keep their providers and not be required to disrupt their care to
participate in a demonstration.
3. Value Primary Care and Prevention
We are disappointed to see that the RFI emphasizes the development of specialty models
without addressing the importance of primary care. Primary care can play a critical role
in lowering costs, while significantly improving patient outcomes. CMMI has already
made great strides in testing primary care focused models, but there is much more that
can be done and it is crucial that primary care remain a priority for the innovation center
moving forward. We ask that CMMI focus on developing and promoting payment and
delivery models that improve access to primary care providers and preventive health
services, support care coordination, and encourage primary care providers to work in
partnership with patients to develop and meet health care goals. This includes but is not
limited to continuing and expanding CPC and CPC+ demonstration projects; expanding
the availability and use of care coordinators, case managers, and community health
workers; encouraging and compensating providers who use shared decision making; and
providing access to and reimbursement for evidence based self-management programs.
We also ask that CMMI design primary care payment models with the needs and
circumstances of primary care providers in mind. Primary Care is not the driver of high
costs in the health care system and spending on primary care is actually associated with
lower costs. This makes primary care fundamentally different from other areas of the
health system that CMMI might hope to address and models addressing primary care
need to be designed with this difference in mind. Primary care providers may be less
prepared to take on significant risk than other providers, and most of the cost savings
realized by improve primary care will be seen in other areas of the health system, such as
reduced ER usage or hospital admissions.
4. Focus on improving access to and integration of mental, behavioral, and oral health
services
For far too long, services for mental illness and substance use disorders a have been
siloed from physical health, and often from each other. Oral health has been similarly
siloed and not given adequate attention in the development of new payment and delivery
models. However, addressing a person’s need for services for mental illness, substance
use disorders, and oral health is essential in ensuring improved health outcomes and is a
necessary component of patient centered care. We urge that CMMI place an emphasis on
developing models that focus on treating the whole person and improve coverage and
integration of mental health, substance use disorders, and oral health services into
primary care.
For mental health and substance use disorders, we urge you to:











Provide financial incentives for the full integration of both substance use
disorders and mental health services jointly in Medicaid health homes, and in
multi-payer patient-centered medical homes. In current practice, most health
homes address substance use or mental illness but not both. Integration should
include extensive case management across conditions.
Promote incorporation of effective prevention and early intervention strategies
such as SBIRT (for substance use disorders and for depression) as universal
practice at primary care visits.
Incentive use of peer supports in all models for treatment of substance use
disorders and mental illness.
Promote incorporation of comprehensive services for substance use disorders
including prevention, early intervention, detoxification, residential, outpatient,
medication-assisted treatment, and long-term recovery services in all integrated
models, including ACOs.
Promote the Hub and Spoke model of addiction treatment that has been successful
in Vermont.
Promote the Collaborative Care model of integrating mental health and substance
use disorders treatment into primary care.
Not use episodic payment models for substance use disorders

For oral health, we urge you to:








Focus on strategies to expand access to oral health coverage, for example testing a
Medicare dental coverage pilot and evaluating outcomes.
Promote integrated referral systems, where dentists screen for health needs and
refer to a physician (and vice versa).
Encourage the use of shared electronic health records (EHR) systems that allow
both dental and medical providers to easily view each other’s entries. A recent
study showed that access to integrated information technology is one of the
leading barriers to oral health integration.2
Implement models that emphasize the co-location of services and integrated care
delivery. Especially promising are new models where a dental hygienist, dentist,
or dental therapist works in a primary care office or clinic or a nurse practitioner
or physician’s assistant works in a dental office.
Include incentives in new payment and delivery models that encourage integration
of oral and physical health.

5. Address the social determinants of health
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There is mounting evidence that addressing social and economic factors, such as poverty,
education, housing and food security and racial discrimination, is critical to improving
health outcomes. Social factors account for nearly a third of deaths in the US every year
and factors such as stress, low incomes, and low education levels are directly associated
with poorer health outcomes or premature death.3
We believe that the federal government can do more to promote approaches to health that
address the social barriers preventing individuals and communities from achieving health
and well-being. Specifically, we ask that CMMI:
 Develop new demonstration models for Medicaid that could fund social services such
as housing and nutrition support that have been demonstrated to improve health.
These demonstrations should be rigorously evaluated to assess their impacts on health
outcomes and costs, and to identify best practices.
 Revise ACO demonstration models to add a provision for a percentage of shared
savings to be invested in community health programs that address disparities and the
needs of the community.
 Focus on promoting partnerships between Medicaid programs and community-based
organizations (CBOs) and social service providers.
 Include incentives and structures in new payment and delivery models that encourage
providers to screen for social service needs and refer to appropriate services.
 Promote data collection and standards around social determinants of health.
6. Meet the needs of people with complex health conditions
People with complex health conditions have very different needs from the general
population and thus new models of payment and delivery that may work for some
patients will not work for these populations. For example, efforts to increase price
transparency are often irrelevant or counterproductive for patients with rare or complex
needs who have limited choices in terms of providers or treatment options, or who most
benefit from care that is well coordinated and grounded in longitudinal relationships with
care providers. Patients whose biometric markers are impacted by underlying genetic
diseases are not well served by models that pay providers based on improving those
particular markers. Additionally, long-term care needs are a major priority for these
populations. Often the long-term goal for many patients with complex conditions or
disabilities is not about curing a disease but about ensuring the person can live
comfortable, productive lives in their home and community.
For these reasons, CMMI must be mindful of how broader models might impact
populations with complex health needs differently. Many of the suggestions we have
already laid out can help ensure models meet the needs of these populations, for example
ensuring there are strong consumer engagement mechanisms and promoting models of
care that are based on patient driven health goals. In addition to these asks, we ask that
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CMMI build on the work already being done to address to the needs of populations with
complex health needs by continuing many of the promising programs and models that are
underway or have proven effective in the past.







Work closely with the Medicare-Medicaid Coordination Office to continue testing
and evaluating innovative models of care delivery for patients who are eligible for
both Medicaid and Medicare (dual eligible), including the Financial Alignment
Demonstrations that are already underway.
Promote increased access to home and community based services through waivers
and the continuation of programs such as Money Follows the Person and the
Balancing Incentive Program
Expand community-based models of care for individuals with complex needs,
including Programs of All-Inclusive Care for the Elderly (this includes innovative
PACE-like pilot programs that also serve the under 55 population) and the
Independence at Home Demonstration.
Continue to prioritize care delivery models focused on care coordination and case
management that use a team-based approach to care. To optimize effectiveness and
efficiency, a wide range of health care providers – direct care workers, nurses,
pharmacists, physicians, physical therapists, psychologists, and social workers –
along with consumers and family caregivers at the center of the team, must all work
together to provide quality care.

CMMI should NOT test or promote models that do the following:
1. Increase Out-of-Pocket Costs for Consumers:
We are extremely concerned by the mention in the RFI of “Consumer Directed Care”
models and ask that CMMI not test or promote any models that attempt to lower costs
and alter consumer behavior by increasing their “skin in the game.” This includes
allowing state Medicaid programs to implement or raise premiums or copayments,
promoting programs that require contributions to health savings accounts, and removing
beneficiary cost protections that prohibit providers from charging patients more than Medicare
allows. There is little evidence that these methods accomplish their aims and ample

evidence that they harm consumers’ access to care. Studies have shown that even small
out-of-pocket costs reduce access to care, especially for those with low incomes or
chronic illnesses.4 In addition, numerous studies show that increased premiums are linked
to lower health insurance enrollment rates for children, especially those with low
incomes. Recent evaluations out of West Virginia and Indiana indicate that implementing
financial incentives and penalties for low-income populations might not be effective at
reducing costs and altering consumer behavior. Indiana found that individuals who
enrolled in the basic health plan, which has narrow coverage and utilizes copays, were
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more likely to use the emergency room for both emergency and nonemergency visits than
individuals enrolled in plans that are more comprehensive.5
2. Create barriers to accessing coverage or impede access to medically necessary
services
In addition to models that rely on increased out-of-pocket costs, we also ask that CMMI
not test or promote models of care that create other, non-financial barriers to care access.
This includes work requirements, drug testing, and plan designs that limit access to
certain benefits or that cut benefits categorized as “non-essential”, but that many
individuals require for good health, like adult dental benefits. There is little evidence
suggesting that these methods lower cost or alter participant behaviors in the manner
intended. In fact, these models often lead to increased administrative costs and burdens
on state Medicaid programs. In West Virginia, Medicaid beneficiaries who enrolled in a
“basic plan” that limited their access to certain benefits were more likely to visit the
emergency room, including for nonemergency visits, than other Medicaid enrollees.6 The
majority of Medicaid beneficiaries are already working and even more are in households
with working family members. And of those who don’t work, over a third have an illness
or disability that prevents them from doing so. Work requirements attempt to solve a
problem that doesn’t exist and will only add heavy administrative and paperwork burdens
on families and state Medicaid programs.7
3. Dis-incentivize providers to serve low-income or complex patients
One difficulty of implementing payment models that are tied to positive health outcomes,
is that such models can disincentive providers from caring for more complex patients
who may be more likely to have poor health outcome measures. It is important that any
payment models supported by CMMI recognize the greater degree of difficulty in caring
for patients with complex needs, including social and behavioral health needs, as well as
their physical health needs. Payment models should not penalize providers who care for
low-income, high needs, and complex patients. This means implementing performance
measures and risk adjustment strategies (such as stratification) that recognize the
increased difficulty of caring for patients with complex needs, without dis-incentivizing
providers to make improvements that address health disparities in their practice. Incentive
schemes that reward only high relative performance without considering improvement or
that are administered on a zero sum basis are likely to have the perverse effect of
directing financial resources away from where they are needed most. We appreciate the
work CMS has been doing to fine tune risk adjustment strategies to ensure complex
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patients are not harmed and we hope that CMMI will consider this complexity as it
develops new models of payment.
4. Have disproportionately negative impacts on low-income consumers or people with
complex health needs
Many of the models already addressed in these comments, such as those that increase
cost-sharing or create barriers to accessing care, disproportionately impact patients who
are low-income or have complex health and social needs. Models with such
disproportionate impacts expressly work against CMS’s stated vision that “All CMS
beneficiaries have achieved their highest level of health, and disparities in health care
quality and access have been eliminated.” In addition to following the principles we lay
out here, we ask that CMS explicitly consider the impact of any model developed on
vulnerable and complex patients prior to implementation. If that model would have
disproportionately negative impacts on these populations, CMMI should not go forward
with testing the model.
Finally, we ask that the process for designing, testing and evaluating models be done in a
transparent manner that includes opportunities for public input; and that CMMI make all
data and evaluations publicly available in accessible formats in a timely manner. Over 117
million people are covered by the Medicare and Medicaid programs and, as we pointed out in the
opening of our comments, the models designed and tested by the innovation center will have
profound impacts on how these populations pay for and receive their care. Patients and other
stakeholders should fully understand how CMMI’s work impacts them and have ample
opportunity to provide input on this work. To that end, we are disappointed that this RFI was not
conducted using the regular federal regulatory process, where stakeholder comments are made
public and CMMI responds directly to the comments received. As the Innovation Center moves
forward in mapping out its new agenda, we hope it will make a commitment to transparency in
responding to feedback and clearly and publicly articulate the reasoning behind its new vision.
We appreciate the opportunity to weigh in as CMMI begins defining its path forward and we
look forward to working with you to ensure the needs of low-income consumers and patients
with complex health needs are taken into account. Please do not hesitate to contact me should
you have any questions or if you would like additional information.
Sincerely,

Ann Hwang, MD
Director, Center for Consumer Engagement in Health Innovation












































320 Ft. Duquesne Boulevard
Suite 20-J
Pittsburgh, PA 15222
Voice: (412) 803-3650
Fax: (412) 803-3651
www.CHQPR.org

November 19, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building, Room 314G
200 Independence Avenue, SW
Washington, DC 20201
Re:

CMS Request for Information on Innovation Center New Direction

Dear Administrator Verma:
Thank you for recognizing the need to establish a new direction for the Center for Medicare and
Medicaid Innovation and for soliciting input to determine that direction. Although a number of
innovative projects have been supported by CMMI since its creation seven years ago, the overall
results in creating effective Alternative Payment Models have been disappointing:


Although many patients have benefited from enhanced and improved services, most of
the Alternative Payment Models CMMI has implemented have not resulted in significant
savings.



Only one of the models tested by CMMI has been expanded nationally (the Medicare
Diabetes Prevention Program), and this model is not considered an “Advanced
Alternative Payment Model” under CMS regulations.



As of the end of 2017, only five payment models created by CMMI met the requirements
that would enable physicians to receive the higher payments authorized by Congress
under MACRA. Most of the physicians who are participating in MACRA-eligible
Alternative Payment Models are part of Accountable Care Organizations in the Medicare
Shared Savings Program, not part of payment models created by CMMI.



One-third of the more than $5 billion spent by CMMI in its first six years was used for a
variety of planning and technical assistance projects, not for Alternative Payment Models
or projects that could serve as the basis for Alternative Payment Models.

The disappointingly slow progress in implementing successful Alternative Payment Models
means that each year, millions of Medicare beneficiaries are being denied the opportunity to
receive higher-quality care and the Medicare program is spending billions of dollars more than is
necessary.
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We urge that you make four fundamental changes in the way CMMI and CMS support
innovations in Medicare payments that would address these problems and dramatically
accelerate the implementation of successful Alternative Payment Models (APMs):
1. Embrace a bottom-up approach to payment innovation at CMS:


Commit to quickly implement all of the physician-focused Alternative Payment Models
that are recommended by the Physician-Focused Payment Model Technical Advisory
Committee.



If a group of providers and payers in a state or region have developed or implemented an
innovative APM, agree to implement a similar approach to paying for the care of
Medicare beneficiaries in that community so that the providers can have full multi-payer
support.

2. Create the capacity at CMS and its MACs to implement bundled payments and other
Alternative Payment Models.
3. Use limited-scale testing to accelerate innovation.
4. Create a faster, more efficient approach for implementing APMs:


Completely redesign the processes CMMI uses to test and implement alternative payment
models in order to achieve the goals that are implicit in MACRA – every physician
should have the opportunity to receive at least 25% of their revenues from well-designed
alternative payment models in 2019, at least 50% of their revenues from APMs in 2021,
and at least 75% of their revenues from APMs in 2023.



Establish specific milestones that are designed to implement as many alternative payment
models as possible and as quickly as possible.

More detail on each of these recommendations is provided below.

1. Embrace a Bottom-Up Approach to Payment Innovation at CMS
In its first seven years of operation, CMMI has taken a primarily top-down approach to designing
Alternative Payment Models (APMs). Although it has nominally encouraged submission of
proposals for APMs by physicians and other stakeholders, CMMI has only been willing to test or
implement APMs of its own design. Moreover, there has been a clear bias toward payment
models focused on groups of patients on whom Medicare spends large amounts of money and
toward payment models that are difficult for small physician practices and small hospitals to
implement.
For example, the first physician-focused payment model recommended by the PhysicianFocused Payment Model Technical Advisory Committee was Project Sonar, a payment model
that was developed by an independent gastroenterology practice in order to support better care
management for patients with inflammatory bowel disease. Despite the fact that the payment
model had already been implemented with commercially-insured patients with support from
Blue Cross Blue Shield of Illinois, despite the fact that it had resulted in better patient outcomes
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and significant savings for the health plan, and despite the positive recommendation by PTAC,
CMS declined to implement it, saying: “in lieu of testing the model as proposed…CMS [will]
reach out to the Illinois Gastroenterology Group and SonarMD, LLC to involve them in HHS’
development of specialty models. As HHS develops potential models in this area, we will
consider the input and insights from this proposal.” No indication was given as to when any
such specialty models would be developed or implemented. Moreover, CMS suggested that
spending associated with patients with inflammatory bowel disease was not large enough to
warrant pursuing implementation of an alternative payment model to improve care for these
patients, saying that “Patients with IBD accounted for only 1.25 percent of Medicare FFS
spending.”
In 2014, CMMI issued a Request for Information asking for input on the creation of specialtyspecific payment models, and it convened several Technical Expert Panels to explore payment
models in specialties such as cardiology, gastroenterology, neurology, and oncology. However,
in the three years since then, CMMI has implemented only one APM – the Oncology Care
Model – that was specifically designed for participation by small, non-primary care specialty
physician practices.
In 2015, Congress recognized that CMMI had done too little to create Alternative Payment
Models that were specifically designed for physicians. In the Medicare Access and CHIP
Reauthorization Act (MACRA), Congress created a bottom-up approach that specifically
welcomes APMs designed by physicians and other practitioners and that encourages
development of APMs and delivery models that are feasible for small physician practices and
small hospitals to implement. CMS should embrace the process that Congress has created
and commit to quickly implement all of the physician-focused Alternative Payment Models
that are recommended by the Physician-Focused Payment Model Technical Advisory
Committee.
In addition, there are a number of communities across the country where physicians, hospitals,
and other providers are working with patients, employers, health plans, and other purchasers to
develop and implement alternative payment models to support high quality, more affordable
care. However, it is difficult for these communities to successfully transform care delivery
without participation by Medicare. Although CMMI has expressed a desire to support multipayer APMs, the primary approach it has used to date has been to require local payers to
conform to a structure CMMI defines, even if the payers and providers in a community have
already implemented a different approach. Instead of the current top-down approach, if a group
of providers and payers in a state or region have developed or implemented an innovative
APM, CMS should agree to implement a similar approach to paying for the care of
Medicare beneficiaries in that community so that the providers can have full multi-payer
support. This was done in five states in 2011, when CMS agreed to participate in the MultiPayer Advanced Primary Care Initiative, and a similar approach should be used in the future for
APMs in specialty care and other areas.
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2. Create the Capacity at CMS and its MACs to Implement Bundled
Payments and Other Alternative Payment Models
Most of the large Alternative Payment Models created by CMMI – the Bundled Payments for
Care Improvement (BPCI) model, the Comprehensive Care for Joint Replacement Model, the
Comprehensive ESRD Model, the NextGen ACO Model, and the Pioneer ACO Model – follow
the same basic formula:


No changes are made in the current fee for service structure. In most CMMI APMs,
physicians, hospitals, and other providers continue to be paid under standard Medicare
payment systems. No payments are made for any new services, even if those new
services would be necessary or highly desirable in improving patient care and reducing
avoidable spending.



Additional payments are dependent on achieving “shared savings.” A year or more
after services are delivered, the physicians, hospitals, or other providers in the APM may
receive an additional payment (or be required to repay some of the payments they have
already received) based on whether CMS determines that it spent less than it otherwise
would have. This approach is essentially the same as CMS’s pay-for-performance
programs, except that the bonuses and penalties are proportional to the amount of money
saved. This means that providers who already have high levels of performance receive
no additional resources to sustain their operations, while providers who have had high
rates of complications or who have overused expensive services can receive large
bonuses for addressing those problems.

Shared savings models are attractive to payers because they are very simple to implement. In a
shared savings model, the payer doesn’t have to make any changes in the way it pays any
providers for any of the services they deliver; all that is needed is for the payer to make a onetime retrospective comparison of actual vs. expected spending to determine whether the provider
should receive a bonus or penalty.
However, what is simple for payers is problematic for providers and patients, since the shared
savings model fails to ensure that participating providers will receive adequate or timely funding
to support new high-value services that would benefit their patients. An even greater concern is
that a shared savings program can financially reward a healthcare provider for failing to order or
deliver a costly service that a patient needs, since the provider could receive a portion of the
savings when fewer services are delivered.
In addition, while it is clearly easier for CMMI to pursue payment models that hold providers
accountable for total Medicare spending, payment models based on total spending
inappropriately place small providers and single-specialty providers at significant financial risk
for things they cannot control and can discourage providers from treating patients with unusual
or complex needs.
In contrast to the shared savings payment models CMS and CMMI have pursued, a good
alternative payment model will have the following characteristics:


Adequate resources to support the services patients need. Since the current fee-forservice system does not pay adequately or at all for many high-value services (e.g.,
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communication among physicians to resolve a diagnosis or coordinate services, proactive
outreach to patients to identify problems early, etc.), successful alternative payment
models need to provide additional resources to deliver these services in order for
providers to reduce the use of other, more expensive services.


Flexibility for providers to deliver the most appropriate services. In a successful
alternative payment model, a provider or team of providers would not be penalized
financially for choosing the best combination of services for their patients.



Accountability for the aspects of quality and spending that the provider can control.
In return for adequate, flexible payments, a provider can accept accountability for
improving quality and reducing costs, but the accountability needs to be focused on the
types of outcomes and spending that the provider can control. In addition, both
accountability measures and payment amounts need to be adjusted for differences in
patient characteristics that affect outcomes and costs.

There is no single alternative payment model with these characteristics that will work for all
types of patients and all types of healthcare providers. Different medical specialties treat
different kinds of health problems, and the opportunities to improve quality and reduce costs will
differ for the different types of health problems addressed by physicians within each specialty
and subspecialty. Moreover, the care delivery changes that are needed to address these
opportunities will also differ by specialty, as will the barriers in the current payment system that
need to be overcome in order for physicians, hospitals, and other healthcare providers to redesign
care delivery for their patients.
However, a relatively small number of alternative payment model structures will likely be able to
enable most physician practices and other providers to address the vast majority of patient needs.
The American Medical Association and CHQPR identified seven types of physician-focused
Alternative Payment Models that can be used to address the most common types of opportunities
and barriers that exist across all physician specialties. These are:
1. Payment for a High-Value Service. Under this APM, a physician practice could be paid for
delivering one or more desirable services that are not currently billable, and in return, the
practice would take accountability for controlling the use of other, avoidable services for its
patients.
2. Condition-Based Payment for Physician Services. Under this APM, a physician practice
would receive a bundled payment that provides the flexibility to use the diagnostic or
treatment options that address a patient’s condition most efficiently and effectively without
concern that using lower-cost options would harm the operating margins of the practice.
3. Multi-Physician Bundled Payment. Under this APM, two or more physicians who are
providing complementary diagnostic or treatment services to a patient would have the
flexibility to redesign those services in ways that would enable high-quality care to be
delivered as efficiently as possible.
4. Physician-Facility Procedure Bundle. This APM would allow a physician who delivers a
procedure at a hospital or other facility to choose the most appropriate facility for the
treatment and it would give the physician and facility the flexibility to deliver the procedure
in the most efficient and high-quality way.
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5. Warrantied Payment for Physician Services. This APM would give a physician practice
the flexibility and accountability to deliver care with as few avoidable complications as
possible.
6. Episode Payment for a Procedure. This APM would enable a physician who is delivering
a particular procedure to work collaboratively with the other providers delivering services
related to the procedure (e.g., the facility where the procedure is performed, other physicians
who are involved in the procedure, physicians and facilities who are involved in the patient’s
recovery or in treating complications of the procedure, etc.) in order to improve outcomes
and control the total spending associated with the procedure.
7. Condition-Based Payment. Under this APM, a physician practice would have the
flexibility to use the diagnosis or treatment options that address a particular health condition
(or combination of conditions) most efficiently and effectively and to work collaboratively
with other providers who deliver services for the patient’s condition in order to improve
outcomes and control the total spending associated with care for the condition. Conditionbased payments are the most patient-centered payment models and provide the greatest
opportunities to improve outcomes and control spending.
Additional details on these Alternative Payment Models and examples of how they are being
used are available in A Guide to Physician-Focused Alternative Payment Models, which is
available at http://www.chqpr.org/downloads/Physician-FocusedAlternativePaymentModels.pdf.
CMS cannot currently implement true bundled payments because its current claims payment
systems do not support them. Failing to make investments in the administrative systems needed
to implement new payment models is penny-wise and pound-foolish, because the potential
savings from better payment models will far exceed the costs of implementing them.
CMS and its Medicare Administrative Contractors (MACs) should quickly make any
changes needed in Medicare claims payment and other administrative systems to support
implementation of all seven of these alternative payment model structures. This would not
only ensure that CMS can quickly implement a wide range of proposed APMs, but it would
encourage physician practices, medical specialty societies, and others to design payment models
in a common framework, which will reduce implementation costs for CMS.
In addition, CMS should revise the definition of “financial risk” in the MACRA regulations
for Advanced APMs to enable design of APMs that small physician practices can feasibly
participate in. In MACRA, Congress required that in order for a physician to be exempt from
MIPS and to qualify for the bonus payments authorized by Congress, the alternative payment
entity receiving the payment must bear “financial risk for monetary losses … that are in excess
of a nominal amount.” The risks incurred when a physician practice participates in an alternative
payment model are a function of both the costs that the practice incurs to implement the model
and the revenues it receives under the model. If the practice hires or pays for new staff to deliver
services to patients under the alternative payment model, if it acquires new or different
equipment to deliver services, or if it incurs increased administrative expenses to implement the
alternative payment model, and if those expenses are not automatically or directly reimbursed by
Medicare, then the practice is accepting financial risk for monetary losses. Therefore, CMS
regulations defining the practice’s risk should be revised to include consideration of the
increased costs a practice incurs, not just increases in Medicare spending. CMS should also
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lower the requirement that a practice pay CMS as much as 8% of its revenue when spending
increases, since that represents substantial financial risk, not just “more than nominal risk.”
Moreover, a physician practice that agrees to participate in a new APM that involves delivering
care in new ways and new methods of payment is inherently incurring significant financial risk
to do so. Consequently CMS should designate any APM that is undergoing testing by the
Innovation Center as an “Advanced” APM.

3. Use Limited Scale Testing to Accelerate Innovation
Although most good alternative payment models will likely look like one of the models in the
seven categories above, the parameters of the model – the payment amounts, the specific services
included and excluded, and the accountability measures – will differ depending on the specific
patients, conditions, services, and communities where the model will be used. For example,
although oncologists and cardiologists could each use a form of condition-based payment to
improve care for their patients and reduce spending for Medicare, the types of treatments that
will be paid for and the outcomes to be achieved will differ significantly between patients with
cancer and patients with heart failure, and so the payment amounts and performance measures in
the APMs will also need to be different.
In most cases, however, providers face a “chicken and egg” conundrum in defining an
Alternative Payment Model for specific types of conditions, procedures, and patients. Fully
specifying the parameters of the APM requires information that can only be obtained from
providers who are delivering services in a different way, but providers cannot deliver services in
that way without having an alternative payment model to support them. For example:


Determining appropriate payment amounts for new or different services. If an APM is
going to support the delivery of a service that is not currently eligible for payment under
current Medicare payment systems, the APM will need to specify how much will be paid for
that service. However, it is difficult to estimate the cost of such a service if there is little or
no experience in delivering the service due to lack of payment. For example, a payment
model might be designed to pay a non-clinician educator to educate a chronic disease patient
about how to avoid exacerbations, but it will not be clear how many patients can be
adequately educated by a single individual, how much will need to be paid for an educator
with the skills necessary to be effective, etc. until the APM is actually implemented.



Setting payment amounts for bundled services. If an APM provides a bundled payment
that replaces one or more current Medicare payments and also provides flexibility to deliver
services that are not currently eligible for payment, the APM needs to specify how much will
be paid for the bundle. However, it is difficult to estimate the appropriate payment amount
without an understanding of how often current services would be replaced by new services,
the extent to which fixed costs supporting existing services can be eliminated, etc. For
example, many physicians would prefer an APM that replaces current Evaluation &
Management payments (which are limited to face-to-face visits with a physician) with a
monthly payment that would provide the flexibility to schedule patient phone calls with the
physician instead of just office visits, to make contacts with patients using nurses instead of
physicians, etc. However, it will not be clear how much these monthly payments should be
until it is determined what proportion of office visits can be eliminated, what types of
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additional staff of the practice, etc., and those changes cannot be made until the APM is
actually implemented.


Defining methodologies for risk-adjusting/stratifying payments. An APM that creates a
bundled payment in place of fees for individual services will likely need to stratify or adjust
the bundled payment amount to reflect differences in patient needs. However, the patient
characteristics that affect the level of services may not be adequately captured by ICD-10
diagnosis codes. The APM would need to specify what combination of patient
characteristics would be associated with each payment stratum and how much the payment
amount would be, but it is difficult to do either of these things without data on how many
patients have particular combinations of characteristics and how the appropriate services will
differ for different characteristics. For example, an APM might create a monthly payment to
support home-based palliative care services to patients, but the payment amounts would need
to be higher for patients with lower functional status, less caregiver support, etc., and it will
not be clear how many patients have those characteristics and how many patients in each
category could be managed by a palliative care team until the APM is actually implemented.



Setting standards for performance on outcomes. There is broad agreement that it would
be desirable to have APMs that are designed to improve patient outcomes. However, there is
little outcome data available that can be used for establishing baseline levels of outcomes and
performance standards because of the significant costs involved in collecting outcome data
and the lack of a business case for providers to incur those costs under current payment
systems. For example, an APM might provide a flexible payment for managing knee or hip
osteoarthritis that encourages use of alternatives to surgery; the APM would need to hold
providers accountable for addressing pain and mobility problems in order to ensure they were
not stinting on services, but data on expected levels of pain and mobility would not be
available until they were collected through implementation of the APM.

Currently, CMMI will only test a payment model if it projects that the model will reduce
Medicare spending. However, since it is impossible to confidently make such a projection
without specifying the parameters of the model, CMMI’s current approach means that most
innovative models will never be tested.
To address this problem, CMMI should create a process for “limited scale testing” of
innovative alternative payment models. The following five-step process should be used:
1. Selection of Pilot Sites for Limited-Scale Testing. When CMMI is presented with a
proposal for a promising Alternative Payment Model (e.g., a proposal that has been
recommended by the Physician-Focused Payment Model Technical Advisory Committee)
where the information needed to fully specify the parameters or to estimate impacts cannot
be obtained without implementing the APM on a limited scale, CMMI should issue a public
call for physician practices or other provider organizations to volunteer to serve as pilot test
sites. It should then select a small group of the volunteers who: (1) collectively serve a
sufficiently large number of eligible Medicare beneficiaries to provide reasonably reliable
data for setting the APM parameters; (2) are reasonably representative of the diversity of
practice structures that would be eligible to participate in the APM if it were made widely
available, (3) are located in different parts of the country that differ in terms of market
structure, practice patterns, etc., and (4) are willing to collect the data necessary to set the
APM parameters and to participate in a formative evaluation process.
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2. Implementation of APMs at the Pilot Sites. CMMI and the pilot sites should agree on a set
of initial “best guesses” for the APM parameters. The pilot sites would start delivering care
as the APM intended, they would assess patients and assign them to payment categories
using the initial definitions of those categories, and they would bill CMS for payments under
the APM using the initial amounts. There would be an explicit understanding that the
payment amounts would probably not be “right” initially, and so there would be a
collaborative effort between CMMI and the pilot sites to assess the payment parameters
frequently during the limited-scale testing process and to adjust the parameters as necessary
in order to ensure that patients are receiving high-quality care and that the pilot sites are
neither being financially harmed nor receiving financial windfalls at Medicare’s expense.
This would be consistent with CMMI’s commitment to rapid cycle evaluation of payment
models.
3. Collection of Data for Refining Parameters. The pilot sites should collect data on the time
and resources involved in providing services to the patients, information on patient outcomes,
etc. in order to refine the model parameters. Ideally, all or part of the cost of the data
collection activities would be covered using funds or other assistance provided by CMMI.
4. Decision About Broader-Scale Testing or Implementation of a Refined Model.
Following a period of limited scale testing, a decision would be made by CMS as to whether
to pursue testing of a revised version of the APM with sufficiently broad participation to
enable a summative evaluation of its impact on spending and quality. This decision would be
based on the results of the formative evaluation as to the desirability of the APM for patients,
for physician practices, and for CMS. In some cases, the benefits of the APM in terms of
savings and quality improvement will be sufficiently large that it will be appropriate to
immediately make the APM available to all interested providers and then monitor and refine
it over time.
5. Transition of Pilot Sites. In order to encourage providers to serve as pilot sites, CMS
should make a commitment to them that if a decision is made to terminate continued
development and testing of the APM, a plan will be developed that would enable the pilot
sites to transition out of the limited-scale testing process and return to standard payment
systems without incurring any financial losses.
CMMI’s authorizing statute clearly permits this type of limited-scale testing. There are no limits
in the law as to (1) how many providers can participate in testing, (2) how the evaluation should
be conducted, (3) how quickly a determination must be made as to whether the model improves
quality or reduces spending, or (4) how often the design of a model can be modified before it is
terminated or expanded. In fact, CMMI is prohibited from requiring that a model be designed to
be budget neutral initially, and the law authorizes CMMI to modify the design and
implementation of a model after testing has begun if the model is not expected to either improve
quality without increasing spending or reduce spending without reducing quality.
Moreover, CMMI has already demonstrated the ability to simultaneously implement limitedscale testing for large numbers of care delivery improvement projects. Through two rounds of
Health Care Innovation Awards (HCIA) in 2012 and 2014, the Innovation Center provided grant
funds to support the implementation of 146 pilot projects testing innovative approaches to care
delivery across a wide range of medical conditions. Many of the HCIA awards demonstrated
that significant improvements in quality and reductions in spending were possible if healthcare
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providers could receive the resources they needed to deliver care differently. However, none of
the HCIA awards implemented a payment model that would enable continuation of the approach
developed in the project beyond the award period and the expansion of the same approach to
other sites. Moreover, while the HCIA grant funds could enable providers to pay for services
that are not reimbursable under the fee-for-service system, the grants did not eliminate the
financial penalties providers would face if they reduced reimbursable services. Therefore, it is
essential for CMMI to expand the use of limited-scale testing to Alternative Payment Models.

4. Create a Faster, More Efficient Approach for Implementing APMs
When CMMI decides to pursue development and testing of an Alternative Payment Model, the
process it uses is extremely long, complex, and resource-intensive. This not only slows down the
process of testing and implementation but it reduces the number of models that CMMI can or
will test. Although many proposals for innovative alternative payment models have been
submitted to CMMI, most have not been implemented even after many months of discussion
with CMMI staff and despite efforts to modify proposals to address concerns raised by CMMI.
Once CMMI decides to pursue a payment demonstration, it typically takes 18-24 months or more
from the time an initiative is first announced to the time when providers actually begin to receive
different payments. Even if a payment model is succeeding and other providers would like to
participate, the evaluation process will take 3-5 years to complete before a decision is made as to
whether a payment model should be continued or expanded. As a result, under the current
process for implementing APMs, it will take 6-8 years to make a desirable alternative payment
model broadly available.

CURRENT CMMI PROCESS FOR TESTING APMs

In addition, healthcare providers report that the process of applying to participate in CMMI
payment models is very burdensome. Providers are expected to complete lengthy application
forms requiring submission of data and other information that is expensive and time-consuming
to assemble, and applications may be rejected for failure to meet non-substantive requirements
such as maximum page limits. Applicants may be required to respond within a few days to
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CMMI’s requests for more information, but the applicants receive no commitment from CMMI
as to when it will make a decision regarding their application. This uncertainty makes it difficult
for a provider organization to know whether and when to start preparing for participation;
starting preparation too soon could mean significant financial losses if the applicant is not
accepted, whereas waiting until an application is approved to begin implementation planning
could make it difficult for the provider organization to generate savings and quality
improvements in the timeframes required in the demonstration.
Once accepted into a CMMI APM, providers are required to assemble and submit large amounts
of data and to participate in a variety of meetings; these administrative activities can involve
significant costs for providers and/or take significant amounts of their time away from patient
care. There is generally little or no compensation provided to practices to offset these costs, even
though CMMI spends tens of millions of dollars to pay the consultants who review the
information the providers submit and organize the meetings they attend. Many providers,
particularly small providers, have decided not to even apply to participate in otherwise desirable
CMMI programs and others have dropped out of the programs in the early phases solely or partly
because of the cost and time burden of participating.
Providers who do participate in CMMI payment models are told they can only count on the new
payments lasting for a few years; the payments will only be continued beyond that if an
evaluation proves that the program has saved money for the Medicare program. While this
might sound like a very prudent approach, it can have the perverse effect of reducing the chances
of significant success. Physicians, hospitals, and other healthcare providers are unlikely to
fundamentally change the way they deliver care in response to a payment change that may only
last a few years, and it is impossible to measure longer-term impacts on outcomes during an
evaluation period that lasts only a few years.
CMMI has only been able to initiate testing of a few APMs each year because of the elaborate
and expensive structure of monitoring and evaluation contractors and learning networks for
providers that it creates for each APM. As of September, 2016, more than half of the funds spent
from CMMI’s appropriation had been used to pay for planning, research, evaluation, and
technical assistance activities, rather than for payments to providers to improve the delivery of
care.
If CMMI continues to use this same process for testing and implementing alternative payment
models in the future, it would take a decade before the majority of physicians in the country
would have the ability to participate in an APM designed for the types of patients they care for.
This would also mean that relatively few Medicare beneficiaries could benefit from the higher
quality care that would be possible under APMs and that the Medicare program would not
achieve the significant savings that wider use of APMs could generate.
CMMI should completely redesign the processes it uses to test and implement alternative
payment models in order to achieve the goals that are implicit in MACRA – every
physician should have the opportunity to receive at least 25% of their revenues from
well-designed alternative payment models in 2019, at least 50% of their revenues from
APMs in 2021, and at least 75% of their revenues from APMs in 2023.
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Just as many physicians, hospitals, and other healthcare providers are now re-engineering their
care delivery processes to eliminate steps that do not add significant value, CMMI should use
Lean design techniques and other approaches to identify and eliminate all steps and requirements
in its implementation processes that do not add value or that impede achieving the goals that
Congress has set. Moreover, reducing the number of consulting contracts on projects will free
up CMMI staff time and funds so that more APMs can be implemented simultaneously.
As part of the redesign process, CMMI should also look for ways to reduce the administrative
requirements it has imposed on providers participating in APMs. As noted earlier, the
administrative burdens in many existing models discourages participation, particularly by small
providers, and the burdens reduce the ability of providers to make the care improvements needed
to achieve success under the APM.
To ensure that the MACRA goals are achieved, CMS should establish specific milestones
that are designed to implement as many alternative payment models as possible and as
quickly as possible. For example, the following timetable would allow alternative payment
models to be made broadly available within 2-3 years after a proposed APM model is submitted
to CMMI:


When a desirable APM is proposed (e.g., when a physician-focused alternative payment
model is recommended by the PTAC), CMMI should recruit and select initial pilot sites
within 90 days.



CMMI should then work collaboratively with the pilot sites to develop the initial
parameters for implementing the APM. This process should not take more than six
months.



Over the next 12 to 24 months, the pilot sites would be paid through the APM and use the
new payments to restructure the way they deliver care. CMMI and the pilot sites would
work together to continuously refine the details of the APM to ensure it results in a “winwin-win” for the patients, the pilot sites, and the Medicare program.



Assuming the results produced at the initial pilot sites confirm the desirability of the
APM, CMMI would then develop the rules and procedures needed so that a larger
number of providers could apply to participate in the APM. This would be completed
within 6 months.



Interested providers should then be permitted to apply to participate in the APM no less
frequently than twice per year. Applications to participate should be reviewed and
approved or rejected by CMMI within 60 days. Applications should only be rejected if
an applicant cannot demonstrate that it has the ability to implement the APM, not because
of arbitrary limits on the size of the program.
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IMPROVED CMMI PROCESS FOR TESTING APMs

Once a provider begins to participate in an APM, they should be permitted to continue doing so
as long as they wish to, unless CMS can demonstrate that Medicare spending under the payment
model is higher than it would be under the standard physician fee schedule or that the quality of
care for beneficiaries is being harmed. It is unlikely that providers will be willing to implement
significant changes in care delivery if they believe the APM will only be available for a short
period of time and that they will have to dismantle the changes they have made when the
demonstration project ends. Section 1115A of the Social Security Act explicitly permits the
Secretary of HHS to continue a payment model as long as the model is expected to improve the
quality of care without increasing spending, reduce spending without reducing the quality of
care, or improve the quality of care and reduce spending. Moreover, if a payment model is not
achieving these goals, the law gives the Secretary of HHS the power to modify the payment
model rather than terminate it. Decisions to continue or modify a model can be made before an
evaluation of the model is completed.
In many cases, there may be no need for additional “testing” of a model before it is made broadly
available to providers who wish to participate. If an APM is explicitly structured to assure CMS
that Medicare spending would be lower than it would otherwise be, if sufficient data exist to set
the parameters of the model, and if a large number of physicians, hospitals, and/or other
providers want to participate in the APM, then it would be in the interests of beneficiaries and
the Medicare program to allow as many providers to participate as are willing to do so.
Implementing new payment models without a formal evaluation is hardly unprecedented. All
three of the principal payment systems that Medicare currently uses to pay physicians and
hospitals were implemented without waiting for an evaluation of demonstration:
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The Inpatient Prospective Payment System (i.e., hospital DRGs) was designed and
implemented for most hospitals across the country in 1983 without any evaluation
demonstrating that it would work. It was implemented nationwide just 14 months after
Congress passed the authorizing legislation.
The RBRVS Physician Fee Schedule was implemented for all physicians beginning in
1992 after it was mandated by Congress in 1989, with no demonstration or evaluation of
the payment system before it was implemented.
The Outpatient Prospective Payment System was implemented in 2000 to pay hospitals
for outpatient procedures, with no testing or evaluation prior to implementation.

Instead of being “tested” in an artificial demonstration, all of these payment systems were made
available nationally in a phased but rapid approach. They were then monitored and regularly
adjusted to correct any unanticipated problems and to adapt the payment systems as changes in
science, technology, and other factors occurred over time.
Similarly, new Alternative Payment Models could be implemented and then monitored and
regularly adjusted to correct any unanticipated problems and to adapt them as new technologies
and research results appear. If at any point, CMS identifies a situation where quality is being
harmed for a particular provider’s patients, or where spending is not truly being reduced, that
provider’s participation in the payment model could be terminated, similar to what CMS can do
today in its standard payment systems.
However, similar to the way Congress established the Medicare Shared Savings Program,
physicians, hospitals, and providers should have the choice of whether to participate in APMs or
to continue delivering services under the standard fee-for-service payment system. Not every
physician or hospitals would need to participate in an Alternative Payment Model in order for the
Medicare program to achieve significant savings, and it is likely that better results will be
achieved by willing participants than by those who are forced to participate.

The Urgent Need for a New Approach to Innovation
When the Center for Medicare and Medicaid Innovation was created in 2010, the serious
problems with the fee-for-service system were only beginning to be recognized and there was
little agreement on what “value-based payment” should be. In that context, CMMI had to take
the initial steps on its own to define and implement new payment models, and it is not surprising
that it would proceed slowly to determine how best to do that.
In contrast, there is now widespread agreement that alternatives to fee-for-service payment are
essential to improving the quality and controlling the costs of healthcare, and there is increasing
recognition that current approaches to value-based payment have had disappointing results and
the results are not likely to improve in the future. Even more significantly, a growing number of
providers now see alternative payment models as an opportunity to deliver better care for their
patients in a more financially sustainable way. Many physician practices, hospitals, medical
specialty societies, and other stakeholders are actively working to develop Alternative Payment
Models designed to support the specific kinds of care their patients need to achieve better
outcomes at a lower cost. Finally, the increasingly serious problems that rapidly escalating
healthcare costs are causing for patients, employers, and taxpayers has created an urgent need for
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faster progress in implementing alternative payment models that will enable physicians,
hospitals, and other healthcare providers to deliver better and more affordable care.
Congress gave the Center for Medicare and Medicaid Innovation both the statutory authority and
the financial resources needed to rapidly develop and implement a wide range of truly innovative
alternative payment models. It is time to radically redesign the processes used at CMMI so it can
implement a larger and more diverse set of Alternative Payment Models far more quickly than it
has in the past. This will enable CMMI to serve as the collaborative partner that is badly needed
by the many physicians, hospitals, other healthcare providers, and other stakeholders who are
developing innovate approaches to healthcare payment and delivery in order to create a better
and more affordable healthcare system.

Thank you for the opportunity to comment. We would be happy to provide additional
information on these recommendations and any assistance that you would find helpful in
implementing them.
Sincerely,

Harold D. Miller
President and CEO

Novembe 20, 2017
Seema Ve ma
Administ ato
Cente s fo Medica e & Medicaid Se vices
7500 Secu ity Blvd
Baltimo e, MD 21244
Submitted via: CMMI_NewDi ection@cms.hhs.gov
Re: Cente s fo Medica e & Medicaid Se vices: Innovation
Cente New Di ection
Dea Administ ato Ve ma:
Thank you fo the oppo tunity to comment in esponse to the
equest fo info mation ega ding the Innovation Cente ’s new
di ection. Cente fo Independence of the Disabled, New Yo k
(CIDNY) is a non-p oft o ganization founded in 1978. CIDNY’s
goal is to ensu e full integ ation, independence and equal
oppo tunity fo all people with disabilities by emoving ba ie s
to full pa ticipation in the community. CIDNY helps consume s
unde stand, en oll in and use p ivate and public health
p og ams including Medicaid and Medica e. We app eciate this
oppo tunity to comment.
The innovation cente has a vital ole to play in t ansfo ming
the health system to bette meet patients’ needs and the
models p omoted by CMMI will have signifcant and fa
eaching impacts on patients in New Yo k. This is pa ticula ly
t ue fo low-income and vulne able consume s, including
people with disabilities, people with ch onic health conditions,
child en with special health ca e needs, and communities of
colo , who face se ious dispa ities in health outcomes.
11.3% of New Yo ke s epo ted a disability in 2015 and 30% of
these people with disabilities had incomes below the pove ty
level. That is why it is impe ative that, when defning its new
p io ities, the innovation cente place the highest of value on
the pa ticula needs of these populations. Many of the themes
highlighted in the RFI a e especially t oubling f om the
pe spective of people with disabilities and low income
consume s. We a e conce ned that many of the ideas CMMI is
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conside ing p omoting would have disp opo tionately negative
impacts on the ve y populations CMS is supposed to se ve.
With that in mind, we ask ha CMMI consider wo
overarching objec ives as i se s a new agenda:
1. Crea ing a Heal h Sys em ha is Person Cen ered
The health system can be inc edibly difcult to navigate
fo any patient, and this is especially t ue fo people with
disabilities and complex patients who a e managing
multiple health conditions and face socio-economic
challenges. The ultimate aim of any health
t ansfo mation efo t should be to p ovide high quality,
accessible, afo dable, and well- coo dinated ca e that is
in line with the patient’s goals, values and p efe ences.
Ca e should be delive ed by p ovide s wo king as a team
with the patient at the cente , and patients (and family
and ca egive s whe e applicable) should be t eated as
full pa tne s in thei health ca e. This is pa ticula ly
impo tant fo people with disabilities who have ights
confe ed by the Ame icans with Disabilities Act and the
Afo dable Ca e Act to accommodations fo thei
disabilities and to accessible ca e.
2

Reducing dispari ies in heal h ou comes and
improving equi y in he heal h care sys em
Fo ty pe cent of people with disabilities say thei health
is fai o poo as do 23% of Hispanics, 22% of Ame ican
Indian/Alaska Natives, 18% of Blacks, and 8% of Asians.
CMMI’s agenda should be d iven by the goal of building a
society in which everyone has a fai oppo tunity to
achieve thei full health potential, ega dless of ace,
income, age, gende , gende identity, sexual o ientation,
disability o health status, o zip code. CMMI should eject
any models that pe petuate inequalities and actively
wo k to implement models that will educe dispa ities.

In service of hose wo overarching objec ives, we ask
ha CMMI es and promo e models of care ha do he
following:
1. Include s rong and sus ainable mechanisms for
consumer engagemen
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In the same way that CMS has been p oviding obust
assistance to p ovide s as they adopt new models of
ca e, it is c itically impo tant to engage the patients who
will be di ectly impacted by changes in how ca e is payed
fo and delive ed. We hope that the administ ation will
uphold its stated commitment to c eating a patient
cente ed health system by meaningfully engaging
consume s in the design, implementation and evaluation
of new payment and ca e delive y models, as well as by
p omoting models of ca e that encou age patient
engagement at the clinical level.
On a policy level, we ask that CMS:
 Include equi ements fo patient and family
engagement in all new model designs
 Continue to suppo t existing equi ements fo
consume engagement, including the consume
adviso y committees that a e pa t of the dual
demonst ations.
 Include patients and family membe s along with
othe stakeholde s on adviso y panels and
committees
 P ovide funding to suppo t consume engagement
efo ts
 Invest in consume education and options
counseling activities
 Invest in efo ts to imp ove language access, health
lite acy, and accessibility in o de to ensu e all
consume s a e fully info med
2. Address he social de erminan s of heal h
The e is mounting evidence that add essing social and
economic facto s, such as pove ty, education, housing
and food secu ity, and disc imination, is c itical to
imp oving health outcomes. Social facto s account fo
nea ly a thi d of deaths in the US eve y yea and facto s
such as st ess, low-incomes, and low education levels a e
di ectly associated with poo e health outcomes o
p ematu e death.1 This is especially impo tant fo New
1

Heima , H & Artiga, S. (2015) Beyo d Health Care: The Role of Social Determi a ts i
Promoti g Health a d Health Equity. Kaiser Family Fou datio . Available at:
https://www.kff.org/disparities-policy/issue-brief/beyo d-health-care-the-role-of-social-
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Yo ke s with disabilities because of the 30% pove ty ate
and lowe education levels (22% have less than a high
school education compa ed to 10.4% of New Yo ke s
without disabilities) as well highe housing insecu ity
We believe that the fede al gove nment can do mo e to
p omote app oaches to health that add ess the social
ba ie s p eventing individuals and communities f om
achieving health and well-being. Specifcally, we ask that
CMMI:







Develop new demonst ation models fo Medicaid that
could fund social se vices such as housing and
nut ition suppo t that have been demonst ated to
imp ove health. These demonst ations should be
igo ously evaluated to assess thei impacts on health
outcomes and costs, and to identify best p actices.
Focus on p omoting pa tne ships between Medicaid
p og ams and community-based o ganizations (CBOs)
and social se vice p ovide s.
Include incentives and st uctu es in new payment and
delive y models that encou age p ovide s to sc een
fo social se vice needs and efe to app op iate
se vices.
P omote data collection and standa ds a ound social
dete minants of health.

3. Priori ize models ha address he needs of people
wi h complex heal h condi ions
People with complex health conditions have ve y
dife ent needs f om the gene al population and thus new
models of payment and delive y that may wo k fo some
patients will not wo k fo these populations. Fo example,
efo ts to inc ease p ice t anspa ency a e often i elevant
o counte p oductive fo patients with a e o complex
needs who have limited choices in te ms of p ovide s o
t eatment options, o who most beneft f om ca e that is
well coo dinated and g ounded in longitudinal
elationships with ca e p ovide s. Patients whose
biomet ic ma ke s a e impacted by unde lying genetic
determi a ts-i -promoti g-health-a d-health-equity/
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diseases a e not well se ved by models that pay
p ovide s based on imp oving those pa ticula ma ke s.
Additionally, long-te m ca e needs a e a majo p io ity fo
these populations. Often the long-te m goal fo many
patients with complex conditions o disabilities is not
about cu ing a disease but about ensu ing the pe son
can live comfo table, p oductive lives in thei home and
community.
We ask that CMMI both p io itize models that se ve these
populations’ needs, as well as conside how b oade
models might impact these populations dife ently. Many
of the suggestions we have al eady laid out can help
achieve this goal, fo example ensu ing the e a e st ong
consume engagement mechanisms and p omoting
models of ca e that a e based on patient d iven health
goals. We also ask that CMMI:








Wo k closely with the Medica e-Medicaid Coo dination
Ofce to continue testing and evaluating innovative
models of ca e delive y fo patients who a e eligible
fo both Medicaid and Medica e (dual eligible).This
should include testing new models, as well as
continuing models that a e al eady unde way in o de
to evaluate and lea n f om these models.
P omote inc eased access to home and community
based se vices th ough waive s and the continuation
of p og ams such as Money Follows the Pe son and
the Balancing Incentive P og am
Expand community-based models of ca e fo
individuals with complex needs, including P og ams of
All-Inclusive Ca e fo the Elde ly (this includes
innovative PACE-like pilot p og ams that also se ve the
unde 55 population) and the Independence at Home
Demonst ation.
Continue to p io itize ca e delive y models focused on
ca e coo dination and case management.

CMMI should NOT es or promo e models ha do he
following:
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1. Dis-incen ivize providers o serve low income or
complex pa ien s
One difculty of implementing payment models that a e
tied to positive health outcomes, is that such models can
disincentive p ovide s f om ca ing fo mo e complex
patients who may be mo e likely to have poo health
outcome measu es. It is impo tant that any payment
models suppo ted by CMMI ecognize the g eate deg ee
of difculty in ca ing fo patients with complex needs,
including social and behavio al health needs, as well as
thei physical health needs. Payment models should not
penalize p ovide s who ca e fo low-income, high needs,
and complex patients. This means implementing
pe fo mance measu es and isk adjustment st ategies
(such as st atifcation) that ecognize the inc eased
difculty of ca ing fo patients with complex needs,
without dis-incentivizing p ovide s to make
imp ovements that add ess health dispa ities in thei
p actice. Incentive schemes that ewa d only high
elative pe fo mance without conside ing imp ovement
o that a e administe ed on a ze o sum basis a e likely to
have the pe ve se efect of di ecting fnancial esou ces
away f om whe e they a e needed most. We app eciate
the wo k CMS has been doing to fne tune isk
adjustment st ategies to ensu e complex patients a en’t
ha med and we hope that CMMI will conside this
complexity as it develops new models of payment.
2. Have dispropor iona ely nega ive impac s on low
income consumers or people wi h complex heal h
needs
Many of the models al eady add essed in these
comments, such as those that inc ease cost-sha ing o
c eate ba ie s to accessing ca e, disp opo tionately
impact patients who a e low income o have complex
health and social needs. Models with such
disp opo tionate impacts exp essly wo k against CMS’s
stated vision that “All CMS benefcia ies have achieved
thei highest level of health, and dispa ities in health ca e
quality and access have been eliminated.” In addition to
following the p inciples we lay out he e, we ask that CMS
explicitly conside the impact of any model developed on
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vulne able and complex patients p io to implementation.
If that model would have disp opo tionately negative
impacts on these populations, CMMI should not go
fo wa d with testing the model.
Finally, we ask ha he process for designing, es ing,
and evalua ing models be done in a ransparen manner
ha includes oppor uni ies for public inpu ; and ha
CMMI make all da a and evalua ions publicly available
in accessible forma s in a imely manner. a e cove ed by
the Medica e and Medicaid p og ams in New Yo k and, as we
pointed out in the opening of ou comments, the models
designed and tested by the innovation cente will have
p ofound impacts on how these populations pay fo and eceive
thei ca e. Patients and othe stakeholde s should fully
unde stand how CMMI’s wo k impacts them and have ample
oppo tunity to p ovide input on this wo k. To that end, we a e
disappointed that this RFI was not conducted using the egula
fede al egulato y p ocess, whe e stakeholde comments a e
made public and CMMI esponds di ectly to the comments
eceived. As the Innovation Cente moves fo wa d in mapping
out its new agenda, we hope it will make eve y efo t to
espond to feedback and clea ly and publicly a ticulate the
easoning behind its new vision.
We app eciate the oppo tunity to weigh in as CMMI begins
defning its path fo wa d and we look fo wa d to wo king with
you to ensu e the needs of people with disabilities, low income
consume s and patients with complex health needs a e taken
into account. Please do not hesitate to contact me. Thank you
fo you conside ation of ou comments and those of ou
colleagues.
Since ely,
Heidi Siegf ied, Esq.
Health Policy Di ecto

November 20, 2017
Via Electronic Submission
CMMI_NewDirection@cms.hhs.gov
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, DC 20201

RE: Request for Information on Innovation Center New Direction
Dear Administrator Verma:
The Center for Medicare Advocacy (Center) is pleased to provide the Centers for Medicare &
Medicaid Services (CMS) with comments on the Center for Medicare and Medicaid Innovation
(CMMI) Request for Information on Innovation Center New Direction. The Center, founded in
1986, is a national, non-partisan law organization that works to ensure fair access to Medicare
and quality healthcare. At the Center, we provide education and advocacy on behalf of older
people and people with disabilities to help secure fair access to necessary health care. We draw
upon our direct experience with thousands of individuals to help educate policy makers about
how their decisions affect the lives of real people. Additionally, we provide legal representation
to ensure that people receive the health care benefits for which they are eligible, and for the
quality health care they need.
Our comments primarily address guiding principles, both those articulated in the RFI and
additional principles that we believe are important as CMMI moves forward with any new
demonstration. We also address the question of appropriate models for CMMI support. The
comments are informed by our work with Medicare beneficiaries.
1. Guiding Principles
Beneficiary Choice –Clarity in Communications
The first and second guiding principles in the RFI address choice and tools needed to exercise
choice. We support beneficiary empowerment so they can make the best choices possible. To
make that happen, all beneficiary communication about a demonstration, both at the start and
throughout, should be in consumer-tested simple language, and accessible to individuals with
disabilities and to those with limited proficiency in English.
1

Beneficiary Choice--Tools and Assistance
Among the guiding principles set out in the RFI is giving beneficiaries “the tools and
information they need to make decisions that work best for them.” To exercise informed choice,
beneficiaries need easy-to-use and accessible tools that allow them to compare options. They
also need to have free personalized assistance available to help them understand their options and
their chosen coverage, something that is especially important for the many older adults and
persons with disabilities who have difficulties using online resources.
We note that while beneficiary empowerment based upon useable, accessible information about
health care and coverage is itself a laudable goal, the availability of such information does not
necessarily lead to individuals making the most optimal choices on their own behalf, or even
engaging in active decision-making when confronted with multiple options. 1 Choice and
transparency must not replace robust consumer protections that ensure that all beneficiaries, not
just savvy consumers, are guaranteed quality care, coverage and outcomes.
Beneficiary Choice--Voluntary participation
The RFI stresses the importance of provider choice and incentives, favoring voluntary
demonstrations. We urge that, more importantly, beneficiary participation in any demonstration
that impacts their receipt of services should also always be voluntary. Demonstrations are, by
their very nature, trials of untested systems meant to address deficiencies. Testing those systems
should be a choice available to beneficiaries and not mandatory.
Beneficiaries with multiple chronic conditions have often spent months or years developing
provider networks that work well for them. They should always be given the option to keep their
providers and not be required to disrupt their care to participate in a demonstration.
Patient-Centered Care
Care that is patient centered is not simply established by patients “taking ownership over their
health”—it requires that patients are given the tools and supports to be active participants in both
their own health care decisions and the processes and systems that impact their health, including
CMMI demonstration models. Patient-centered care takes into consideration the patient’s life
situation, including family and caregiver circumstances, as well as the patient's values and
preferences, age, and home environment when making health care and treatment
1

See, e.g., “Americans Support Price Shopping For Health Care, But Few Actually Seek Out Price Information”, Ateev Mehrotra, Katie M. Dean, Anna D. Sinaiko, and Neeraj Sood, Health Affairs (August 2017)
http://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2016.1471; “Offering A Price Transparency Tool Did Not
Reduce Overall Spending Among California Public Employees And Retirees”, Sunita Desai, Laura A. Hatfield,
Andrew L. Hicks, Anna D. Sinaiko, Michael E. Chernew, David Cowling, Santosh Gautam, Sze-jung Wu, and
Ateev Mehrotra, Health Affairs (August 2017); “The Vast Majority of Medicare Part D Beneficiaries Still Don’t
Choose the Cheapest Plans That Meet Their Medication Needs”, Chao Zhou and Yuting Zhang; Health Affairs
(October 2012) (http://content.healthaffairs.org/content/31/10/2259.full.pdf+html.
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recommendations. It also places a high priority on preventive care, care coordination, and care
management, including support for self-management, to help patients become and stay healthy.
To be truly patient-centered, care models must address the social determinants of health. There is
mounting evidence that addressing social and economic factors, such as poverty, education,
housing and food security, and racial discrimination, is critical to improving health outcomes.
Social factors account for nearly a third of deaths in the US every year and factors such as stress,
low-incomes, and low education levels are directly associated with poorer health outcomes or
premature death. 2
We believe that the federal government can do more to promote approaches to health that
address the social barriers preventing individuals and communities from achieving health and
well-being. Specifically, we ask that CMMI:
• Develop new demonstration models for Medicaid that could fund social services such as
housing and nutrition support that have been demonstrated to improve health. These
demonstrations should be rigorously evaluated to assess their impacts on health outcomes
and costs, and to identify best practices.
• Revise ACO demonstration models to add a provision for a percentage of shared savings
to be invested in community health programs that address disparities and the needs of the
community.
• Focus on promoting partnerships between Medicaid programs and community-based
organizations (CBOs) and social service providers.
• Include incentives and structures in new payment and delivery models that encourage
providers to screen for social service needs and refer to appropriate services.
• Promote data collection and standards around social determinants of health.
Patient-centered care must prioritize models that address the needs of people with complex
health conditions, as individuals with complex health conditions have very different needs from
the general population. Thus, new models of payment and delivery that may work for some
patients will not work for these populations. For example, efforts to increase price transparency
are often irrelevant or counterproductive for patients with rare or complex needs who have
limited choices in terms of providers or treatment options, or who most benefit from care that is
well coordinated and grounded in longitudinal relationships with care providers. Patients whose
biometric markers are impacted by underlying genetic diseases are not well served by models
that pay providers based on improving those particular markers. Additionally, long-term care
needs are a major priority for these populations. Often the long-term goal for many patients with
complex conditions or disabilities is not about curing a disease but about ensuring the person can
live comfortable, productive lives in their home and community.
One difficulty of implementing payment models that are tied to positive health outcomes, is that
such models can disincentive providers from caring for more complex patients who may be more
likely to have poor health outcome measures. Payment models should not penalize providers
who care for low-income, high needs, and complex patients. It is important that any payment
models supported by CMMI recognize the greater degree of difficulty in caring for patients with
2

Heiman, H & Artiga, S. (2015) Beyond Health Care: The Role of Social Determinants in Promoting Health and
Health Equity. Kaiser Family Foundation. Available at: https://www.kff.org/disparities-policy/issue-brief/beyondhealth-care-the-role-of-social-determinants-in-promoting-health-and-health-equity/.
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complex needs, including social and behavioral health needs, as well as their physical health
needs. It is important to note that certain medical conditions are degenerative by nature, and it is
unreasonable to expect an individual to improve. For example, individuals with Parkinson’s,
Multiple Sclerosis or Alzheimer’s will not expect to improve. However, they can maintain their
condition or slow deterioration of their condition through targeted therapies. CMMI must
develop models that take this reality into account and not limit incentives to improved health
outcomes. Models should reflect that for degenerative conditions, maintaining level of function,
or slowing deterioration of the condition, is a successful and positive health outcome.
We ask that CMMI both prioritize models that serve these populations’ needs, as well as
consider how broader models might impact these populations differently. Many of the
suggestions we have already laid out can help achieve this goal, for example ensuring there are
strong consumer engagement mechanisms and promoting models of care that are based on
patient driven health goals. In addition to these asks, we ask that CMMI:
• Work closely with the Medicare-Medicaid Coordination Office to continue testing and
evaluating innovative models of care delivery for patients who are eligible for both
Medicaid and Medicare (dual eligible).This should include testing new models, as well as
continuing models that are already underway in order to evaluate and learn from these
models.
• Promote increased access to home and community based services through waivers and
the continuation of programs such as Money Follows the Person and the Balancing
Incentive Program.
• Expand community-based models of care for individuals with complex needs, including
Programs of All-Inclusive Care for the Elderly (this includes innovative PACE-like pilot
programs that also serve the under 55 population) and the Independence at Home
Demonstration.
• Continue to prioritize care delivery models focused on care coordination and case
management.
Transparent Model Design and Evaluation
We strongly support transparent model design, including full transparency and broad stakeholder
participation in all stages of planning and implementation. Rigorous evaluations also are
necessary to determine what is working well in a demonstration and what is not. In addition to
looking at health outcomes and financial results, evaluations should include a beneficiary
experience element. To be most useful, evaluation data should be made public as soon as
possible and disaggregated so that impact on particular subpopulations can be assessed.
Consumer Protections and Robust Oversight
In addition to the guiding principles discussed in the RFI, one principle that should always be of
prime importance is inclusion of consumer protections, along with oversight so that those
protections are effective. All demonstrations should ensure that beneficiaries are not harmed by
changes. Strong consumer protections must be in place, including effective appeals and
grievance processes, adequate and genuinely available provider networks, and strong quality and
safety standards. To be effective, these protections must be accompanied by adequate oversight
4

and enforcement. CMS has an overarching obligation to beneficiaries to provide robust oversight
of providers and plans, an obligation that is even more important when new models are being
tried and unexpected issues arise that could harm beneficiaries.
We urge the creation of robust feedback loops to monitor beneficiaries’ experiences throughout
any demonstration, and to respond in real time to potential problems. It is essential that CMS
establish a mechanism designed to monitor, and receive stakeholder input on, beneficiary access.
The full monitoring and oversight plans should be made publicly available prior to carrying out
the model. We also recommend that CMS develop and release a public plan for corrective action,
should the agency observe unintended consequences that limit beneficiary access to needed care.
Ombuds
Having an ombuds program that can assist beneficiaries in navigating a demonstration and that
also can identify and address systemic issues has proved effective in the past. We urge that an
ombuds function, adequately funded, be part of every demonstration.
Systems Testing and Readiness Reviews
The start of any demonstration is the time when beneficiary access to care can be most at risk,
and the issues often arise from systems errors: failure of data transfers to work correctly among
participating entities, coding errors, unanticipated impact of demonstration changes on other
systems or programs, etc. We strongly urge rigorous and extensive systems testing before the
start of any demonstration. Robust readiness review procedures for participating providers and
plans, states (if participating) and CMS itself also need to be developed for each demonstration.
Readiness review should address not just computer systems but personnel commitments to the
demonstrations, provider understanding of the demonstration and all other elements.
Continuity of care
A related start-up concern is continuity of care. Even with notices, many beneficiaries are caught
unaware when elements of their care delivery change. Having care continuity protections in
place is essential so beneficiary health is not endangered. For protections to work, providers must
be well educated on their mechanics. Further, the protections must be easy for both providers and
beneficiaries to navigate.
2. Potential Models
Consumer Directed Care & Market-Based Innovation Models
Demonstrations that erode the universality of Medicare coverage by segmenting beneficiaries
into those who can afford to pay additional amounts to providers and those who cannot do not
advance the goals of the Medicare statute.
We have concerns about models that explore easing private physician contracting rules in
Medicare. Proposals include allowing physicians to contract more selectively, and allowing
5

physicians to bill patients on top of the Medicare rate. The Center is concerned that these
proposals would undermine the financial protections that have been in place in Medicare for
many years, and could increase out-of-pocket spending for beneficiaries, sometimes with
unexpected and unaffordable charges. These changes undermine the universality of the Medicare
program, which is centered around predictable and affordable costs for all beneficiaries.
Demonstrations that impose additional cost burden on struggling Medicaid beneficiaries or
shrink their access to needed services do not advance the purposes of the Medicaid statute. We
strongly urge CMMI not to pursue such models. Advocates are keen about instead working with
CMMI to increase consumer-directed care and empower beneficiaries within models that provide
positive incentives and that do not threaten bedrock principles in Medicare and Medicaid.
We also ask that CMMI not test or promote models of care that create other, non-financial
barriers to care access. This includes work requirements, drug testing, and plan designs that limit
access to certain benefits or that cut benefits categorized as “non-essential”, but that many
individuals require for good health, like adult dental benefits. There is little evidence suggesting
that these methods lower cost or alter participant behaviors in the manner intended. In fact, these
models often lead to increased administrative costs and burdens on state Medicaid programs.
Medicare Advantage (MA) Innovation Models
While we recognize CMS’ stated intention to maintain benefit flexibility and efficiency
throughout the Medicare Advantage (MA) program, we stress that CMS’ focus should not be on
rolling back regulations, reducing oversight or minimizing plan sponsor burdens. 3 Rather, we
urge CMS to focus squarely on ensuring Part C enrollees (and the broader Medicare population)
have access to and receive timely, quality health care. CMS needs to ensure that MA plans
provide what taxpayers are paying for; ultimately, both beneficiaries and taxpayer dollars must
be safeguarded.
We urge CMS to proceed very cautiously when seeking to loosen current rules and restrictions
on plans in the name of innovation or easing administrative burden. Based upon our experience
assisting MA enrollees, and the research showing people who are sicker tend to
disproportionately disenroll from MA plans, we do not support waiving existing antidiscrimination rules that prevent MA plans from denying, limiting or conditioning coverage or
provision of benefits based on any health status-related factors. 4 Correspondingly, rules should
not be changed to allow MA plans to design covered benefits in such a way that is likely to
discourage enrollment by certain individuals.
We remain concerned that too much flexibility risks allowing some MA plans to devise
discriminatory plan designs, intentionally or otherwise. Any flexibility given to MA plans must
be subject to transparent, well-developed criteria established by CMS in consultation with other
3
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stakeholders, including clinicians, researchers and consumer advocates. When assessing whether
to give plans any flexibility in benefit design or cost-sharing, we commend CMS for the
approach taken in the MA Value Based Insurance Design (VBID) model, in which consumer
protections remained paramount. 5
Any lessons learned and potential successes from demonstrations or trials relating to flexibility
in MA plan benefits and structure should, to the extent possible, be applicable to all Medicare
beneficiaries, regardless of how they choose to access their benefits. Lowering or eliminating
cost-sharing in traditional Medicare, as well as offering some of the other positive incentives
outlined in the MA-VBID proposal, could also benefit the majority of beneficiaries who choose
to remain in Traditional Medicare.
Should the MA-VBID model and others like it result in positive health outcomes for MA
enrollees, we hope that CMS will both make lessons learned from this model publically available
and, as appropriate, integrate promising practices into the Traditional Medicare program and
beyond. Thus, we encourage CMS to evaluate this demonstration program—through design,
implementation, and monitoring—in light of how positive results might be expanded beyond the
MA program.
In addition, while the RFI does not specifically articulate a plan to develop a premium support
(voucher) demonstration, we are concerned that, given that one of the primary goals of premium
support would be to reduce federal spending, beneficiaries would feel the brunt of any reductions
in coverage and increases in out-of-pocket costs. There are various ways a premium support
program could be developed, and, as with many policy proposals, details matter, including who
would be affected by a demonstration, or a fully-scaled in reform to the Medicare program.
Even grandfathering in current Medicare beneficiaries from a new voucher system could result in
harm to them. As noted in a recent Health Affairs blog, “if a new premium support system for
Medicare separates younger from older seniors, it runs the risk of rapidly rising premiums and
health care costs for today’s seniors, possibly culminating in a ‘death spiral’ for the current
Medicare program.” 6 We urge CMS to refrain from testing any premium support models.
Support for the Dual Eligible Financial Alignment Demonstration
We ask that CMMI continue to support the Medicare-Medicaid financial alignment initiative
(FAI), which is mid-stream in implementation. There has been a huge investment by
stakeholders, plans, states, and MMCO in the design and implementation of the FAI, and much
is being learned about what works and what does not, best practices, alignment of incentives and
many other elements involved in the care of dual eligibles, who are disproportionately the
highest need, highest cost beneficiaries for both the Medicare and Medicaid programs.
5

See, e.g., Center Comments on MA VBID proposal (September 2015), available at:
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Several hundred thousand beneficiaries are currently enrolled in FAI state demonstrations.
Shutting the demonstrations down just as the implementation phase is bearing fruit would cause
significant disruption in their care. Further, the demonstrations in the participating states differ in
significant aspects, providing a wealth of information and on-going learning as plans and states
identify implementation challenges and develop responses. Much value would be lost if, after all
the groundwork that has been laid, the demonstrations are not allowed to play out at this critical
stage. Continuing to support the FAI will provide time for a thorough evaluation of the impact of
the different state models on beneficiary outcomes and program costs.
Oral Health Demonstrations
We ask that CMMI test and promote models of care that focus on the integration of mental,
behavioral, and oral health services. For far too long, oral health has been seen as separate from
physical health and not given adequate attention in the development of new payment and
delivery models. However, addressing a person’s oral health needs is essential in ensuring
improved health outcomes and is a necessary component of patient centered care. We ask that
CMMI place an emphasis on developing models that focus on treating the whole person and
improving integration of oral health services into primary care.
Oral health integration requires recognizing that oral health is an integral part of overall health
and wellness. It involves primary care and other medical providers taking responsibility for oral
health and specific strategies for incorporating dental health care services into the broader health
care system. We ask CMMI to consider the following oral health demonstrations:
• Traditional Medicare Program Demonstration: CMS or CMMI should conduct a
geographically-based demonstration project to study the impact of providing a dental
benefit in traditional Medicare. The demonstration would evaluate health outcomes of
such coverage on a broad array of Medicare patients. This would allow a comparison of
the impact on costs and health care compared with the control group of the large majority
of Medicare beneficiaries who are in traditional Medicare and do not have such coverage.
• Expansion of MCBS-based Research: Given the availability of detailed coverage and
expenditure data in the Medicare Current Beneficiary Survey, CMS should expand its
research linking those data with other MCBS information and beneficiary claims data to
provide better estimates of the prevalence of medical conditions for which outcomes
might be improved with access to better dental care.
• Disparities Research: Given the high prevalence among minority beneficiaries of
chronic illnesses for which untreated dental disease is an additional risk factor, and the
additional problems of access to dental care in minority communities, CMS should
analyze existing data sources to identify specific communities in which improved access
to medically necessary dental care might have an especially large effect.
• Joint Registry Development with FDA on Immunosuppressive Drugs: Given the
growing importance of immunosuppressive drugs in the treatment of cancer, severe
rheumatoid arthritis, and other conditions especially prevalent among Medicare
beneficiaries, and the high risks for patients with untreated dental disease in taking such
medication, CMS should work with the FDA and drug manufacturers on creating
registries of clinical and health services data for patients prescribed such medications.

8

•

Coverage Determinations: CMS should convene a work group to immediately explore
options for expanding Medicare coverage of medically necessary oral health services
under existing legal authorities, including through a National Coverage Determination
(NCD). The workgroup could also draw on the research currently underway to develop
more systematic clinically-based definitions of “medically necessary oral health care.”
The work group could begin by considering the life-threatening dangers faced by
beneficiaries requiring resolution of serious dental issues prior to or after solid organ and
stem cell transplants, head and neck cancer treatment, and other major medical
procedures.

We ask that CMMI focus on promoting the following strategies for oral health integration:
• Integrated referral systems, where dentists screen for health needs and refer to a physician
(and vice versa)
• Shared electronic health records (EHR) systems that allow both dental and medical
providers to easily view each other’s entries. A recent study showed that access to
integrated information technology is one of the leading barriers to oral health integration
• Co-located services, which include locating dental services in the same building with
medical care and also involve integrating care delivery. Especially promising are new
models where a dental hygienist, dentist, or dental therapist works in a primary care
office or clinic or a nurse practitioner or physician’s assistant works in a dental office
• Redesigning medical and dental education curricula to include comprehensive education
for all providers around overall health that includes oral health
• Including incentives in new payment and delivery models that encourage integration of
oral and physical health
Prescription Drug Pricing Demonstrations
We believe that CMMI should revisit the pricing model for Part B medications considered in
2016. The Center for Medicare Advocacy submitted comments regarding this demonstration, as
we supported the aim of reducing costs and increasing beneficiary access to effective
prescription drugs. 7 We remain committed to these goals. We urge CMS to test strategies that
lower or eliminate beneficiary cost-sharing on prescription drugs. That proposal also
incorporated many essential consumer protections, particularly for value-based pricing strategies
new to the Medicare program. We urge CMMI to look to that model as new value based pricing
models for prescriptions drugs are developed.

3. Conclusion
We appreciate the opportunity to submit these comments. For additional information, please
contact David Lipschutz, Senior Policy Attorney, and Kata Kertesz, Policy Attorney.
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See Center Comments on Proposed Part B Payment Model (May 2016) available at:
http://www.medicareadvocacy.org/center-comments-on-proposed-part-b-payment-model/.
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820 First Street NE • Suite 510 • Washington DC 20002
(202)408-1080 • fax (202)408-1056 • center@cbpp.org • www.cbpp.org

November 20, 2017
Amy Bassano
Acting Deputy Administrator for Innovation and Quality and Acting Director
Center for Medicare and Medicaid Innovation
7500 Security Boulevard
Baltimore, Maryland 21244
RE: Request for Information on Innovation Center New Direction
Dear Ms. Bassano:
The Center on Budget and Policy Priorities is a nonpartisan research and policy organization
based in Washington, D.C. Founded in 1981, the Center conducts research and analysis to inform
public debates and policymakers about a range of budget, tax and programmatic issues affecting
individuals and families with low or moderate incomes.
We appreciate the opportunity to submit public comments in response to the Centers for
Medicare and Medicaid Innovation (CMMI) request for information on the Innovation Center’s
future direction. CMMI was created by Congress to test innovative payment and delivery models to
improve quality of care for Medicare and Medicaid while lowering costs. We believe that CMMI has
played a critical role in assessing new approaches that can improve the overall U.S health care
system.
A. CMMI’s First Responsibility is to Preserve and Improve Beneficiary Care
Under the Affordable Care Act, CMMI is to test models where there is evidence that the model
addresses a defined population where there are deficits in care that are leading to poor clinical
outcomes or potentially avoidable expenditures. CMMI is to focus on models expected to improve
quality of care while reducing program expenditures.1 Congress’ intent was thus clear: CMMI is
required to follow current evidence and test only those models that are likely to maintain or improve
patient outcomes. CMMI thus should not test models which:
• Reduce coverage;
• Restrict access to care, including imposing or increasing financial barriers to care for
beneficiaries, or limiting access to needed care; or
• Impede or reduce quality of care, including testing provider payment models that could
prevent the delivery of high-quality care.

1

42 U.S.C § 1315a.
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1. Increasing low-income beneficiaries’ financial contributions would create barriers to care
A robust body of research shows that imposing premiums on low-income individuals creates a
barrier to care and fails to improve health outcomes. A recent report from the Kaiser Family
Foundation looked at research from 65 papers published between 2000 and March 2017 on the
effects of premiums and cost sharing on low-income people enrolled in Medicaid and CHIP. The
authors concluded that premiums are a barrier to obtaining Medicaid and CHIP coverage among
eligible individuals, with the largest effect among those with incomes below poverty, including those
dually eligible for Medicaid and Medicare. The research shows that while some individuals losing
Medicaid or CHIP coverage are able to enroll in other sources of coverage, others end up uninsured.
Those with lower incomes are most likely to become uninsured. Once uninsured, people face
increased barriers to accessing care, greater unmet health needs and increased financial burdens.2
Given this strong evidence of beneficiary harm, testing models that shift financial risk to lowincome consumers — through increased premiums, deductibles, or co-payments in Medicaid —
would thus violate CMMI’s statutory mandate. Moreover, CMMI should reject any demonstrations
that are not structured to appropriately evaluate the substantial harm to beneficiaries (such as
reduced access to care and poorer clinical outcomes) that could result under such a shift in financial
risk.
2. Restricting access to prescription drugs would harm beneficiaries
Rising prescription drug prices are a significant cost driver for the health care system, and we
support testing models that could bring down drug costs while protecting beneficiaries, such as the
Medicare Part B demonstration project that CMMI proposed in 2016.3 However, proposals that
make it more difficult for beneficiaries to access medically necessary care are likely to harm health
outcomes and will fail to meaningfully address the causes of unnecessary cost increases. If CMMI
considers additional prescription drug demonstrations, it should consider models that include
strategies such as reference pricing that are likely to create competition among manufactures while
preserving beneficiary access.
3. Rapid-cycle evaluation is critical to protect beneficiaries and prevent harm
CMMI should ensure that strong patient protections and rapid-cycle evaluation are built into its
models to quickly identify any adverse effects on beneficiaries. If evaluation shows initial results that
a model is restricting beneficiary access to care, reducing quality of care, or imposing increased
financial hardship, CMMI should immediately terminate the model. CMMI should also publicly
report these evaluations to allow the health care sector to learn from this research.
B. CMMI Should Test a Broad Range of Evidence-Based Models in Medicaid and Medicare
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CMMI has the unique opportunity to test an array of promising models that could improve the
quality, accessibility, and efficiency of care for Medicaid and Medicare beneficiaries. Communities
across the country are developing new models of delivering care, from care coordination strategies
led by community health workers to hospital-led pediatric accountable care organizations. We urge
CMMI to consider testing a broad range of models that are likely to maintain or improve beneficiary
outcomes.
1. CMMI should invest in models that integrate services across settings and sectors
States are increasingly working to find ways to better integrate Medicaid and housing supports. In
addition to the important tenancy-based services Medicaid can provide, state agencies are working to
find ways to support cross-sector collaboration to better care for Medicaid’s most vulnerable and
most difficult to reach beneficiaries. Louisiana is an important example of this kind of collaboration;
the state Departments of Health and Housing Authority have partnered to provide permanent
supportive housing to a targeted group of high-need, vulnerable Medicaid beneficiaries. We
recommend that future CMMI models consider investing in the infrastructure states need to develop
this kind of innovative multi-sector model, which has enormous potential to improve care and
prevent future health system costs.
2. CMMI should test models that shift financial risk to Medicaid providers, but should
prioritize maintaining access to care
CMS has launched several initiatives that would shift financial accountability to providers for the
patients they serve. This delivery system approach has the potential to fundamentally transform the
way that care is delivered by better aligning financial incentives for providers. We support the goal
of finding new ways to pay for care that reward high-quality, high-value care. Some of these models,
which have shown promise in Medicare, may be worth testing in Medicaid as well. However, in
designing and testing such models in Medicaid, it is critical to prioritize maintaining access to care
through sustainable delivery systems and adequate provider networks.
While shifting financial risk to providers may result in substantial improvements in health care
quality and lower costs, there is insufficient evidence demonstrating that it will achieve these goals
without unintended, adverse consequences, such as reduced provider participation in Medicaid
which would affect access to needed providers among the vulnerable, low-income beneficiaries
Medicaid serves.
Some health care providers are better able to accept down-side financial risk, particularly large
hospital systems that have the infrastructure to provide the administrative functions similar to a
health plan. However, many Medicaid providers, particularly small groups and independent
physicians, those serving rural and medically underserved areas, and those whose patient population
are predominantly low-income or sick, may face particular challenges accepting down-side financial
risk. Providers who are poorly equipped to accept financial risk also may already be less inclined to
participate in Medicaid; a requirement for bearing risk could exacerbate access issues by further
reducing provider participation in Medicaid.
In the past, CMS has exempted small providers from some requirements including those under
MACRA. Requiring Medicaid providers to participate even when they are not well-equipped to
accept risk, vulnerable, low-income beneficiaries would place beneficiaries at risk of adverse
3

outcomes. On the other hand, exempting those providers, could have the unintended consequence
of creating or exacerbating health disparities as they may disproportionately serve people of color.
We thus urge CMMI to test these models in Medicaid with caution. When testing such models in
Medicaid, CMMI should take care to ensure that core functions are provided by the contracted
entity and require quality measurement and public reporting. And CMS should comprehensively
and carefully evaluate this type of approach before widely encouraging states to replicate it. Robust
data collection and reporting will also be essential to ensure transparency and monitor the impact of
any new programs on beneficiaries’ access to care and health outcomes.
3. CMMI should also test Medicaid models that do not involve shifting financial risk
CMMI should also test a broad array of potentially successful models that may not meet the
narrow definition of “alternative payment models” under the Medicare Access and CHIP
Reauthorization Act (MACRA).4 For example, states have used existing Medicaid flexibility to test
various innovative state and local models of care, some of which have been shown to be extremely
successful in improving health care quality and reducing costs without providers accepting financial
risk. For example, Connecticut’s managed fee-for-service model relies on self-insured administrative
service organizations to administer services and achieve health care quality; in 2013, Connecticut’s
intensive care management program resulted in a 50 percent reduction in inpatient admissions.5
California’s community-run, non-profit managed care plans have developed models of care through
robust provider networks, meaningful care coordination, and offering a broad range of services that
address the social determinants of health.6 These are just two successful examples of state-based
payment reform that achieved important results without shifting financial risk to providers. W
Missouri’s health home program, which coordinates care for beneficiaries with chronic physical
health conditions or a diagnosed serious mental illness, is another good example of an approach that
doesn’t shift financial risk but would improve quality of care for vulnerable and underserved
communities. This program was developed from the needs of the underserved population,
coordinating care across clinical and social services to help individuals access timely care and
increase efficiency. The program leverages the skillsets of providers not otherwise enrolled in
Medicaid who have experience supporting individuals experiencing homelessness, resulting in a
significant drop in emergency department visits and preventable hospitalizations while savings $52

CMS could significantly broaden the category of “other payer advanced alternative payment models” under MACRA to
align with existing models of care in Medicaid. We strongly support this approach as described in the comments by the
National Health Law Program (NHeLP) to the CMS proposed regulation titled Merit-Based Incentive Payment System
(MIPS) and Alternative Payment Model (APM) Incentive Under the Physician Fee Schedule, and Criteria for PhysicianFocused Payment Models (MS-5517-P RIN 0938-AS69).

4

Connecticut Department of Social Services, “A Precis of the Connecticut Medicaid Program,”
http://www.ct.gov/dss/lib/dss/powerpoint/MAPOC101014.pdf.

5

Brianna Ensslin and Deborah Brodsky, “Housing Options for High-Need Dually Eligible Individuals: Health Plan of
San Mateo Pilot,” Center for Health Care Strategies, March 2016, http://www.chcs.org/media/HPSM-CCS-PilotProfile-032916.pdf.
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in per member per month costs.7 CMS should consider investing in states like Missouri to expand
successful health home programs and integrate these services into their Medicaid programs.
4. CMMI should continue to develop episode-based payment models
Episode-based payment models are an example of an alternative payment model that has shown
promise in Medicaid, as well as in Medicare and the private sector. For that reason, we were
disappointed by CMMI’s recent proposal to eliminate a new episode-based payment model and scale
back another. CMS’ proposed Episode Payment, Cardiac Rehabilitation Incentive Payment, and
Comprehensive Care for Joint Replacement models has already shown promise to increase the value
of care provided to Medicare beneficiaries, as have smaller, voluntary demonstrations of episodebased payments for cardiac care. We urge CMMI to reconsider moving forward with these or
similar mandatory models that show potential to increase efficiency, improve quality of care, and
produce savings.
C. To Achieve its Goals, CMMI Must Maintain a Commitment to Rigorous Evaluation,
Including Mandatory Models
CMMI can’t achieve its mission of testing new models of health care delivery without rigorous
and consistent evaluation of its models. To expand a model nationwide, CMMI must determine that
the model will not deny or limit the coverage or provision of benefits. Making such a determination
requires that demonstrations be designed to provide for a rigorous, statistically sound evaluation at
every stage of implementation.
Some proposed policy questions may not be susceptible to evaluation through a small-scale
demonstration. For example, a balance billing demonstration would not shed light on whether
allowing balance billing on a larger scale in Medicare would ultimately result in providers refusing to
provide services to beneficiaries at current Medicare rates.
Testing of mandatory models where appropriate, such as where an approach has shown promise
in preliminary voluntary tests, will help CMMI achieve this goal. Not only do mandatory models
lend themselves more naturally to randomized trials, but only mandatory demonstrations can
establish whether a model is successful in maintain or reducing costs while improving patient care
across the range of providers. As noted by the Congressional Budget Office, voluntary
demonstrations are likely to include an over-selection of providers that are more capable of changing
the way they deliver care, and are more likely to succeed financially, than providers that do not
participate.8

Kathy Moses and Brianna Ensslin, “Seizing the Opportunity: Early Medicaid Health Home Lessons,” Center for
Health Care Strategies, March 2014, http://www.chcs.org/media/Seizing_the_Opportunity_Early_Medicaid_Health_Home_Lessons.pdf.
7

Congressional Budget Office, “Answers to Questions for the Record Following a Hearing by the House Budget
Committee on the Budget on CBO’s Estimates of the Budgetary Effects of the Center for Medicare & Medicaid
Innovation,” October 28, 2016, https://www.cbo.gov/sites/default/files/114th-congress-2015-2016/reports/52137cmmiqfrs.pdf .
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We support CMMI’s efforts to design and test new ways to improve care for millions of
consumers across the country. Thank you again for this opportunity to provide comments. Please
contact me if you have any questions or if we can be of any further assistance.
Respectfully submitted,

Hannah Katch
Senior Policy Analyst
Center on Budget and Policy Priorities
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November 20th, 2017
Ms. Seema Verma
Administrator
Center for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
RE: Request for Information – Centers for Medicare & Medicaid Services: Innovation
Center New Direction
Dear Ms. Verma,
Centerstone thanks the Center for Medicare and Medicaid Services (CMS) for their interest in
designing a potential payment and/or service delivery model designed to foster affordable,
accessible healthcare that puts patients first. This is a laudable goal, and one, that alongside with
defining clinical excellence and quality outcomes, Centerstone has been working towards since its
inception over 60 years ago.
As one of the nation’s leading providers of behavioral health services, with primary footprints in
Florida, Tennessee, Illinois, Indiana, and Kentucky, Centerstone is able to see, firsthand, how
timely access to comprehensive evidence-based mental health and substance abuse treatment
services prevents more costly services in the long-term. We know the critical role quality,
outcomes-based services play in keeping individuals out of hospital settings, inpatient psychiatric
facilities, and correctional facilities. These settings are not conducive to effective patient recovery,
nor are they the right financial investment from the perspective of the taxpayer.
Reducing Cost and Transforming the Way We Deliver Care
Today, one of the most significant drivers behind healthcare cost is the fragmentation of the
health care system. It is well acknowledged that only approximately 5% of the Medicaid
population accounts for half of all Medicaid expenses1. This reality is not unique to Medicaid. In
2010, HHS found that 5% of the overall population accounted for 50% of healthcare spending2.
Within the Medicaid high-cost population, 40% have mental illness + cardiovascular disease,
40% have mental illness + CNS disorders, and 29% have mental illness + pulmonary disorders3.
Persons with depression or severe anxiety + a chronic medical condition cost $500-$600 more
per month than those with the same physical health condition without the mental health
1

http://www.gao.gov/assets/680/670112.pdf
http://thehill.com/policy/healthcare/241491-5-percent-of-medicaid-patients-account-for-50-percent-of-costs
3
http://www.iccmhc.org/sites/default/files/resources/Superutilizer%20Analytics%20and%20ActionThe%20Key%20to%20Value%20Based%20Care%20Success.pdf
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diagnosis4. More specifically, however, these statistics reveal that mental illness is often
comorbid with physical health diagnoses. In individuals with co-occurring conditions,
Centerstone has shown positive outcomes while also reducing costs. We believe that some of our
practices can constitute transferrable and universal lessons that may help our industry deliver
higher quality behavioral health services at lower costs. As CMS looks to identify new directions
for innovation, we hope you will consider our suggestions for improving the existing mental and
behavioral health models5, detailed below.
.
I.

IMPROVE OUTCOMES FOR SUBSTANCE USE DISORDER TREATMENT
AND PREVENTION SERVICES

According to the President’s Commission on Combating Drug Addiction and the Opioid Crisis,
“over forty percent of people with a substance use disorder also have a mental health problem, but
less than half of these people receive treatment for either issue.6” Federal resources to combat the
opiate crisis should be used to ensure that patients have access to evidence-based care and,
furthermore, to incent providers to engage high risk individuals in their own recovery.
Centerstone commends HHS and CMS for sustained and strategic efforts to combat growing
opioid epidemic. As a preferred addictions treatment provider in multiple states, we have
experience applying evidence based programs as well as rigorously evaluating the outcomes, to
ensure our patients have access to quality care.
From over sixty years of experience in this field, Centerstone offers the following
recommendations to narrow existing treatment gaps:
 Ensure patients have access to quality addiction medicine and that trusted providers
get reimbursed for the medically appropriate services they provide: In the midst of
the opioid crisis there is a growing schism that results in misuse of federal dollars and
suboptimal care for patients. In several of our states, accredited addiction treatment
facilities report experiencing record levels of denials for OUD treatment and, in some
cases, being asked to submit upwards of 70 pages of clinical documentation, from board
certified addiction specialists, to treat one patient. This disconnect between quality and
reimbursement, has fostered an environment in which predatory MAT prescribers thrive
and quality providers, connected to a full continuum of care rooted in ASAM criteria, are
financially hindered by record levels of burdensome authorizations and denials.
o Recommendation(s):
 Develop a “gold standard” certification that would allow for a streamlined
and less burdensome process for proven providers to provide timely, quality
4
5

https://www.apa.org/pubs/journals/releases/amp-a0040448.pdf

https://innovation.cms.gov/Files/x/newdirection-rfi.pdf
6 https://www.whitehouse.gov/sites/whitehouse.gov/files/ondcp/commission-interim-report.pdf





addictions treatment. An example of this would be eliminating the
authorization process for qualifying CMHC’s and FQHC’s and creating a
standardized authorization form for all other providers.
Establish clear criteria for detox protocol with MCOs in 2018; this could
include a risk-sharing bundled rate to capture 1st day admit beds (before
detox symptoms trigger), up to 5 days of medical detox, followed by 2 days
of subacute care.
Enact the President’s Opioid Commission’s recommendation to “review
and modify rate-setting (including policies that indirectly impact
reimbursement) to better cover the true costs of providing SUD treatment,
including inpatient psychiatric facility rates and outpatient provider rates7.”

 Tie federal dollars to evidence-based services: To ensure quality in patient care and
outcomes, we recommend that providers serving Medicaid/Medicare eligible beneficiaries
for SUD demonstrate the ability to offer a comprehensive continuum of evidence based
services. Payment models should be linked to standardized outcomes and designed to
incentivize integrated, whole-person care models for addictions treatment, particularly for
patients with co-occurring and complex conditions.
 Expanding access to housing as part of an evidence-based continuum: Stable, sober
housing is a critical social determinant in the pathway toward recovery, particularly for
patients without stable psychosocial supports. Individuals in recovery residences are
typically employed, contributing to the cost of their housing, and continuing outpatient
treatment in a safe and structured environment. Despite the important role that housing
plays in one’s recovery, lack of access to sober housing is consistently identified by our
addictions teams as a core treatment gap. As such, we recommend that future models for
addiction treatment evaluate options for expanding the availability as well as potential
funding mechanisms for certified8 recovery housing.
 Evaluating the payment model for mobile crisis services: Due to the opioid epidemic,
requests from hospitals for our mobile crisis services, particularly after an individual has
overdosed, have increased considerably. Staff time in transit to and from an emergency
department, mileage, etc. are typically not adjusted for in our rates, and we provide these
crisis services at a financial loss to our system. To enable CMHC’s to continue providing
these important and life-saving services, the financial models for effective mobile crisis
engagement needs to be evaluated. This could be accomplished with an enhanced rate/code
specific to mobile engagement, bundled payments, and/or utilization of telehealth for
mobile crisis engagement.
 Establish a billable pathway for recovery coaches: Recovery coaches have been shown
to be a cost-effective form of aftercare, effective in helping patients build recovery capital
7
8

https://www.whitehouse.gov/sites/whitehouse.gov/files/images/Final_Report_Draft_11-1-2017.pdf
http://narronline.org/affiliate-services/standards-and-certification-program/

(i.e., addressing social determinants of recovery), and decreasing total cost of care by
preventing hospital (re)admission, out of home placements, and recidivism. Yet this service
is only covered by Medicaid in some of our states, and it appears to be decreasing in
availability. Even where it is covered, the rules around who qualifies vary considerably.
For example, in some areas only clients with a primary mental health diagnosis qualify,
meaning those with SUD only diagnoses do not have access to this service.
 Provide clear guidelines and provider incentivizes for use of PDMP’s: Prescription
drug monitoring programs (PDMP’s) provide prescribers with information as to what other
controlled substances an individual has received from healthcare providers in their state.
Some states have PDMPs that “talk to” PDMPs in neighboring states. This prevents crossborder doctor shopping. However, this occurs at the discretion of individual states, and not
all states have made a commitment to electronic prescription monitoring of controlled
substances. Clear and consistent state and federal level guidance in this arena would
greatly reduce doctor shopping and pill diversion.
o Recommendation(s):
 Enact recommendation #13 from the President’s Opioid Commission Final
Draft Report to mandate PDMP checks and streamline electronic health
systems for optimal efficiency9.
II.

IMPROVE OUTCOMES FOR TREATING CO-OCCURING DISORDERS
THROUGH INTEGRATED, PATIENT-CENTERED CARE

Centerstone has extensive experience implementing patient centered health homes. These health
homes are specifically designed to provide integrated, patient centered care to consumers with
co-occurring, and often times, complex conditions. Through this model, we have been able to
provide contiguous care to consumers who had previously only experienced fragmented care. As
a result, we have achieved demonstrable outcomes within our patient population. For example,
84 percent of our patients with high blood pressure saw lower readings in 12 months, recipients
also reported a 56 percent improvement in anxiety levels and a 53 percent improvement in
general health. Lastly, participants in this health home model of coordinated care at Centerstone
have given the approach a 98% approval rating10.
Based on our experience implementing these models at several of our facilities, we offer the
following recommendations for behavioral health payment reform:
 Standardized funding pathways for integrated care. As Centerstone works to
implement health home models for patients with co-occurring disorders, we have
experienced immense variability with regard to what is, and is not, billable by state. For
example, reimbursement for peer supports, case management, and nursing vary quite
9

https://www.whitehouse.gov/sites/whitehouse.gov/files/images/Final_Report_Draft_11-1-2017.pdf
https://centerstone.org/our-resources/health-wellness/what-is-a-health-home
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considerable by state (with several states not reimbursing for some or all of these
services). However, through the SAMSHS PBHCI grant, Centerstone has successfully
developed and implement health home models that have resulted in significant cost
savings and improved patient outcomes for our patients. As such, we recommend that
CMS/CMMI explore sustainable, value based approaches for ensuring that integrated
care models remain available to consumers with co-occurring conditions by promulgating
new regulatory pathways for integrated care housed within Community Mental Health
Centers.
 Include reimbursement for health information technology for behavioral health
providers. Access to a patient’s medical history gives clinicians a complete picture of the
person’s health, enabling them to make fully-informed treatment decisions. Providing
technology-enabled coordinated, integrated care to populations with behavioral health
needs, particularly to those with comorbid chronic conditions, can enhance outcomes,
improve efficiency and lower costs across the entire healthcare spectrum. Centerstone
supports the proposal submitted by the Behavioral Health IT Coalition to establish a
demonstration pilot to test incentive payments for behavioral health providers for adoption
and use of certified electronic health record technology.
 Episodic Care: It is our experience, in Tennessee, that providing community-based
services to chronic and fragile behavioral health populations, does not fit into the episode
design in place today. Other states such as Arkansas and Ohio have generally designed
their episodes to exclude many, if not all, of their behavioral health diagnoses. There is
sound reasoning for this in terms of the chronic nature of many mental illnesses and,
moreover, the frequency of other co-existing or co-morbid health conditions, within this
population.
o Recommendation(s):
 Ensure episodic payment models appropriately target outcomes, rather
than process metrics, and are designed to reimburse behavioral health
providers for the actuarial validated cost of care.
 Further confirm that technology systems and reimbursement
methodologies, with payers, are aligned and ready before implementing.
 For additional information, Centerstone would be glad to share
comments on the topic of episodic care and behavioral health.
 Cross-cutting measures for behavioral health outcomes. As the industry moves
toward a value-based payment landscape, we need to ensure consistency and reliability
for behavioral health outcomes. Centerstone has submitted previous comments regarding
MIPS quality measures for behavioral health and are attaching these comments, as an
addendum, for further reference.

 Align 42 CFR Part 2 with HIPAA while ensuring consumer protections: Under
existing regulations, an individual receiving treatment for a chronic health condition,
such as diabetes, can consent to share his or her data with their treating providers freely
with the protection of HIPAA. But if that same person also has a history of SUD
treatment and receives treatment from a provider subject to 42 CFR Part 2, that person
cannot consent to share their data in the same way as the person with diabetes alone. This
creates unequal healthcare access for persons receiving SUD treatment or for persons
with a history of SUD treatment and adds additional roadblocks for integrated care. As
such, we recommend aligning Part 2 with HIPAA while maintaining strong privacy
prohibitions for any disclosure outside the exchange of records for treatment, payment,
and health care operations (TPO).

Conclusion
While providers, payers, law makers, and regulators have made significant strides toward
integrated, value based care that rewards quality and outcomes, many barriers remain. Today,
providers seeking to provide clinical excellence to their patients, particularly those with complex
conditions, are hindered by immense administrative burden due to increasing denials and
authorization requirements, lack of meaningful outcomes measures for behavioral health, and
electronic health systems that are not fully interoperable. However, we have also seen immense
progress when providing integrated treatment through our health home model or are able to
engage a high risk consumer through technology enabled care or a recovery coach as a result of a
grant or value based agreement.
The future of the health care delivery system needs to reward outcomes and innovation, not
volume. However to accomplish this goal, providers need to be able to make determinations for
level of care and appropriate treatment, while simultaneously being responsive to reducing
overall cost through improved outcomes.
Centerstone thanks CMS/CMMI for their efforts to improve behavioral health payment and care
delivery. Furthermore, should CMS/CMMI be interested in further information on outcomes
from our health home or recovery-oriented MAT models, as it pertains to value based
contracting, we would be glad to be of assistance.
Thank you for this opportunity to comment on new directions in behavioral health payment and
care delivery.
Sincerely,

__________________________
David. C. Guth, Jr., CEO

2800 Rockcreek Parkway
Kansas City, MO 64117
Direct: (816) 201-1024
Fax: (816) 474-1742

November 17, 2017

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Stop C4-26-05
7500 Security Boulevard
Baltimore, MD 21244-1850
Dear Sir or Madam,
Cerner Corporation, a leading supplier of electronic health record, clinical and revenue cycle
information systems appreciates the opportunity to submit comments on certain of the provisions
of the Innovation Center New Direction, Request for Information (RFI). We offer comments on
the following provisions outlined below.
Cerner Corporation hopes these comments will be of value to CMS in considering possible new
directions for the Centers for Medicare and Medicaid Innovation (CMMI). We are happy to help
clarify any of the comments should CMS wish to pursue any such conversations with us during
the period of public comment review.

Sincerely.

John Travis
Vice President and Regulatory Strategy Executive
Cerner Corporation
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1. Do you have comments on the guiding principles or focus
areas?
We agree with Innovation Center’s guiding principles and focus areas. We acknowledge the
thought and planning that goes into the Innovation Center’s creation and development of its
model programs and are encouraged by the Innovation Center’s desire for continued
improvement. While we believe that the principles and focus areas The Innovation Center
has emphasized are all relevant and important, we encourage the Innovation Center to look
to expand on its guiding principles through increase its partnership or coordination with HIT
vendors in the future as well as an increased focus on data transparency as outlined below.
We believe that if the Innovation Center had connections with various HIT vendors and
developed an understanding of what HIT vendors can provide and assist with as to data
analytics and decision support particularly for population health, as well as the limitations,
the Innovation Center could create programs that are less burdensome to providers that could
leverage investments providers have already made in these areas. For example, HIT vendors
can provide insight into what standards and technology are in wide use for information
sharing, care management or for decision support, which allows the Innovation Center to
have a better understanding of potential timeline and cost for providers to address new model
program requirements or to evaluate the feasibility of new program requirements dependent
on technology adoption. HIT vendors can also outline clinical and operational data that tends
to be stored in a structured format vs an unstructured format, which impacts the ability of that
data to be easily exchanged or useable after exchange for analysis, for decision support or
management information. How data is captured and stored can also have a large impact on
potential electronic clinical quality measures, depending on the specifications of the measure
and how the data is collected.
We also encourage the Innovation Center to provide more data to providers who are
participating in model programsas well as more data to potential providers in a model to help
them assess their own fitness to participate in voluntary models or programs. Data is
extremely important to providers when they enter a voluntary program, especially one in
which they can take on downside risk. In the Comprehensive Care for Joint Replacement
(CJR) model, as well as in the now withdrawn Episode Payment Models (EPMs), the
Innovation Center provided, or planned to provide, beneficiary specific claims information.
In our discussions with clients we found that data was very valuable and the providers
wanted similar breadth of data in more programs. This level of data allows them to provide
analysis or targets, create their own goals, and actually track on those goals. The data also
provides some indication of potential collaborators for participation in a model under a
common agreement, or other providers in the area, that may be good to work with.
We also believe that the Innovation Center should make some level of data available to
providers prior to a provider fully entering a program. This is connected to guiding principal
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number four, benefit design and price transparency. This data preview would assist providers
in determining if the program would be a good fit for them and where they would need to
invest in partnerships or infrastructure if they were to enter the program. We understand there
are HIPAA concerns with provision of the data, however we believe there are ways to offset
those risks, such as providing beneficiary de-identified data and having the potential
participants sign a letter of intent including a non-disclosure.
We will provide more information on our thoughts related to the specific focus areas after we
have answered all the questions.

2. What model designs should the Innovation Center consider
that are consistent with the guiding principles?
The Innovation Center does a great job of maintaining a variety of programs available for
selection to cater to a variety of provider types and models of participation. However, we
believe there is always room for additional selection. In our discussions with clients and
providers, we have found that selection of Value Based Care (VBC) and Alternative
Payment Model (APM) programs may be very taste specific to a provider’s interests; based
on location, the serviced population of the provider, and timing, there may not be a good
selection available even though the desire is present. In that vein, we encourage the
Innovation Center to provide additional options with open or multiple enrollment
opportunities such as has been done with the Comprehensive Primary Care Plus program, so
that providers can continue to join after a program has begun.
As to specific program types, we encourage the Innovation Center to release more bundled
payment programs such as ones that are episode based or condition focused. The proposed
end of the EPM model and the halving of the mandatory CJR Metropolitan Statistical Areas
(MSAs) has left a lack of access to bundled payment programs for most providers. The
Bundled Payment for Care Improvement (BPCI) program, while still active, is not taking
new participants. We also encourage the Innovation Center to allow for non-hospital
providers to participate and potentially have greater opportunity to be the risk bearing entity
under new bundled payment program models, similar to the four models of BPCI.
We believe that the Innovation Center should also create more models focused on
prevention. The Expanded Medicare Diabetes Prevention Program (MDPP) and the Million
Hearts program both had a focus on prevention. We believe that additional programs
focusing on prevention of chronic diseases of high cost to the Medicare and Medicaid
programs, will provide additional program selection for specialists as well as continue the
shift of the health care industry to reliance on value based models leading to improved
outcomes for the patient and not just quantity care focused on the disease.

3. Do you have suggestions on the structure, approach, and
design of potential models? Please also identify potential
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challenges or risks associated with any of these suggested
models.
We have already outlined a few suggestions related to the Innovation Center’s approach to
potential models. To help evaluate what areas to prioritize in identifying new models, we
believe that the Innovation Center should engage HIT vendors early in the development
process. We believe this is a benefit to the Innovation Center in understanding the HIT
vendor perspective as well as a benefit to HIT vendors, in that they have an opportunity to
begin working on updated functionality and/or new solutions allowing providers to meet
these requirements. It takes some time for HIT vendors to make changes and additional early
insight into future programs would only enhance that particularly where programs have
significant requirements for or presumptions about use of HIT. We have seen that at times
programs are launched with HIT requirements that have been presumed to be prevalent and
available or that are urged to be available in a certain timeline only to have those assumptions
found to be inaccurate. A better collaboration with HIT vendors to help inform the
Innovation Center about available supportive capabilities of relevance to program design is
something we strongly urge CMS to consider for future collaboration with the industry.
We encourage the Innovation Center to empower beneficiaries in their care. We believe this
can be done through a couple methods. First, particularly for procedures and services that can
be planned or scheduled, are of a non-emergent or critical care nature and that should have
predictable costs to the provider to furnish, price transparency will allow patients to have a
better understanding of the cost of their care, to understand their responsibility for bearing
some of that cost, to participate in reducing that cost, and to shop around for lower cost care
that is of the same or higher quality. The provision of health saving type accounts (HSAs) to
beneficiaries may also empower them to seek lower cost care where they understand their
role in the purchasing decision. There are examples of Medicaid and/or commercial
insurance plans offering patients a set amount of money in an HSA at the beginning of the
year and this encourages the beneficiary to take ownership of the money and seek the most
efficient care that they can since they can better see how the money is spent, and feel
stronger ownership to be stewards for their own care in the use of the money and the choices
they make in its use. Finally, incentives to beneficiaries can encourage them to adhere to care
plan elements that depend on their compliance and willing participation to attend follow-up
care. Some Innovation Center programs have beneficiary incentives, and we believe that if
CMS worked with the U.S. Congress they could create legalprovisions allowing for actual
incentives to be paid to the beneficiaries. A similar provision was included in the CHRONIC
Act Senate bill earlier this year for incentives to Accountable Care Organization (ACO)
assigned beneficiaries to attend follow-up visits.
Specific to medication and pharmacy provisions, we believe that not only will price
transparency help, but also coverage of Over The Counter (OTC) medications and an
extended general provision of medication fills from 30-days to 90-days will enhance patient
compliance. Research has shown that providing a 90-day supply of a medication removes
some barriers to use and patients are more likely to maintain their medication regimen the
fewer times they have to go for refills. Coverage of OTC medications also allows the patient
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to be empowered in their own care with limited out of pocket costs where OTC medications
have therapeutic benefit. Medication compliance is significant to reducing the number of
patients that avoid treatment until urgent or emergency care is needed.

4. What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a
consumer driven or directed focus and might be tested as a
model and alternative to FFS and MA?
The guiding principles outlined in the Request for Information (RFI) state the programs
should be designed to improve consumer choice and competitionin selecting providers and to
provide for incentives for actice patient engagement. We recommend that the physician
specialty model programs expand on this idea to get the patient involved in all aspects of
their care. CMS has identified studies in past Final Rules published by such publications as
the Journal of American Medical Informatics Association, and the American Journal of
Preventive Medicine, that show that patients who are engaged with computer based
information sources and decision support show improvement in quality of life indicators,
patient satisfaction and health outcomes (Rosenberg, Shnaiden, Wegh, & Juster, 2008)
(David H. Gustafson, 1999) (James D. Ralston, 2007). Involving the patient in their care has
shown better patient satisfaction, along with better health outcomes. We believe this is an
important aspect to help reduce the overall cost of care in the healthcare industry.
Patient involvement can be achieved through different manners, but the program design
should take patient involvement into account. MDPP is a good example where CMS ties the
reimbursement the provider receives to the patient participating in their care. This approach
does not require specialists to care for the pre-diabetic patients, but instead incentivizes them
to take positive actions to reduce the risk of pre-diabetes for their patient population. MDPP
also allows for community based care provided by health coaches, which expands the care
team and allows additional avenues of care. CMS can also approach the physician specialty
models with ways that are designed to reduce risk and help lower costs for CMS, and not
strictly deal with multiple chronic conditions.
Please also see our response to question three for additional information on empowering
patients.

5. How can CMS further engage beneficiaries in development of
these models and/or participate in new models?
Please see our responses to questions three and four.
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6. Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate delivery as
part of a model test?
As mentioned in our response to question three, we believe that the Innovation Center should
look to expand its ability to provide beneficiary incentives. And in our response to question
number one, we believe that the Innovation Center should look to provide additional data to
potential provider participants and actual participants in the Innovation Center models. We
believe that both of these may require additional waiver authorities and encourage the
Innovation Center to seek to work with Congress to consider expanding on such authorities
in future legislation.
We also believe that the Innovation Center, along with CMS, OIG, and the Congress need to
re-evaluate the Stark and Physician Self-Referral requirements and safe harbors in view of
the changing nature of health care delivery. As health care delivery becomes more and more
focused on thinking of the patient outside of a specific encounter more as a consumer and
need for the provision of quality and efficient care, there is a need to be able to encourage
patients to seek care from specific providers who have established relationships and
collaboration with referring sources that do reflect histories of good patient care, effective
care management and efficient delivery. We believe that for collaboration arrangements to
work, the need to help patients make educated choices about where to be seen that is
informed by where strong collaboration exists is underemphasized. The fear of running afoul
of anti-kickback and self referral limitations can confound the very value of having well
managed collaborative relationships essential to overall care management of a population.
This should be done while not removing the beneficiary’s freedom of choice in the selection
of a provider, but encouraging the patient to seek the most efficient care through
empowerment of the patient.

7. Are there any other comments or suggestions related to the
future direction of the Innovation Center?
Please see our additional comments, related to the Program Integrity focus area.
Program Integrity –
We understand that CMS is interested in reducing administrative and regulatory burden on
providers, as required under the 21st Century Cures Act as well as moving toward new payment
models and other value based care. CMS has said that it is looking at E/M coding as a potential
area in which to reduce burden. Currently, the E/M Coding process and guidelines result in quite a
bit of documentation for providers that CMS and the HHS Office of the Inspector General have
identified as vulnerable areas for inappropriate coding, cloning of medical documentation and
other compliance concerns. We believe the E/M Codes should be a focus area of program
development within the Innovation Center. To address concerns that E/M services have
vulnerabilities such as abusive use of “cut/paste” features of EHRs that lead to more audit
scrutiny, we urge the Innovation Center to consider developing more model programs aimed at
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developing guidance on best practices to help providers understand good documentation
practices, and to reduce the reliance on “check box” approaches to documenting elements of
service. An Innovation Center test model could look at improving the way E/M services are
documented and how visit acuity is determined based up on the documented record. There
would need to be consideration to alleviate potential note cloning. The current E/M charge
structure is vulnerable to cloning as providers are trying to meet their documentation
requirements quickly. If the Innovation Center model provided guiding principles for good coding
and prevention of upcoding, we may be able to move away from checkboxes that encourage
coaching and gaming. The model could focus on programs to construct practices CMS and the
Innovation Center would like to see instead of focusing on what they do not want to see.
We believe that the Innovation Center models and CMS should provide more deference to the
medical necessity documentation provided by physicians as to their medical decision making
when subject to an audit. This would affirm the role of the physician as to their documented
reasoning within the medical record to justify the service instead of a prescripted judgement in a
pre- or post-payment audit. The rates of overturn on appeal within the Recover Audit Contractor
program suggest that RAC auditors identify payment recoveries too often for reasons that do not
give due credit to what is in evidence in the medical record. By various estimates, currently RAC
auditors lose 60-70% of RAC recovery on appeal. This makes for a very expensive, wasteful and
burdensome process both for providers and for CMS. The Innovation Center can create models
that test the value and integrity of clinical decision making to justify the services in comparison
with administrative review questioning the clinical judgment in order to provide better auditing
services in the future. These programs could also affirm the importance of quality documentation
related to clinical need and CMS to provide better instructions on how to document. Perhaps
allowing CMS to provide guidance as a model program objective to help providers understand and
apply good documentation principles is a better approach than strictly relying on audit to convey
that feedback. We believe this could lead to more efficient enforcement.
We encourage the Innovation Center and CMS to consider a new method for collection of clinical
and non-claim data that is currently being collected on claims forms. Examples would be certain
procedure reporting, opioid abuse, medication waste information, and Prior Authorization (PA)
reporting. While we agree that all this information is relevant and important to collect, we do not
agree that the claim form is the best method of doing so. For example, the Innovation Center
could develop a model with API reporting through use of FHIR standards for certain claims
attachment information. This allows for the information to flow freely from the provider to CMS,
without hindering the claim or requiring non-claim specific information to be built into or attached
to claims.

Ms. See a Ver a
Ad inistrator
Centers for Medicare & Medicaid Services
Depart ent of Health and Hu an Services
Hubert H. Hu phrey Building
200 Independence Avenue, SW
Washington, D.C. 20201
2017
Sub itted via electronic

Nove ber 20,

ail to: CMMI_NewDirection@c s.hhs.gov

RE: Centers for Medicare & Medicaid Services - Innovation Center New
Direction
Dear Ad inistrator Ver a,
Cerner Corporation and HealthSouth Corporation respectfully sub it a
collaborative letter in response to the Request for Infor ation (“RFI”) issued
by the Center for Medicare and Medicaid Innovation (“Innovation Center”) on
Septe ber 20 calling for a “new direction” for the Innovation Center. Both
parties will also be sub itting separate co
ents individually. Cerner and
HealthSouth appreciate the opportunity to sub it co
ents on the new
direction CMS wishes to take with the Innovation Center. We recognize and
applaud the hard work and efort the CMS has put into the CMMI, and look
forward to partnering with CMS as CMMI continues to evolve.
Cerner is a global leader in health infor ation technology (HIT) and
HealthSouth is one of the nation’s largest providers of post-acute care
services, specializing in caring for edically co plex patients. As industry
leaders in our respective health care seg ents, together we have for ed a
Post-Acute Innovation Center to develop enhanced tools to anage patients
across the continuu of care. The objective of our Innovation Center is to
use diverse data sets fro
ultiple care settings to develop initiatives that
facilitate efcient and high-quality patient care, enhance care coordination,
and i prove post-acute network perfor ance and cost efectiveness across
the post-acute continuu . We believe patient-centered care is the future,
and are eager to advocate for ideas that enhance providers’ and consu ers’
access to data so it can play a larger role in care planning.
As a collaborative in the post-acute venue of care, we sub it responses to
the questions posed by CMS with the specifc needs of post-acute care
patients and providers in ind.

Guiding Principles
We encourage CMS to reduce the burden of unnecessary regulations as a
foundational objective to any new pay ent syste s. In prior rule aking,
CMS has aintained legacy regulations and policies born fro fee-for-service
(FFS) syste s, while trying to develop new pay ent syste s that ostly
extend fro or that are anchored by FFS pay ent odels. We feel this
inhibits the innovation of new policy approaches. CMS should pursue a fresh
perspective by exercising the full extent of its current waiver authorities to
spur innovation, which would help overco e the li itations of current
pay ent syste s by encouraging care coordination and longitudinal patient
care. We also believe CMS should engage in odifcation of rules which ay
have been necessary for FFS pay ents but now provide barriers in true
longitudinal patient care. There are any site-specifc rules and regulations
which govern Medicare coverage of post-acute care and, to the detri ent of
patient care, li it post-acute providers fro participating fully in alternative
pay ent odels. New odels of care should consider allowing care to be
provided based on the patient level of acuity, and incentivizing partnerships
between post-acute care providers, hospitals, physicians and fa ilies.
Model Designs
We fr ly support CMMI’s efort to develop and test alternative pay ent
odels (APMs); however, we feel they should be voluntary and li ited to
well-defned control groups or co parison populations.


CMS recently atte pted to i ple ent a new pay ent syste for all
ho e health care providers nationwide through a new Ho e Health
Grouping Model (HHGM). We would encourage CMS to consider using
the CMMI for testing future pay ent odels on a voluntary basis
before being broadly i ple ented. The HHGM, along with all APMs,
should be developed with direct input fro stakeholders and
constituencies.

Patients should be at the center of, and be active participants in their
longitudinal care plan. Patients and their caregivers should appreciate the
costs of care, level of patient engage ent required by their choice, and the
expected length of stay for each venue of care. This will help the patients
and their caregivers be ore in control of their care and achieve their
desired outco es. If the patient would prefer ore intensive services to

recover faster, the inpatient rehabilitation ay be the best ft. Conversely, if
the patient would like fewer services and would like to return ho e quicker,
then ho e health ay be the best ft. Patients and their caregivers should
be presented with data-driven facts to allow the opportunity to choose their
own goals and outco es. Transparency and transition education includes
data, not just regarding read issions or cost, but also quality, satisfaction
and specialty data. So e post-acute providers specialize in certain
conditions and/or diagnosis which could beneft the patient and infuence the
patient choice.
Pay ent odels should be developed around rei burse ent a ounts or
rates that are actually alternative or diferent fro the current sitespecifc/level-of-care driven pay ent syste s. CMS should develop and test
odels that go beyond using current FFS structures and i ple enting a
reduced or discounted “target price” deter ined by the providers’
anticipated level of expenditures based on historical expenditures because it
i pedes a provider’s ability to innovate new care odels.
CMS should always consider post-acute care in any pay ent odel which
provides for an “episode of care” fra ework for a patient, and consider
creating specifc safe-harbors or waivers of the Anti-Kickback Statute to
ensure patients are cared for appropriately after discharge. The
responsibility for patient care should be shared and healthcare providers
encouraged to build collaborations and data exchanges to beneft the patient
continuity of care.
Potential Models of care should take the following into consideration:





Clarity of patient options for treat ent as to venue or progra that are
appropriate for their clinical condition for exa ple, patients treated in
inpatient rehabilitation facilities or in a skilled nursing facility or at
ho e
Incorporation of a lu p-su pay ent for post-acute care across a
defned episode of care
Waivers fro regulations and policies that restrict patient ad ission
and patient care based upon arbitrary rules for site of care policies that
enforce rigid referral patterns instead of being based upon patient
need, acuity and preference





Rewards for high-quality outco es deter ined by perfor ance on
patient outco e-based easures, and penalize providers who fail to
achieve quality outco es for their patients
Rewards for providing cost-efective care when patients achieve high
quality outco es and incur lower expenditures, and penalize provider
who fail to achieve high quality outco es and lower expenditures.

Thank you for your ti e and consideration of the co
ents we have
provided above. We express our support and appreciation for the hard work
and dedication of you and your staf. Please do not hesitate to contact us if
we can provide any additional infor ation or clarifcation to our co
ents.
Sincerely

Justin R, Hunter

John F Travis

Senior Vice President

Vice President

HealthSouth

Cerner Corporation
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VIA ELECTRONIC SUBMISSION (CMMI_NewDirection@cms.hhs.gov)

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMMI Request for Information
P.O. Box 8016
Baltimore, Maryland 21244-8013
Re:

Centers for Medicare & Medicaid Services (CMS): Innovation Center New Direction

Dear Administrator Verma:
CHE Behavioral Health Services (CHE) is pleased to provide comments in response to the CMS Innovation
Center (CMMI or the Innovation Center) Request for Information (RFI). For context, CHE is a behavioral
health practice that delivers evidence-based treatment to beneficiaries in nursing homes and long-term care
facilities. As you know, 50 percent of beneficiaries in nursing facilities have co-morbid medical and
behavioral conditions.1 As a result, both State policy makers and CMS policy makers have focused on
improving behavioral health diagnosis and treatment for these complex patients. Our practice advances
these State and Federal quality goals. CHE has met with CMMI to discuss behavioral health integration
(BHI) in nursing homes and was encouraged by our discussion. Further, we appreciate CMMI’s focus on
and efforts to address behavioral health issues, as evidenced by the September 8 CMMI Behavioral Health
Summit. Our comments below offer support for the Innovation Center’s guiding principles and suggest a
nursing home-focused BHI model.
1. Guiding Principles
CHE supports the Innovation Center’s guiding principles. Specifically, we support CMMI’s focus on
voluntary models, limited in scope and scale, and with defined and reasonable control groups or comparison
populations. We also support focusing future care models on the patient and the entire care continuum. We
believe the nursing home is a perfect setting to conduct a payment reform model and aligns well with these
guiding principles. As detailed further below, the implementation of a nursing home-focused BHI model
would address several existing patient care and payment issues, while also adhering to the guiding
principles and supporting CMS’ quality goals and initiatives.

1

Centers for Medicare & Medicaid Services. MDS 3.0 frequency report as reported by SAMHSA and at
https://www.cms.gov/Research-Statistics-Data-and-Systems/Computer-Data-and-Systems/Minimum-Data-Set-3-0Public-Reports/Minimum-Data-Set-3-0-Frequency-Report.html.

2. Nursing Home-Centered Behavioral Health Integration (BHI) Model
Background
Behavioral health is an important element of care delivered to nursing home residents. Over 50 percent of
nursing home residents suffer from behavioral illnesses2 and these behavioral illnesses have been shown to
triple medical costs.3 Subsequently, nursing home residents are some of the most vulnerable beneficiaries
due to the impact of behavioral health conditions on all other aspects of their health. Despite this, behavioral
health has not been integrated into previous CMMI nursing facility-focused initiatives. Specifically,
CMMI’s Initiative to Reduce Avoidable Hospitalizations among Nursing Facility Residents intended to
reduce avoidable hospital admissions for beneficiaries in nursing facilities and included activities to
coordinate and improve management and monitoring of prescription drugs to reduce the risk of
polypharmacy and adverse drug events.4 However, in the recently released Final Report,5 the initiative’s
evaluators noted, “Most [participants] encountered barriers to reduction in antipsychotic use. One barrier
was the inability of staff to successfully manage behaviors with nonpharmacological interventions when
antipsychotic medications were decreased.” This is not surprising considering the initiative did not account
for, integrate, or include specialists (i.e., clinical psychologists) to address behavioral health care issues.
CMS has correctly raised the standards and goals for behavioral health services provided in nursing homes.
Specifically, the new Medicare Conditions of Participation for long-term care facilities have increased the
requirements for facilities to provide behavioral health care and reduce the use of all psychoactive
medications (42 CFR § 483.40 and 483.45). These expanded requirements build on existing behavioral
health quality standards (e.g., Nursing Home Compare Star Ratings for Antipsychotic Medications;
Medicare Advantage Star Ratings for Improving Mental Health and High Risk Medications; and, FTAGs
F-309, F-329, F-330, F-331) and are logical extensions of CMS’s sustained and systematic focus on
improving behavioral health care for medically complex beneficiaries in nursing homes.
Importantly, CMS has also developed the Psychiatric Collaborative Care Model (CoCM) to support the
delivery of BHI services. BHI and CoCM leverage four new Medicare Part B codes – G0502, G0503,
G0504, and G0507 – to enable providers to deliver and be appropriately reimbursed for the essential
behavioral health care services needed to ensure behavioral health is integrated into beneficiary care. BHI
is an evidence-based model, which CMS acknowledged as a model that has demonstrated improved
outcomes and reduced costs. Specifically, BHI as a bundled payment has decreased remission and
response,6 while resulting in savings of nearly $4,000 per patient.7 There is a distinct need for BHI in nursing
homes, but there are barriers to implementation. These barriers are not as prevalent in non-nursing home
settings, but based on the patient populations and CMS goals, it is imperative and we suggest a BHI model
for nursing homes.

2

CMS. MDS 3.0 frequency report as reported by SAMHSA. Available at: https://www.cms.gov/Research-StatisticsData-and-Systems/Computer-Data-and-Systems/Minimum-Data-Set-3-0-Public-Reports/Minimum-Data-Set-3-0Frequency-Report.html.
3
Center for Health Care Strategies, December 2010 and Melek S, Norris D, Paulus J: Economic Impact of
Integrated Medical-Behavioral Healthcare: Implications for Psychiatry. Edited by Milliman I. Denver, CO, Prepared
for American Psychiatric Association; 2014. Pp. 1-39.
4
See, https://innovation.cms.gov/initiatives/rahnfr/.
5
Available at: https://innovation.cms.gov/files/reports/irahnfr-finalevalrpt.pdf.
6
DIAMOND Project Cumulative data. July 2011.
7
Unutzer at al, Am J Managed Care 2008, IMPACT Study.
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Model Overview
A nursing home-centered BHI model will address two primary barriers: (1) the shortage of psychiatrists
and other mental health specialists;8 and (2) the fragmented primary care system in nursing homes, which
make it difficult to implement BHI. The suggested Nursing Home BHI Model (NHBHI) can be
implemented with a few minor changes to the existing CoCM by leveraging existing payment structures
and quality measurement tools. We believe that the NHBHI Model can expand and mirror the success of
BHI in other settings and help further CMS goals, while adhering to CMMI’s guiding principles.
a. Existing BHI Model
The existing framework for BHI uses four G-codes (G0502, G0503, G0504, G0507) to bill for bundled
services furnished to beneficiaries. The BHI model utilizes a care team that is anchored by a physician or
NP who arranges for and pays for a behavioral health care manager, a psychiatric consultant, a patient
registry, the systematic assessment and monitoring of the care plan, and a continuous relationship between
the beneficiary (or appropriate family member) with the care team.
As noted, the BHI model has demonstrated success in improving quality while lowering costs. But, the
current BHI billing requirements are impractical in a nursing home setting. This is because most nursing
homes have multiple PCPs attending to patients and residents and most PCPs only have a few patients in
each nursing home. As a result, the current BHI codes would require nursing homes to either accommodate
a different BHI care team for each attending PCP (a logistical nightmare) or to provide a shared BHI team
to all PCPs (a Stark law and Anti-Kickback Statute quagmire). To address these drawbacks, we are
proposing to slightly modify the BHI model for the nursing home setting.
b. The NHBHI Model
As previously discussed, NHBHI would leverage the existing BHI framework, including the composition
and responsibilities of the care team, and the payment structure, including the four G-codes (G0502, G0503,
G0504, G0507) already developed for CoCM and BHI services, to further expand the reach of BHI services.
In order to achieve this, NHBHI would expand the list of BHI-initiating codes, leverage tele-psychiatry,
and utilize existing measurement tools and framework. To be clear, PCPs would still lead the delivery of
BHI services, as PCPs would be the ones to order the expanded BHI-initiating codes. The impact will be
greater access to these services in settings where there is a significant need.
Overall, we believe NHBHI should be tested on a voluntary and limited basis to establish the success,
identify any challenges, and examine the feasibility for expansion. Specifically, the model should start with
clinical psychologists deployed in nursing homes. We also suggest that in order to more broadly reach
nursing home beneficiaries, the PE RVUs should be same regardless of whether a beneficiary is at the
nursing home for a Part A or Part B stay. We believe this will improve patient-centered care across the care
continuum and expand the demonstrated success of BHI services.
i.

PCP Remains in Control

The NHBHI Model would not circumvent the PCP or impact how members of the care team would be
involved in the beneficiary’s care. Instead, NHBHI would ensure nursing home residents can benefit from
BHI services. NHBHI would continue to keep the PCP in control of the patient’s care plan and care team.
8

Huskamp, H.A., Iglehart, J.A. “Mental Health and Substance-Use Reforms – Milestones Reached, Challenges
Ahead.” New England Journal of Medicine 375:7 (Aug. 18, 2016), which found that 77 percent of U.S. counties had
a severe shortage of either psychiatrists or other mental health specialists.
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This is because NHBHI will only be: A) initiated based on a medical order from the patient’s PCP; B)
communicated and coordinated with the PCP by entering NHBHI activities and recommendations into the
medical record at the nursing home (which is the PCP’s source of information on patient); and C) sustained
based on periodically updated orders from the patient’s PCP. In the nursing home setting, these three
control mechanisms are standard operating procedure for all services ordered and controlled by the PCP.
ii.

Expand Initiating Codes

Once ordered by the PCP, NHBHI (G0502, G0503, G0504, or G0507) would be initiated by a doctoral
level psychologist. Specifically, the NHBHI initiating codes would be expanded to include in-depth
psychological evaluations delivered by a psychologist (e.g., 90791, 96116, or 96118). Like the Evaluation
& Management codes that can already be used to initiate BHI, psychological evaluation codes include a
comprehensive assessment of the patient, a diagnosis of the underlying behavioral/cognitive condition, and
the development of a Care Plan. The Care Plan, when medically necessary, could call for the provision of
NHBHI services and for coordination among NHBHI care team members.
The expansion of codes would leverage an existing workforce – psychologists – who usually work with all
of the PCPs in the nursing home and are in a position to assemble, coordinate, bill for, and pay for the
bundled NHBHI services including: case management, psychiatric consultation, patient registry, tracking
and trending. CMS has previously discussed a psychologist-led BHI model, and we believe NHBHI is a
perfect opportunity to conduct a limited test with minimal disruption to the current model of care delivery.
iii.

Leverage Tele-Psychiatry

There are significant gaps in care for patients with behavioral health conditions. Specifically, there is a
significant shortage of psychiatrists, which makes it difficult to reduce the use of psychotropic medications.
At the September 8 CMMI Behavioral Health Summit, Dr. Lori Raney described several psychiatric
workforce challenges and potential solutions. We agree with her comments and believe this is another
reason to support NHBHI: the BHI model allows psychiatric consults to occur remotely using telemedicine,
telephone, or medical record review. NHBHI would allow more nursing home-based beneficiaries to
benefit from the expertise of specialized psychiatrists who are experienced with the complex medication
management needs of nursing home residents.
iv.

Measure and Assess

Although the success of BHI services has been extensively studied, we support CMMI’s guiding principle
of transparency and evaluation. We believe that it will be important to measure and assess the results of
NHBHI to identify any challenges or barriers, develop best practices, and determine whether the model can
be scaled more broadly. We suggest CMS measure outcomes with a focus on those that are already central
to CMS’ quality agenda. Specifically: (1) the reduction of hospital admissions/readmissions; (2) the
reduction of use and/or dosage of psychoactive medications; and (3) the stabilization of MDS measures for
depression, cognition, and function.
These measures are broadly reported and easily accessible, minimizing the burden on providers and
avoiding the need to develop and roll-out new measures. The program evaluation could be tied to
performance on these measures, ensuring participants are rewarded for quality of care, not for complying
with process measures. Further, the outcomes for NHBHI beneficiaries can be compared against those for
nursing home residents not participating in NHBHI. The evaluation and performance assessment can help
guide CMS in determining whether this model is successful and whether it should and can be deployed
more broadly.
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v.

Adherence to Guiding Principles

We reiterate our belief that this model should be voluntary and tested on a limited scale. While the NHBHI
Model should be available for psychologists deployed in nursing homes, limiting the scale of the model
will ensure that there is a defined and reasonable control group or comparison population. Further, the use
of the existing BHI framework and CMS quality measures will reduce administrative and reporting burdens
and instead place the focus on delivering high-quality healthcare. Part of the model’s framework includes
the use of a care team. This will ensure that psychologists collaborate with PCPs, psychiatrists, and the
beneficiary to provide patient-centered care. As CMMI considers this model, we also urge that stakeholder
feedback is solicited and incorporated.
There is a distinct need and a significant opportunity to provide evidence-based BHI services in nursing
homes. This limited scale, voluntary model will provide a vulnerable population access to patient-centered
behavioral health services. The model can be easily evaluated and we expect will result in significant cost
savings for the Medicare program and improved quality for beneficiaries.
*

*

*

*

*

Thank you for your consideration of our comments. Please do not hesitate to contact us should you have
any questions concerning these comments.
Sincerely,

Bill Whitely
CHE Behavioral Health Services

CC:
Amy Bassano, Acting Director, CMMI (amy.bassano@cms.hhs.gov)
Arrah Tabe-Bedward, Deputy Director, CMMI (arrah.tabebedward@cms.hhs.gov)
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TO:

Amy Bassano, Deputy Director, Center for Medicare and Medicaid Innovation

FROM:

Children’s Dental Health Project

DATE:

November 20, 2017

RE:

RFI - Centers for Medicare & Medicaid Services: Innovation Center New
Direction

The Children’s Dental Health Project (CDHP) appreciates the opportunity to respond to the
Request for Information regarding the Center for Medicare and Medicaid Innovation’s proposed
new direction. As an independent organization dedicated to achieving oral health for all children,
CDHP supports CMMI’s existing mission and its interest thus far in improving care delivery,
consumer experience, and cost effectiveness as they relate to oral health. CMMI has funded
multiple initiatives to drive innovation in integrating oral health and medical care, addressing the
oral health care needs of high-risk patients, and utilizating lay health workers to support healthy
behaviors and connect families to care. Such efforts have inspired similar initiatives funded by
both private and public entities and have informed ongoing exploration of value-based payment
for oral health care in state Medicaid programs as supported by other divisions of the Centers
for Medicare and Medicaid Services (CMS).
Tooth decay remains the most chronic condition among children and adolescents1 and has
lasting effects throughout life, impacting educational achievement 2, employability3, earning
potential4, and military readiness.5,6 Furthermore, while early childhood tooth decay is largely
avoidable, the consequences of the disease are costly to the healthcare system: in a large
1

“Dental Caries (Tooth Decay).” Centers for Disease Control and Prevention. Web page. Updated on
Sept. 22, 2016.
2
S.L. Jackson et al., “Impact of poor oral health on children’s school attendance and performance,” Amer
J of Public Health, Oct. 2011; H. Seirawan et al., “The impact of oral health on the academic performance
of disadvantaged children,” Amer J of Public Health, Sept. 2012.
3
Hyde S, Satariano WA, Weintraub JA.” Welfare dental intervention improves employment & quality of
life.” J Dent Res. 2006; 85(1):79-84
4
Glied, Sherry, and Neidell, Matthew. "The economic value of teeth." J of Human Resources 45.2 (2010):
468-496.
5
Bipartisan Policy Center. Lots to lose: How America’s health and obesity crisis threatens our Economic
Future. 2012.
6
Simecek JW, Colthirst P, Wojcik BE: “The incidence of dental disease nonbattle injuries in deployed
U.S. Army personnel.” Mil Med 2014; 179(6): 666–73
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Colorado children's hospital, costs for children's dental treatment in an operating room ranged
from $10,000 to $15,000 per child. As such, we encourage CMMI to maintain a focus on
innovation in oral health care as it relates to both child and adult populations, especially those
served by Medicaid and the Children’s Health Insurance Program (CHIP).
We do, however, support components of CMMI’s proposed new direction and are pleased to
offer recommendations for incorporating oral health in future initiatives. In general, CDHP
supports efforts to promote consumer choice, promote patient-centered care, improve
transparency in benefits and pricing, and test new innovation models at the state level. We
encourage CMMI to consider how the guiding principles outlined in the RFI can be utilized to
improve quality, affordability, and availability of oral health care that meets the needs of children
and families.
Section 1: Expanded Opportunities for Participation in Advanced APMs
While the Quality Payment Program (QPP), Merit-Based Incentive Payment System (MIPS),
and Advanced Alternative Payment Models (APMs) focus almost exclusively on the Medicare
program and its beneficiaries, CDHP urges CMMI to work collaboratively with its counterparts in
the Center for Medicaid and CHIP Services (CMCS) to explore how innovative approaches to
quality measurement and alternative payment mechanisms could be applied to Medicaid and
CHIP programs, particularly for oral health care.
In addition, the QPP program includes one high-priority measure related to oral health
(CMS75v5 - “Children who have dental decay or cavities”). While promising for the purposes of
tracking and improving oral health disease among Medicaid and CHIP populations, to date this
measure has not been developed to the point of implementation. We strongly encourage CMMI
to pass stewardship of this measure to the Dental Quality Alliance (DQA) or otherwise partner
with the DQA to allow for further development and testing.
Section 2: Consumer-Directed Care & Market-Based Innovation Models
We support CMMI’s intent to provide Medicaid and CHIP beneficiaries with improved
information about cost, quality, and benefits as well as the testing of consumer-level incentives
as long as such models do not limit provider networks or otherwise inhibit access to oral health
care. We encourage CMMI to explore the application of meaningful oral health care quality
measures beyond utilization of services so that both CMS and its beneficiaries better
understand how their choice of coverage or provider may impact their oral health.
Section 3: Physician Specialty Models
CDHP supports CMMI’s exploration of physician speciality models aimed at better coordinating
the care of individuals and populations at high risk for chronic conditions, including oral health
disease such as dental caries (the disease that causes tooth decay) and periodontal disease.
We encourage CMMI to consider the relationship between oral health conditions and diseases
such as diabetes, in addition to incentivizing non-dental providers to engage in coordinated
models of oral health care. Such models may include:
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●

●

●
●

Integrated referral systems where all providers, including dentists, screen for general
health needs and refer to an appropriate provider, creating no wrong door for entry into
the health care system;
Development and testing of shared or interoperable electronic health records (EHR)
systems that enable both dental and medical providers to easily view each other's
entries and communicate directly. Lack of integrated EHRs remains a primary barrier to
oral health integration and care coordination;7
Co-location of services and dental/medical providers, better enabling integrated care
delivery;
Utilization of non-clinician providers such as lay health workers to promote good oral
health behaviors and connect families to care.

Section 6: State-Based and Local Innovation, including Medicaid-focused Models
CDHP strongly supports the continued partnership between CMS and its state partners through
initiatives like the State Innovation Models, Innovation Accelerator Program, Strong Start, and
Medicaid Incentives for the Prevention of Chronic Diseases Model. We encourage CMMI and its
partners throughout CMS to promote the inclusion of oral health and associated chronic
conditions as a key component of any Medicaid-focused state-level innovation initiative.
In addition to continued testing of alternative payment and provider models through existing
mechanisms like the Innovation Accelerator Program, CDHP encourages the exploration of
chronic disease management for dental caries and periodontal disease. We urge specific
attention on early childhood, pregnancy, and the relationship between parent/caregiver oral
health and the oral health of infants and children. We strongly encourage CMMI to explore:
● Care delivery models that base services on individual risk level for disease using
established tools such as caries risk assessment;
● Benefit design that incorporates services aimed at parent/caregiver oral health status
and behaviors to improve the oral health of children;
● Flexibility in payment policies that would allow oral health services to be provided by the
widest range of appropriate providers in settings outside of the dental office where
children and families already are (schools, community settings, social services, etc.).
CDHP looks forward to working with CMMI and its partners to find innovative and cost-effective
ways to meet the oral health needs of children and families across the country. For questions
or clarification, please contact Colin Reusch.

7

National Academy for State Health Policy. Integrating oral health into Oregon Medicaid’s coordinated
care model: Lessons for state policymakers. September 2017.
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We know children.

November 20, 2017
Amy Bassano
Acting Deputy Administrator for Innovation and Quality
Acting Director, Center for Medicare and Medicaid Innovation
Mail Stop WB-06-05
7500 Security Boulevard
Baltimore, MD 21244
Dear Ms. Bassano,
On behalf of Children’s Hospital & Medical Center (Children’s) in Omaha, Nebraska I
want to thank you for the opportunity to provide comments on the Center for
Medicare and Medicaid Innovation’s (CMMI) RFI for the Quality Payment Program.
Children’s is among the 34 freestanding, independent children’s hospitals in the
United States and serves as the safety-net provider to over 2 million children within
a 250-mile radius. Over the last five years, Children’s has seen a steady growth of
our Medicaid charges, attributable to high-acuity patients and specialized programs
offered that draw patients in from all 50-states. Today, our Medicaid payer-mix is at
48 percent with expectations for an increase this quarter.
Children’s hospitals across the nation serve the most vulnerable patients and
therefore are experts regarding children’s specialty care and Medicaid. We
recognize Medicare is often the driver of change in the health care system. The
frameworks developed through the Medicare program, such as the Quality Payment
Program, influence practices and policies in Medicaid and for private payers.
However, we would like to address that adults influence the frameworks developed
under the Medicare program. Under these frameworks, pediatrics lacks a building
phase and carries little support.
Pediatric providers are taking part in innovation, but like their adult-focused
counterparts they need support to bring these innovations to scale and sustain for
the long term. Long term supports and investments for children will result in
dividends for our country in many ways. We believe that CMMI has a continued role
in supporting and spreading effective existing and emerging innovations designed
with children and pediatric providers/ health systems in mind that improve these
outcomes- cost, quality and health.
We support CMMI’s goal to “foster an affordable accessible healthcare system that
puts patients first.” Children’s works closely with families, pediatric providers and

their communities to pursue new ways to achieve higher levels of quality, while also
providing care in the most efficient and effective manner.
As you consider your new direction, we recommend CMS focus on the following
areas for children:
• Advance Innovations in Medicaid and CHIP program. Providers in the
Medicaid and CHIP program in Nebraska are on average reimbursed 70
percent of the total cost of care. Children’s has found for every percentage
our Medicaid mix increases; the cost is roughly $2.4 million to our
organization. This impacts a provider’s ability to expand to take on new care
coordination responsibilities or to care for children with complex medical
conditions. Medicaid providers will need assistance to move to a new
payment and care delivery models that can help drive innovation and quality.
•

Design Care Models that Work for Children’s Health Care. Pediatric care
is more geographically spread out than care for adults. Children’s is
responsible for over 2 million lives within a 250-mile radius of our
institution. Children cross state lines because they either live on a state
border (which Omaha is a border city) or have specialized needs that are
best treated outside of their home state. National shortages of pediatric
specialists cause many children, particularly those with complex medical
conditions, and their families to travel long distances and cross state lines to
access appropriate specialty care. Thus, it is also important to deal with
administrative barriers for children to access care in a seamless way to
obtain that follows up and coordination needed. Payment models and
delivery system reforms that support out-of-state care are critical for
children. Effectively managing the care of children needing to travel require
the ability to share information and coordinate services across a range of
providers. Unfortunately, the absence of consistent data and barriers
between individual Medicaid programs makes this a difficult or impossible
task. This leads to fragmented care for patients and increased cost and stress
for families. Due to this regionalized care, priorities should be placed on
activities and partnerships that address the uniqueness of pediatric care and
enable work across the country, such as:
o Promote efficiencies and coordinated care versus focus on
competition;
o Increase utilization of telemedicine, telepsychology and other efforts
that build virtual capacities connecting pediatric specialty care with
allied health and community providers;
o Ease enrollment and screening of out-of-state Medicaid providers;
o Address social determinants of health;
o Ensure the coverage and payment of adequate physical and mental
health.

•

Develop Pediatric Alternative Payment Models. We appreciate your work
to move value based care forward through Quality Payment Program’s use of
Advanced Alternative Payment Models. However, most pediatricians will not
have enough Medicare beneficiaries to participate directly in this program. It
is unclear to us how this framework would play out in Medicaid for children.

•

Address Data and Quality Challenges. We support your goals of consumer
choice to drive change in health care. At Children’s, our children and families
are central to the patient-centered rounds and are active in the planning
interventions. While we support this goal, we believe more work is required
to provide information (i.e., meaningful quality metrics) that is important to
children and families. Much of these barriers are rooted in disparate and
proprietary data, compounded by a lack of the right kind of data (i.e., clinical
data, quality of or impact on life). We believe CMMI has a role in developing
these meaningful measures and adopt effective solutions.

We recognize the road to improving children’s health care is not easy and will
require all of us working together to meet our goals. We appreciate the support of
the Innovation Center in this journey and look forward to partnering along with
Children’s Hospital Association (CHA) to achieve the best futures for our nation’s
children.

Centers for Medicare and Medicaid Innovation: Request for
Information on Pediatric Alternative Payment Model
Concepts
Comments Submitted By: Children’s Hospital Association (CHA)
March 27, 2017
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March 27, 2017
Alexander Billioux, Director, Preventive and Population Health Group
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: HealthyChildrenandYouth@cms.hhs.gov
7500 Security Boulevard – MS WB-08-09
Baltimore, MD 21244-1850
Re: Request for Information on Pediatric Alternative Payment Model Concepts
Dear Dr. Billioux:
Based on our work with more than 220 member children’s hospitals across the country, the Children’s
Hospital Association (CHA) appreciates the opportunity to comment on the Request for Information on
Pediatric Alternative Payment Models. We focus our comments on several key aspects of the request that we
believe are important to the evolution of care systems for our nation’s children, particularly those that
integrate health care and health related social services with shared accountability and savings.
Our comments focus on systems-centered, child- and family-focused solutions for care. From healthy
children in need of preventive care for optimal physical and mental development to those with complex
conditions requiring specialized medical homes, all children benefit from a child and family-centric
perspective driving the design of future systems of care.
Networks must be organized to address the health (physical and mental) and the housing, school, legal and
transportation needs of children that impact their health and access to care. Organizations will need to be
strong conveners to serve as integrators of care focused on child development throughout childhood.
Network innovation must be explored not only through state solutions, but also through public and private
partnerships.
Overall, we believe a system of care for children must:
•
•
•

Be child-(and family-) driven and supported by an infrastructure aligned around the child’s
development with metrics designed specifically for kids.
Integrate physical and mental health to address the complete health needs of children
Be delivered via an integrated network of care that is home- and community-based with access to
specialized services as needed.

CHA’s response reflects the experience of our member children’s hospitals and our organization. We focus
on the experience and recommendations of pediatric ACOs, pediatric health plans and children’s hospital
leadership who have developed relationships with social service organizations in their communities. We also
include examples of the barriers organizations have faced when attempting to integrate services particularly
addressing regulation, funding and data sharing obstacles.
Based on these experiences, we offer the following points on the specific payment model and network
attributes for integrating pediatric health care and health–related social services with shared accountability and
savings.
Alternative Payment Models
•

Clarify regulatory issues to enable flexibility in service provision and enable more widespread data
sharing. Organizations currently face significant hurdles when integrating needed social services due
to differing regulatory interpretations with respect to allowable services and information sharing.
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•

Develop a payment mechanism (e.g., PMPM care management fee) for a centralized care
coordination function and funding for emergency social services for high need populations. This will
serve to stabilize the revenue stream and provide readily available support more reliably for families
(e.g., Health Home model).

•

Provide payment incentives for primary care and rural practices to keep children close to home.

•

With experience, move to capitation for an actuarial sufficiently sized population that:
o Includes payment for physical and mental health care
o Incorporates social services into the medical cost (e.g., Oregon model)
o Includes a socio-economic risk adjustment factor (e.g., Massachusetts model)
o Ensures patient attribution is prospective
o Establishes credible risk adjustment and outlier protection for children with complex
conditions
o Calculates the return on investment over the long-term (10+ years)

Integrated Networks
Unlike adult solutions, regional competition in pediatric care can be counterproductive. Pediatric populations
are smaller and disease incident rates are lower than their adult counterparts, resulting in the concentration of
specialized services across geographic regions. Thus, the size of the pediatric population and availability of
specialized pediatric resources must be considered with respect to network structure. Networks must:
•
•
•
•
•
•

Demonstrate a long-term commitment to the care of children and adopt appropriate guidelines and
expertise to manage pediatric populations.
Be able to meets the needs across a geographic region.
Provide comprehensive pediatric specialty care.
Be able to integrate high risk children in other sectors.
Have large scale EMR adoption, incorporating electronic data sharing (primary and specialty care)
and telehealth capabilities.
Have a centralized care management function to streamline patient access and reduce duplication of
services and the ability to integrate high risk children in other sectors.

We look forward to working with you to explore promising innovations for the health of America’s children
as well as needed public policy changes that can facilitate their spread. If you have any questions on our
comments, please contact Alex Rothenburger.
Sincerely,

Mark Wietecha
President and CEO
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SECTION I: INTEGRATED PEDIATRIC HEALTH CARE AND HEALTH-RELATED
SOCIAL SERVICE DELIVERY MODEL
Currently, the integration of social services into pediatric health care delivery models occurs informally among
children’s hospitals and community providers. Effective models are needed particularly for the integration of
mental health and behavioral health services. ‘Child health’ encapsulates physical and mental health, yet
today’s system does not adequately facilitate the integration for the well-being of the child. In particular, the
cost associated with mental health is relatively high for children with complex medical conditions (fourth
highest cost after inpatient care, home health and prescriptions services representing approximately 5% of
spend for children with complex conditions). Providers are uncertain as to options for leveraging resources
when separate programs administer mental health vs. physical health.
Of particular note will be the cultural change required not only on the part of providers, but also on the part
of federal and state agencies in sharing decision-making across an integrated network of care. Experience
through the CARE Award, funded by CMMI, revealed the significant cultural changes required even within a
system of care to accommodate new care delivery models and payment models. The addition of external
agencies outside the sphere of health care will likely pose an even greater call for leadership and incentives
that encourage the necessary changes for participation in a new model.
Q3: What policies or standards should CMS consider adopting to ensure that children, youth and their
families and providers in rural and underserved communities, such as tribal reservations, have an opportunity
to participate? How might pediatric care delivered at Rural Health Clinics best be included as a part of a new
care delivery model for children and youth?
A3: For rural populations, CMS should consider incentives, like enhanced match rates or other flexibility
options, for state Medicaid programs to adopt as well as:
•
•
•
•
•
•

Payment or incentives for telemedicine infrastructure
Payment parity for services provided through telemedicine
Payment Incentives for rural practice beyond the Rural Health Clinics (RHC) and Federally
Qualified Health Center (FQHC) models
Payment structures that could cover the use of lay outreach workers for high risk populations
(e.g., newborns, chronic disease, etc.)
Substance abuse treatment programs
Consideration for rural community adoption in the development of quality metrics in pay-forperformance models
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SECTION II: OPERATION OF INTEGRATED SERVICE MODEL
Children’s hospitals’ financially integrated models usually take the form of accountable health organizations,
capitated networks and pediatric managed care organizations. Separate from financial integration, children’s
health systems integrate as partners with schools and other community health care providers. Children’s
hospitals often integrate informally with social service agencies. The operation of an integrated model is
important to consider given the multiple social and behavioral services across multiple clinical providers along
with health services required to optimally serve small numbers of children with high social and/or medical
needs.
Experience to date signifies that integrated operations:
•
•
•
•
•
•

Demonstrate a long-term commitment to the care of children and adopt appropriate guidelines
and expertise to manage pediatric populations
Are able to meets the needs across a geographic region
Provide comprehensive pediatric specialty care
Are able to integrate high risk children in other sectors
Require large scale EMR adoption, incorporating electronic data sharing (primary and specialty
care) and telehealth capabilities
Have developed centralized care management function to streamline patient access and reduce
duplication of services and the ability to integrate high risk children in other sectors

Q1: To what extent is service integration occurring for children and families at the state, tribal and local
levels, including all sectors of government, non-profit and private endeavors? What challenges are associated
with operating with multiple state agencies (e.g., State Medicaid agencies and health-related social services
agencies)?
a. Please comment particularly on service integration with programs such as Head Start; child welfare
programs; Children’s Mental Health Initiative programs; Healthy Transitions grantees; Safe
Schools/Healthy Students; foster care programs; the Maternal, Infant, and Early Childhood Home
Visiting Program; Individuals with Disabilities Education Act, Part C programs; Healthy Start
projects; and other state, tribal, and federal programs.
A1: A range of partnerships currently exist between children’s hospitals and social service providers and other
community-based organizations. Within that range, there are few examples of where service integration is
occurring.
A 2015 survey of the Children’s Hospital Association (CHA) membership collected general information
about existing partnership by sector and by perceived depth of relationship. Respondents were asked to
characterize partnerships as “formal”, “informal” or “nonexistent” according to their own interpretation.
These data provide a helpful backdrop to where partnerships are occurring most naturally and frequently
between children’s hospitals and allied community organizations:
•

Partnership with providers and payers – this category includes the most formal partnerships with
>50% of respondents naming other hospitals/health systems, private payers and Medicaid plans.
Slightly fewer than 50% indicate formal partnerships with state Medicaid, FQHCs, health centers
and clinics. Outlier formal partnerships are being struck with retail clinics (e.g., Walgreens).

•

Partnership with education – The 2016 Children’s Hospitals Annual Benchmark Report indicates
78 respondents provide school nursing or school health services as the most common
mechanism of partnership with education (example follows in narrative).
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•

Partnerships with state and local government - partnerships are most often informal with
housing, urban development, transportation and safety agencies. The exception being formal
partnerships with public health (48%).

•

Partnerships with community organizations – informal partnerships dominate in the community
sector. The formality increases with the capacity of the community-based organization (e.g.,
United Way).

As noted, the education sector is a high-priority partner for children’s hospitals. Many hospitals employ the
school nurses in either one or multiple school districts. Typically, funding for the administration, training and
staffing costs are shared expenses of the hospital and the school district. Some hospitals, such as Dell
Children’s Medical Center of Central Texas in Austin and Franciscan Children’s in Brighton, Massachusetts,
contract for either specific services or a limited duration within school nursing or school-based health
systems. The employed relationship brings the benefit of an integrated EMR and sophisticated condition
management within the school setting as well as wellness visits and immunizations.
Franciscan’s Child Wellness Initiative (CWI) provides school-based mental health counseling,
combined with outreach, education, and prevention. The program’s interdisciplinary staff provides
individualized care that involves families, teachers, pediatricians, and other significant caregivers. The
partnership spans six areas schools and the district pays on average, $75/per child for the service.
Franciscan Children’s offers the CWI at its own long-term care hospital setting. The organization is
unique in that it provides special education, therapeutic and health care services via an on-site day
school as well as comprehensive child care for children < 6 years old.
Q2: Where pediatric health care providers have partnered with health-related social service providers, how
have these partnerships operated and integrated service delivery?
A2: A recent survey of 42 children’s hospitals reported on the provision of home visiting services. Some
hospital-sponsored home visiting programs provide health management support at home for specific
populations such as NICU grads or chronic asthma patients. Many others provide comprehensive support for
high-risk mothers before and after delivery through existing national programs funded by MICHV, such as
HIPPY), Nurse-Family Partnership, Bright Futures or Every Child Succeeds.
That same survey indicates 35 children’s hospitals provide foster care services.
Children’s Hospital of Wisconsin (CHW) serves 3,000 of 7,000 total children in the state in the Care
for Kids program, a medical management program for children available the moment they enter the
foster care system. Previously foster care was a county-run service which had poor connectivity to
the state Department of Health Services (DHS) and therefore no clear idea of cost. It is a PMPM
arrangement where CHW will be held harmless for three years. At the end of each year, accounts are
reconciled where any excess money is paid to the state or, in the case of a loss; CHW will be
compensated by the state to break even. In this six county pilot, the hospital is working to secure a
sustainable margin (2-4%) with the intention of expanding statewide in 2018. In 2020, CHW intends
to strike a similar arrangement for the pediatric Supplemental Security Income (SSI) population.
Children’s hospitals extend their reach outside of the campus to engage children and families where they live,
work and play in community. Typically these models of health service outreach are a deployed asset of the
children’s hospital/system and not the asset of a community organization. For example, 49 children’s
hospitals operate mobile health services that provide preventive screenings, immunizations, dental services
and health education. Such vehicles engage at schools and recreation centers. In some cases, such as in
southern California, they target specific high-risk populations like homeless teens.
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Q3: What infrastructure development (electronic medical records (EMRs), health information exchanges
(HIE), and information technology (IT) systems, contracts/agreements, training programs, or other
processes) has been needed to integrate services across Medicaid enrolled providers and health-related social
service providers? Please include specific details of stakeholder engagement and collaboration, timeline, and
costs to operationalize integrated services and how could that experience be improved through a potential
model?
A3: To support the development of the necessary prior to infrastructure building, integration of services
across Medicaid enrolled providers and health-related social service providers will likely require clarification
of HIPAA regulations. Sharing information in a meaningful way to better coordinate care in pediatrics usually
involves small numbers of children and families and often in a non-electronic format. Sharing information is
hampered by differing interpretations of what is allowable.
For an electronic exchange of information related to social services, electronic structures for a standard core
set of elements relevant to care management for the pediatric population will be required.
Q5: Where is there the most potential for improved outcomes and/or savings associated with future
streamlining of eligibility and/or alignment of program requirements among Medicaid/CHIP and healthrelated social service programs?
A5: When considering future models, priority should be placed on partnerships that enable work across
geographies. Potential exists for increased utilization of telemedicine, telepsychology and other efforts that
build virtual capacities connecting pediatric specialty care with allied health and community providers in rural
settings and health care centers.
Advocate Children’s Hospital in Oak Lawn, Illinois, is piloting a chronic care initiative with 60 children seen
in their south campus location. Each of these families have been given an iPad and Wi-Fi hotspot so that the
families can more easily interface with their care providers about ongoing or routine health concerns. The
pilot has seen significant reduction in unnecessary emergency department (ED) utilization and increase in
family satisfaction. However, none of this telehealth support is currently reimbursed. Advocate Children’s has
extensive and in-depth relationships in Chicago-based schools where the number one request by schools to
the hospital is to assist with mental health support for students. Due to specialty shortages, it is not feasible to
deploy pediatric psychologists to the schools. A virtual solution would be ideal, but telepsychology services
are not reimbursed.
Another community-engaged approach by children’s hospitals is co-located services. The most frequent
example of co-location is in child advocacy centers. Space, resources, data and case management are shared
between the clinical care, law enforcement and prosecutorial entities involved in child protection cases.
Similarly, the family justice model expands beyond co-location of child protection entities to include family
support services. For example, the Children’s Hospital of Wisconsin engaged in joint financing and
governance with community domestic violence agencies to establish the Sojourner Center. The state of
Wisconsin was spending >$600 million in domestic violence, intimate partner violence (IPV) and child
protection services. It is attracted to how a collaborative model can reduce costs and improve outcomes for
high-risk populations. The co-location model includes coordinated case management for mothers and their
children including mental health services, law enforcement, Sensible Accounting to Value Energy Act
(SAVE), etc.
Q6: What are some obstacles that health care and social services providers as well as payers face when
integrating services? How might these obstacles be overcome?
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A6: Obstacles include: lack of payment or risk adjusted payments for social determinants of health, differing
eligibility requirements, restrictions (real or perceived) on data sharing, competing measures of success, and
regulatory limitations for innovative solutions. Investment in a centralized coordinating function may
decrease duplication of services and care coordination functions, and increase information sharing.
Additional obstacles to integration include:
• IT incompatibility or restrictions on sharing data on common beneficiaries across programs to
effectively manage interventions and/or evaluate outcomes of these interventions
• Specific barriers to data sharing such as FERPA, HIPAA and mental/behavioral health data
restrictions
• Differing measures, despite aligned goals
• Mismatch in cultures typical to health care and social sectors
• Capacities, expertise and infrastructure needed for successful service and payment integration,
such as braided financing
• Wide variations in interpretation of what is allowable
• Having to demonstrate ROI over a shorter time period; dynamic scoring with a ROI
• Competing goals, agendas and measures of success across service sectors with overlapping
beneficiaries
Additional obstacles not specific to integration with social service providers further complicate the evolution
of service and payment models for population health include:
• An appreciation for the unique aspects of the pediatric and maternal population within broader
populations
• Gaps in data management and analytic capabilities
• Payment for social determinants of health
• Unclear patient attribution year over year
• Cultural transformation for large systems of care
• Sustainable funding with decreasing rates once savings are recognized
Example of overcoming obstacles:
Education in Action: School Attendance Data Sharing: a partnership of Children’s National Health
System and the Washington, D.C., school system. Academic achievement is closely linked to long
term health, economic and social outcomes. In the D.C. 2015-2016 academic year, 16% of students
in D.C. public schools were chronically absent (missed more than 10 days of school that year).
Parents can consent to share their child’s school attendance data with their pediatrician. The
Chesapeake Regional Information System for our Patients (CRISP) houses the data and pushes it out
to practices on a biweekly basis. The goal is to develop a school-friendly health system -- in which
schools are aware of resources to support students, avoid duplication of services, educate
pediatricians about academic corollaries to health and share data.
Q8: What role do models of care such as ACOs play in the pediatric environment? A) Are pediatric ACOs
commonly understood to represent payment arrangements (i.e. shared savings), care delivery models
(improved care coordination within and across care delivery sites), or both? B) How are pediatric ACOs the
same or different from adult-focused ACOs? C) What opportunities do pediatric ACOs have for integration
with community and health services systems? D) Are states interested in having MCOs be part of an ACO,
the ACO itself, or not involved? What responsibilities might MCOs have relative to ACOs and vice versa?
A8: Pediatric ACOs are relatively new players in terms of managing the health care of populations. Few
pediatric ACOs currently negotiate with states directly for payment. 1 The pediatric ACO develops the care
model specific to its defined population. Care models regularly include care coordination within and across
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care delivery sites and patient and family-centered medical homes. 2 Often the provider networks and
system-based contracts are uniquely constructed to cater to the needs of the population. 3 Many ACOs
distribute some sort of incentive pay (savings) to providers based on the achievement of cost and quality
goals. MCOs maintain the needed claims and related infrastructure for services such as claims processing
and utilization review. Pediatric ACOs tend to provide case and care management. 4
In a study of 12 children’s hospital-based ACOs or ACO-like organizations, Makni, Rothenburger and
Kelleher established that pediatric ACOs structure and function vary a great deal, but that there are
common elements amongst all, as presented in the table below.
Table: Children’s Hospital-based ACO Characteristics by Financial Structure

Children’s hospitals tend to own their ACO or cater to a child population that is attributed to an adult
system’s ACO. This is an important distinction because in the first arrangement the ACO or ACO-like
organization offers child-centered care, whereas in the second the child is part of an adult-centered model.
In comparing pediatric ACOs to adult-focused ACOs:
• Pediatric ACOs generally have smaller populations and will need additional participation to
create efficiencies for initial cost savings.
• Pediatric ACOs require longer term contracts for outcomes measurement. Thus, short
term measures related to or proxies for longer term outcomes are needed for shorter
contract windows.
• Pediatric ACOs find savings via efficiencies and coordinated care vs. efficiencies found
through competition as in the adult markets.
• Pediatric ACOs must be able to prospectively versus retrospectively attribute their patients
to the ACO. Christensen and Payne at Children’s Hospitals and Clinics of Minnesota
found reductions in inpatient use and cost of health care resources associated with longer
attribution. However, the effect was the greatest on the first year of care. 5 Thus patient
must be attributable to an ACO upon enrollment or initial utilization of services.
Pediatric ACOs have the opportunity to provide a framework for attribution which in turn impacts outcomes,
resource use, and spending. ACOs can create partnerships for legal services 6, housing, schools and juvenile
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justice systems. To do this effectively, hospitals reported that “all agency, hospital and community players
must be at the table to contractually determine the owners and partners of each piece of the effort.” 7 Pediatric
ACOs present the opportunity to act as a convener of care management functions across community and
health service systems due to their infrastructure resources as compared to other providers.
Q9: What other models of care besides ACOs and MCOs could be useful to implement to improve quality
and reduce the cost of care for the pediatric population?
A9: Of particular note is the critical need for integration of behavioral and physical health in care delivery.
The specialized pediatric mental health workforce is inadequate to meet the national need; thus, a broader
strategy is necessary. Following are two models of this type of integration:
•

Massachusetts Child Psychiatry Access Project (MCPAP) is a strategy to boost the primary care
capacity to effectively screen and manage common behavioral health needs and more
appropriately refer to specialty psychiatrists, clinical and therapeutic resources. MCPAP utilizes
collaborative care model (team care); measurement-based treatment; evidence-based and cost
effective care. Regional teams, anchored by six children’s hospitals and funded via the
Massachusetts Department of Mental Health offer consultation, training/education, resource
referral and some face-to-face care to support primary care/family practitioners and their staff.
The program costs $3.5 million for 1.5 million kids and 57% of program costs are borne by
commercial payers. The Massachusetts network formed a National Network of Child Psychiatry
Programs with 32 children’s hospitals involved in state or regional networks. Approximately 24
million kids have access to this national CPAP program. State Innovation Models and payment
reform models have been utilized in some states.

•

Children’s National Health System utilizes a collective impact model to integrate behavioral and
primary care delivery. 70% of Washington, D.C., area children are enrolled in Medicaid/CHIP
and have a large degree of unmet mental health needs. With state public health funding and
private philanthropy the infrastructure for a collaborative across disciplines, sectors and delivery
sites was established. The collaborative works to undergird the capacity, systems, confidence and
treatment strategies of primary care providers (PCPs) who see patients with behavioral health
concerns. It partnered with state Medicaid agency to create a community resource guide for
PCPs. D.C. Mental Health Access in Pediatrics has promoted screening in primary care; access to
a helpline for primary care providers to talk to pediatric psychiatrists; those psychiatrists can
offer medication, referral as an immediate support. The program helps with the attrition that
happens when general pediatricians make referrals.

Additional recommendations for effective integration include:
• Inclusion of the child and family as partners in care across service sectors, both in the care of the
individual child, as well as in the design of improvement of systems and processes that impact all
families
• Decreased duplication of services across multiple providers/programs; more effective integration
of interventions with beneficiaries common to more than one program/service
• Integrated metrics of success which reduce the burden of data collection on providers and better
outcomes measures for evaluation of programmatic success
• Effective use of technology that allows for virtual care encounters, thus avoiding more costly
“face-to-face encounters” while promoting shared visits between the beneficiary and multiple
providers of services at the same time
• Integrated beneficiary records that can be shared across providers from multiple service sectors,
thus promoting effective coordination of care interventions and decreasing competing and/or
duplicative services for the same beneficiary
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•

Centralization or coordination of care management across multiple service sectors, thus avoiding
the scenario of the child having multiple care coordinators
Cultural transformation will need to occur across all sites – moving from a fee-for-service
mindset to an integrated care with family driven goals requires changes across all levels of the
organization and particularly with leadership in setting the direction

SECTION III: INTEGRATED PEDIATRIC SERVICE MODEL PAYMENT AND
INCENTIVE ARRANGEMENTS
Integrated pediatric service model payments do not yet to incorporate social service providers. Both payers
and providers are hesitant to pilot risk models even for medical services due to the inexperience with risk
models. Incentive arrangements for social services will require actuarial consideration of number of children
needing varied services from varied providers across a community before determining if feasible. Only with
experience and sufficiently sized population, can shared savings be considered.

Some initial thoughts on integrated alternative payment models and incentive arrangements include:
1. As a first step, clarify regulatory issues to enable flexibility in service provision and enable more
widespread data sharing. Organizations currently face significant hurdles when integrating
needed social services due to differing regulation or regulatory interpretations with respect to
allowable services and information sharing.
2. Develop a payment mechanism (e.g., a PMPM care management fee) for a centralized care
coordination function and funding for emergency social services for high need populations. This
will serve to stabilize the revenue stream and provide readily available support more reliably for
families (e.g., Health Home model).
3. Provide payment incentives for primary care and rural practices to keep children close to home.
4. With experience, move to capitation for an actuarial sufficiently sized population.
a. Incorporate social services into the medical cost (e.g., Oregon model)
b. Include a socio-economic risk adjustment factor (e.g., Massachusetts model)
c. Ensure patient attribution is prospective
d. Establish credible risk adjustment and outlier protection particularly for children with
complex conditions
e. Calculate the return on investment over the long-term (10+ years) to account for
lifespan benefits of pediatric health and wellness interventions
Q1: What Medicaid and CHIP beneficiary populations/participants offer the greatest opportunity for
generating savings and/or improving outcomes for children and youth receiving services from integrated
health care and health-related social services systems? a. Are there specific high-need, high-risk populations
that should be included in an integrated care model (including but not limited to children with or at risk for
developmental, social, emotional, behavioral, or mental health problems including substance use disorder, and
those with complex and/or chronic health conditions)? b. What specific age ranges of CMS beneficiaries
should be included in an integrated health care and health-related social service model to achieve the greatest
impact on outcomes and cost savings for children and youth?
A1: Those children requiring services from multiple providers including mental/behavioral health services are
likely to benefit the greatest from integrated services. States, providers and consumers should collaboratively
identify the beneficiary populations given the construct of existing programs. It is also important for select
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populations, such as children with complex medical conditions (CMC), to cover services through the age of
25 to facilitate transitions to adulthood. The pediatric health plan, Health Services for Children with Special
Needs, in Washington, D.C., covers children up to age 26.
Medicaid and CHIP beneficiary populations/participants that offer the greatest opportunity for generating
savings and/or improving outcomes from integrated health care and health-related social services systems
include:
• Children with complex medical conditions as their medical issues are often intertwined with
social complexity. This is a high cost, high need population where intensive care management
and integration with social services can reduce hospital days and ED visits which will
significantly lower the total cost of care. Complex care clinic physicians report the integration of
behavioral and mental health services with physical health services should be a priority for these
children. Mental health represents a significant unmanaged aspect of care. In some states is not
calculated in the total spend under Medicaid. The literature reports the subcategory of children
with complex medical conditions who are technology dependent potentially provide an
opportunity for generating savings and improving outcomes given their high hospitalization rates
for technology malfunction.
• Children at social risk. This includes those experiencing poverty and exposure to childhood
adverse events as well as immigrant and minority children. Interventions for these children
particularly those ages 0 to 5 years can greatly reduce downstream medical and social costs and
ensure increased productivity
• Youth with medical complexity who are transitioning to adulthood. Early intervention starting at
12 can help youth develop autonomy in medical care and encourage effective self-management
of the medical condition. Strong linkages with providers and community organizations who care
for physically and cognitively impaired adults can reduce patient costs through reduced hospital
days and home care services as well as lower social costs
Children from conception to 25 years old should be considered due to the importance of starting preventive
services during pregnancy to prevent later morbidities.
Q2: How could health care providers be encouraged to provide collaborative services with health-related
social service providers for a designated pediatric population’s health and social needs? a. What payment
models, such as shared savings arrangements, should CMS consider? Please be specific about the
methodology for attribution and determining whether different providers have achieved savings. Please also
comment on risk, upside (potential savings) and/or downside (potential costs), including appropriate “rampup” periods relative to the payment models. b. What specific approaches to attribution and risk-adjustment
should be considered in a care delivery model encompassing all children and youth in a population in order to
support addressing the needs of high-risk, high-need individuals and avoid adverse selection pressures? c.
Please be specific and explain the relative advantages and disadvantages of any such payment arrangements.
We are particularly seeking comments on whether methodologies should be changed to account for smaller
provider entities or rural providers who may have coverage responsibility for a small percentage of the
providers’ patients. d. Are different payment models appropriate for different potential health care and
health-related social service providers? Please be specific about which payment approaches would be
appropriate for specific patient populations and service providers.
A2: Flexibility in spending will allow providers to customize services according to patient needs. With
flexibility, providers and states can explore and develop opportunities to align with existing programs and
community resources. A centralized coordinating function is likely necessary to address the multitude of
needs for specific populations across multiple medical specialties, primary care and social service providers.
Both risk and responsibility need to move closer to the provider who is most familiar with the patient and
family.
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In terms of a payment model, full capitation arrangements enable the greatest flexibility to providing needed
services as determined cooperatively by the family and provider. While the potentially the ideal payment
model, the experience and infrastructure required in managing a capitated payment does not yet exist and
therefore intermediate steps such as a PMPM payment for a centralized care coordinating function will be
necessary before moving to capitation or full shared savings. In addition, the size of the attributable
populations must be large enough to actuarially account for potential volatility in the utilization and spend for
both upside and downside risk arrangements. Other notes on payment models and incentive arrangements:
•
•
•
•
•

•
•

•
•
•
•

The population must be large enough to drive ample savings to encourage provider participation
and reward optimal outcomes.
To achieve savings in this population, providers must foster proactive family relationships with
their care manager.
Savings are likely achievable with specific subsets of high risk, high need populations.
Regulatory barriers to the provision of services and incentives to families must be addressed to
allow maximum flexibility within any payment model.
Lessons learned from the state of Oregon encourage inclusion of social service expenditures in
rate setting adjustments to account for their costs. This avoids avoid penalizing organizations for
reducing total spend and more accurately represents the return for investing resources in social
services.8
CMS must consider payment models that encourage support of the primary care physician to
keep even the most complex children closer to home and enable more cost efficient care.
State health homes provide an option for specialized populations. State health homes often
include mental health and care coordination functions. In addition, the Comprehensive Primary
Care Plus (CPC+) program piloted with adults from the Innovation Center may build upon this
as a payment option for specialized pediatric populations.
One additional consideration is a PMPM payment for a centralized care coordinating function
such as the Care Management Entity for complex mental health patients utilized in some states.
Massachusetts incorporated social services indicators into risk adjustment which was found
useful in detecting pockets where the standard risk adjustment tool under-predicted the
population. 9
The provision of social services must be tracked so that studies can be performed on the
effectiveness of these services on medical costs. No standardized data tracking system is in place
to capture these services
Considerations for “ramp-up” periods include upside only shared savings or shadow shared
savings or PMPM care management fees until actuarially sufficient sized populations are
achieved.

Ten children’s hospital sites in collaboration with their primary care partners are focused on improving care
and reducing costs for children with complex conditions as part of a Health Care Innovation Award. Children
in the Award represent a significant spend due to the fragility of their medical conditions. This population
often exhibits variable spending. An individual patient can pose an unexpected result when not accounted for
properly. Unpredicted spending has a greater impact in models with smaller populations. The Award
experience found that for children with complex medical conditions, payment models should serve to foster
dynamic care teams (the team includes the family) to readily share information among primary care, specialists
and community providers. A care manager may serve as a central point for information sharing. In addition,
Award hospitals noted payer concerns regarding provider capability to take on risk associated with high cost
populations. Payers state that complicated models are a challenge for payers to administer. Payers do want to
include nationally recognized quality metrics. Payers have two relevant objectives: they seek recognition for
quality care and they seek to attract patients. Alternative payment models should support these objectives.
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Overall lessons learned from risk contracting within the Award:
• Alternative payment structures need to be simple and stable
• Payments to primary care providers needs to be ample
• Payments need to reward specific performers with greater incentives and provide a minimum for
all within the network

SECTION IV: PEDIATRIC MEASURES
Q1: What additional measures are appropriate for beneficiaries aged 0-18 years or 0-21 years? Are they
indicative of both near-term health and well-being as well as predictive of long-term outcomes? We are
interested in health care measures as well as measures reflecting overall health and well-being.
A1: Consensus on pediatric measures for use in alternative payment models has yet to be achieved for the
industry. The Child Medicaid Core set is an example of a pediatric core set of measures, and the developing
AHIP/CMS Pediatric Core set. However, both these measure sets fall in the context of Category 3 or 4
APMs. This is primarily because the sets have not been scrutinized and selected within the APM context, or if
they have, have lacked identifying or pointing to critical principles or assumptions that would guide users of
the core set. However, there are recent bodies of work from national organizations such as the National
Academies of Health and the Health Care Payment and Learning & Action Network (HCP-LAN), and
industry-led work, such as the Pediatric Measures for Accountable Care (PMAC) committee that we can turn
to and inform abiding principles, assumptions, and finally, a candidate list of measures.
The role of performance measurement is foundational to APMs. APMs ask systems and/or providers to
accept accountability for costs, the quality of care and the outcomes. APMs, through their design and
payment models, seek to incentivize improvements in these by sharing risk or rewarding high or improved
performance. The selection of the performance measures, thus, can serve not only to assess, but also to drive
improvement by motivating systems and individuals to improve the health and well-being of the population.
Thus, it is critical that the measures align with the goals of the APM and how value is defined. Further, there
will be a need for cascading, or shorter-term measures that inform the directional contribution to overarching
measures so that providers can take appropriate action toward those goals. The design and functionality of
the APM’s measurement system is critical to success, and it is sensitive to the design of the payment model.
The “system” of measurement must adequately incentivize/reward the providers of care, and must account
for the motivations of children and their families’, providers and payers. Other key aspects or components of
any measurement system used by an APM include:
•

Innovation and Refinement: Not only the selection and use of measures that matter to
children and their families; but also continued innovation and refinement of measures must
persist. This is to address any shortfalls in existing measures as well as keep pace with system,
medical innovations and consumer needs.

•

Improve Organization: We believe that we should learn from our mistakes. Not only do we
have fragmentation in how we deliver care, but many measures that are developed and
implemented have not been centralized in any way. Thus, we support having in place an
organized process to oversee and accelerate the development, testing and use of new, high
priority measures. We would stipulate that this governing structure must be informed by the
relevant experts and stakeholders. An example of a current structure that could be leveraged is
the Pediatric Quality Measurement Program (PQMP) led by the Agency for Healthcare Research
and Quality in partnership with CMS.
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•

Data and Reporting Infrastructures: Still today, the data and reporting infrastructures needed
for meaningful measurement are not sufficiently in place. These reporting infrastructures also
need to be bidirectional and give information back to providers so that they can take action, and
not just take it from them.

•

Measurement System Innovation: Similar to the need to innovate and refine measures, the
measurement systems must also evolve. Not only should the measurement systems allow for
innovation in general, but they must also allow for local innovations so that local differences in
the needs of their children can be addressed to drive improvement. Measurement systems must
allow for local innovation so that population differences, needs, etc. can be addressed to drive
improvement.

•

Incentives: Measurement systems must create meaningful incentives to deliver high-quality care,
achieve favorable health outcomes, improve patient care experiences and manage the total cost
of care. This includes the incentives needed to improve data infrastructures, measurement
systems, sharing of data, as well as changing or improving the care we deliver to drive
improvement in child health and well-being.

•

Motivation: Once measures are identified, the performance targets must motivate stakeholders.
While we often focus on the motivations of the providers, APMs demand that we also consider
how to motivate children and their families’ behaviors to drive improvement. Motivating
children and families, for example, may be approached by incentivizing clinicians to deliver care
and to act as agents of change, or by incentivizing other trusted leaders/allies in the community
that can motivate behavioral changes among children and families. These motivations, thus, are
not limited to those within the continuum of care, but encompass other influencers of child
health and well-being.

•

Long-Term Goals: As the RFI queries, there is a need to consider the long-term performance
targets, and that they should enable long-term planning and commitment to improvement.
While, as the candidate core set of measures indicates, there are measures that, we hope, will
motivate long-term planning (e.g., 3rd grade reading, or high school graduation), other long-term
performance targets could include adult targets. Rather than add those here, we point to those
similarly identified for adult populations, and suggest that the measures selected do support
improvements in adult health and well-being.

•

Short-term and Actionable: We believe that in order to support pediatric health providers and
systems in contributing to improvements in overall health and well-being of children, that they
will also need measures known to, or believed to, contribute to these improvements. We
anticipate that community providers (i.e., those outside of the health systems), and even families,
may similarly need more immediate information that is actionable for them.

Q2: Are these measures currently collected, and at what level (provider, health plan, state, tribe or other)?
Please be specific about data elements, data systems employed to collect the data elements, what private
and/or public entities currently collect these elements, and any predictive validity evidence for long-term
outcomes.
A2: Currently, there are some population performance measures that indicate good health and well-being
among children (as identified by the PMAC). Some of these currently are collected for surveillance use;
however, it is not yet known how well they could inform those within an APM. For example, they may not be
adequately collected, e.g., for all states/counties, or with enough regularity for immediate implementation.
However, these measures have not been tested for use in an APM adequately, or at all. While there is a lack of
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understanding on how well these measures would incentivize and motivate improvements in child health and
well-being, it provides a starting point, which to date, there is none. At the same time, it is important to take
heed of the caution expressed in the recent NAM publication Metrics That Matter for Population Health Action:
Workshop Summary. Specifically, those top-down national approaches in selecting measures limit the
engagement, and hence, buy-in of the communities. This may interfere with the desired motivations to drive
improvement. Further, many of these indicators are not intended to motivate actions that lead to the desired
change.
Similarly, while there are currently some health care measures that assess health and well-being, many are
either collected for particular purposes, and are not collected in a manner that would support broader
population measurement (e.g., by individual health plans or Medicaid agencies).
Other important challenges to consider include:
• Most children are healthy and generate few medical encounters or medical expense.
• Children with special needs/medical complexity who do have high medical needs are a medically
heterogeneous population (compared to complex adults), and may require different medical and
social interventions. This is a challenge not only for the science of measurement (e.g., small
numbers), but also for evidence-based guidelines that inform measurement.
• All children require varying types of medical emphasis, depending on their point in life. This
compounds the heterogeneity issue that challenges measure science.
• Measures that motivate change and incentivize improvement must address mental health and
substance abuse.
• Accounting for social determinants of health is critical. Children, and their health outcomes, are
both sensitive and vulnerable to factors outside of the health system traditional control.
Measures should seek to appropriately share accountability so that the motivation and ability to
address these are supported.
In this response, we limit our list of measures to those that are candidates for population level reporting.
These candidate measures were identified in early 2017 by the PMAC; the set requires further vetting and
testing (as noted previously). Further, as expressed in the measurement system principles, local innovation
and measurement is critical to move the dial on these broader quality goals. Thus, while we aspire to an
agreed upon “North Star” set of measures, the community needs in a population and stakeholder motivations
must be accounted for in the development of well-functioning, complete measurement systems.
The PMAC used the NAM Vital Signs framework, and thus the table presents them in alignment with the
domains used in that body of work. Potential sources for some of these m measures include the CDC Vital
Signs, the Kids Count Data Center. Other sources for the data needed to calculate the measures include
AHRQ’s Healthcare Cost and Utilization Project (H-CUP) data, health plan and system data, and measure results
reported to NCQA.
Table: Candidate Measures for Population Level Reporting
Domain

Healthy People

Candidate Available Measure

Potential Measure or Data Source

Infant mortality (0-1 yrs.)

National Vital Statistics

Violence and injury mortality (2-18 yrs.)

CDC’s WISQARS™ (Web-based Injury
Statistics Query and Reporting System)
CDC Division of Nutrition, Physical
Activity and Obesity’s Data, Trends and
Maps
CDC: Youth and Tobacco Use

Prevalence of Healthy Weight
Teen tobacco use rate

Kids Count
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Teen pregnancy rate

CDC; Kids Count
Potential sources: Department of Education;
National Household Education Surveys
Program (NHES--however, last collected in
2012);

Kindergarten readiness
3rd grade reading
HS graduation rate
Immunizations at all ages (0-18 yrs.)

Ambulatory-sensitive hospitalization and ED visit
rates

Care Quality

All Harm Index (available: SPS Harm Index
(inpatient)

ED Visits: HCUP-AHRQ and NCQA
HEDIS; Ambulatory sensitive
hospitalizations have been calculated using
Kids’ Inpatient Database and there are
specified measures--both public and
proprietary in nature.
Yes, but for hospitals only, and not all
hospitals. Important to note that some
payers are stating that no harm is a business
competency, and not a measurement
concept for payment.

Days of Hospital Stay/ 1000 Members

Data to calculate these are collected in
system transactional data and H-CUP

Patient experience with care (Clinician Group
CAHPS--CG-CAHPS--and/or Child Hospital
CAHPS --C-HCAHPS)

There are many tools, mainly surveys,
currently being used to assess patient
experience. For example, CG-CAHPS.

Out-of-pocket spending relative to income

This information is collected or known by
payers; however, it is fragmented.

Total cost of health care

Transactional and claims data. An example
of an existing Total Cost of Care measure is
the Health Partners (CITE). It is not known
if the risk adjustment is sufficient for
pediatrics.

Care Cost

Engaged People

U.S. Department of Education
CDC and other. Other: NCQA HEDIS
(measure results submitted by MCOs to
NCQA)

TBD

The market for pediatric APM and the measures used in these models is unique because the chronic illnesses
and co-morbidities that children experience are different from the adult population 10,11; thus identifying
measures or developing measurement systems that can account for these may be a key component of an
APM success. These challenges are compounded by the need for physician engagement and training—
avoiding burn-out—data collection and measurements, and legal governance. Arguably, the intense resource
pressures on the providers and clinicians to be at risk for value, but to also collect, produce, and implement
the measurement systems is high. This risks competing for the resources (time and money) necessary to
deliver the high-value care for children we all want. In 2016, the CHA surveyed member hospitals about
various accountability programs and their measures meant to represent the quality of care. Children’s
hospitals are currently engaged in many programs. Respondents (n=82 hospitals) reported participating in, on
average, over six different public reporting and value-based purchasing programs. And, similar to other
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similar surveys conducted among ambulatory practices, over 97% reported the burden on resources to
produce measures for these programs in Much More or More Effort than three years ago. 12

SUMMARY
In summary, the Children’s Hospital Association appreciates the opportunity to respond to this request for
information on pediatric alternative payment models. We continue to work with members to support the
evolution of care systems for children. In addition to our comments in this RFI, we might suggest a
framework to consider for a community integrated health system. In a 2014 Health Affairs article, Neal
Halfon presented the 3.0 Transformation Network. This framework focuses on socioeconomic and
developmental correlations to health over the lifespan and may serve as well as a guide for work in this field
moving forward.
Table: US Health System Transformation 13

Health system
characteristic
Objective

Era 1.0: sick care
system
Acute care and
infectious disease

Organization of
services

Independent health
care providers;
hospital, clinics,
primary care
providers, and
specialists operate
separately
Little coordination
between inpatient and
outpatient medical
care; dominated by an
acute care treatment
model
Fee-for-service;
rewards volume of
services

Care process

Payment
methodology

Era 2.0: coordinated health
care system
Patient-centered care;
coordinating episodes of care
across levels of care and
managing chronic conditions
Systems of health care, such as
accountable care organizations
and medical homes; teams of
health care providers accept
collective responsibility for
quality outcomes and overall
cost of care
Coordinated care to better
manage medical risk at each
level (primary, secondary, and
tertiary) of the health care
delivery system
Value-based payments; health
care providers rewarded for
better patient outcomes, better
patient experience of care, and
lower total cost of care

Health
information
technology

Separate paper
medical records exist
but are not connected

Electronic health care
information exchanges connect
various provider networks

Quality of care

Large variations in
quality and low
transparency

Population
health
improvement

Not addressed

Consistent quality; using
standard quality outcomes and
improvement processes through
collaborative learning
Focused on health of
patients/clients only
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Era 3.0: community-integrated
health system
Population and community health
outcomes; optimizing the health of
populations over the life span and
across generations
Community-integrated health system;
integrated health care networks partner
with public health and community
organizations to both reduce
community health risk factors and
provide coordinated illness care
Integrated health, psychosocial services,
and wellness care designed to optimize
and maintain health and well-being
across the life course
Recognize value with long-term time
horizons and capture multisector
financial impacts outside of health care
cost; sustainable financing alternatives
such as population based global
budgets; single budget for a broad scope
of health care services, combined with
incentives
Health and medical information follows
the person; there is connectivity
between the health and human service
systems; and actors have access to realtime data on quality, costs, and
outcomes for individuals and
populations
High and continuously improving
quality through a learning health system
Focused on health outcomes for
geographically defined population,
including upstream socioeconomic and

developmental correlates of health

1

http://jamanetwork.com/data/Journals/PEDS/934898/POI150080supp1_prod.pdf
https://medicalhomeinfo.aap.org/national-state-initiatives/at-aglancetable/Documents/NASHP%20At%20a%20glance%20state%20table%20FINAL.pdf
3
http://www.partnersforkids.org/wp-content/uploads/2016/05/Makni-Survey-of-12-CH-based-ACOs-3-10-15.pdf
4
Survey data from Children’s Hospital Association Accountable Care Organizations Study, 2014
5
http://jamanetwork.com/data/Journals/PEDS/934898/POI150080supp1_prod.pdf
6
http://jamanetwork.com/journals/jamapediatrics/fullarticle/2476186
7
Exchange with hospitals and other organizations on 3/13 – conference call to gather info, hosted by Nemours
8
https://www.oregon.gov/oha/OHPB/docs/Health%20Related%20Services%20Amendment%20Concept%20Paper.
pdf
9
http://www.mass.gov/eohhs/docs/eohhs/healthcare-reform/masshealth-innovations/1610-umass-modelingsdh-summary-report.pdf
10
http://revcycleintelligence.com/news/value-based-incentives-enrich-accountable-care-organizations
11
https://www.aap.org/en-us/advocacy-and-policy/state-advocacy/Documents/AAPMedicaidPedACOs.pdf
12
Survey data from Children’s Hospital Association Accountability Program and Quality Measure Survey, 2016
13
http://content.healthaffairs.org/content/33/11/2003.abstract
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November 20, 2017
Amy Bassano
Acting Deputy Administrator for Innovation and Quality
Acting Director, Center for Medicare and Medicaid Innovation
Mail Stop WB-06-05
7500 Security Boulevard
Baltimore, MD 21244
Dear Ms. Bassano,
On behalf of our over 200 member children’s hospitals across the country, the Children’s Hospital Association (CHA) thanks
you for the opportunity to provide comments on the Center for Medicare and Medicaid Innovation’s (Innovation Center)
request for information on your new direction. We very much appreciate your efforts to support and spread innovations that
improve care and reduce costs in our nation’s health care system. We offer our thoughts on how new models and frameworks
can best support health care improvements for children.
Our children’s hospital members include self-governing children’s hospitals, children’s hospitals that are part of larger
hospitals and health systems, and children’s hospitals that provide ongoing specialty care to children and their families.
Although they account for less than 5 percent of hospitals in the United States, children’s hospitals care for almost one half of
children admitted to hospitals and, together with major teaching hospitals, provide almost all care for children requiring highly
specialized and complex care, such as cardiac surgery and organ transplantation. Our member hospitals also are major
community partners that support the children’s health infrastructure broadly outside the walls of their hospitals. Children’s
hospitals partner with many others to impact children’s health at a local, state and national level.
Understandably, the Medicare program is often the driver of change in the health care system. The frameworks developed
through the Medicare program (i.e., Quality Payment Program) influence practices and policies in the Medicaid program and
for private payers. While we appreciate the intent to align efforts across programs to reduce burden on providers and
beneficiaries, it is not often recognized that the frameworks developed under Medicare are focused on adults. Under these
frameworks, a glide path to transformation for pediatrics is often not addressed. Pediatrics often lacks that building phase and
needs to jump in without the support provided by the Medicare program.
Pediatric providers are taking part in innovation, but like their adult-focused counterparts they need support to bring these
innovations to scale and sustain for the long term. Long term supports and investments for children will result in dividends for
our country in many ways over time. We believe that the Innovation Center has a continued role in supporting and spreading
effective existing and emerging innovations designed with children and pediatric providers/health systems in mind that
improve all these outcomes (cost, quality and health outcomes).
We support the Innovation Center’s goal to “foster an affordable, accessible healthcare system that puts patients first.”
Children’s hospitals work closely with families, pediatric providers and their communities to pursue new ways to achieve
higher levels of quality, while also providing care in the most efficient and effective manner. As you consider your new
direction, we recommend CMS focus on the following areas for children.
Advancing Innovations in Medicaid and CHIP program
While Medicare is an important source of coverage in the U.S., Medicaid is the backbone of coverage for children in the
United States. More than 30 million children receive their health care coverage through Medicaid – representing nearly half of

all enrollees in the program. The program provides coverage with pediatric appropriate benefits for children in low-income
families and is a lifeline for children with special health care needs and chronic or complex conditions. A majority of the
patients treated at children’s hospitals are enrolled in the Medicaid program, many requiring highly specialized and complex
care. As the Medicare program can drive innovation and change for adults, the Medicaid program has that same potential for
children. As you look at your new direction, we ask that you consider the unique aspects of the Medicaid program and increase
your support for pediatric models and innovations.
State Medicaid programs will need ongoing infrastructure resources to fully participate in innovations. States are spread thin
and need to be very focused on the day to day operation of their programs. States will want to participate in reforms that make
sense for their programs, but may lack the technical expertise or resources to plan, implement and evaluate these changes. This
is important generally, but it is especially important for children who typically will not benefit from innovations pursued under
the Medicare program.
Providers in the Medicaid program are reimbursed at different and often lower levels compared to their Medicare
counterparts. On average, a pediatrician treating a child on Medicaid receives 66 percent of what is paid to see a Medicare
enrollee, often not covering providers’ costs. This impacts a provider’s ability to take on new care coordination responsibilities
or care for children with complex medical conditions and the number of providers participating in the Medicaid program.
Medicaid providers will need assistance to move to new payment and care delivery models that can put pressure on their
practices, particularly in underserved and rural communities when caring for children with complex or specialized needs. Also,
providers receiving lower reimbursement will be less able to take on financial risk.
In Medicaid and CHIP, there is a lot of opportunity to improve care and reduce costs, particularly for children with medically
complex conditions, children at social risk and youth with medical complexity who are transitioning to adulthood. Our own
Innovation Center award, “Coordinating All Resources Effectively” (CARE) is demonstrating the potential to improve care
for children with medical complexity in 10 sites across the country while also reducing hospitalizations in partnership with
primary care practices and families.
It may not always be the case that the Medicare framework will work for children or the broader Medicaid program. We will
need the support and expertise the Innovation Center provides to pursue innovations that work for children and to spread,
bring to scale and sustain lasting change to improve care for our nation’s children.
Designing Care Models that Work for Children’s Health Care
Pediatric care is more geographically spread out than care for adults. While in most areas in the United States an adult would
have multiple providers to choose from close to their home, a child often needs to travel to get needed care and for many
children that may mean crossing state lines. Fewer numbers of children means there are smaller numbers of specialty providers
because there are not sufficient numbers to support them in all communities. Children cross state lines because either they live
on a state border or have a specialized need that is best treated outside of their home state. Furthermore, national shortages of
pediatric specialists cause many children, particularly those with complex medical conditions, and their families to travel long
distances and across state lines to access appropriate specialty care. The regional nature of pediatric care impacts new care
delivery and payment models. For pediatrics, looking at one state may not show the entire picture of care if children from that
state often travel out-of-state for needed care. It is also important to deal with administrative barriers for children to access
care in a seamless way and obtain the follow up and coordination needed as a child and their family travels back and forth to
seek care.
Payment models and delivery system reforms that support out-of-state care are critical for children and their families.
Effectively managing the care of children needing to travel out-of-state requires the ability to share information (e.g., data) and
coordinate services across a range of providers and settings. Unfortunately, the absence of consistent data and barriers
between individual Medicaid programs often makes this type of information sharing and coordination difficult. This leads to
fragmented care for patients and increased stress on families.

Due to this regionalized care and the limited supply of pediatric providers, priorities should be placed on activities and
partnerships that address the uniqueness of pediatric care and enable work across geographies, such as:
•

Promote efficiencies and coordinated care versus a focus on competition. Competition is an important mechanism to
promote innovation and drive improvements amongst service providers. However, it is important to keep in mind
that the pediatric health system has important distinctions from the adult system as a result of differences in the sheer
number and health care needs of the populations being served. In pediatrics, we are more likely to find savings
through efficiencies and coordinated care versus efficiencies through competition as in adult markets. In fact, there
are areas where children’s hospitals agree not to compete to drive quality and accommodate safety net services, such
as child protection response.

•

Increase utilization of telemedicine, telepsychology and other efforts that build virtual capacities connecting pediatric
specialty care with allied health and community providers.

•

Ease enrollment and screening of out of state Medicaid providers. This enrollment and screening process is currently
very onerous and can impede access to care for children to needed services and treatment outside of their state.

•

Address social determinants of health. Where children live and play and the amount of adverse events they experience
have a profound impact on their current health and health over their lifespan. The roots of good adult health are
firmly planted in early life (including prenatal care) and investments in children have a longer period to accrue
benefits.

•

Ensure the coverage and payment of adequate physical and mental health. Support efforts that integrate behavioral
and physical health to improve quality of care and outcomes, as well as reducing costs. Mental/behavioral health
challenges like the challenges above are broader than medical care, but need to be addressed in any models to improve
care and reduce the costs of our health care system. Such integration is critical to addressing chronic conditions
(obesity, diabetes) where lifestyle plays a significant role in treatment.

Develop Pediatric Alternative Payment Models
We were very happy to see the Innovation Center’s request for information on pediatric alternative payment models earlier
this year and hope you will be moving forward on a request for proposals. We point you to our response to that request for
more details on our recommendations on structuring alternative payment models for children. We appreciate your work to
move value based care forward through the Quality Payment Program’s use of Advanced Alternative Payment Models.
However, most pediatricians will not have enough Medicare beneficiaries to participate directly in this program. It is unclear to
us how this framework would play out in the Medicaid program for children.
We do support the move to alternative payment models and provide the following recommendations:
•

Clarify regulatory issues to enable flexibility in service provision and enable widespread data sharing. Organizations
currently face significant hurdles when integrating needed social services due to differing regulatory interpretations
with respect to allowable services and information sharing.

•

Develop a payment mechanism (e.g., PMPM care management fee) for a centralized care coordination function and
funding for emergency social services for high need populations in coordination with specialties father from home.
This will serve to stabilize the revenue stream and provide readily available support more reliably for families (e.g.,
Health Home model).

•

Provide payment incentives for primary care and rural practices to keep children close to home.

•

With experience, move to capitation for an actuarial sufficiently sized population that:
o Includes payment for physical and mental health care
o Incorporates social services into the medical cost
o Includes a socio-economic risk adjustment factor
o Ensures patient attribution is prospective
o Establishes credible risk adjustment and outlier protection for children with complex conditions
o Calculates the return on investment over the long-term (10+ years)

Address Data and Quality Challenges
We support your goals of consumer empowerment to drive change in the health care system. For children, families and
caregivers are critical partners in care, and they should lead the care team in planning interventions that support goals
identified by and important to the child/family. Families should also be active partners in the redesign and innovation of care
delivery models, systems, and tools that foster communication, collaboration, and coordination among all members of care
teams for children.
In the Medicaid program, there is a lack of consistent national standards supporting the types of quality improvement and cost
reduction work currently achieved in the Medicare program. The lack of consistency between states with respect to definitions
of various patient populations, as well as inconsistent standards for data elements, collection, measurement, and reporting
limits the effective use of the information. In adult medicine, the availability of extensive Medicare patient data has directly
supported research and robust quality measures to inform new payment models and advances; the nation lacks this basic
infrastructure for children’s health care. Investments are also needed in the infrastructure (e.g. IT systems that effectively link
members of the care team and family) to more efficiently document and monitor assessed needs and services for children
across the continuum.
We support the goals of consumer directed care, but believe more work is required to provide information (e.g., meaningful
quality metrics) that are important to children and families and can support their health care decisions. While the emergence
of smart technologies has provided opportunities to transform consumers into savvy health service shoppers, there remain
barriers to using reported information for discriminate selection based on validly measured price, quality, and outcomes. Much
of these barriers are rooted in disparate and proprietary data, compounded by a lack of the right kind of data (e.g., clinical data,
quality of or impact on life). Despite this, the emergence of data solutions and novel applications has many anticipating that in
the coming years, consumer accessible applications will improve price and performance transparency. 1 We believe the
Innovation Center has a role in realizing this anticipation through the testing and adoption of effective solutions, including
adequate and valid data, and meaningful measures.
Meaningful measures designed to support valid consumer selection based on cost, quality, and outcomes, requires access to
valid and relevant data. The selection of health services is far more important with potentially grave consequences to the child
and family if the information (or lack of information) gravely misrepresents the need for, and the quality, cost, or outcomes for
a particular service. Further, for decades, provider organizations have faced significant challenges interpreting and taking
action on their performance, which is often complicated by a lack of agreement across public rating systems.
To begin to address these challenges, we offer the following recommendations:
•

Realizing higher-quality and cost-effective care delivery requires adequate and interoperable data. The Innovation
Center has a role to play in scaling effective approaches and improving adoption of best practices. This includes
testing and scaling data solutions and requiring other innovations and models examine and attempt to address data
shortcomings.

Meisel, Z.F., VonHoltz, L.A., & Merchant, R.M. (2015). Crowdsourcing healthcare costs: Opportunities and challenges for
patient centered price transparency. Healthcare, 4(1), 3-5. doi: https://doi.org/10.1016/j.hjdsi.2015.06.004
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•

Support innovative data solutions and delivery models that collect and use new and non-traditional data types such as
social determinants, public registries, genomics, quality reporting and environmental science. This is critical to
supporting consumer-directed care that truly allows the parent/caregiver to make discriminating health service
selections based on meaningful information and measures.

•

Ensure individuals, children/families, caregivers, payers, public health and community provider groups (e.g. schools,
community centers) and all care settings are considered as sources and users of data and information (measures these
data must also support interoperability.

•

Improve the access and usability of the data for point of care delivery and research.

•

Expand and enhance existing national data framework that defines standard and uniform data requirements, including
those from outside the clinical care delivery (schools, individuals), and support states in efforts to implement these.
This will support the sharing of data and informs clinical standard and quality measures specifically designed for
children.

•

Support innovation around the development of new measures designed to support discriminate selection based on
cost, quality, and outcomes for health services by purchasers and patients (children and families). In parallel, ensure
providers are adequately supported with necessary access to timely data and information that allows them to be aware
participants in their performance.

•

Recognize how health literacy impacts the consumer empowerment goals articulated by the Innovation Center.
Explicit modeling that accounts for consumer gaps will avoid widening existing health disparities.

We recognize the road to improving children’s health care is not easy and will require all of us working together to meet our
goals. We appreciate the support of the Innovation Center in this journey and look forward to partnering to achieve the best
futures for our nation’s children. If you have any questions on our comments, please contact Aimee Ossman.
Best to you,

Mark Wietecha
President and Chief Executive Officer

Novembe 20, 2017
Amy Bassano
Acting Deputy Administ ato fo Innovation and Quality
Acting Di ecto , Cente fo Medica e and Medicaid Innovation
Mail Stop WB-06-05
7500 Secu ity Bouleva d
Baltimo e, MD 21244
Dea Ms. Bassano,
As Minnesota’s la gest pediat ic health ca e system, Child en’s Hospitals and Clinics
of Minnesota (Child en’s Minnesota) app eciates the Cente fo Medica e and
Medicaid Innovation’s (CMMI) equest fo info mation on its new di ection. As CMMI
wo ks to fu the advance innovation to imp ove ca e and educe costs, Child en’s
Minnesota wants to ensu e that these efo ts keep the needs of child en and
pediat ic p ovide s in mind as a distinct and unique segment of ou health ca e
delive y systems.
Child en’s Minnesota is a comp ehensive health system, p oviding ca e along the
spect um of p ima y ca e, to specialty se vices, to acute inpatient ca e. Ou patients
come f om eve y county in ou state as well as ac oss the Uppe Midwest egion.
Child en’s Minnesota has also been a long-time pa tne to the State of Minnesota on
fo wa d-looking models of ca e, including as a pionee Health Ca e Home and as an
inaugu al pa ticipant in the Minnesota Depa tment of Human Se vices’ Integ ated
Healthca e Pa tne ship initiative focused on management of ou Medicaid
population.
As an institution focused exclusively on kids and one that is al eady explo ing
alte native models, Child en’s Minnesota can af m the impo tance of CMMI’s ole in
advancing innovations designed with child en and pediat ic p ovide s/health
systems in mind. Innovations within Medica e have made impo tant advances.
Howeve , these p og ams a e gea ed towa d adults and the efo e have not always
c eated an oppo tunity fo pediat ics to build and lea n with the type of suppo t
Medica e ofe s. Given the long-te m benefts of investment in child en, pediat ic
ca e wa ants g eate attention in CMMI suppo ted models.
We suppo t CMMI’s goal to c eate an accessible and afo dable health ca e system.
P inciples that move the system along the spect um f om fee fo se vice to g eate
value a e welcome. The Child en’s Hospital Association (CHA) has submitted
detailed feedback in esponse to this RFI. As a membe of the CHA, we encou age
you to eview those comments and echo those points. We would d aw pa ticula
attention to the following points:
Pursue pp rtunities within Medicaid
Just as Medica e has p ovided oppo tunity with adults, Medicaid ofe s the potential
to infuence ca e fo child en. Child en ep esent nea ly half of all en ollees in the
Medicaid p og am. At Child en’s Minnesota, Medicaid cove s nea ly half of ou
patients. The p og am’s pediat ic-specifc benefts make it a c itical ca e

management vehicle fo the child en we and othe child en’s hospitals se ve,
pa ticula ly those child en with special needs and complex medical conditions. As
you look at you new di ection, we ask that you conside the unique aspects of the
Medicaid p og am and inc ease you suppo t fo pediat ic models and innovations.
It is impo tant to ecognize the limitations of Medicaid eimbu sement on pediat ic
p ovide s’ ability to engage in new ca e delive y models o isk-based payment
models. P ovide s in the Medicaid p og am a e eimbu sed at lowe levels than
Medica e, often not cove ing p ovide s’ costs. Medicaid p ovide s will need
assistance to accele ate new payment and ca e delive y models within pediat ic
p actices.
As we often say, child en a e not little adults; any ca e model innovation needs to
hono this to be successful. It is impo tant to st ive fo consistency ac oss p og ams
that alleviates bu dens fo p ovide s but that must be balanced against the
limitations of applying a Medica e f amewo k to Medicaid and child en. We welcome
CMMI’s expe tise to build p og ams with child en that can be built to scale.
Impo tant cha acte istics of potential Medicaid, child en-focused p og ams include
the following:


Recognize the value in encou aging collabo ation among pediat ic p ovide s
as a method to p omote efciencies and coo dinated ca e.



Inc ease utilization of telemedicine and othe vi tual capacities connecting
pediat ic specialty ca e with allied health and community p ovide s.



Add ess social dete minants of health. Child en in pa ticula a e susceptible
to the social dynamics in thei life. New models need to p ovide suppo t fo
the element of ca e that esponds to these issues.



Suppo t efo ts to integ ate physical and mental health.

Devel p Pediatric Alternative Payment M dels
CMMI’s RFI on pediat ic alte native payment models ea lie this yea was
encou aging. We saw this as a ecognition of the limitations of Medica e-focused
app oaches in eaching child en. Most pediat icians will not have enough Medica e
benefcia ies to pa ticipate di ectly in the p og ams you seek to advance.
We do suppo t the move to alte native payment models and would like to af m the
ecommendations put fo wa d by CHA:


Cla ify egulato y issues to enable fexibility in se vice p ovision and enable
widesp ead data sha ing. O ganizations cu ently face signifcant hu dles
when integ ating needed social se vices due to dife ing egulato y
inte p etations with espect to allowable se vices and info mation sha ing.



Develop a payment mechanism (e.g., PMPM ca e management fee) fo a
cent alized ca e coo dination function and funding fo eme gency social
se vices fo high need populations in coo dination with specialties fathe f om

home. This will se ve to stabilize the evenue st eam and p ovide eadily
available suppo t mo e eliably fo families (e.g., Health Home model).


P ovide payment incentives fo p ima y ca e and u al p actices to keep
child en close to home.



With expe ience, move to capitation fo an actua ial sufciently sized
population that:
o Includes payment fo physical and mental health ca e
o Inco po ates social se vices into the medical cost
o Includes a socio-economic isk adjustment facto
o Ensu es patient att ibution is p ospective
o Establishes c edible isk adjustment and outlie p otection fo child en
with complex conditions
o Calculates the etu n on investment ove the long-te m (10+ yea s)

Address Data and Quality Challenges
Lastly, in o de to achieve the p inciples of consume -di ected ca e, data
consistency is c itical. The Medicaid p og am lacks consistent data and standa ds to
p ovide meaningful info mation to families. Additional investment to achieve the
deg ee of patient data in the Medicaid p og am like that available in the Medica e
p og am will beneft these efo ts.
Thank you fo you continued efo ts to advance ou health ca e system. Child en’s
hospitals and pediat ic p ovide s ac oss the count y a e eage to wo k with you to
suppo t a system that ecognizes the unique needs and oppo tunities of child en.
Since ely,
Anna Younge man
Senio Di ecto , Advocacy and Value-Based Ca e
Child en’s Minnesota

Novembe 20, 2017
Amy Bassano
Acting Deputy Administ ato fo Innovation and Quality
Acting Di ecto , Cente fo Medica e and Medicaid Innovation
Mail Stop WB-06-05
7500 Secu ity Bouleva d
Baltimo e, MD 21244
Dea Ms. Bassano,
On behalf of CHOC Child en’s Hospital, O ange County, CA and ou Division of
Population Health, we thank you fo the oppo tunity to cont ibute to the futu e
di ection of The Cente fo Medica e and Medicaid Innovation (CMMI). As one of only
two national pediat ic-focused pa ticipants in the cu ent T ansfo ming Clinical
P actice Initiative P og am (TCPi), we a e uniquely qualifed to ofe const uctive
suggestions elated to the specifc natu e of pediat ic APM’s and innovative models
to foste imp oved quality, lowe cost, and p ovide pa ticipation and engagement in
such models.
Nea ly half of all MediCaid benefcia ies (30 million) a e child en, howeve , this
population has long been unintentionally ove looked in payment and model
innovation p og ams as the focus has been on MediCa e and the highest acuity
adult populations. Fo multiple easons the investment in p evention, anticipato y
guidance, and “wellness” in child en has been a challenge. It is incumbent upon any
futu e CMMI p og ams to suppo t ca e fo ou most vulne able child en with special
health ca e needs, while foste ing a cultu e of p evention that t ansitions child en to
adulthood in the best possible physical and emotional condition, thus educing the
futu e bu den of ca e fo ou public and p ivate paye systems, espectively.
The Ame ican Academy of Pediat ics, ep esenting ove 60,000 pediat icians ac oss
the count y, and inte nationally, has developed a set of guiding p inciples fo teambased ca e, Pediat ics August 2017, 140(2), and pediat ic health ca e fnancing,
Pediat ics Septembe , 2017, 140(3). Ou comments a e consistent with a numbe of
these ecommendations, b iefy summa ized below:


Child en and families should be key membe s of the ca e team and pa tne
with p ovide s to add ess physical and emotional needs.











Systems of ca e should include specifc t aining, education, and monito ing of
the team-based model.
Systems of ca e should include suppo t fo implementation, ongoing
inf ast uctu e, collabo ation, and continuous imp ovement that sustains
team-based ca e fo child en and families.
Focus should be on technology-enabled communication and telehealth
modalities to add ess unde se ved egions and low-income population
challenges.
Emphasis should be placed on community stakeholde pa tne ships (social
se vices, behavio al health, education, etc.).
All futu e pediat ic advanced payment models should include access to
essential pediat ic-specifc se vices as outlined by the AAP B ight Futu es:
Guidelines fo Health Supe vision of Infants, Child en, and Adolescents
P og am. This includes, but is not limited to: CDC ecommended
immunizations, developmental sc eening, behavio al health sc eening and
t eatment, and p eventive ca e/wellness visits.
All futu e APM’s should se ve to enable smooth pediat ic-to-adult ca e
t ansitions to educe the common mo bidities that occu du ing this f agile
pe iod of development.

Suggeste

Areas for CMMI Focus:

Care Mo el Design/Patient an Family Engagement
Based upon the successes achieved in the TCPi and othe p og ams, thus fa , it is
quite appa ent that point of ca e t ansfo mation is the key to long-lasting change
and imp ovement in the T iple Aim goals. This t ansfo mation can only be achieved
th ough the development of specifc clinical and ope ational elationships with f ont
line p actitione s and with patients/families. These elationships, suppo ted by
funding models that p ovide fo ca e coo dination teams, a e a fundamental
mechanism whe eby t ue p actice change will occu . One such example is ou
O ange County Pediat ic Model of Ca e whe e non-licensed Patient Ca e
Coo dinato s (PCC’s) se ve as a “concie ge” to assist families and p ovide s in
navigating the complicated healthca e system and assu e the social dete minants of
health a e agg essively add essed. These PCC’s a e a highly cost-efective membe
of the ca e team and they integ ate with physicians, nu ses, and othe s in the
ove all ca e plan while focusing on enabling families to sha e the esponsibility fo
the outcomes of thei child en’s health. Roles such as these should be st ongly
encou aged in any futu e pediat ic Advanced Payment Models and innovation
p ojects. Pa ents and families should be included in all p og ammatic and payment
model design to assu e patient-cent icity is maintained and consume ism is
suppo ted.
Technology Consi erations
Technology now exists, via telemedicine platfo ms, to p ovide safe, consistent,
HIPAA-compliant ca e to patients and families who would othe wise have limited
access to such ca e. Despite this, o ganizations continue to st uggle to successfully

integ ate this into thei ca e management platfo ms. The most common challenge
is the lack of p ovide availability and the lack of incentive alignment fo this
platfo m. Any futu e pediat ic innovation p ojects must include a clea and welldefned st uctu e fo telemedicine quality assessment, monito ing, and
eimbu sement.
Data Acquisition an Sharing
Advanced Payment Models in pediat ics, by defnition, will occu exclusively in the
MediCaid population. Unlike MediCa e, the e is cu ently no standa d platfo m fo
unive sal sha ing of MediCaid data. Va ious, volunta y, egional MediCaid Regist ies
have been c eated with limited pa ticipation and use. CMMI and futu e Pediat ic
APM’s should st ongly suppo t the c eation and use of a standa d platfo m fo
MediCaid data sha ing. This will allow point-of-ca e p actitione s to use actionable
data to bette suppo t evidence-based p oactive ca e. Additionally, this will ofe
MediCaid the oppo tunity to defne specifc att ibution and accountability of patients
to aligned p ovide s.
Clinical an Cost Transparency
CMMI would be well-se ved to focus on c eating a quality/cost compass simila to
models seen ac oss the count y. The Califo nia web-based “Ofce of the Patient
Advocate” website ofe s patients and families the oppo tunity to “shop” fo
p ovide s with a known t ack eco d of high quality and cost -efective ca e. This site
compa es p ovide g oups, side-by-side, on thei HEDIS quality outcomes, patient
engagement sco es, and total cost of ca e. The data set suggested in the p evious
item would be used to se ve as a eposito y fo public compa ison and t anspa ency
in the pediat ic population. This,in essence, se ves as a t ue ma ket-d ive as
families choose thei p ovide s based on objective data.
Potential Payment Waiver Mo els
As adult p ovide s ac oss the count y p epa e fo the MediCa e QPP, the t ansition
f om a pu e fee-fo -se vice model to the APM’s being studied is highly va iable. The
bell-shaped cu ve of eadiness makes a single app oach even mo e challenging. We
st ongly believe that the ultimate APM is global capitation of ca e and CMMI should
agg essively st ive to suppo t o ganizations willing and able to emb ace this
oppo tunity. Capitation ofe s advanced medical g oups and p ovide s the
oppo tunity to invest, p oactively, in ca e model designs that a e not dependent
upon fee-fo -se vice payments. Suppo t fo state and local innovation p ojects
involving capitation a angements fo la ge populations of MediCaid child en,
including app op iate funding fo ca e team fo mation, should be encou aged. As an
inte im step, enhanced payment fo ca e team fo mation, so called ca e
coo dination fees, should be available fo o ganizations willing to take fnancial and
clinical isk fo a defned population of child en. Any such capitation a angements
should include accu ate isk adjustment methodologies, p oactive att ibution of
patients, and inclusion of social se vices and behavio al health cove age.

Consistent an Innovative Quality Measurement
CMMI should st ive to include a consistent co e and advanced quality measu e set in
any futu e pediat ic APM o innovation model, including pediat ic specialty met ics.
Aligning payment with quality outcomes should se ve as a foundational component
of any pediat ic APM. Engagement of va ious stakeholde s f om ac oss the count y
could se ve to agg egate cu ent best p actices and consolidate this measu e set.
Additionally, CMMI should wo k with local stakeholde s to include innovative,
pediat ic-specifc measu es such as school absenteeism, educational milestone
attainment, and othe social dete minants of health.
We ecognize the oad to imp oving child en’s health ca e is not easy and will
equi e all of us wo king togethe to meet ou goals. We app eciate the suppo t of
the Innovation Cente on ou TCPi collabo ation thus fa and look fo wa d to
pa tne ing in the futu e to achieve the best possible ca e fo ou nation’s child en.

D . Michael Weiss
Vice P esident, Population Health
CHOC Child en’s Hospital
O ange County, CA

November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
200 Independence Avenue, S.W., Room 445-G
Washington, DC 20201
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction Request for
Information

Dear Administrator Verma,
CHRISTUS Health (“CHRISTUS”) appreciates the opportunity to submit the following
comments to the Centers for Medicare and Medicaid Services (CMS) in response to the Request
for Information (RFI) announced by the Center for Medicare and Medicaid Innovation (CMMI)
on September 20, 2017. CHRISTUS is an integrated, not-for-profit international health system
that includes nearly 350 services and facilities, with more than 50 hospitals in seven U.S. states.
I.

General Comments

We share the Administration’s strong commitment to promoting health and wellness
solutions that improve the lives of the individuals and communities we serve, and we appreciate
the ongoing efforts by CMS to administer and improve access to patient-centered, cost effective
care. Our general comments are focused on the Consumer-Directed Care and Market-Based
Innovation Model outlined in the RFI.
Lowering the costs of care is critical to the sustainability of our nation’s health care
system. As noted in the RFI, empowering consumers through their choices is essential to drive
much-needed reforms and reduce unnecessary costs. Helping hospitals lower their operating
costs also would represent significant progress, as would efforts to encourage pharmaceutical and
medical supply companies to adopt sensible solutions to control these substantial expenses.
CHRISTUS also recommends that CMS adopt systemic reforms to reduce the
administrative costs involved in obtaining reimbursement for health care services. Being paid
correctly and timely, in a cost-effective manner, will help health care providers achieve greater
financial transparency and stability.
In addition, we encourage CMMI to consider pursing new models that better standardize
care in order to decrease the variation in use of different supplies and medications, as well as
the variation in hospital stays for similar diagnoses. Differing prescribing practices by
physicians may fluctuate in cost while producing minimal differences in patient quality or health
outcomes.
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Further, CMMI should consider conducting a demonstration of a model in which either
insurance companies or individual states create high-risk pools for certain insured groups (e.g.,
employees with catastrophic or chronic conditions). By focusing resources on high-risk
employees and family members, actual utilization of health care services could be reduced, along
with premiums and costs for employers. Such a model would support a stable commercial
market for employer-provided health coverage and help reduce the rising costs of governmentfunded health care programs.
II.

Comments on the Potential Models

While we agree on the importance of all the focus areas, we note that both customers
(patients) and clinicians (providers/physicians) are demanding the use of digital health tools to
help with the furthering of a convenient, efficient communication, care coordination and
improved health status. CHRISTUS urges CMS, as it develops the new direction for CMMI, to
incorporate and promote digital health and medicine and measure its impact on care.
The approach and principles outlined in the RFI make no mention of digital medicine,
and we note our concern that connected health care, specifically digital tools for improving
outcomes, efficiencies and patient engagement remains missing from CMMI pilots. CHRISTUS
urges CMMI to ensure that all the focus areas maximize the use of digital tools (remote patient
monitoring (RPM), telehealth) especially to help gather evidence of the impact of these digital
interventions. We offer our comments and recommendations to help enable the use of evidence
based telehealth and remote patient monitoring as tools to improve and enable patient centered
health care delivery. Our own results show that patients feel empowered, more in control and
more secure when we include remote monitoring in their home. The new remote monitoring and
telehealth CPT codes recently released by the American Medical Association acknowledge the
role and impact of RPM in improving care and quality.
A. Guiding Principles
CHRISTUS supports the Innovation Center’s Guiding Principles in general and as a
provider organization the specific guiding principles that focus on provider choice and
incentives, patient centered care, transparent model design and small scale testing are especially
meaningful to us. Innovation Center efforts should focus on building effective collaborative
models with patients and providers and strive for transparency and accessibility of cost and
quality data to drive improved outcomes. The pace of change in society, in technology and
healthcare makes it imperative that new models of care delivery include the patient as a full
member of the care team if we are to impact quality and outcomes. Outcomes rely on behaviors
and how we encourage behavior change must be built into Accountable Care Organizational
(ACO) models, especially the Shared Decision Making ACO.
We also encourage the Innovation Center to promote and test new models that utilize a
wide and varied range of care professionals such as navigators, home health providers,
community health workers and pharmacists. Collaborative care requires effective coordination
2

and communication across the entire care team and this approach has shown to improve
outcomes, furthering the goals of the Innovation Center.
B. Incorporating and Evaluating Remote Patient Monitoring in Pilots
Remote patient monitoring (RPM) (the ability to monitor patients’ medical conditions
outside of traditional care settings) is a critical tool for the implementation of patient-centered
care. We urge CMS to include RPM as a standard of care across multiple focus areas noted in
the RFI, while also ensuring that evaluations of CMMI pilots track the use and outcomes
associated with the use of RPM. This matches perfectly with pilots in the Consumer Directed
Care and Market Based Innovation Models, Expanded Opportunities and State Based and local
Innovation Models including Medicaid.
C. Expanded Opportunities for Participation in Advanced APMs
The Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) Proposed
Regulation which was released in the spring of 2016 first presented the details on the incentives
for providers who participated in Advanced Alternative Payment Models (APMs). While that is
a start, it is insufficient to drive the type of change and innovation that needs to occur on the road
to the triple aim.
The Innovation Center should emphasize Advanced APMs across care settings in order to
facilitate patient ease of transition and reduced cost, which should include more diverse models
that can aid clinicians in multiple settings and in different specialties. As many patients have
multiple chronic conditions, incorporating technologies such as RPM and telehealth must be
encouraged if not required.
D. Consumer-Directed Care & Market Based Innovation Models
CHRISTUS supports Innovation Center action on innovative payment models that
demonstrate cooperative development between patient, caregiver, and physician groups. The
Innovation Center should consider how these two concepts intersect as market based innovations
are not always consumer driven. This focus area could hasten the development of increased
transparency and understanding how consumer directed care is considered.
E. Prescription Drug Models
CHRISTUS supports the idea of the Innovation Center testing new prescription drug
payment models for both Medicare and Medicaid beneficiaries. Currently, drug pricing is
controlled by the manufacturer and pharmacy benefit managers that negotiate prices on behalf of
their beneficiaries.
One innovative idea would be to develop a risk-based financial model that includes the
drug supply chain. This could be tested with individuals with chronic diseases as they are most
3

likely dependent upon certain medications over long periods of time. Developing a methodology
that rewards the drug manufacturer for achievement of certain clinical outcomes could be a way
to lower costs while improving outcomes.
Assuring that there are incentives for sharing health information could be a component of
a risk based model that included pharmaceuticals. Meaningful use furthered the use of electronic
systems for prescribing medications and medication reconciliation. Providing additional
reimbursement incentives to payment models that demonstrate truly interoperable systems
should be reviewed and encouraged.
F. State-Based and Local Innovation, including Medicaid-focused Models
The Innovation Center should continue to look to states for innovative ideas and model
practices leveraging information and communication technology (ICT). State Medicaid
programs are often laboratories of innovation and should be cultivated for potential advances that
are worthy of being examined at a national level.
Telehealth and remote patient monitoring (RPM) are key areas where state Medicaid
programs have become innovation leaders. As CMS seeks broader stakeholder comment about
expanding Medicare access to telehealth services within its current statutory authority and to pay
appropriately for services that take full advantage of communication technologies, the Innovation
Center should examine and mine state-level Medicaid work for innovative ideas that should be
tested for relevance across both programs and the nation.
In addition, one innovation topic that should receive more attention and testing from the
Innovation Center is interoperability and health information exchange and how different types of
provider business models impact their ability or incentivize them to share patient data.
G. Mental and Behavioral Health Models
Mental and behavioral health issues are usually not stand alone needs. It is common for
other health issues to either contribute to or be an outcome of mental and/or behavioral issues.
The use of health information and communication technology should support care coordination,
especially as it relates to potential new mental and behavioral health models. As providers share
information across the care continuum, ease of use for providers, patients, and caregivers is
paramount to the success of these models. Given the complexity of mental and behavioral health
disorders, health information technology can play a critical role in these new payment models as
these disorders often involve coordination across care settings. Care coordination including
holistic approaches that incorporate mental and behavioral health issues can be positively
impacted through the use of telehealth and remote patient monitoring solutions. More research
and testing of the role that information and technology can provide to mental and behavioral
health models is essential.
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On behalf of CHRISTUS Health, we appreciate the opportunity to share our perspective
and recommendations as CMMI develops its priorities and initiatives. Our suggestions aim to
make a significant impact in decreasing health care costs and making health care more affordable
for all. Thank you for your consideration, and we would welcome the opportunity to collaborate
with CMMI going forward to achieve those objectives.
Sincerely,

George Conklin
Senior Vice President & Chief Information Officer
CHRISTUS Health
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David Schwartz

Head of Global Policy
Cigna Federal Affairs

-···Cigna.

November 16, 2017

VIA ELECTRONIC SUBMISSION TO CMMI_NewDirection@cms.hhs.gov
Amy Bassano
Deputy Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
Baltimore, MD 21244

601 Pennsylvania Avenue, NW
Suite 835, South Building
Washington, DC 20004

Re: Request for Information - Innovation Center New Direction
Dear Ms. Bassano:
Cigna welcomes the opportunity to respond to the Centers for Medicare·& Medicaid Services' {CMS, or the
Agency) Request for Information (RFI) on new ideas for promoting patient-centered care and testing market
driven reforms that will bring increased beneficiary choice, competition, and improved value to the Medicare
and Medicaid programs, and to the health care system more broadly through a reimagined Center for Medicare
and Medicaid Innovation (CMMI). As a company committed to helping individuals achieve better health through
improved care delivery and value-driven payment, Cigna appreciates CMS' invitation to engage on these
important topics. Our letter includes input on several of the areas identified in the RFI, including expanded
opportunities for participation in advanced alternative payment models (APMs), prescription drug models, and
Medicare Advantage (MA) innovation models.
Cigna Corporation, together with its subsidiaries (either individually or collectively referred to as Cigna), is a
global health services organization dedicated to helping people improve their health, well-being and sense of
security. Our subsidiaries are major providers of medical, dental, disability, life and accident insurance and
related products and services. Worldwide, we offer peace of mind and a sense of security to our customers
seeking protection for themselves and their families at critical points in their lives.
Cigna has a long history of motivating providers to move away from a volume-driven view of health care delivery
and reimbursement, helping them to align their financial incentives with patient health outcomes, resulting in
joint success through collaborations which may include shared risk. Cigna has been a leader in the accountable
care organization (ACO) movement since 2008 and now has 191 commercial (non-Medicare) Cigna Collaborative
Care arrangements with large physician practices and other provider network entities, serving nearly 2.2 million
customers and involving approximate 47,000 primary care physicians and 37,000 specialty physicians in the push
for better quality and lower cost. Cigna-HealthSpring, our Medicare business, is a leader in helping doctors
participate in value-based care and has management agreements with more than 40 independent provider
associations (IPAs). We help prepare doctors and other providers not only to earn incentives for delivering

"Cigna" is a registered service mark, and, "the 'Tree of Life'" logo is a service mark, of Cigna Intellectual Property, Inc., licensed for
use by Cigna Corporation and its operating subsidiaries. All products and services are provided exclusively by such operating
subsidiaries and not by Cigna Corporation. Such operating subsidiaries include Connecticut General Life Insurance Company
(CGLIC), Cigna Health and Life Insurance Company (CHUC), and HMO or service company subsidiaries of Cigna Health
Corporation and Cigna Dental Health, Inc

CCHF Comments on CMS Request for Information
Innovation Center New Direction
November 20, 2017
Submitted by Twila Brase, RN, PHN
President and Co-founder
Background:
Citizens’ Council for Health Freedom (CCHF), a national grassroots organization
representing patients, physicians and other freedom-minded practitioners nationwide
submits the comments below in response the Centers for Medicare and Medicaid
Services’ (CMS) Request for Information on a proposed new direction for the Innovation
Center. CMS is seeking input on ways it can reduce fraud, waste, and abuse and improve
program integrity. It seeks to test new ideas that balance burdens on patients and
physicians in a way that can exist as a new model or also be layered onto existing models.
C. Questions
1. Do you have comments on the guiding principles or focus areas?
Citizens Council for Health Freedom (CCHF) supports patient-centered, affordable,
confidential care and true and affordable (indemnity; major medical) health insurance.
We appreciate the opportunity to make the following comments on and answer questions
regarding plans to create a new direction for the CMS Innovation Center:
a.

Choice and Competition in the Market:
Choice and competition increase options and affordability for patients. We agree that
there is intrinsic value to promoting competition based on quality, outcomes, and cost –
however the patient, not a government agency, should be the one determining the value
and quality of a physician or practice. Burdensome reporting requirements to determine
‘quality’ under MACRA and MIPS are decreasing the quality of care and time spent with
patients.1 They are a direct cause of physician burn-out, have not been shown to actually
benefit patient treatment and have harmed the patient-doctor relationship.
A 2016 Physicians Foundation survey of 17,326 physicians found that 49 percent are
experiencing burn-out and would not recommend medicine as a career to their children.
In what should scare every American in and outside the D.C. Beltway, 48 percent of the
http://medicaleconomics.modernmedicine.com/medical-economics/news/physicians-should-just-say-nomacra?page=0,1
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surveyed physicians are planning to “cut back on hours, retire, take a non-clinical job,
switch to concierge medicine, or take other steps limiting patient access to their practice.”
Furthermore, 17% of physicians have closed their practice to Medicare recipients or limit
the number they see.2 To promote affordability, expansive choices and true competition
in the market, CMS should rigorously limit quality reporting, instead giving Medicare
recipients direct access to health care dollars with a reason to shop. Give them skin in the
game.
b.

Provider Choice and Incentives:
CCHF agrees that voluntary models – not mandates – are best-suited for providing
physicians with the option(s) that work best for their individual practice and their
individual patients. In addition, reducing burdensome requirements and unnecessary
regulations will allow physicians to focus on providing the best care possible to their
patients. An amazing 71% of physicians surveyed by the Physicians Foundation
described their relationships with patients as the most satisfying aspect of medical
practice. This is why they sacrificed years of their lives: patients. They never intended to
be data clerks for the federal government. With 10,000 Americans enrolling in Medicare
every day, CMS should do everything possible to help physicians regain the joy of
practicing medicine.
c.

Patient-Centered Care:
Every patient wants a physician who cares. We support patient-centered care, but we
have seen federal Medicare (and Medicaid/Obamacare/managed care) requirements
center the doctor’s attention and the hospital’s attentions on paperwork and payment
formulas. The ability to care is being driven out of the practice of medicine. Patients are
the purpose of a health care system. Without a patient, there’s no need for doctors or
hospitals.
Federal paperwork requirements, the unfunded EHR mandate, quality reporting
requirements, “value-based” payment systems, structured data requirements, public
health and population health requirements and convoluted payment systems
(MACRA/MIPS/ACOs/APMs) take the focus away from patients. Federal requirements
decrease time spent actually talking to, diagnosing, accessing and listening to the patient.
In short, the federal government is an impediment to good and patient-centered care.
d.

Benefit Design and Price Transparency:
Price transparency is essential to maintaining a free-market health care system and
retaining patient-centered care. However, CCHF cautions CMS from mandating
transparency. Transparency occurs naturally in the free-market. Unless there’s a price,
there’s no payment and no acquisition of any good or service -- unless provided
charitably. Medicare’s third-party payment system (and advance of capitated managed
care pricing in Medicare Advantage) discourages transparency of price and coverage. If
CMS puts the dollars back in patient’s hands, transparency may emerge almost overnight.
We further caution against using “data driven insights” as a baseline for determining
benefit design and cost-effective care. No patients are identical – each is unique in
2
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medical needs and should not be confined to a set of standardized treatment methods.
CCHF believes the appropriate treatment for each patient is best determined by their
physician—in consultation with the patient. Markets police themselves, including costs
and quality. If a patient feels a physician is providing inadequate or inappropriate care,
the patient can vote with their feet. They can choose to see a different physician. But
today, particularly in Medicare Advantage patient choices are limited.
Furthermore, CMS has secretly assigned at least 9 million Original (non-HMO)
Medicare enrollees into an HMO arrangement—an ACO—without consent. This does
not acknowledge the Medicare patient’s rights and it is not transparent.
e.

Transparent Model Design and Evaluation:
CCHF appreciates the opportunity to share our ideas to improve patient care, reduce
physician burdens, and find ways to restore joy to the practice of medicine and undergird
the all-important patient-physician relationship.
f.

Small Scale Testing:
CCHF agrees that there are benefits to testing and validating practice and payment
initiatives before rolling them out across the entire market. It is crucial for Medicare
patients and the American tax payer that CMS expand access to care models that show
reduced spending and increased patient choice. That said, it is important that participation
in testing and research be voluntary. Please see CCHF’s recommendations in the
following section.
2.

What model designs should the Innovation Center consider that are consistent
with the guiding principles?

Free-market models are key. The Medicare program, under its current design, has an
unfunded liability of more than $43 trillion.3 Some say it could exceed $100 trillion
(“Medicare by the Scary Numbers, John Goodman and Laurence Kotlikoff, The Wall
Street Journal, June 24, 2013). The Medicare program is adding 10,000 baby boomer
recipients per day.4 Almost since enrollment began in 1966 as a “free” program,
Congress has tried to constrain costs. In 2008, the program’s costs first exceeded its
revenues.
As a result, Medicare enrollees now face a growing number of restrictions on access
to care as well as multitudinous consent and privacy violations related to data reporting,
annual wellness visits and predictive analytics. Yet, Medicare continues underfunded and
unsustainable. Why? In June 27, 1997, Cato Institute’s Doug Bandow wrote in The
Washington Times: “Current recipients receive over $100,000 more in benefits than they
pay in.”5 The 2017 Trustees report warns the depletion of Medicare funds in 2029.6

https://www.cato.org/publications/commentary/medicares-costs-benefits
https://www.forbes.com/sites/dandiamond/2015/07/13/aging-in-america-10000-people-enroll-inmedicare-every-day/#27aacdb93657
5 http://www.jpands.org/vol20no1/huntoon-medicare-myths.pdf
6 https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-andReports/ReportsTrustFunds/Downloads/TR2017.pdf
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The 2016 Annual Report of The Boards of Trustees of the Federal Hospital
Insurance and Federal Supplementary Medical Insurance Trust Funds7 includes, but is
not limited to the following concerns:
(a) Unsustainable Fund: Depletion of the Medicare Part A [hospitalization
insurance] trust fund is expected in 2028. The 2016 Medicare Trustees’ report
states, “expenditures will increase in future years at a faster pace than either
aggregate workers’ earnings or the economy overall and that, as a percentage of
GDP, they will increase from 3.6 percent in 2015 to 6.0 percent by 2090.”
However, if the reductions in price increases for physicians and other health
services are not sustained, Medicare spending would be “roughly 9.1 percent of
GDP in 2090.”
(b) Inadequate Revenues: “The HI [hospitalization insurance] trust fund has not
met the Trustees’ formal test of short-range financial adequacy since 2003. …
The Trustees project that HI tax income and other dedicated revenues will fall
short of HI expenditures in most future years. The HI trust fund does not meet
either the Trustees’ test of short-range financial adequacy or their test of longrange close actuarial balance,” states the report.
c) Reduced Access to Care Projected: Trustees warn, “However, if the health
sector cannot transition to more efficient models of care delivery and achieve
productivity increases commensurate with economy-wide productivity, and if the
provider reimbursement rates paid by commercial insurers continue to follow the
same negotiated process used to date, then the availability and quality of health
care received by Medicare beneficiaries would, under current law, fall over time
compared to that received by those with private health insurance.”
With the new principles in mind, CCHF respectfully submits the following
preliminary ideas for for CMS consideration as model designs:
A. Allow Medicare Recipients to Voluntarily Opt-Out of Medicare and Still
Collect Social Security
Americans enrolled in, or soon to be eligible for Medicare, have expressed a desire
to opt out of the Medicare Part A (hospitalization insurance (HI)) program. As the Social
Security Administration writes in their Program Operations Manual System (POMS):
“some individuals entitled to monthly benefits have asked to waive Hospital
Insurance (HI) entitlement because of religious or philosophical reasons, or
because they prefer other health insurance.”

7 https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-andReports/ReportsTrustFunds/downloads/tr2016.pdf
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In 1993, the SSA published an executive instruction in the POMS without public
notice or comment. They noted this request, but claimed senior citizens cannot opt out of
Medicare – unless they are willing to lose their social security retirement benefits:
“Individuals entitled to monthly benefits which confer eligibility for HI may not
waive HI entitlement. The only way to avoid HI Entitlement is through withdrawal
of the monthly benefit application. Withdrawal requires repayment of all
Retirement, Survivors, Disability Insurance (RSDI) and HI benefit payments.”
In 2002, the SSA added the following language to strengthen their claim:
“a claimant who is entitled to monthly RSI (Retirement or Survivors Insurance, ie.
Social Security) benefits cannot withdraw HI coverage only since entitlement to
HI is based on entitlement to monthly RSI benefits.”
In a 2012 appellate court ruling on Hall vs. Sebellius, which found for the federal
government, Judge Karen LeCraft Henderson, in her dissent wrote, “I believe that the
SSA’s Program Operations Manual System (POMS) gives the SSA power that the
Congress in no way provides.” (Emphasis added.) She said Medicare law requires the
individual to file “application for old-age insurance benefits” to gain the entitlement. She
then states, “To be ‘entitled’ to SSRB, then, an individual must first apply therefor; if he
fails to file an application, he is not ‘entitled’ to [Medicare] benefits regardless of his age
or working history.” On August 24, 2012, the plaintiffs petitioned the U.S. Supreme
Court, however, on January 7, 2013, the Supreme Court denied the writ of certiorari.
In light of the ever-increasing cost of Medicare, a CMS Innovation Center pilot
project to allow seniors to opt-out of Medicare is just common sense. Some Medicare
recipients would prefer to maintain private insurance through a job or spouse. Some
veterans have expressed their desire to stay on TRICARE instead of being forced to shift
to Medicare. Because this program would be voluntary for individuals, it would have no
negative impact on other individuals who wish to stay in the current Medicare system. It
would also reduce Medicare spending by reducing the number of Medicare beneficiaries.
Finally, the program would promote patient choice and freedom for seniors who wish to
take charge of their health care.
B. Allow Patients/Physicians to Opt-Out of Medicare on Service by Service Basis
CCHF believes another way to improve access to patient-preferred medical services
is to allow patients and physicians to “opt-out” of Medicare on a case by case basis. In
certain instances, Medicare refuses to cover certain Medicare-covered procedures and
Medicare patients are prohibited from paying out-of-pocket. A 1997 law (Balanced
Budget Act, section 45078) essentially forbids private contracts between patients and
doctors. With few exceptions, Medicare recipients cannot pay cash for a Medicarecovered service that Medicare denies unless the doctor has opted out of Medicare—and
only if patients can find opted-out physicians that specialize in the care they need. Most
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physicians cannot afford to opt out, so the law prohibits private contracting (agreed-upon
cash payments) between elderly patients and their doctors.
Rationing is expected and senior citizens needs defensive tools, including the option
of paying any doctor cash for the care they want and need. For example, Obamacare cut
$500 billion from Medicare. It also enacted three administrative entities that we believe
were established to centralize decision-making and advance health care rationing: the
Independent Payment Advisory Board (IPAB), Patient-Centered Outcomes Research
Institute (PCORI) and CMS Innovation Center.
The centralization of control is seen most clearly in the Comprehensive Joint
Replacement pilot (research) program in which 800 hospitals and their elderly patients
were forced to participate. This involuntary research is not the kind of small-scale testing
CCHF would support. Pilot projects and patient participation should be voluntary. This
CMS RFI showed the possibility of a less onerous future for patients and doctors under
the proposed new direction of the Innovation Center. For example, we support the
proposed HHS rule issued in August 2017 to permit a one-time opt-in for hospitals to the
CJR project—but we add that patients should not be forced to participate even at these
hospitals without their express voluntary, fully informed consent.
Doctors, hospitals and others who accept Medicare patients are at enormous
financial and legal risk. More than 130,000 pages of Medicare regulations must be
meticulously followed.9 In 1996, Congress made health care fraud a federal crime – a
felony. Even minor billing errors can be considered fraud and extrapolated across the
practice. In addition, Obamacare increased the fines per violation from $10,000 to
$50,000.10 A mechanism to free physicians and patients from this system – when it is
determined by the patient and doctor to be in the best-interest of the patient – should be
thoughtfully considered as a model design.
Allowing Medicare patients to pay out-of-pocket and allowing all physicians to
accept direct payment for treatment, regardless of whether or not the patient is in
Medicare or whether the service is covered by Medicare, will improve the freedom and
quality of care of patients while keeping prices the same or lower than current levels.
C. Allow Recipients to Voluntarily Designate Medicare as Secondary Insurance
As befits the citizens of a free country, Americans should in all circumstances be
able to maintain a private insurance as primary coverage and designate Medicare as the
secondary coverage. This will improve patient care, enhance individual choices and
reduce Medicare costs. We also see this as a way back to lifelong private coverage
instead of Medicare for senior citizens. No citizen should suddenly be subject to
Congressional budgets and political agendas just because they turn 65 years old.
We realize that pushback may emerge from employer Group Health Plans (GHP)
with less than 20 employees who currently benefit from Medicare being designated as
primary coverage.11 But the way back to health freedom and private ownership of health
9 http://www.heritage.org/health-care-reform/report/how-medicare-paperwork-abuses-doctors-and-harmspatients
10 https://www.ama-assn.org/practice-management/hipaa-violations-enforcement
11 https://www.cms.gov/Medicare/Coordination-of-Benefits-and-Recovery/Coordination-of-Benefits-and-RecoveryOverview/Medicare-Secondary-Payer/Medicare-Secondary-Payer.html
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insurance -- and out of mandatory government coverage for seniors (Medicare) -- starts
here.
This design model will likely have the support of veterans who will have the
option to choose TRICARE as primary and Medicare as secondary. While other involved
agencies may push back against this as a potential increase to their budgets, this design
model offers the opportunity to redirect the entire health care system back to the private
market (preferably to indemnity policies). In addition, Medicare must find ways to reduce
costs and the un-funded $43 trillion liability—without rationing care and threatening the
lives of elderly Americans. Our goal is to re-establish the right of citizens to have private
insurance for a lifetime, a right that no longer exists for most Americans.
D. Establish Cost-Cutting Competition by Allowing Medicare Recipients to
Choose an Indemnity Policy for Coverage
Using the same “lump sum” strategy that is provided to health plans through
Medicare Advantage (without the star ratings, bonuses, data-reporting, etc.), provide
senior citizens with a monthly or quarterly payment toward the purchase of their own
private indemnity insurance policy (non-managed care). To prevent fraud, CMS could
pilot a special bank account for the receipt and payment of these dollars. This could be
considered an “insurance version” of the successful Cash and Counseling program.12
These individuals could also choose to secure or use a Health Savings Account.
E. Test the “Right to Shop” Model
Although some Medicare patients do not wish to take a more active role in their
health care, CCHF has spoken to many who would like more flexibility and control over
their health care options, treatment, and doctors. CCHF believes that allowing patients to
shop around for treatment, submit bills to Medicare, and share in any savings, may
decrease Medicare expenditures and increase patient access to care, an important
indicator of quality. Variations of “Right to Shop” examples have already been
successful.
In July of 2010, New Hampshire contracted with Anthem Blue Cross to create a
“smart-shopper” program for state employees. According to a Forbes article (Right To
Shop: The Next Big Thing In Health Care, 8/5/16) New Hampshire saved $12 million
and distributed over $1 million to the SmartShoppers. The rewards provide incentive for
the patient to care about the cost of treatment. According to the New Hampshire
SmartShopper website:
“SmartShopper is completely voluntary. You can receive a reward by choosing any
of the options suggested by SmartShopper. If you prefer to go to a facility that is not
on the list of options suggested by SmartShopper, you can do that, too; you will not
receive a reward, but you will have the benefit of knowing that there are lower cost
options available to you if you want them.”13
12
13
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In the summer of 2017, Maine passed “Right to Shop” legislation which was signed
into law. Public Law, Chapter 232 on the 128th Maine Legislature is entitled “An Act To
Encourage Maine Consumers To Comparison-shop for Certain Health Care Procedures
and To Lower Health Care Costs.”14 This law goes in to effect on January 1, 2018 and
has three main components: a requirement for insurers to inform patients of their right to
shop, a requirement for transparency in cost of services, and a requirement for insurers to
share the saving with consumers who find lower-cost services.
The law requires the insurer to give back to the consumer 50 percent of the amount
that the consumer saves the insurance company (once savings exceed $50). Not only is it
cheaper for the insurance company, but it will provide incentive for every consumer in
the state to be conscious of the cost of their own health care – even when not directly
paying for the treatment.
Following the pattern of New Hampshire and Maine, the federal government
could save millions, or even billions of dollars by providing an incentive for patients to
be aware of the cost of care. For the Medicare patients who don’t want to participate,
nothing will change. This proposed model has already seen success in the health care
market and would increase choices for Medicare patients by allowing flexibility of
treatment and location while reducing the cost for CMS. It would be completely
voluntary for the patient.
3.

Do you have suggestions on the structure, approach, and design of potential
models? Please also identify potential challenges or risks associated with any of
these suggested models.

We view the proposed APM expansion model as the wrong direction. Freedom for
patients and doctors exists outside of the APM, outside of the data-collection and
reporting, outside of the incentives for participation, and outside of Medicare. We are
sharing our ideas as ways to build ‘escape hatches’ back to freedom for patients and
doctors. With so many doctors planning their path to the exit doors, we believe the way to
keep them in practice for many years to come is to free them from the bureaucracy that
Medicare, Medicaid, Obamacare and the managed care organizations have use to kill
their joy and burn out their zeal for patient care.
We hope you’ll look far beyond the onerousness of MACRA, and the federal
controls of APMs and data collection and envision a future of health freedom that gives
doctors their practices back and restores to patients the rights, confidentiality, care,
listening ear, integrity, dignity, critical thinking, trust and excellence that the practice of
medicine in America has long been known for but is slipping away—and patients in their
vulnerability deserve.
4.

What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be
tested as a model and alternative to FFS and MA?
Please refer to our answer to Question 2.

14
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In addition, allowing Medicare patients to directly pay monthly bills for Direct
Primary Care and then to submit bills for reimbursement would encourage patients to
build a relationship with the physician who would in turn be able to actively work with
complex patients and reduce costs related to preventable hospitalizations and emergency
care. We suggest the expansion of Health Savings Accounts as well.
5.

How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
Simple messaging, use the Ad Council for nationwide advertising, and showcase the
benefits of direct payment, lifelong indemnity policies, choice, confidentiality and
more. We would also suggest communication with practitioners. We do not believe
the American public understands that Medicare is unsustainable, that Medicare will
not be there for the young, that Medicare is rationing care and advancing rationing
policies, or that Congress is planning deeper cuts (such as the $25 billion a year in
the Tax Reform bill).15 To prevent a fully socialized health care system, it is
critically important to restore the free-market (non-health plan) sector in health
insurance.

6.

Are there payment waivers that CMS should consider as necessary to help
healthcare providers innovate care delivery as part of a model test?
Please refer to our answer to Question 2.

7.

Are there any other comments or suggestions related to the future direction of the
Innovation Center?

CCHF opposes the Affordable Care Act (ACA) and the burdensome requirements
placed upon physicians. In some previous projects, CMMI has exacerbated those burdens
and contributed to the decline of patient care and the patient doctor relationship. While
opposing the ACA and the creation of the Innovation Center, and until the ACA is
repealed, CCHF hopes that the Innovation Center can be used as a tool to effect positive
change and policy reform in health care. Thank you for your consideration of our
comments.
For more information, please contact me or my staff at the CCHF Office.

https://www.politico.com/newsletters/politico-pulse/2017/11/20/mulvaney-says-administration-doesntwant-obamacare-fight-over-taxes-027970

15
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Centers for Medicare & Medicaid Services: Innovation Center New Direction
I. Background
One of the most important goals at CMS is fostering an affordable, accessible healthcare
system that puts patients first. Through this informal Request for Information (RFI) the CMS
Innovation Center (Innovation Center) is seeking your feedback on a new direction to promote
patient-centered care and test market-driven reforms that empower beneficiaries as consumers,
provide price transparency, increase choices and competition to drive quality, reduce costs, and
improve outcomes. The Innovation Center welcomes stakeholder input on the ideas included here,
on additional ideas and concepts, and on the future direction of the Innovation Center.
II. Provisions of this RFI
A.Guiding Principles
While existing partnerships with healthcare providers, clinicians, states, payers and
stakeholders have generated important value and lessons, CMS is setting a new direction for the
Innovation Center. We will carefully evaluate how models developed consistent with the new
directions can complement what we are learning from the existing initiatives. The Innovation
Center will approach new model design through the following guiding principles:
1) Choice and competition in the market – Promote competition based on quality,
outcomes, and costs.
2) Provider Choice and Incentives – Focus on voluntary models, with defined and
reasonable control groups or comparison populations, to the extent possible, and reduce
burdensome requirements and unnecessary regulations to allow physicians and other
providers to focus on providing high-quality healthcare to their patients. Give
beneficiaries and healthcare providers the tools and information they need to make
decisions that work best for them.

3) Patient-centered care – Empower beneficiaries, their families, and caregivers to take
ownership of their health and ensure that they have the flexibility and information to
make choices as they seek care across the care continuum.
4) Benefit design and price transparency – Use data-driven insights to ensure cost-effective
care that also leads to improvements in beneficiary outcomes.
5) Transparent model design and evaluation – Draw on partnerships and collaborations
with public stakeholders and harness ideas from a broad range of organizations and
individuals across the country.
6) Small Scale Testing – Test smaller scale models that may be scaled if they meet the
requirements for expansion under 1115 A(c) of the Affordable Care Act (the Act).
Focus on key payment interventions rather than on specific devices or equipment.
The Innovation Center is interested in testing models in the following eight focus areas: (1)
Increased participation in Advanced Alternative Payment Models (APMs); (2) Consumer-Directed
Care & Market-Based Innovation Models; (3) Physician Specialty Models; (4) Prescription Drug
Models; (5) Medicare Advantage (MA) Innovation Models; (6) State-Based and Local Innovation,
including Medicaid-focused Models; (7) Mental and Behavioral Health Models; and (8) Program
Integrity. However, the Innovation Center may also test models in other areas.
B.

Potential Models

1. Expanded Opportunities for Participation in Advanced APMs
In April 2015, Congress passed the Medicare Access and CHIP Reauthorization Act of
2015 (MACRA) that repealed the Sustainable Growth Rate formula for updating the Medicare
physician fee schedule, and replaced it with a series of fixed statutory updates and a Quality
Payment Program that includes the Merit-Based Incentive Payment System (MIPS) and Advanced
APMs. CMS administers the Quality Payment Program, and the Innovation Center bears primary

responsibility for development of policies and operations relating to Advanced APMs. Eligible
clinicians who are Qualifying APM Participants (QPs) for a year from 2019 through 2024 receive a
lump sum APM incentive payment and, beginning for 2026, a differentially higher update under
the Medicare physician fee schedule. Eligible clinicians who are QPs for a year are also not
subject to the MIPS reporting requirements and payment adjustment.
CMS expects that the number of eligible clinicians choosing to participate in Advanced
APMs will grow over time. To facilitate this growth, CMS seeks comment on ways to increase
opportunities for eligible clinicians to participate in Advanced APMs and achieve threshold levels
of participation to become QPs. CMS has received feedback from the healthcare provider
community on the extensive and lengthy process that is required for a model to qualify as an
Advanced APM. CMS seeks feedback from stakeholders on ways the Administration can be more
responsive to eligible clinicians and their patients, and potentially expedite the process for
providers that want to participate in an Advanced APM. CMS also seeks guidance from the
stakeholders on ways to capture appropriate data to drive the design of innovative payment models
and strategies to incentivize eligible clinicians to participate in Advanced APMs.
2. Consumer-Directed Care & Market-Based Innovation Models
CMS believes beneficiaries should be empowered as consumers to drive change in the
health system through their choices. Consumer-directed care models could empower Medicare,
Medicaid, and CHIP beneficiaries to make choices from among competitors in a market-driven
healthcare system. To better inform consumers about the cost and quality implications of different
choices, CMS may develop models to facilitate and encourage price and quality transparency,
including the compilation, analysis, and release of cost data and quality metrics that inform
beneficiaries about their choices. CMS will consider new options for beneficiaries to promote
consumerism and transparency. For example, beneficiaries could choose to participate in

arrangements that would allow them to keep some of the savings when they choose a lower-cost
option, or that incentivize them to achieve better health. Models that we are considering testing
include allowing Medicare beneficiaries to contract directly with healthcare providers, having
providers propose prices to inform beneficiary choices and transparency, offering bundled
payments for full episodes of care with groups of providers bidding on the payment amount, and
launching preferred provider networks. CMS solicits feedback from patient and consumer
advocacy groups, the healthcare provider community, as well as experts in the technology industry,
and other stakeholders that can provide creative ideas on how to operationalize these principles in
models that best serve patients in terms of cost, quality, and access to care.
3. Physician Specialty Models
a. Physician Specialty Models
The Innovation Center is interested in increasing the availability of specialty physician
models to improve quality and lower costs and engage specialty physicians in alternative payment
models, especially for independent physician practices. One potential option may be to include
specialty physician management of a defined population of beneficiaries with complex or chronic
medical conditions, including multiple chronic conditions. This may include the specialist serving
as the primary source of care and providing care coordination for medically complex beneficiaries.
Another option may be paying healthcare providers for limited episodes of care based on quality
measure performance and competitive pricing. For cancer care in particular, a model could test full
prepayment for Medicare and Medicaid beneficiaries, with care provided in collaborative networks,
possibly incorporating elements from the existing Oncology Care Model. CMS solicits feedback
from the provider community, patient and consumer advocacy groups, and other stakeholders
regarding their best ideas for new physician specialty models and appropriate quality measures.
b. Physician-Focused Payment Model Technical Advisory Committee (PTAC) Recommended

Models
In addition to creating MIPS and Advanced APMs, MACRA also creates incentives for
physicians to participate in Alternative Payment Models (APMs), including the development of
physician-focused payment models (PFPMs). Section 101(e)(1) of MACRA creates the
Physician-Focused Payment Model Technical Advisory Committee (PTAC). PTAC makes
comments and recommendations to the Secretary on proposals for physician-focused payment
models submitted by individuals and stakeholder entities. The Secretary may choose to
recommend Innovation Center testing of models recommended by PTAC.
4. Prescription Drug Models
CMS wants to test new models for prescription drug payment, in both Medicare Part B and
Part D and State Medicaid programs that incentivize better health outcomes for beneficiaries at
lower costs and align payments with value. Models that better align incentives and engage
beneficiaries as consumers of their care can continue to improve patient outcomes while controlling
drug costs. Models that contemplate novel arrangements between plans, manufacturers, and
stakeholders across the supply chain, including, but not limited to innovative value based
purchasing arrangements, and models that would increase drug pricing competition while
protecting beneficiaries’ access to drugs are of particular interest.
5. Medicare Advantage (MA) Innovation Models
CMS wants to work with Medicare Advantage (MA) plans to drive innovation, better
quality and outcomes, and lower costs. CMS seeks to provide MA plans the flexibility to innovate
and achieve better outcomes. CMS is currently implementing an MA plan model, the Medicare
Advantage Value-Based Insurance Design (VBID) model, that provides benefit design flexibility to
incentivize beneficiaries to choose high-value services; but this model could be modified to provide
more flexibility to MA plans and potentially add additional states. More generally, CMS is

interested in more models in the MA plan space and regulatory flexibility as necessary for purposes
of testing such models. CMS is potentially interested in a demonstration in Medicare Advantage
that incentivizes MA plans to compete for beneficiaries, including those beneficiaries currently in
Medicare fee-for-service (FFS), based on quality and cost in a transparent manner. CMS is also
interested in what additional flexibilities are needed regarding supplemental benefits that could be
included to increase choice, improve care quality, and reduce cost. Additionally, CMS seeks
comments on what options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be tested as
alternatives to FFS and MA.
6. State-Based and Local Innovation, including Medicaid-focused Models
States play a critical role in innovation and delivery of high quality care. CMS wants to
partner with states to drive better outcomes for people based on local needs. CMS and the
Innovation Center have worked with states on a variety of initiatives including the State Innovation
Models, Innovation Accelerator Program, Strong Start and Medicaid Incentives for the Prevention
of Chronic Diseases Model. These efforts and a variety of successful State-led models provide
lessons learned for advancing innovation. Through this model focus area, States could drive
reform and innovation. Healthcare providers and states would work with CMS to develop statebased plans and local innovation initiatives to test new models. Models would vary based on the
needs and goals of each state for improving care and lowering costs, but could include providing
states with more flexibility for multi-payer reforms as well as increasing opportunities for
physicians serving Medicaid and CHIP populations to participate in value-based payment models.
Models specific to Medicaid populations would also be considered. CMS would rely on authority
under sections 1115 and 1115A of the Act in developing and implementing such models.
7. Mental and Behavioral Health Models

CMS is actively exploring potential models focused on behavioral health, including focus
areas such as opioids, substance use disorder, dementia, and improving mental healthcare provider
participation in Medicare, Medicaid, and CHIP through models that enhance care integration
and/or utilize episode payment. CMS is interested in stakeholders’ views of the best payment
models and state and local interventions to improve care in these areas.
8. Program Integrity
CMS is seeking comment on ways that CMS may reduce fraud, waste, and abuse and
improve program integrity. The costs and effectiveness of different approaches to program
integrity could be tested to help CMS find the ideal balance between burdens on patients and
additional workload created for the physician and effectiveness of the review. Such an approach
could be tested as part of a new model and/or be layered on top of other models.
C.Questions
1. Do you have comments on the guiding principles or focus areas?
A common theme we, as a healthcare technology provider, are seeing in the industry is the
need for data-driven models. Our work in healthcare focuses on standardizing and
automating the approach to care, while bringing the patient preferences and experience into
the process as reportable, visible data. We are a business process automation company
offering a SaaS workflow platform. We’ve applied that workflow platform to Clinical
Pathways and have been successful in “digitizing” data so physicians and their staff can
identify variations in real-time, make necessary adjustments quickly, therefore improving
outcomes. At the same time, patient preferences and needs (Ex. comorbidities, relevant
phobias, previous procedures, etc.) are captured in one system and travel with the patient
throughout their relationship with that facility.
This approach applies directly to the Patient-centered care and Benefit design and price
transparency guiding principles. We bring together dispersed data, display only relevant
data, provide data-drive insights, automate manual tasks and standardize the process. This
ensures cost-effective care, a reduction in waste and leads to improvements in beneficiary
outcomes.
We recently presented to a large hospital system who is focusing on the Advanced Lean
approach to providing care. They reached out to us because they realized that a “process is
a process” and that workflow technology can be used to standardize, streamline and drive
continuous improvement within any process.
It would be our recommendation that CMS consider educating providers on the value of
workflow technology to implement alongside Clinical Pathways or any process, which will

align with the guiding principles of any new APM.
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
We are not in a space to recommend new models, but do recommend adding a
workflow technology expert to your panel of experts currently evaluating newly
proposed models.
3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
We do suggest with each design that workflow technology remain at the forefront of
the conversation. By placing a focus on workflow as the driver and delivery platform
of these models, CMS will be able to ensure scalability and convenience, therefore
increasing adoption. Workflow technology can be the catalyst for executing the tasks,
rules and reporting necessary to make new models successful. Additionally, providers
and beneficiaries will benefit from data-driven results and will have visibility into
their data, variations and outcomes.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might be tested as a model
and alternative to FFS and MA?
5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
Similarly to how CMS partners with States to drive better outcomes for people based
on local needs, CMS could partner with technology providers and healthcare
providers that have access to beneficiary needs and preferences. For example,
Clarifire offers mobile technology for Patient Rounding and Audits. Our hospital
clients round on patients, asking questions and gathering data that translates into
improved patient experience. Our rounding solution is extremely flexible and could
incorporate questions geared toward gathering data for CMS. Additionally, Clarifire
offers an easy to use mobile audit solution, which would allow CMS or a provider to
perform a survey of a beneficiary before they are discharged. That data would be
immediately reportable to CMS.

6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
7. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
Resources to submit comments can be found on
https://innovation.cms.gov/initiatives/direction/. Comments will be received through
November 20, 2017.
Special Note To Commenters:
Whenever possible, respondents are asked to draw their responses from objective,
empirical, and actionable evidence and to cite this evidence within their responses.
This RFI is issued solely for information and planning purposes; it does not constitute a
Request for Proposal, applications, proposal abstracts, or quotations. This RFI does not commit
the Government to contract for any supplies or services or make a grant or cooperative agreement
award. Further, CMS is not seeking proposals through this RFI and will not accept unsolicited
proposals. Responders are advised that the U.S. Government will not pay for any information or
administrative costs incurred in response to this RFI; all costs associated with responding to this
RFI will be solely at the interested party’s expense. Not responding to this RFI does not preclude
participation in any future procurement or program, if conducted. It is the responsibility of the
potential responders to monitor this RFI announcement for additional information pertaining to
this request.
Please note that CMS will not respond to questions about the policy issues raised in this
RFI. CMS may or may not choose to contact individual responders. Such communications would
only serve to further clarify written responses. Contractor support personnel may be used to
review RFI responses.

Responses to this RFI are not offers and cannot be accepted by the Government to form a
binding contract. Information obtained as a result of this RFI may be used by the Government for
program planning on a non-attribution basis. Respondents should not include any information that
might be considered proprietary or confidential. This RFI should not be construed as a commitment
or authorization to incur costs for which payment would be required or sought. All submissions
become Government property and will not be returned. CMS may publicly post the comments
received, or a summary thereof.

Clarify Health Solutions
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November 20, 2017
Seema Verma, MPH
Administrator,
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Baltimore, MD 21244-1850
Submitted electronically via CMMI_NewDirection@cms.hhs.gov.
SUBJECT: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
Clarify Health is pleased to provide comments on the Centers for Medicare & Medicaid Services’
(CMS) informal Request for Information (RFI) on the Innovation Center New Direction. We agree with
the importance of improving quality and reducing costs for Medicare and Medicaid, as highlighted in
the RFI document. We strongly believe that CMS plays a critical leadership role in developing and
rolling out innovative programs that serve as a catalyst for the broader healthcare industry. We also
share CMS’s commitment to continuing the effort to deliver higher-value care to patients through
innovation in payment models, and we encourage CMS to create strong incentives for participation
in these programs.
Clarify Health provides a digital platform that enables physicians, hospitals, and health systems to
deliver higher-value care to their patients. Our company is comprised of 30 highly-experienced data
scientists, engineers, and physicians whose mission is to empower clinicians to deliver better care.
We are a mix of Silicon Valley technologists and clinical leaders who believe applying big data,
analytics, and proven approaches from other industries can transform care. We appreciate the
opportunity to engage with CMS in this effort to foster an affordable, accessible healthcare system.
CONTEXT
The healthcare industry needs innovation to improve the quality of care delivered across the US,
while also reducing the overall spend on this care. The US cannot indefinitely support the current
level of spend on healthcare, or the rate at which it is growing. According to the latest National Health
Expenditure Accounts (NHEA), health care spending reached $3.2 trillion in 2015, accounting for
~18% of total US economic activity. This spend is increasing at 5.8%, so will continue to represent a
larger share of the total over time. Medicare spend accounts for $646 billion of this (~20%), while
Medicaid accounts for 17% (and is growing at 9.7%). 1 Innovation in Medicare and Medicaid will have
a major impact on the broader healthcare system.
1

According to CMS National Health Expenditure Data, accessed November 2017.
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One of the major challenges to delivering higher-quality care is the significant amount of waste in the
healthcare system. In 2012, the Institute of Medicine reported that ~30% of healthcare spend goes
towards waste. Much of this waste is from unnecessary services (~27%), excessive administration
costs (~25%), inefficient delivery (~17%), and inflated prices (~10%). 2 This significant waste indicates
that the healthcare industry needs innovation to improve the quality and value of care delivered.
CMS took an important step by announcing in 2015 the ambitious goal to have 50% of all Medicare
payments in alternative payment models by 2018, with another 40% in programs that link payment
to quality. 3 CMS has engaged stakeholders across the broader healthcare industry to participate in
achieving this goal, including the important work done by the Health Care Payments – Learning and
Action Network (HCP-LAN). This Request for Information is another important step for CMS, as it will
help facilitate and foster the next round of innovation in the healthcare industry.
GUIDING PRINCIPLES
The CMS Innovation Center has outlined a set of six (6) guiding principles for your approach to the
design of new models. We largely agree with the spirit of each of these principles:
1. Choice and competition in the market: Transparency of data and information will enable
more choice and competition in the market. Providers need access to the right data sets, and
associated insights, in order to improve the care they deliver and offer a service commitment
to their patients. Likewise, patients need access to accurate information about the quality of
care delivered by providers to make informed decisions about where they receive care. CMS
has already taken important steps to make new, comprehensive data sets available to the
industry to enable this type of information flow, and should continue to do so moving
forward.
2. Provider choice and incentives: Providers should focus on delivering high-quality care to
patients, without significant administrative burden due to multiple new payment models and
regulations. Providers are also at various levels of readiness to take on the risk associated
with new payment models. CMS should continue to expand the voluntary innovation
programs, and should create strong incentives to ensure that providers participate in these
models. Moreover, CMS should work alongside MA plans and commercial payers to align on
general program principles and design, so that investments made by providers in one
program will also enable success in others.
3. Patient-centered care: Patient involvement is too frequently the missing link in the
healthcare industry. Healthcare is perhaps the only example of a service industry where the
beneficiary of the service has no real transparency into the expected cost or quality of the
service in advance of receiving it, and therefore has limited power to make informed decisions
Institute of Medicine. 2013. Best Care at Lower Cost: The Path to Continuously Learning Health Care in America.
Washington, DC: The National Academies Press. https://doi.org/10.17226/13444.
3
CMS. Better Care. Smarter Spending. Healthier People: Paying Providers for Value, Not Volume. Accessed
November, 2017.
2
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about where and how to receive the service. With increased transparency of data and
information, improved digital solutions, and new incentives structures, patients are poised to
take a much more active role in their own care.
4. Benefit design and price transparency: The healthcare industry stands to benefit significantly
from the advances in analytics driven by the transition to cloud-based solutions and the
evolution of data science techniques. These same advances power other industries to
drastically improve the quality of the service provided while reducing the cost of that service.
Imagine the impact on efficiency and value if the healthcare industry had the same solutions
that power FedEx, UPS, Amazon, and Salesforce. Granted, the healthcare industry is unique
in its size and complexity. That said, the same underlying solution principles and architecture
that powered innovation in these other industries can do the same for healthcare.
5. Transparent model design and evaluation: Collaboration with stakeholders across the
healthcare industry is important. That said, CMS must also push towards rolling out
innovative models, even if some stakeholders do not agree with the changes. The healthcare
system in the US has many embedded parties with vested interests, some of whom may not
agree with every change proposed by CMS. To continue to lead the effort to roll out
innovation, CMS must push forward with models that are proven to improve the value of
care. Leaders in the industry will recognize the potential in these models and will adopt them
quickly. Laggards will soon understand that they too must evolve the way they deliver care to
succeed in the future.
6. Small scale testing: Testing new models to ensure that they are effective and efficient is
important before rolling them out more broadly. That said, CMS must align early on the
measures of success, monitor the models frequently, and rapidly scale the ones that work.
The healthcare system needs innovation now.
POTENTIAL MODELS
The Innovation Center has outlined eight focus areas for new models. Clarify Health strongly supports
the push for innovation across each of these focus areas. In this response, we have provided more
detailed comments on four of these focus areas:
1.
2.
3.
6.

Increased participation in Advanced Alternative Payment Models (APMs)
Consumer-Directed Care & Market-Based Innovation Models
Physician Specialty Models
State-Based and Local Innovation, including Medicaid-focused Models

We also recognize the importance of the interactions of these various model types. For example, a
model that combines physician specialty models and incentives for consumer-directed care could be
a powerful approach to improve the value of specialty care delivery. We strongly encourage CMS to
evaluate new models not only within each of these focus areas, but also across multiple areas. Only
by activating providers and beneficiaries across many of these areas can the Innovation Center drive
sustainable change. Please find our additional comments on the four selected focus areas below.
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1. Increased participation in Advanced Alternative Payment Models (APMs)
CMS’s introduction of alternative payment models (APMs) and its commitment to reimbursement
innovation is precisely what convinced us to start Clarify Health. It is also what convinced investors
to inject nearly $15 million into building a big data and analytics platform to support clinicians to
make better decisions and guide patients through care journeys in real-time.
Simply put, Clarify Health exists because of APMs like CJR, EPMs, and BPCI.
Why? APMs like CJR, EPMs, and BPCI, along with Medicare Advantage and ACOs, reward providers
for innovating and delivering more efficient care. That creates a powerful incentive for providers to
invest in the same technologies that enable Amazon, FedEx, airlines, and banks to provide the service
that customers expect. Without the rewards for making these investments, providers often adopt a
wait-and-see attitude before making new investments.
We work with care providers that are in value-based payment arrangements to help them rapidly
identify variation in care delivery and outcomes, standardize practice patterns, stratify patients, and
guide patients in real-time through optimal care journeys. We also recognize the significant potential
of value-based payment arrangements, including bundled payment programs, to create the right
incentive structures so that physicians, hospitals, and health systems roll out new delivery models.
These new delivery models increase coordination across the continuum, improve quality, and reduce
unnecessary care – and are therefore a critical component of achieving the Quadruple Aim.
Starting with the voluntary Bundled Payments for Care Improvement (BPCI) program, and moving on
to the mandatory Comprehensive Care for Joint Replacement (CJR), CMS has acted as the major
catalyst to drive the transition to value-based payments through bundled payment programs. We
partner with providers in both the BPCI and the CJR programs, giving them a powerful digital platform
that enables them to deliver higher-value care to patients and to succeed in these programs. We are
pleased by the level of innovation and investment in better care that these new payment models
have encouraged, and by the outcomes they are producing that demonstrate real progress towards
achieving the Quadruple Aim. For example, from 2018-2020, estimates show that CMS will save
~$294 million as a result of the CJR program. We also see that forward-thinking providers are building
on this foundation to negotiate bundled payment programs with commercial payers.
One of the critical things that CMS has done that has made possible the vast improvements in patient
care is making available the longitudinal data set so providers can understand how they are
performing across an entire patient journey. For the first time, providers have real transparency into
their post-acute performance, including critical metrics like readmission rates to all facilities (not just
those in their own network), total post-acute utilization rates, and patient outcomes. We have also
learned the power of pairing this claims data with clinical data from the EMR, which allows for the
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generation of granular clinical, operational, and financial insights. With this level of insight, providers
of care can continue to improve the quality and value of patient outcomes.
We are aware of some of the challenges created by these programs, including the selection of the
entity that will “own” the risk (e.g., the hospital or the physician), the calculation of a fair target price
that will encourage improvement and discourage “cherry picking” patients, and the mechanisms to
allow for collaboration across provider types (e.g., gainsharing agreements). We recognize that more
mandatory bundle payment programs may not be the most effective path towards achieving the
ultimate goal of the Quadruple Aim.
That said, we clearly observed as we met with health system executives across the country that the
proposed acceleration of the deployment of APMs began to galvanize health systems to action. Many
began actively thinking about investing in powerful analytics solutions to optimize care workflows,
and in efficient ways to dynamically guide patients through their care journeys in real-time.
Moving forward, we would encourage CMS to continue the drive towards value-based payment
arrangements, building on the lessons we have learned so far:
•
•
•
•
•
•
•

CMS has significant opportunity to continue to catalyze the transition to value-based payment
models, which lead to innovation and, ultimately, improvement in care delivery
Physicians and hospitals can both effectively take on the risk associated with these models,
and can deliver higher-value care because of them
Data transparency is a critical component of the success of these programs, and getting data
into the hands of the care providers as quickly as possible makes it more actionable
Target prices must reward both improvement from a historic baseline, and strong
performance relative to peers
Target prices must also properly reward physicians that take on more complex patients
(accounting for clinical co-morbidities, claims history, and social determinant data)
Programs must allow for (and even encourage) collaboration of all actors across the patient’s
journey of care
Many care providers are not fully equipped to succeed in these programs on their own, and
so rely on partners to help them navigate this transition

2. Consumer-Directed Care & Market-Based Innovation Models
Advances in digital technology have empowered consumers to easily access the data and information
they need to make informed decisions, and to efficiently act on those decisions. We have seen the
impact of this trend across a broad range of service industries, including restaurants (e.g., Yelp,
Opentable), travel (e.g., Kayak, tripadvisor, AirBnB), and retail (e.g., Amazon, Google). Stakeholders
in the healthcare industry have been slower to adopt this type of innovation to empower patients, in
large part because the information is not transparent, the data is disaggregated, and the incentive
structures do not encourage them to do so.
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The Innovation Center has an opportunity to drive a transformation in the way that beneficiaries
engage with the healthcare system. While the technology exists to enable this transformation, the
policies and systems currently act as a barrier to innovation rather than fostering it. The Innovation
Center can help foster a change in this by:
•
•
•

Continuing to make quality and cost data available in a timely manner, so that innovators can
use the data to deliver superior service to patients
Creating incentive structures that encourage care providers to manage patients throughout
their entire journey of care (as described in the section above)
Allowing patients to share in the benefits of their own activation in their care journey

With the BPCI program, CMS offered care providers the opportunity to apply for waivers to test out
new models of engaging other care providers and patients across the journey. We recognize that the
adoption of these waivers was limited, likely because most care providers focused more on putting
in place the basic elements required to succeed in bundled-payment models. We recommend that
CMS continue to offer similar waivers and incentives, so that beneficiaries can and will take a more
active role in their own care. As suggested in the RFI, CMS should also explore models where
beneficiaries can share in the savings generated by their participation in making an informed decision
about their care, and by their engagement throughout their care journey.
3. Physician Specialty Models
Specialty physicians play a central role in providing care to many CMS beneficiaries, often to the those
with the most complex or challenging cases. CMS has already started to engage some specialty
physicians in value-based payment models, like BPCI and the Oncology Care Model (OCM). These
bundled payment programs demonstrate that leading specialty physicians recognize the importance
of value-based care, and want to participate in these models.
Leading specialty physicians are even willing to take on sub-capitated population risk for the care
related to their specialty. Going beyond bundled payments, these sub-capitated models encourage
physicians to manage a broader component of a patient’s care. We recommend that CMS build on
the foundation of BPCI and OCM, as well as the thinking behind the ACO models, to explore the
opportunity to roll out voluntary sub-capitated population risk models for relevant specialty care
(e.g., orthopedics, cardiac).
6. State-Based and Local Innovation, including Medicaid-focused Models
Through the State Innovation Models, Innovation Accelerator Program, and other models, CMS has
provided important support to states to enable testing of new models. Clearly, states need flexibility
in the way they administer their Medicaid programs so that they can reduce the overall costs of
delivering care while not sacrificing quality or access to care for their most vulnerable populations.
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We recognize the importance of the State Innovation Models that have allowed leading states like
Arkansas, Ohio, and Tennessee to test out alternative payment models like bundled payments for
maternity care. We strongly recommend that CMS continue to support this type of innovation,
empowering states to roll out broader value-based payment models to better manage their Medicaid
programs. We also recommend that CMS facilitate the sharing of best practices across states, so all
Medicaid beneficiaries can benefit from the innovations that work.
CONCLUSION
We appreciate the CMS Innovation Center’s openness to comments from a broad range of
stakeholders in the healthcare industry. The Innovation Center plays a critical role in catalyzing
change, at a time when maintaining the status quo is not sustainable. We welcome the opportunity
to work with CMS to address these and other challenges faced by healthcare providers seeking to
deliver high value care to patients. Please let us know if you would like additional details or
commentary on any of the concepts outlined in this response.
Thank you for your consideration.
Sincerely,

Dr. Jean Drouin
CEO, Clarify Health Solutions

Todd Gottula
CTO, Clarify Health Solutions
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Chief Government and Community Relations
Officer

November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Mail Stop 314G
Washington, DC 20201
Re:

CMS Request for Information: Innovation Center New Direction

Submitted electronically via: CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
Cleveland Clinic appreciates the opportunity to work with the Centers for Medicare and Medicaid
Services (CMS) as it pursues a ‘new direction’ for the Innovation Center. The Innovation Center is
helping to transform health care from volume-based to value-based reimbursement, including through
the development and execution of the Alternative Payment Models (APMs). Cleveland Clinic is
committed to providing patients with the best possible care, and is eager to engage with CMS to assist
in any way possible.
Cleveland Clinic is a not-for-profit, integrated health care system dedicated to patient care, teaching,
and research. Our health system is comprised of a main campus, 10 community hospitals, and 21
family health centers with over 3,500 salaried physicians and scientists. Last year, our system had
more than seven million patient visits and over 220,000 hospital admissions.
We appreciate the dedication of CMS staff on behalf of the Medicare and Medicaid programs and the
work they devote to their administration. We believe it is important for hospitals to share information
with CMS so that it has a better understanding of the challenges and practicalities faced by hospitals
when proposed changes impact hospital operations and the patients we serve. The following are the
comments of Cleveland Clinic in respect of the captioned request for information (RFI).
Cleveland Clinic believes in the need for a national shift in the healthcare dialogue. For too long,
debates have circled over the question of healthcare coverage. These debates, while important, fail to
address the challenge of the growing cost of providing care.
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In general, Cleveland Clinic believes that we need to shift from a national focus on treating the sick
toward keeping healthy people well. This shift necessitates developing payment strategies that align
incentives toward the health of patients over the volume of services. To that end, Cleveland Clinic is
greatly encouraged by the Agency’s continued focus on the evolution of payment models.
Furthermore, Cleveland Clinic believes in a need to improve the efficiency in the delivery of
healthcare. The Agency’s new commitment to Patients over Paperwork is welcome news, and we
appreciated the opportunity to share our perspective with you during your visit. Through alternative
payment models, the Agency has the authority to eliminate many of the barriers created by Medicare
rules that impede the efficient delivery of care.
In addition to responses in the requested categories, Cleveland Clinic offers a number of
recommended changes for existing models. These recommended changes include:
 Greater flexibility from restrictions on payment for telehealth
 Improved access to waivers from existing statute
 Modifying benchmarking methodology to create more stable, achievable targets for model
participants
The Benefits of a Clinically Integrated Network
Several of the guiding principles and specific focus areas enumerated in the RFI touch on various
aspects of individual provider participation in advanced alternative payment models (A-APM). There
has been debate about whether A-APM’s – and, in particular, Accountable Care Organizations
(ACOs) – are driving provider consolidation and, further, whether this is of benefit or detriment of
patients and providers alike. We wish to offer some thoughts and lessons learned. We believe
fervently in the value of the Clinically Integrated Network (CIN) to both rein in health care costs and
ensure that patient safety and quality of patient outcomes is preserved and improved.
Cleveland Clinic is an integrated health system; that is, the system includes hospitals, family health
centers, independent physician practices, and post-acute care, with a combination of employed and
independent providers in the community. Cleveland Clinic embraced value-based care, including
population health management and bundled payments, very early in the Innovation Center’s life
cycle. Indeed, Cleveland Clinic was one of the first participants in the Bundled Payments for Care
Improvement (BPCI) Model 2 initiative for lower extremity joint replacement (LEJR) bundles,
beginning in 2013. That pilot program, which integrated acute and post-acute care, and included both
employed hospital staff and independent community providers, was one of only four that were
successfully implemented in the first year. Since then, the program has successfully met its targets
for each of the last 16 consecutive quarters.
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In 2015, when we began participating in the Medicare Shared Savings Program (MSSP) Track 1,
Cleveland Clinic was faced with taking the lessons learned from that first pilot and propagating them
to an entire health system. As part of that, we needed to not only prepare our employed physicians
for participation in this new model, but needed to execute participation agreements with each of the
more than 250 independent physicians and practices that comprise our Quality Alliance and operate
in our regional hospitals and service sites. When we embarked on this program, we were unsure if
there would be any success in achieving shared savings representing upside financial benefit for these
practices. Our physicians took a risk, sacrificing some of their independence and taking on additional
reporting requirements, with no guarantee that there would be any financial pay-off. (This occurred
pre- Medicare Access and CHIP Reauthorization Act (MACRA), so our physicians were not facing
Merit-based Incentive Payment System (MIPS) reporting as an alternative).
Every one of our independent practices signed on to the MSSP in the first year. Their rationale for
participation was largely driven by their perceived benefit of being part of a CIN, and they were
pleased and encouraged with the way this one was structured. Because of these activities and the
realized benefit of significant shared savings and improved population health metrics, all of our
independent practices have elected to migrate with the Cleveland Clinic Health System to a riskbearing Advanced APM for 2018.
We believe that CINs are an essential part of the path to better patient outcomes at lower costs, but
we believe that they must be set up to succeed. In particular, we believe that there are several keys to
successful integration, as detailed more fully below.


The Success of Any Individual Provider Is Tied to the Success of the System, and Viceversa. In other words, both the risk and the reward was equally shared among all members
of the ACO, which eliminated competition among and between individual providers and
practices.



Commitment to Training and Education.
Each independent practice received
individualized, hands-on training in the tools (including Hierarchical Condition Category
(HCC), population health assessment, electronic medical record (EMR) and data collection
tools) and policies that were essential to success of the program. The burden of cost for these
trainings was absorbed as program cost, and so no individual practice had to absorb their startup costs. At the same time, both the hospital system and the independent providers understood
that these costs would be recouped out of the shared savings pay-out, if any, so there was
incentive for both the system and the providers to make this investment. Cleveland Clinic
was fortunate; we had already made significant investment in our training and infrastructure,
so the additional investment was lower than it might have been otherwise. We believe that
CMS could improve participation in A-APMs by ensuring that training and infrastructure
support is available to new and potentially under-resourced participants.
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Practices Have a Voice in the Governance of the ACO. Because our CIN had both
employed and independent providers, it was important to give voice to the concerns and needs
of all constituents. The ACO was implemented with a shared governance council that
determined all major policies, use of shared savings (including strategic reserve of funds for
care coordination activities, upgrading training and data collection activities and a “rainy day”
fund to shield independent practices from potential downside risk in future years), as well as
distribution of shared savings to independent and employed providers. We believe that AAPMS must have the discretion to structure their governance to address both the short-term
and long-term needs of the participants and patients.



The APM Population is Large Enough to Mitigate Risk and Realize Economies. There
is no question that ACOs and other A-APMs work best when the populations are large enough
to absorb outliers without disrupting financial targets. In the case of the Cleveland Clinic
MSSP, it currently supports nearly 80,000 covered lives. But we recognize that our ACO
operates around a dense urban core, which facilitates enrollment and attribution. In those cases
where the population density is insufficient to support a geographic APM, we believe CMS
must allow and encourage the development of regional APMs that can support a sufficiently
large population to balance investment, risk and reward.

In short, our experience has taught us two important lessons: first, that there is benefit associated with
the size and resource available to a large consolidated hospital system in the value-based health care
world; and second, that smaller independent practices can benefit from partnering with a large CIN,
without losing their independence. We encourage CMS to consider guidelines for health systems
that help their CINs succeed and build shared engagement for the long term as part of the RFP
and contracting process.
We wish to make the following suggestions in response to specific aspects of the RFI.
I.

Suggestions for How Best to Modify Existing Models to Ensure Success

Cleveland Clinic has participated in eight CMMI models with excellent results to date, namely: BPCI
Model 2; MSSP Track 1; Comprehensive Primary Care + (CPC+); Comprehensive Care for Joint
Replacement (CJR Model); Independence at Home; Oncology Care Model; State of Ohio State
Innovation Model (SIM) Episodes (15 total); and the State of Ohio SIM CPC. While we have
embraced the move to value-based care, we offer suggestions for ways to improve the programs,
make them more efficient, and better meet the objectives of the program.


Telehealth – To bring down the cost of health care delivery, we need to reduce the overhead
inherent in delivery of care in traditional settings like hospitals and even physician offices.
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We also know that outcomes are improved when patients are engaged and participating in
their care decisions. Patients need to be engaged in their health care where they live and work.
For example, there is no reason why a patient with a simple upper respiratory infection cannot
use an audio and video link to connect with a provider, and receive a diagnosis and a
prescription while at home or work. However, at present, this activity can only be reimbursed
where the patient is in a rural or underserved area of the country and can only be reimbursed
when the patient is physically present in a billable medical facility which eliminates home as
a place of service where care can be reimbursed.
Providers, likewise, must make the best use of their clinical time, especially in the case of
surgeons who may see several referral consults for every patient who needs surgical
intervention. In this case, it is more efficient to engage in a 5- to 10-minute asynchronous or
synchronous consult with a referring primary care physician and rule out further intervention,
than to utilize a face-to-face encounter, with associated staff time, patient co-pays and
overhead. However, again, the specialist using this more efficient consultation cannot be
reimbursed, (even at lower rates) without the face-to-face encounter.
We believe that both synchronous and asynchronous distance health encounters should be
available for reimbursement to any participant in a risk-bearing arrangement, for any
indication where there is not an explicit contraindication. This availability should include
flexibility on statutory originating site requirements.


Make Waivers Easier to Obtain for Organizations Participating in Advanced APMs – In a
value-based payment model, the incentive is to make novel changes to the care model to
deliver better outcomes at a lower price. To achieve those aims, participants in A-APMs must
have the freedom to experiment with non-traditional care models, sites of care and processes.
For example, when Cleveland Clinic embarked on its first bundled payment pilot for hip and
knee replacement, we knew that a home safety evaluation visit from a home care nurse, prior
to admission for surgery, would greatly improve successful early discharge to home.
However, obtaining a waiver to include this essential service as part of the bundle was an
onerous process.
Likewise, myriad opportunities exist for utilization of home monitoring devices for
measurement of biometric data. As patient technology has evolved, products have come to
market that allow patients to track their own health remotely using devices that record and
process the data. For example – an automated blood pressure cuff can take blood pressure
readings, and feed the information to a smartphone or other connected device. These devices
help patients in monitoring programs avoid additional trips to clinical settings. We urge CMS
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to streamline and expand the range of services that may be included in waivers for participants
in risk-bearing APMs.


Remove barriers to services. Artificial barriers to adherence with courses of treatment are
another critical factor that affects beneficiary participation and improve outcomes. Referral
restrictions to Cardiac Rehabilitation, for example, can act as a significant barrier to patient
adherence. Currently, only physicians are able to prescribe CR services, which can place
unnecessary tasks on the physician, hindering workflows and the prescription of CR services.
To address this concern, many systems are making significant investments in opt-out
functionality within their EHRs for CR orders. However, by waiving the requirement for
physicians prescription and allowing non-physician practitioners’ (PA, NP, CNS) supervise,
prescribe, review, and sign treatment plans for CR will likely enable increased CR referral
and improve provider workflows.



Improve the Attribution Policy – Currently, some MSSP models attribute patients based on a
plurality of encounters in a retrospective manner, with providers being given a vast list of
“possible” attributed patients for potential outreach. Further, there are restrictions on the types
and timing of outreach that an ACO can have with these patients. Retrospective attribution
inhibits proactive engagement of patients and management of chronic diseases. Providers are
essentially left to “play catch-up” with patients late in the year, rather than partner with
patients toward long-range goals. We encourage CMS to allow patients to opt-in to ACOs on
a proactive basis, and allow ACO’s to reach out to patients more proactively, for any at-risk
arrangement (not just MSSP Track 3 or NextGen ACOs), no differently than they do with
Medicare Advantage (MA) plans.



Improve Benchmarking Methodology – Cleveland Clinic recognizes that APMs are designed
to incent continuous improvement, rather than one-time investments. To that end, most
models include an adjustment of financial targets from year over year, rather than a one-time
modification. For example, the BPCI model and, more recently, A-APMs, have included a reindexing and realignment of target prices through the use of either national or regional trend
factors.
As these models have matured, however, it is becoming apparent that this continual
readjustment of baselines is leading to misaligned incentives and risks. These incentives may
have the undesired impact driving the highest performing hospitals and health systems out of
these models just at the time when the programs are beginning to reap benefits at the national
level.


Hospitals are Penalized for Their Improved Target Prices – Cleveland Clinic piloted
care redesign in lower joint replacement care at one hospital first before a program roll
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out to the remaining community hospitals. Through successful care coordination and
redesign, this first hospital remains the model hospital for all Cleveland Clinic Health
System hospitals and is considered “optimized”, meaning that it is infeasible to safely
further reduce the cost of care.
However, the current per case target price is based on 2016 with a National Trend Factor
(NTF) adjustment of 0.933 or $1,274 per case, on top of an initial target price among the
lowest in the region. The inherent difficulty in this constantly lowered target price is the
small margin the hospital makes on each case. A major loss on a single episode within a
quarter can represent an almost insurmountable deficit. Low target prices due to the NTF
adjustment coupled with an inability to further reduce the cost of care safely led the
hospital in question to experience a negative NPRA in Q4 2015 and Q1 2016. Unintended
consequences of the NTF impact and related losses penalize the highest performing and
“early adopter” hospitals for their optimized care delivery and could force them to exit the
program.


Hospitals After a Certain Threshold will be Forced to Exit the Program –
Optimization of care delivery via redesign and post-acute care coordination will be
maximized after a certain point in the program.

With Regard to Improving Target Price and Benchmarking Calculation, We Recommend
the Following Specific Changes:
−

Eliminate the NTF for Episode-Based Programs – As target pricing is based on hospital
specific data, the progress of the nation as a whole may be an inadequate and problematic
adjustment for EPM participants. A productivity adjustment for the nation’s progress as
illustrated in the above analysis generates unintended consequences that financially harms
organizations who are performing well and discourages future participation in the program
generally. Elimination of the NTF altogether may provide a more simplistic and fair target
pricing scheme that rewards participants to deliver high quality, low-cost care.

−

Lock-in Target Price – Upon a hospital meeting or surpassing an episode spend threshold
in relation to the national mean episode spend for a Medicare Severity-Diagnosis Related
Group (MS-DRG), we believe it is reasonable to provide a locked-in target price for that
organization for a specified period. This locked-in target pricing would reduce the
likelihood of organizations exiting the program and incentivize improved care
coordination efforts, post-acute partnership strategies, and other cost reducing, quality
enhancing efforts. We suggest that hospitals who meet the 65th percentile in relation to
the national mean episode spend for the MS-DRG should be eligible. This target pricing
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scheme would enable providers to continue successful participation in the program by
establishing a target price that is both reasonable and stable.
−

Risk Adjustment – Hospitals that treat complex medical patients may experience
significantly different episode spending than other hospitals with a lower acuity patient
population. Ellimoottil et al. recently investigated the disparities in patient complexity
among participant organizations in the CJR model.1 A significant inverse association was
found between patient acuity and reconciliation payments in that payments were reduced
by $827 per episode for each standard deviation increase in patient complexity. According
to this study, implementation of risk adjustment methodologies could increase
reconciliation by as much as $114,184 annually for CJR episodes in some hospitals.
While risk-adjustment may appear less relevant for BPCI episodes as their baseline is
derived from hospital specific data, including a risk adjustment component may better
reflect a hospital’s complexity and may reduce the impact of the NTF adjustment on those
hospitals who cannot reasonably reduce their cost of care further. Particularly,
incorporating an HCC-risk score adjustment in BPCI target pricing methodology may
more accurately illustrate the patient complexity and associated hospital costs. Using a
regional trend factor would account for regional differences in wages and other costs
associated with patient care. While on the surface, this might appear to mitigate the
unintended downward pressure caused by using the NTF, in practice the effect can be
quite the opposite. This could serve as a strong disincentive for the lowest cost and most
effective A-APM participants to continue participating in what has otherwise been a
remarkably successful and well-embraced program.
While many of the examples here are specific to episode-based models, the lessons can be
applied to other models as well. The methodology used to set financial targets under other
alternative payment models should be modified to reflect comparable factors – particularly
the challenge presented by new, lower savings targets in each year.
In closing, Cleveland Clinic urges the Agency to re-evaluate its benchmarking and target
price methodologies, to better reflect a maturing provider base, and to provide more
transparency in its determinations of benchmarks and targets.

1

C. Ellimoottil et al., “The new bundled payment program for joint replacement may unfairly penalize hospitals that
treat patients with medical comorbidities,” Health Affairs, September 1, 2016; 35(9): 1651‐1657.
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II.

Feedback Regarding the Proposed Guiding Principles

Cleveland Clinic appreciates the Innovation Center’s focus on the promotion of patient-centered care
models that empower beneficiaries as consumers, enhance price transparency, and increase consumer
choice while improving health outcomes. Our specific feedback on the Guiding Principles follows.


Voluntary Versus Mandatory Models – The question of voluntary versus mandatory models
raises several critical issues. On the surface, individual hospitals and health systems will
naturally voice a preference for voluntary models over mandatory ones. Process reengineering in health care is complicated and requires substantial investment in both time and
resource to accomplish, and in an environment where even the most successful hospitals
operate on the thinnest of margins, this investment is not to be undertaken lightly. The
incentive to innovate is dependent on one simple truth: innovation takes place when the cost
of not innovating becomes too high.
Cleveland Clinic maintains that voluntary models remain preferable to mandatory models.
However, we also maintain that voluntary models will fail to have the desired impact on
innovation nationwide unless the incentives associated with them are sufficient to
adequately reward the investment in improvement and do not unfairly penalize early
success or risk taking (see our associated comment under “Improvements to Existing
Models”). Otherwise, the hospitals and health systems that are most inefficient are not
incentivized to make changes that improve efficiency and outcomes.



III.

Addressing Potential Model Overlap – Cleveland Clinic has already experienced some
challenges in model overlap, and encourages CMS to think in a proactive manner about how
to address harmonization of models. We encourage CMS to consider allowing full run-out
of current contracts and models with an adequate analysis to understand impacts of these
models, before new focus areas and models are proposed. Providers have invested
considerable time and resources in developing process improvement around these models. It
would be counterintuitive to CMS’ goals if providers and patients were not able to take full
advantage of the gains that already have been made in outcomes and efficiency.
Feedback on Proposed Models and Focus Areas

Cleveland Clinic offers the following feedback regarding the proposed models on which the
Innovation Center intends to focus.
Expanded Opportunities for Participation in Advanced APMs – CMS seeks comment on ways
to increase opportunities for eligible clinicians to participate in A-APMs and achieve threshold levels
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of participation to become Qualifying APM Participants (QPs). CMS also seeks feedback from
stakeholders on ways the Administration can be more responsive to eligible clinicians and their
patients, and potentially expedite the process for providers that want to participate in an A-APMs, as
well as ways to capture appropriate data to drive the design of innovative payment models and
strategies to incentivize participation.
At the heart of provider participation in A-APMs is the question of whether the provider receives
sufficient value from the participation to justify the expense and effort of that participation. While on
the surface, one can argue that the financial incentives are considerable and may provide that
justification, that alone is likely not sufficient incentive for a solo practitioner or a small (or even
large) group practice to effect the changes necessary to be successful in qualifying APM. As we have
illustrated in our earlier comments about the value of a well-structured CIN, there is significant value
for practices to join a CIN that is built as a long-term partnership. Further, as can be seen in our earlier
preamble regarding the value of a well-structured CIN, these engagements are not built without
considerable up-front investment. While Cleveland Clinic is proud of the success we have enjoyed
with our CIN, we are by no means the only health system to make such an investment or to enjoy
such a success. We strongly urge CMS not to make changes to the A-APM programs that might
undermine these investments by early adopters or unfairly penalize successful partnerships.
Consumer-Directed Care and Market-Based Innovation models – CMS seeks to engage patients
more directly in the decision-making around their health care spend, including direct contracting,
beneficiary shared savings, increased price transparency, and “comparison-shopping” models. We
appreciate CMS’ intent to consider ways to help patients have more direct engagement in their health
care. We agree that a directly focused and engaged patient is more likely to have input into their care
plan, have better compliance with that care plan, and have a more positive outcome.
Patients need to understand what to expect during their care and who is involved in that care.
However, the expectation that a patient would “comparison shop” for all of the services throughout
an episode – including a hospital stay, post-acute services, imaging services, medications – assumes
that the patient has full, even expert, knowledge of the care continuum, and can make an “apples to
apples” assessment. We believe that this exercise has significant potential for frustration, poor patient
satisfaction, and even poor outcomes for the patient.
When a patient is seeking medical care, that patient fundamentally wants the answer to one question:
“Given my specific diagnosis and health status, what is the chance that this provider will help me
have a positive outcome and what will my out of pocket cost be for the intervention?” Cleveland
Clinic adamantly maintains that engaging patients at the health system level – where that patient
is educated and informed about all of the processes and providers throughout his or her care
episode, from initial engagement through return to home – is the best way to answer that question.
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Physician Specialty Models – CMS is interested in increasing the availability of specialty physician
models to improve quality and lower costs and engage specialty physicians in alternative payment
models, including models where the specialist may serve as the primary source of care or care
coordination.
Cleveland Clinic is supportive of specialty providers having greater participation in APMs. However,
in many markets (even larger markets) there are an insufficient number of patients in any one specialty
to make bundled payments or other models economically feasible as stand-alone pilots.
The American College of Surgeons (ACS) and other specialty societies have recently submitted
proposals to the Physician-Focused Payment Model Technical Advisory Committee (PTAC) to allow
specialties to incorporate or “sell” small volume bundles into larger health system ACOs that are in
at -risk arrangements with CMS. Under this construct, the ACO and the specialty bundle can share in
the savings of the ACO while each entity maximizes value. As cost-cutting necessitates reduction in
their high-cost infrastructure, specialties will be looking to larger entities (like Cleveland Clinic) to
supply quality care at predictable costs under risk-bearing contracts. At the same time, smaller ACOs
and hospitals are eager to create predictable costs instead of having patients go “out of network” for
care that they cannot deliver themselves. Cleveland Clinic urges CMS to consider these “blended”
participation models to optimize participation in Advanced APMs by specialty practices.
Further, Cleveland Clinic also recognizes that providers in many medical specialties – in particular,
specialties such as Endocrinology, Gastroenterology, Cardiology, Rheumatology – function, in fact,
as primary care providers and primary providers of care coordination services. We encourage CMS
to expand the availability of models focused on primary care – such as the CPC+ program – to
these providers so that they have the resources to provide more comprehensive services to their
patients in this capacity.
Prescription Drug Models – CMS seeks comment on models that contemplate novel arrangements
between plans, manufacturers and stakeholders to help incentivize better outcomes through the
prescription drug benefits, both under Part B and Part D.
Because prescription drug costs can impact across all potential models and focus areas, we encourage
CMS to build incentives into every offering for novel and innovative approaches to control
prescription drug costs. These can include value framework models, partnerships, genetics screenings,
etc.
MA Models – CMS invites comments on how to provide MA plans the flexibility to partner with
providers to achieve better outcomes, including in benefit design, incentive programs, and ideas about
models beyond MA and fee-for-service (FFS) that can drive value.
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Cleveland Clinic is encouraged that CMS is considering more innovative models that engage payers,
providers and patients equally in the value equation. Our experience with our own self-funded
Employee Health Plan has taught us that process improvement, efficiency, flexibility and incentives
can work together to greatly reduce the cost of care while maintaining or improving quality. By
focusing on building patient and provider incentives for adherence with medication and behavioral
programs, with an eye toward managing or preventing chronic disease, Cleveland Clinic reduced its
annual growth rate for its plan from 7.5% per annum to 0.2% per annum. The April 2016 update to
the Medicare Managed Care Manual outlines the rules that allow MA plans to build in modest noncash incentives for specific behaviors. We believe that these incentive programs could be expanded
to better engage patients in managing their own health and healthy behaviors. In particular, we
encourage CMS to consider models that allow both MA plan participants and FFS participants to
earn reductions in their Part B and Part D premiums and co-pays by engaging actively in
improving their treatment compliance and overall wellness behavior.
This last point raises an overall theme that we find missing from the current focus areas: Cleveland
Clinic holds that a focus on wellness – prevention and management of chronic conditions – is not
emphasized as prominently as it could be. We believe that one of the ways to better build wellness
partnerships is to focus more on proactive attribution of patients in APMs.
While looking at the role of MA plans in both existing and potential future models, we must draw
attention to the wide inconsistency today in the implementation of value-based programs among MA
plans. Our experience is that MA plans have often implemented policies that in some respect hinder
providers in innovating health care delivery. Nowhere is this more apparent than in the widely varying
policies around pre-authorizations for transitions of care, especially between acute and post-acute
care. While current FFS bundles incentivize programs that reduce overall acute + post-acute length
of stay (LOS), rules around transitions to post-acute settings from MA plans often result in acute stays
that exceed what is strictly necessary because the acute provider is awaiting authorization prior to
transition. We urge CMS to consider MA innovation models that partner with providers to
streamline transitions of care and emphasize home-based care, with the goal of decreasing LOS
and increasing patient satisfaction.
State-Based and Local Innovation, Including Medicaid-focused Models – CMS seeks input on
how the agency can partner more effectively with state Medicaid departments to decrease cost and
improve care.
To that end, in 2014, the State of Ohio expanded Medicaid benefits to the Group VIII population,
resulting in an expansion of Medicaid by more than 700,000 beneficiaries. Concurrent with that
expansion, the State of Ohio received a $75 million SIM grant to enable the Ohio Department of
Medicaid to transition nearly all of its beneficiaries to managed care plans and to initiate bundled
payment programs for 50 “high impact” episodes of care.
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While there is no doubt that the per-member, per-month (PMPM) cost to care for the now 2.1 million
Medicaid beneficiaries in Ohio has decreased over this period, we look forward to seeing
comprehensive reporting of attributed outcomes; in the absence of those to date, it is difficult to
ascertain where the improvements have been realized. Cleveland Clinic enjoys a robust partnership
with the Ohio Department of Medicaid, and is committed to working together to reduce cost and
improve quality through better efficiency and more wellness programs. We encourage CMS, however,
to develop standard reporting guidelines in association with any state-based model programs to
allow participants to understand the impact of those programs and partner more effectively.
We also reiterate our previous comments here with regard to MA Programs and difficulties innovating
around transitions of care. While Medicaid Managed Care Organizations (Medicaid MCOs) have
enabled better partnerships between provider and payer with an eye towards reducing costs, they
suffer from a similar difficulty in enabling smooth and timely transition from the acute- to post-acute
setting, resulting in increased payer and beneficiary costs, inefficiency for providers and poor patient
satisfaction. We encourage CMS to pay particular focus to State models that focus on post-acute
care, where both costs and outcomes are increasingly impacted.
Mental and Behavioral Health Models – CMS seeks feedback around potential models that focus
on behavioral health, including substance abuse, dementia, and improving mental health provider
participation in government reimbursement programs.
Behavioral health impacts all aspects of wellbeing, whether a patient is battling a chronic condition
such as diabetes and struggles to maintain medication compliance or is facing a joint replacement and
is at risk for opiate dependence. As our population ages, dementia plays an increasing role in medical
decision-making. As income and other social determinant disparities increase, addiction, depression,
and low health literacy play an increasing role in poor health outcomes.
We believe that CMS needs to incorporate behavioral health integration into its overall approach in
its models and focus areas. Behavioral illness, including addiction, must be treated no differently than
any other chronic disease such as diabetes or hypertension, and diagnosis and management of these
conditions must be considered no differently. We are cognizant that there is a national provider
shortage in behavioral health, which impedes the intensive intervention often needed in acute illness.
Cleveland Clinic encourages CMS to consider models that focus on community- and home-based
engagement of patients, as well as expanded reimbursement of services provided by nurses, social
workers and other community-based providers.
Program Integrity – CMS seeks comment on ways to reduce fraud, waste and abuse and improve
program integrity. We wish to reprise our initial comments in this response about the value of a CIN
to improve both efficiency and wellness in the populations it serves. In addition to enabling enhanced
13

cooperation among providers, one of the chief benefits of a well-designed CIN is that it largely
removes incentives for fraud and abuse. The inherent transparencies of these systems, coupled with
removing the incentives that accompany volume-based compensation, represent substantial
opportunity to maintain program integrity.
In closing, Cleveland Clinic wishes to thank CMS for soliciting feedback on the ‘new direction’ it
envisions for the Innovation Center. We appreciate the thoughtful dialogue around this process. We
remain committed to partnering with CMS and would be happy to discuss the ideas and
recommendations set forth in our comment letter. Should you have any questions, please do not
hesitate to contact Kristen Morris.

Sincerely,

Kristen DW Morris
Chief Government and Community Relations Officer

CC: Amy Bassano,

Acting Deputy Administrator for Innovation and Quality
Director, Innovation Center
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The CASPA Coalition
November 20, 2017
Submitted electronically via:
CMMI_NewDirection@cms.hhs.gov
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
P.O. Box 8013
Baltimore, MD 21244-1850
RE:

Centers for Medicare & Medicaid Services: Innovation Center New Direction

Dear Administrator Verma:
The Clinically Appropriate Savings Producing Alternative (CASPA) Coalition is pleased to
respond to your request for information (RFI) regarding the CMS Innovation Center (CMMI).
We are grateful for your solicitation of ideas regarding CMMI’s New Direction and applaud your
intentions in moving CMMI in a new direction to promote patient-centered care and test marketdriven reforms that empower beneficiaries as consumers, provide price transparency, increase
choices and competition to drive quality, reduce costs, and improve outcomes.
By way of background, the CASPA Coalition is a new consortium of innovators in the medical
technology sector who have come together to advance the very principle that inform your
important effort. Our growing membership is diverse from the standpoint of the innovative
technologies they are pioneering, but united in their commitment to helping decision-makers
improve the Medicare program’s quality and efficiency through expanded access to patientcentered, value-enhancing solutions.
We noted with great interest your remarks at the recent Health Care Payment Learning and
Action Network (LAN) Fall Summit. During the speech, you wisely noted that the complexity
of certain alternative payment models may have encouraged consolidation within the health care
system, and you also described a new direction for setting goals and giving innovators the
freedom to achieve them. 1 Although CMMI has launched several new alternative payment
models since the inception of the Affordable Care Act, most of these models have adopted more
of a “top-down” approach to innovation in the hope that they would spur innovation and move
the Medicare program from “fee-for-service” to “fee-for-value.” We believe the evidence shows
that the near-term cost and quality results, and long-term staying power of these results, as they
1

https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-sheets/2017-Fact-Sheet-items/2017-10-30.html
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relate to certain “top-down” models have been mixed at best.
Based on the experience of the CASPA Coalition’s innovators and affiliated physicians, we
understand that true innovation starts at the practitioner level. Once a physician reaches a certain
experience level, they develop the advanced clinical acumen needed to see healthcare as it can
and should be. This is a crucial point in a physician’s journey into innovation and paradigm
change, at which the physician is able to identify problems, envision solutions, and understand
the gaps preventing the delivery of more value-driven care. At our country’s disposal,
fortunately, is a veritable army of physicians, clinicians, and entrepreneurs in the clinical
trenches everyday who are the true technology innovators and whose ideas should be harnessed
in the most efficient and effective way possible to move us more quickly to value-based care.
The CASPA Coalition believes this “bottom-up” physician-led national resource is not being
adequately utilized and, indeed, is often hampered by Medicare payment policy. As a result, it is
the objective of the CASPA Coalition to identify for CMMI barriers to innovation where (1)
there are no pathways to innovation under the Medicare program or (2) current Medicare coding
and reimbursement mechanisms may be hindering innovation. To address these barriers, the
Coalition strongly believes that CMMI’s New Direction should provide greater incentives for
bottom-up solutions to implement your vision for giving innovators the freedom to prove the
clinical and fiscal utility of innovations through limited coverage and reimbursement
opportunities. We note that many of the concepts contained in this comment (i.e. “bottom-up”
approach, limited-scale testing) are echoed in a recent paper by the Center for Healthcare Quality
& Payment Reform. 2
In approaching the important opportunity created by this RFI, the CASPA Coalition wishes to
offer comments and recommendations on the following focus areas:
•
•

Providing Pathways to Innovation Where There is None
Addressing the Innovation Gap in Coding and Reimbursement

I. PROVIDING PATHWAYS TO INNOVATION WHERE THERE IS NONE
The CASPA Coalition believes a core issue impeding innovation in the Medicare program is
that new innovations compel hospitals and providers to incur additional expense on top of the
current carrying costs for an episode of care. As described in more detail below, this burden
serves as an unfortunate disincentive to the adoption of innovations, even when they hold the
promise of improving outcomes and reducing costs. Because innovations often cause
providers to incur added expense, the typical, rationale response is to continue utilizing
traditional methods of care delivery, rather than potentially superior innovations. As a result,
the very hospitals and physicians who would like nothing more than to spur innovation are
compelled by fiscal reality to make purchasing decisions that are adverse to the adoption of
new methods, solutions, devices, and other solutions. Ultimately, our healthcare system sees
less innovation occur for the simple reason that current reimbursement policies and

2

Harold Miller (Center for Healthcare Quality & Payment Reform), Accelerating Payment Reform in Medicare:
How CMS Can Implement More Successful Alternative Payment Models More Quickly, November 2017
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regulations can erode demand for innovative solutions.
Given the dynamics of the payment penalties and reimbursement reductions included in the
Affordable Care Act, hospitals and physicians have necessarily become even more focused on
maintaining their fiscal sustainability through conservative purchasing decisions. Without
sufficient market demand, new techniques, process improvement solutions, and devices face
increasing difficulty in penetrating fragmented healthcare markets. Indeed, many innovations
die on their journey to market or never achieve scale because of the market’s artificially limited
demand. Unless these challenges are resolved, we are very concerned that innovators and
venture capital will move away from the healthcare market, an outcome that would be harmful
to patients and taxpayers alike and would hinder improvements in Medicare quality.
Fortunately, we believe the RFI offers several potential solutions to the current innovator’s
dilemma. In the RFI, CMMI notes the following:
•

CMS believes beneficiaries should be empowered as consumers to drive change in the
health system through their choices. Consumer-directed care models could empower
Medicare, Medicaid, and CHIP beneficiaries to make choices from among competitors
in a market-driven healthcare system. To better inform consumers about the cost and
quality implications of different choices, CMS may develop models to facilitate and
encourage price and quality transparency, including the compilation, analysis, and
release of cost data and quality metrics that inform beneficiaries about their choices.
CMS will consider new options for beneficiaries to promote consumerism and
transparency.

The CASPA Coalition agrees with this perspective and believes that consumer empowerment
can be powerfully achieved by allowing innovators to provide price and quality data for the
purpose of attaining temporary coding and reimbursement for techniques and process
improvement solutions for which no current or adequate coverage exists. Specifically, we wish
to offer the following recommendations.
A. CMMI Should Create a Temporary Payment Pathway for Innovative Physician
Techniques Not Traditionally Reimbursed Under Medicare
While traditional Medicare reimbursement is focused on discrete services, the program does not
recognize or reimburse for proven physician techniques that have been established to
significantly increase patient quality and reduce Medicare costs. For example, the CASPA
Coalition is aware of techniques that are available for hip replacement services in the hospital
setting that could revolutionize hip replacements provided under the Medicare program. The
benefits of these techniques include:
•
•
•
•
•
3

Significant costly readmission and revision avoidances due to post-op dislocation.
Drastic reduction in the number of intra-operative hip fractures;
Significant reductions in operative trauma to patient anatomy (muscles and tendons);
Significant reduction in transfusion rates;
Marked pain reduction due to surgeon and patient friendly operative entry landmark not

•
•

used in standard hip replacement techniques, ultimately decreasing cutting muscles and
tendons, resulting in much lower use of medication (opioids, narcotics and other
modalities used to manage post-operative pain);
Significant increase in post-operative quality of ambulation; and
Reduction in wait time to post-operative ambulation from weeks/months to days,
significantly improving return to normal daily activities while curbing consumption
home physical therapy and home nursing utilization.

Despite the compelling outcomes of these techniques, they are not available as the standard of
care to Medicare patients, due to several established barriers. For example,
•
•
•
•

Episodic payments do not incentivize the use of new, innovative techniques;
New technology add-on payments under the IPPS are non-applicable because the
technique does not involve the use of substantially “new” devices;
Hospitals have a disincentive to pay for continuing education for their physicians to
learn these new techniques because they result in a decrease in patient stays and,
therefore, a decrease in hospital reimbursement; and
Medicare payment penalties relating to admissions are too imprecise and indirect to
properly incent such techniques.

Fortunately, CMMI has the authority to address these barriers and unleash a new era in
innovation. The CASPA Coalition believes the Agency should explore options for enabling
innovators to have the opportunity to provide data and quality metrics on the likely cost-savings
and quality enhancement of their techniques. Based on such data and quality metrics, CMMI
would then designate worthy techniques for temporary reimbursement through a payment
modifier to existing physician claims under current bundled payment systems. Such a model
could be tested under a small-scale testing protocol and beneficiaries choosing to receive
services with such a technique designation could share in the savings to the Medicare program.
Designated techniques also could be scaled if they meet the requirements for expansion under
1115A(c) of the Affordable Care Act.
Recommendation. We recommend that CMMI establish a new designation for innovative
physician techniques that are determined (on the basis of their documented quality
improvement and cost reduction) to be Clinically Appropriate Savings Producing
Alternatives and provide temporary reimbursement for such innovations through a
payment modifier to existing physician claims under current bundled payment systems.
B. CMMI Should Create a Temporary Payment Pathway for Hospital Process
Improvement Innovations Not Traditionally Reimbursed Under Medicare
While traditional Medicare reimbursement is focused on discrete services, the program does not
recognize or reimburse for proven hospital process improvement innovations that have been
proven to significantly increase transparency in the episode of care, improve patient quality and
reduce Medicare costs. For example, the CASPA Coalition is aware of process improvement
innovations redesign the way stakeholders engage in surgical procedures that could
revolutionize the delivery of knee replacements among other service lines provided under the
4

Medicare program. The benefits of these hospital process improvement innovations include:
•
•
•

•

Significant reductions in the cost of care due to reduced inventory demand requirements
for all stakeholders, related sterilization requirements, and duplicative support services
related to vendor participation in the procedure;
Meaningful reductions in mistakes and near-misses due to streamlined surgical
inventory requirements (with fewer devices in the operating room to choose from, there
are fewer possibilities for mistakes);
Proactive physician and patient-focused device inventory prepared well ahead of the
procedure based on physician input and based on the demographics of the patient, rather
than a reactive, costly and wasteful “all options” inventory divorced from actual patient
needs.
Accurate, accessible, HIPPA compliant clinical documentation of physicians’ surgical
techniques including surgical implant and instrument utilization increasing transparency
among clinicians for best practices, cost-reducing alternatives, and improved patient
outcomes based on clinical variability.

Once again, however, barriers exist to the adoption of such hospital process improvement
innovations in the traditional Medicare program, including:
•
•

Episodic payments do not incentivize the use of new, innovative hospital process
improvement innovations; and
Medicare payment adjustments under current value-based payment mechanisms are too
imprecise and indirect to properly incent such hospital process improvements.

Here too, the CASPA Coalition believes a solution may be readily available, and we encourage
CMMI to explore options for extending temporary reimbursement through a payment modifier
to existing facility claims under current bundled payment systems to hospital process
improvement innovations that are deemed worthy of such coverage. As per above, we believe
this model could be tested under a small-scale testing protocol and beneficiaries choosing to
receive services with such a process improvement designation could share in the savings to the
Medicare program. Designated process improvements also could be scaled if they meet the
requirements for expansion under 1115A(c) of the Affordable Care Act.
Recommendation. We recommend that CMMI establish a new designation for innovative
hospital process improvement innovations that are determined (on the basis of their
documented quality improvement and cost reduction) to be Clinically Appropriate
Savings Producing Alternatives and provide temporary reimbursement for such
innovations through a payment modifier to existing facility claims under current bundled
payment systems.
II. ADDRESSING THE INNOVATION GAP IN CODING AND REIMBURSEMENT
Current hospital cost-report processes in the inpatient and outpatient Medicare payment systems
as well as the non-public code development and reimbursement process organized through the
AMA CPT / RUC can lead to delays in coding and coverage pathways as well as inappropriate
5

pricing. These delays can make it more difficult to bring medical innovations to Medicare as a
result of vagaries and lack of transparency of the current coding and reimbursement process,
rather than any concerns with the merits of the technology.
While CMS does have its own processes to establish temporary codes outside of the AMA
CPT/RUC process, there is no established uniform application process. In the hospital
outpatient and ambulatory surgical center settings, temporary C-codes can be established
through authority derived through the Balanced Budget Refinement Act. In the physician office
setting, temporary G-codes may be established through authority CMS derives from general
oversight provisions needed to administer the Medicare program. Other provisions such as
new-technology add-on payments in the IPPS, transitional pass through payments in the OPPS,
device-intensive designation in the ASC also exist, but each has its own complicated and
distinct methodology which often is a bad fit for a new innovation. But there is no single
transparent, uniform process for establishing temporary codes for new devices to prove
themselves.
Section 1115A(b)(2) of the Social Security Act provides that the purpose of CMMI is to test
innovative payment and service delivery models to reduce program expenditures while
preserving or enhancing the quality of care furnished to individuals under such titles. The
authority under Section 1115A is broad and CMMI also is authorized to spend 10 billion over
10 years to test such models. In the RFI’s request for comments on a new direction, CMMI
pays particular attention to price and quality transparency.
In this light, we propose that CMMI utilize its authority to provide an opportunity for medical
innovations to show their worth through a transparent process of providing price and quality
data to CMMI when legacy coding and reimbursement opportunities have failed through the
AMA/CMS coding and reimbursement structure. We request a single transparent uniform
process for establishing temporary codes for any newly FDA-approved device as follows:
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•

Technologies not covered under Medicare, but are FDA approved. If FDAapproved medical technologies can be reasonably shown to likely reduce cost while
maintaining or improving quality, they automatically would be provided a temporary Gcode in the office-based setting and a C-code in the hospital outpatient setting

•

Technologies covered under Medicare, but not in all settings. If FDA-approved
medical technologies can be reasonably shown to likely reduce cost while maintaining
or improving quality, but are not covered in a certain setting, they would be
automatically provided a temporary code in the non-covered setting. For example, if a
medical technology is coded and reimbursed in the hospital outpatient setting, but not
the physician office setting, the code would automatically be provided a temporary Gcode in the office-based setting in order to collect further data on more appropriate
pricing.

•

Technologies covered under Medicare, but not appropriately paid. If FDAapproved medical technologies can be reasonably shown to likely reduce cost while
maintaining or improving quality, but are not appropriately reimbursed, they would be

provided the opportunity to apply to receive a temporary increase in reimbursement in
order to collect further data on more appropriate pricing.
Recommendation. We recommend that CMMI allow for a single transparent, uniform
process for establishing temporary codes for new technologies that are FDA-approved and
have proven based on the submission of data to be likely to reduce cost while maintaining
or improving quality in the Medicare program.
Conclusion
In closing, we would like to thank you again for this opportunity to share our input with you.
American healthcare is blessed with extraordinary talent and limitless potential and it is
incumbent on the Medicare program to harness these resources. Through the provision of
temporary coverage to qualified innovations, we are confident Medicare can achieve significant
improvements in outcomes, patient satisfaction, and program efficiency. We therefore hope our
recommendations will be of value to you as the Innovation Center’s New Direction is charted,
and we stand by to serve as a resource in any way needed.
If you have additional questions regarding these matters and the views of the CASPA Coalition,
please contact Eric Berger at (202) 465-8711.

Eric Berger

The CASPA Coalition
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 via
  CMMI_NewDirection@cms.hhs.gov

To: CMS Innovation

 Choice
From: Coalition for Community
  2017
Date: November 20,
  a new direction to promote patient-centered care and test market-driven
Re: Feedback on
reforms that empower beneficiaries as consumers, provide price transparency, increase choices
and competition to drive quality, reduce costs, and improve outcomes

 for
  Community

 Choice

 (CCC)

  is
  an
  alliance

 of
  organizations,

 businesses, and
The Coalition
housing professionals that strive to meet the housing and employment demand for an array of
life options for citizens with Intellectual/Developmental Disabilities (I/DD).1 The CCC applauds

 from

 stakeholders

 on

the leadership of the CMS Innovation Center for requesting information

 of its mission. Our expertise spans

 across the
  country and includes site visits
the future direction
to over 100 residential opportunities and social enterprises. We would like to submit the
following public comments:
1. Local communities across the country are responding to the national housing and

 innovative,

 supportive

 housing

long-term support services crisis by developing
communities.2 Advocates know that without affordable, accessible housing, citizens with
autism and I/DD will either become homeless or be forced to access long-term support services
in the “next empty bed” of provider-controlled settings such as licensed group homes, nursing
  appropriate and preferred by some
facilities, ICF-ID, etc. Although these settings may be

 desire

 to remain in their communities, a lack of affordable, accessible
advocates, for those who
housing is devastating to neurodiverse citizens and expensive for the taxpayer. Forced
placement in “the next empty bed” may remove individuals with I/DD from their communities and
negate investment of time and money into developing meaningful routines, employment options,
and natural support systems.

1

 Coalition for
  Community Choice website: http://coalitionforcommunitychoice.org/
 Housing Directory of
  the Autism Housing Network which

 includes

 projects

 that

 exist,

 are
  emerging,

 and in

development: http://www.autismhousingnetwork.org/housing/

2

 Coalition for Community

 Choice (CCC)  p.1

In response, local communities have developed consumer-controlled, supportive housing
solutions that provide non-Medicaid funded amenities and additional support services built into
rent e.g., smart home technology, a community engagement specialist, employment navigators,
coordination of planned activities on-site and

 transportation for planned

 activities

 off-site,

a

nurse to
  assist

 in
  health

 planning,

 on-call

 overnight assistance,

 etc. Residents benefit from the
built-in support

 system

 and

 access

 additional

 residential

 supports

 of
  their

 preference.

 Being
consumer-controlled, residents may choose any residential service provider for their
individualized direct support needs through a Medicaid HCBS waiver or train and hire their staff
through consumer-directed support system.

 of
  supportive

 housing

 for
  citizens

 with

 I/DD

 may

 1.
  significantly

 decrease

The investment

 expensive

 crisis

 intervention due to hurting oneself or others, 2. lessen
traumatic and
dependence on in-person direct support staff, 3. increase community engagement and
integration, 4. increase quality of life, and 5. prevent regression and enhance independent living
skills of young adults who graduate from school “into the couch.”

 more control

 over

 their

 home,

 more

Citizens with I/DD who live in these settings have
engagement with their local community, are rarely lonely, and have exceeded expectations in
learning independent living skills. Additionally, the built-in support and amenities of these
settings have allowed the opportunity for individuals with low support needs to live
independently without an HCBS waiver.

 Core Indicators3, State of the States in
Current federally-funded research, i.e., National
4
Developmental Disabilities  and the Residential Information System Project5, does not include
this model of consumer-controlled, supportive housing partnerships. These models are the next
phase in the evolution of housing and long-term support service delivery. Quantifying the
financial savings and impact of these models on quality of life of neurodiverse citizens is
essential.


2. Official CMS guidance for implementation of HCBS Final Rule has created significant
  local

 supportive

 housing

 solutions

 and

 limits

 the
  housing

barriers to the expansion of
  citizens

 who

 rely

 on
  Medicaid.

choices of

 the
  advancement of person-centered thinking of the HCBS Final Rule and its
We applaud
outcome-oriented ethos as described in the CMS HCBS Fact Sheet:6

 Website

 for
  National Core Indicators,

 Human

 Services

 Research

 Institute

 (HSRI)

 and

 The

 National

 Association

 of

State Directors

 of
  Developmental Disabilities Services (NASDDDS):

 https://www.nationalcoreindicators.org/

4
 Website

 for
  State of the States in Developmental Disabilities,

 University

 of
  Colorado:

http://www.stateofthestates.org/
5
 Website

 for
  Residential Information System

 Project, University of
  Minnesota:

 https://risp.umn.edu/

6
 CMS

 Fact Sheet: https://www.medicaid.gov/medicaid/hcbs/downloads/final-rule-fact-sheet.pdf
3

 Coalition for Community

 Choice (CCC)  p.2

“In this

 Final Rule, CMS is moving away from defining home and community settings by
“what they are not” and toward defining them by the nature and quality of individuals
experiences. The home and community-based setting provisions in this final rule
establish a more outcome-oriented definition of home and community-based settings,
rather than one based solely on a settings location, geography, or physical
characteristics.”
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 Compliance

 Toolkit


 has

 at
  times

CMS guidance
, however,
  non-outcome

 based

 direction

 such

 as
  indicated in the following guidance
reverted to
documents:

●

●
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 guidance

 on
  regulatory

 language

 regarding

 settings

 that

 isolate’

‘Additional technical

 designed

 for
  people

 with

 disabilities,

 explicitly

 listing

 the
  following

stigmatizes settings

 without

 consideration

 of
  service

 delivery

 options

 nor
  consumer
physical setting types

 gated/secured “community”
preference: farmstead or disability-specific farm community,

 with

 disabilities,

 residential

 schools, multiple

 settings co-located

 and

for people
9

 intentional

 communities.
operationally related, and

 Questions

 on
  Planned

 Construction

 and

 Person-Centered

 Planning

‘Frequently Asked
10

a
  strong

 bias

 against

 “presumably

 institutional”

 settings

Requirements’  describes

 for
  the
  service

 delivery

 model,

 consumer

 preference

 of
  housing

 models,

without regard
  residents,

 nor
  other

 evidence

 that

a
  setting

 is
  institutional,

 “It
   was
outcomes of

 CMS’

expectation that

 after

 the
  publication

 of
  the final regulation, stakeholders would not
invest in the construction of settings that are presumed to have institutional qualities
...CMS strongly encourages states to limit the growth of these settings.” State Medicaid
authorities cite this guidance to dissuade local development of supportive housing
opportunities without consideration that consumer-controlled, supportive housing has an
entirely different service delivery system and, most importantly, that citizens with I/DD
are demanding these intentional community11 options.

Limiting an individual's choice to live in a preferred setting by withholding a person’s essential
life supports is against the intent of the HCBS Final Rule that underscores person-centeredness
and the CMS ethos of “putting patients first.” Attached is a legal memo describing the legal

 and subsequent guidance.12
vulnerabilities of CMS “settings rule”
 HCBS

 Settings

 Requirements

 Compliance

 Toolkit:

  https://www.medicaid.gov/medicaid/hcbs/guidance/index.html

 CMS Guidance On Settings That Have The Effect Of Isolating

 Individuals

 Recieving

 HCBS

 From

 The

 Broader

Community: https://www.medicaid.gov/medicaid/hcbs/downloads/settings-that-isolate.pdf
9
 “Intentional communities” stated in person by
  Ralph

 Lollar and in text

 at the National HCBS Conference:
10
 CMS Guidance

 on Planned Construction of Presumed Institutional Settings:
https://www.medicaid.gov/medicaid/hcbs/downloads/faq-planned-construction.pdf
11
 Fellowship for
  Intentional Community website offers

 definition

 of
  intentional community: https://www.ic.org/
12
 Legal memo can be accessed

 on
  the
  Coalition

 for
  Community

 Choice

 website:

http://www.coalitionforcommunitychoice.org/legal-vulnerabilities-of-cms-regulation-of-home-and-community-based-set
tings/
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We request

 that

 CMS

 revisit

 the
  guidance

 documents

 cited

 above

 and

 provide

 additional
guidance on consumer-controlled, supportive housing settings.
  investment

 of homeownership

 to
  decrease

3. Promote and provide incentives for an
  the
  rental

 market

 and

 increase

 the
  use

 of
  consumer-directed

 support

dependence on

 of
  forced

 placement

 in
  provider

 controlled

 settings.

services instead
With the inability to earn a living wage due to impairment or limitations on earned income that
would disqualify a person from Medicaid, market rate rent is well out of reach and subsidized
housing is extremely limited. As described above, it is this lack of affordable or accessible
housing that forces neurodiverse citizens into more expensive provider-controlled or institutional
settings.
The Autism Housing Network powered by Madison House Autism Foundation guides families
and encourages saving money early for the lifespan needs of their loved ones with autism or

 informed

 of
  options,

 families

 have

 an
  increased

 interest in
  investing

 in the
other I/DD.13 When
future housing stability of their loved one. Medicaid should continue to work with HUD and other
agencies to raise awareness and incentivize investment in ownership models including
14

 communities

neurodiverse cohousing
, accessory dwelling units on family property15, tiny
16
17

 apartment

 communities


 sharing

 in
  the
  investment of purchasing
homes , independent
, and
property or a single-family home.

 for
  Community

 Choice

 looks

 forward

 to
  continuing

 to
  support

 the
  important

 work

 of

The Coalition

 Innovation

 Center.

the CMS

Respectfully submitted,

Desiree Kameka

National Coordinator
  Community

 Choice

Coalition for
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15
 Article,
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http://www.autismhousingnetwork.org/mhaf-guest-author-catherine-boyle-putting-accessory-units-reach-families/
16
 Article, ‘5 Reasons Why Autistic Adults Should Consider Tiny Homes’:
http://www.autismhousingnetwork.org/5-reasons-autistic-adults-consider-tiny-homes/
17
 Article, ‘Independent

 Apartment Communities: What Are They, and Why Do They Matter?’
http://www.autismhousingnetwork.org/independent-apartment-communities-what-are-they-and-why-do-they-matter/
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Submitted electronically via CMMI_NewDirection@cms.hhs.gov
RE: Innovation Center New Direction – Request for Information
Dear Ms. Verma,
The Coalition of State Rheumatology Organizations, or CSRO, is a group of state and regional
professional rheumatology societies formed to advocate for excellence in rheumatologic disease care
and to ensure access to the highest quality care for the management of rheumatologic and
musculoskeletal diseases. Our coalition serves the practicing rheumatologist.
We are pleased to respond to your request for information (RFI) on the agency’s planned new direction
for the Innovation Center, focusing on specific issues that uniquely impact practicing rheumatologists
and the patients they serve. Through the Alliance of Specialty Medicine, CSRO has provided feedback on
additional issues that broadly impact specialists, including rheumatologists.

Guiding Principles
Following CMS’ withdrawal of the Part B Drug Payment Model and cancellation of two other episode
payment models, CSRO agrees with the chorus of other health care stakeholders that “guardrails” are
essential as the Innovation Center redirects is efforts. In addition to the Guiding Principles outlined in
the RFI, we urge the agency to include the following:
•

•

Preserve beneficiary access to care. Under the now-withdrawn Part B Drug Payment Model,
beneficiary access to life-saving and life-changing medications, and the providers delivering
them, would have been significantly hindered. In fact, the model did not include metrics that
considered beneficiary experience or quality of care. Models advanced by the agency should put
beneficiaries first, aiming to improve access to the right provider for the most appropriate
diagnosis, treatment, and disease management. The Innovation Center should focus on
preserving beneficiary access to care, halting any models that seek only to reduce Medicare
spending to the detriment of beneficiary health and well-being.
Engage stakeholders in model development. Despite the major impact on rheumatologists and
their patients, rheumatologists were not engaged in a dialogue prior to the release of the Part B
Drug Payment Model. The model was first released through notice-and-comment rulemaking,
which left little opportunity for the Coalition and other stakeholders to meaningfully revise the
model given the “logical outgrowth” hurdle that could not have been met. Moreover, CSRO, an
organization that seeks to address challenges with beneficiary access to Part B and Part D drugs,
would have welcomed a dialogue with agency officials at the outset to provide feedback that
would have instructed a model that may have addressed issues facing the specialty and its
patients with access to needed pharmaceuticals. As the agency proceeds, we urge early
engagement of stakeholders through transparent, subregulatory processes, such as requests for
comment and information. Models should never be released for the first time through
rulemaking, where major revisions will be limited.

•

Incentivize provider participation, not mandate. Providers should be appropriately incentivized
to engage in alternative models of care and delivery, never forced. This is particularly true for
those who lack the necessary infrastructure, data and analytical capabilities, staffing, and capital
to assume downside-risk. This is likely to be the case for rheumatology practices, which are
typically small. Furthermore, beneficiaries should not be forced to participate in demonstration
projects that they do not feel comfortable participating in. Whether through an active opt-in or
opt-out, a clear mechanism for beneficiaries to choose their engagement should be made
available.

As members of the Healthcare Leaders for Accountable Innovation in Medicare and Medicaid, we also
urge you to consider the addition of those principles as part of the Innovation Center’s Guiding
Principles.

Proposed Models
Expanded Opportunities for Participation in Advanced APMs
We appreciate that CMS seeks to expand opportunities for physicians to participate in existing Advanced
APMs (A-APMs). Rheumatologists, like many other specialty physicians, face challenges with
engagement in existing A-APMs. In fact, a report issued by Leavitt Partners explains that not every
provider has a path forward under the APM track of the QPP.1 As a result, most rheumatologists (80
percent) will be subject to the Merit-based Incentive Payment System (MIPS) with a miniscule amount
(1.4 percent) who will be considered “qualifying participants” under the APM track in year 1 of the
Quality Payment Program (QPP).
CSRO, independently, and as part of the Alliance of Specialty Medicine, have explained in multiple
letters to the agency that participation in federally-sponsored APMs, such as the Medicare Shared
Savings Program (MSSP) Accountable Care Organizations (ACOs), presents challenges. Specifically, we
have noted that Medicare ACOs use “narrow networks” to limit the participation of specialists as a
mechanism to control costs, which limits beneficiary access to specialists. While CMS monitors
beneficiary access to specialists through an “Access to Specialists” module as part of the CAHPS Survey
measures set that ACOs are required to report, we remain concerned that this measure will not be
enough to demonstrate whether beneficiaries are being referred for rheumatologic care at the most
clinically appropriate point in their disease progression. As noted above, early intervention and referral
to a rheumatologist will limit the development or progression of certain rheumatic illnesses, ultimately
resulting in financial savings for the ACO and the Medicare program. Also, it remains unclear whether
results from the “Access to Specialists” module will be reliable, as respondents may be unaware that
rheumatologic care is necessary in order to properly manage their condition.
In addition, the quality metrics CMS has adopted for use by these entities are not consistent with the
rheumatologic conditions we treat or have control over, making it even more challenging to “prove our
value” to the A-APMs. Until such metrics are included, the chances of A-APMs including our specialty on
their panels, are slim.
From a disease burden perspective, it is clear that rheumatologists should be working with A-APMs to
improve quality and resource use, particularly for high-cost, chronic conditions, such as rheumatoid
arthritis. However, the metrics on which to demonstrate our value must be present. We would be
pleased to meet with CMMI to discuss ways to better incorporate rheumatologists, and the quality and
resource use measures to which we are held, into existing A-APMs.
1

https://leavittpartners.com/wp-content/uploads/2017/09/CMS-Initiatives-White-Paper-9.7.2017-1.pdf

2

Physician-Specialty Models
CSRO is eager to collaborate with the Innovation Center on models that will improve beneficiary access
to rheumatologists and the expertise we bring in accurate and appropriate diagnosis, treatment, and
long-term management of serious, complex health conditions, including rheumatoid arthritis, systemic
lupus erythematosus, and other debilitating inflammatory diseases. When primary care physicians
misdiagnose these conditions, or refer these patients for intervention by a rheumatologist too late,
disease progression is heightened and more difficult to control; costs to the Medicare program and
beneficiaries are increased; and, beneficiary outcomes and quality of life are diminished until control is
regained, if at all.
As noted below, we are currently working to develop models that would improve access to
pharmaceutical therapy for rheumatoid arthritis, which has been hindered by a number of factors,
including inappropriate and perverse incentives by pharmacy benefit managers (PBMs).

Prescription Drug Models
As discussed in the RFI, CMS notes that it will look to test new models for prescription drug payment, in
both Medicare Part B and Part D. CSRO recently met with Innovation Center leadership and staff to
discuss model concepts that would address rheumatoid arthritis, a chronic condition that relies on
pharmaceuticals and biologics paid under both Parts B and D. Our understanding was that limitations on
the Secretary’s authority prevented most of the novel arrangements we discussed. If a new
interpretation of relevant statute has resulted in an expansion of the Innovation Center’s ability to test
models that would address drug spending across the medical and pharmacy benefit, we would like to
discuss ways to address the challenges our patients continue to face in accessing medicines for
rheumatologic conditions.
We are in the process of developing a white paper that would outline a more specific concept for a
model, which would combine aspects of CMS’ Oncology Care Model (OCM) and the Medicare Payment
Advisory Commission’s (MedPAC’s) Drug Value Program (DVP). As a small organization, we would
benefit from technical assistance that the Innovation Center may be able to provide. We do not have the
resources to develop a model for submission to the Physician-Focused Payment Model Technical
Advisory Committee (PTAC), nor do we believe that is the most appropriate pathway for such a model
given the anticipated limitations on reviewer knowledge of the Secretary’s authority related to Part D or
expertise in medications, including biosimilars, that cross these Parts.
*****
Thank you for considering our comments, and we look forward to working with you as the Innovation
Center continues to evolve. Should you have any questions, please contact Emily L. Graham, RHIA, CCS-P.
Sincerely,
Coalition of State Rheumatology Organizations
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1299 Pennsylvania Avenue NW, Suite 1175
Washington, DC 20004
November 20, 2017
Attn: CMMI_NewDirection@cms.hhs.gov
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20001
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
Thank you for your thoughtful outreach for input on the CMS Innovation Center’s new
direction to promote patient-centered care and test market-driven reforms that empower
beneficiaries as consumers, provide price transparency, increase choices and competition to
drive quality, reduce costs, and improve outcomes. We welcome the new direction with
great interest and commitment on working with the CMS Innovation Center to transform
advanced illness care nationwide. CTAC is a coalition of 140+ organizations consisting of
health care providers, payers, consumers, faith leaders and others committed to the mission
that all Americans with advanced illness, especially the sickest and most vulnerable, receive
comprehensive, high-quality, person- and family-centered care that is consistent with their goals
and values and honors their dignity.
As Baby Boomers age, a growing number will eventually experience advanced illness, when one
or more chronic conditions become serious enough that general health and functioning begin to
decline, and chances of recovery diminish, a process that continues to the end of life.1 Under the
current fee-for-service care delivery system, people living with advanced illness receive care that
is fragmented, uncoordinated, or inadequate to meet their needs and personal wishes. This care
accounts for 25% of Medicare cost in the last year of life. Care delivery improvement and

aligned payment reform are necessary to achieve high-quality, person- and family-centered care
at lowered cost. To that end, C-TAC has proposed an advanced illness care delivery and
advanced alternative payment model, the Advanced Care Model (ACM), to the PTAC for
implementation. As noted in the following section, the ACM aligns with the CMS Innovation
Center’s goals, guiding principles and model focus areas and we seek the Innovation Center’s
support in our PTAC efforts to operationalize the ACM for beneficiaries, their families, and the
healthcare provider community.
ACM Overview (https://aspe.hhs.gov/system/files/pdf/253406/ACM.pdf):
Building from a growing evidence base of successful advanced illness and community-based
palliative care programs from Medicare Advantage, health system, philanthropy, and HCIA’s
funding, the ACM calls for interdisciplinary care team support across care settings, 24/7 support,
and integration of palliative and curative treatment while enhancing choice, access, and
engagement. The accompanying alternative payment model uses a population health per
member per month payment with a pay-for-quality bonus that would be funded through cost
savings. The ACM will facilitate greater care alignment between healthcare sectors such as
physicians, hospitals, home health agencies, skilled nursing facilities, and hospice. The ACM can
be operated by physician practices primarily or through collaborations with other health care
organizations, such as hospices, home health agencies or hospitals.
ACM and Innovation Center Guiding Principles Alignment:
1. Choice and competition in the market: Palliative care services today are limited due to lack
of payment. The fee-for-service system does not pay for the breadth of services or for all
members of the interdisciplinary team. As a result, palliative care services are being
delivered primarily through hospices or hospitals, as an extension of their core services,
rather than separately through a comprehensive focus. The ACM offers an opportunity for
these and other organizations to fully expand their palliative care services to maximize
quality and cost outcomes. Furthermore, the ACM presents new opportunities for physicians
to participate or lead this effort.
2. Provider choice and incentives: The ACM is voluntary, and different provider sectors can
collaborate to deliver the services. It also aligns with the Quality Payment Program and
creates additional incentives associated with advanced alternative payment models.
3. Patient-centered care: The ACM’s core platform is person-and family-centered care. The
critical gap for people with advanced illness is a fragmented and uncoordinated care delivery
system, and the ACM’s core strategy is a reorientation of care delivery services that places
patients at the center, to improve quality and outcomes.
4. Benefit design and price transparency: The ACM payment principles and methods were
developed with input from leading successful programs and learnings from current CMMI
models. The PTAC process has already been very helpful and we welcome any additional
opportunities to work with the CMS to ensure the proposed design aligns fully with the
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CMS’ goals and operational considerations.
5. Transparent model design and evaluation: The ACM is a collaborative design effort, drawing
from diverse health care perspectives (physicians, integrated health systems, hospice, home
health, and payers) and expertise in advanced illness care.
6. Small-scale testing: Numerous advanced illness programs that exist today are a result of
small-scale testing, some of which are directly from the Innovations Center such as the Sutter
AIM program.2 We believe the ACM is ready for voluntary full-scale implementation and
would stand ready to work with the CMS to prepare the provider community for this
opportunity.
Model and Innovation Center Focus Area Alignment:
1. Expanded Opportunities for Participation in Advanced APMs: The ACM provides a
prime opportunity for providers to gradually move from fee-for-service to value through
successfully scaled and proven quality and cost outcomes. The ACM is structured as an
advanced APMs and presents new opportunities for providers who have not been central
to existing AAPMs, including specialists, hospice, and home health agencies.
2. Physician Specialty Models: The ACM can be administered with specialists, primary
care or multispecialty groups.
3. Medicare Advantage Innovations Model: Current advanced illness care programs have
largely been sustained by Medicare Advantage health plans. The ACM will provide the
opportunity for Medicare Advantage to align with the CMS. Expansion of VBID models
to provide Medicare Advantage with flexibility in structuring benefits is welcomed.
Such efforts would enhance greater and faster ACM participation.
4. State-based and Local Innovation, including Medicaid-focused Models: The ACM has
been positioned so that it can be expanded to Medicaid and the dual eligible beneficiary
population. The all-payer voluntary participation creates this pathway for further
coordination with Medicaid. Expansion of services and payment beyond the ACM’s
core framework would be needed, including development and payment for integrated
behavioral health and social services.
5. Program Integrity: The ACM recognizes that program integrity is critical to achieving
the ACM’s goals of person- and family-centered care, choice, access, high quality, and
cost outcomes. The ACM strives to ensure program integrity through a multi-pronged
approach. The model specifies services and structures that are essential towards
achieving the model’s goals, so that model integrity is integrated as part of care delivery
services. Quality outcomes are tied to payment and outlier analyses provide additional
guardrails. The Innovation Center’s creation of a beneficiary ombudsman would also
create a structure to engage beneficiary or family member in this work. We welcome
innovations and coordination to ensure program integrity is a viable and seamless aspect
of new care delivery and payment models, such as the ACM.
While the ACM represents a well-tested solution, we believe innovations must continue
3

in parallel to its efforts to identify alternative or supplemental strategies to improving
advanced illness care. We, therefore, also provide ideas and recommendations on the
following posted questions:
Question 1. Do you have comments on the guiding principles or focus areas?
CMS should build on the Accountable Health Communities model by continuing to expand the
range of services available to those with chronic or advanced illness beyond current medical
ones. The evidence is growing as to the importance of simultaneously providing emotional and
social support to people living with such illness along with disease-modifying medical treatment,
and of addressing psychosocial and spiritual issues in addition to physical ones. If social
determinants of health contribute 80-90% of modifiable health outcomes3, then the focus of
healthcare needs to shift in that direction as well. One possible expansion would be to allow for
innovative design and testing of accountable health communities that would focus on social
support services and infrastructure to support the advanced illness patient population.
Additionally, CMS should expand the Beneficiary Engagement and Incentives Models to test
systemic advance care planning to operationalize person-centered care. The expansion would
include broadening the target population to include all patients as well as the option to focus on
the serious or advanced illness cohort. Testing “concordance”, the degree to which care
delivered aligns with identified and recorded patient goals and values, is challenging, and
demands CMS’ scope and expertise. The encouraging news is that integration of ongoing
advance care planning into the standard health care process and culture reduces unnecessary or
unwanted medical treatment. Respecting Choices, a part of C-TAC and one of the nation’s most
validated advance care planning training programs, has found that health systems that invest in
implementing their full program show a return on investment of 2:1.4
A final new focus for CMS and the Innovation Center is to find ways to acknowledge and
integrate the family caregiver into a person’s health care. Patient outcomes are better5 when
family caregivers are educated and involved; and indeed, such caregivers should be an integral
part of the care team. Additional testing could explore ways for family caregivers to participate
in clinical encounters, including in medical decision-making, treatment education, and outcome
evaluation. Payment model should include family caregiver payment as a possible component
of testing and evaluation.
Question 2. What model designs should the Innovation Center consider that are consistent
with the guiding principles?
CMS could explore models that would provide patients incentives to complete advance
directives. Advance care planning is an important process that leads to more appropriate
treatment and helps families make difficult medical decisions. However, years of efforts have not
been able to get more than about a third of Americans to engage in this process6. There is current
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legislation that would provide such incentive: the Patient Choice and Quality Care Act 7 would
remove the current copay associated with the advance care planning encounter. While these
efforts likely do not merit their own payment models, they could be tested in models that focus
on improving person-centered care and patient engagement.
Question 4. What options might exist beyond FFS and MA for paying for care delivery that
incorporates price sensitivity and a consumer-driven or directed focus and might be tested
as a model and alternative to FFS and MA?
CMS could test further expansion of aspects of PACE, the Program of All-Inclusive Care of the
Elderly, to make this model more widely available to the Medicare-only advanced illness
population.
Within Medicare Advantage, there are several opportunities to test new models for advanced
illness. One is via an advanced illness special needs program, SNP. The other is through the
development and testing of more person-centered measures for those with advanced illness.
Question 5. How can CMS further engage beneficiaries in development of these models
and/or participate in new models?
There are ways to more fully engage beneficiaries. One would be to test more person-centered
care models for them and their families, such as the ACM. Another way to engage beneficiaries
is to include their family caregivers as important members of the care team.
Question 7. Are there any other comments or suggestions related to the future direction of
the Innovation Center?
Our suggestions regarding the data and learnings from the Innovation Center’s efforts follows.
First, we suggest the agency explore ways to streamline the evaluation process so that learnings
can be more quickly shared with the public and private sector. The pace of health care change
has quickened, and it is critical that tested models be evaluated and disseminated on a timelier
basis. Second, while the agency is to be applauded for the range of models that have been tested
since its inception, the dissemination of findings and learnings could be more coordinated. For
instance, the agency has tested several palliative care models under various programs but has not
yet synthesized those findings. Coordinating and synthesizing the findings would be valuable for
those implementing similar models in the private sector and/or developing potential APMs.
Finally, the agency could make all findings from tested models or programs public. Sharing
findings in an easy-to-search and transparent way would ensure quicker transfer of knowledge
and adoption.
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In conclusion, we thank you for the opportunity to comment on the new direction of the
Innovation Center. We believe these suggestions could help improve and incentivize
better care for all those living with advanced illness. We stand ready to work with you
and the CMS Innovation Center on any of the above recommendations. If you have
any questions, please contact Khue Nguyen, COO, C-TAC Innovations or Marian
Grant, Senior Regulatory Advisor, C-TAC.

Respectfully,
Khue Nguyen, PharmD
Chief Operating Officer
C-TAC Innovations

Marian Grant, DNP, CRNP, ACHPN, FPCN
Senior Regulatory Advisor
Coalition to Transform Advanced Care
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Novelli B, Koutsoumpas S. A Roadmap for Success: Transforming Advanced Illness Care in America.
https://www.amazon.com/Roadmap-Success-Transforming-Advanced-Illness-ebook/dp/B014WGLTUC (Accessed
January 23, 2017)
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Submitted electronically via CMMI_NewDirection@cms.hhs.gov
RE: Innovation Center New Direction – Request for Information
Dear Ms. Verma,
The College of American Pathologists (CAP) appreciates the opportunity to respond to the
agency’s request for information on the Center for Medicare and Medicaid Innovation (CMMI)
planned new direction for the Innovation Center. As the world’s largest organization of boardcertified pathologists and leader provider of laboratory accreditation and proficiency testing
programs, the CAP services patients, pathologists and the public by fostering and advocating
excellence in the practice of pathology and laboratory medicine.
Guiding Principles
The CAP is encouraged by the prospect of a new direction for the Innovation Center,
particularly given challenges pathologists have faced with engagement in alternative payment
and delivery models. CMS notes that existing partnerships with healthcare providers,
clinicians, states, payers, and stakeholders have generated important value and knowledge,
yet pathologists have not enjoyed the same level of collaboration in fostering models
appropriate for our specialty or that adequately account for the value of pathology services.
Without alternative payment models (APMs) – especially Advanced Alternative Payment
Models (A-APMs) – pathologists are limited to participation in CMS’ Quality Payment
Program (QPP) via the Merit-Based Incentive Payment System (MIPS) track.
In addition to its proposed guiding principles, we urge CMMI to include the following:
●

●

Engage stakeholders at all phases of model development. CMMI must use
transparent, subregulatory processes, such as requests for comment and information, to
meaningfully engage stakeholders at all phases of model development. In recent years,
CMMI established several models through rulemaking, leaving little opportunity for
substantive modifications given the challenge of meeting the “logical outgrowth” test.
While the models are now withdrawn, cancelled or significantly modified, problem areas
could have been addressed at the outset with early stakeholder engagement and in
advance of rulemaking.
Evaluate proposals for inclusion of relevant non-patient-facing specialists and
services. Non-patient-facing clinicians such as pathologists, including the services they
provide, are pivotal to the diagnosis, treatment, and ongoing management of a broad
array of acute and chronic diseases. Robust pathologist integration in alternative
payment and delivery models would assist with appropriate utilization of laboratory
testing (e.g., targeting unnecessary and costly test repetition and phlebotomy, and
focusing on appropriateness of tests sent to reference laboratories), not to mention
advancing medical science in the origins and treatment of disease through personalized
medicine delivered through genetic testing innovations and targeted treatment adoptions.
Based on the current inventory of APMs, the inclusion of non-patient-facing clinicians has
been severely overlooked. To improve the value of Medicare’s APM inventory and to
increase the availability of APMs in which pathologists may participate, CMMI should
evaluate whether proposed models have accounted for the role of pathologists and
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pathology services. Where pathologists are omitted, developers should be encouraged to
collaborate with the specialty to improve the model.
●

●

Emphasize the use of specialty-developed quality measures and specialtydeveloped clinical data registries. Given the emphasis on development and
prioritization of specialty-focused quality measures and use of specialty- or diseasedeveloped qualified clinical data registries (QCDRs) as part of the Medicare Access and
CHIP Reauthorization Act of 2015 (MACRA), the CAP made tremendous investments in
these activities. Similar to the above, we believe our measures and QCDR should be
incorporated in new and existing APMs given their importance in understanding the
quality and performance for relevant episodes of care that involve the use of pathology
services. In addition, we encourage CMMI to emphasize the use of specialty-developed
QCDRs in new and existing models, where relevant because specialty societies’
registries have emerged as prime sources of representative clinical data, and the major
aggregators of data. QCDRs that serve more limited purposes or are used for other
business purposes often do not provide representative data on which to base new
models.
Allow for voluntary – not mandatory – participation in APMs. CMMI should not
mandate participation in alternative models of payment and delivery. Rather, the agency
should ensure models are available for a multitude of specialists, including pathologists,
and incentivize participation.

Proposed Models
Expanded Opportunities for Participation in Advanced APMs
Pathologists are severely limited in their ability to engage with APMs, and particularly AAPMs. According to CMS, only 136 (0.1 percent) out of 13,947 pathologists in Medicare are
expected to reach “qualifying participant” (QP) status in year one of the Quality Payment
1
Program (QPP) . This must be addressed to ensure pathologists can participate in the QPP
2
beyond MIPS, which some congressional advisory bodies seek to eliminate . Non-patientfacing clinicians need additional opportunities to participate and demonstrate value.
In 2014, we met with CMMI leadership to discuss the role of pathologists in care coordination,
noting that daily medical decisions made by pathologists and the laboratories they direct
produce critical diagnostic information. Specifically, pathologists and the data they provide
serve as a key influence on healthcare, driving an estimated 70% of clinical decision making.
They are central to coordinated care teams, helping to ensure appropriate test
utilization/selection and optimal therapy options, which is important to improving quality and
resource use. As laboratory directors, pathologists:






1
2

Interact with members of the medical staff regarding issues of quality, and test
availability: Pathologists serve on numerous quality councils including Infection Control,
Transfusion Medicine, Surgical Quality Council, Internal Medicine Council, Diagnostic
Service Line Council and work with various specialties to determine appropriate quality
tests and test algorithms for the patients they serve.
Design protocols and establishing parameters for performance of clinical testing:
This includes all clinical testing except for FDA approved Laboratory Developed Tests
which require additional protocol designs and validations at the individual laboratory.
Recommend appropriate follow-up diagnostic tests: Pathologists review protein
electrophoresis and recommend additional targeted protein evaluation such as
immunofixation. Pathologists assist other physicians by recommending appropriate
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further coagulation work up in patients with unexplained abnormal Prothrombin time (PT)
or Partial thromboplastin time (PTT) blood tests.
Evaluate clinical laboratory data: Pathologists review abnormal hematology histograms
and values and perform microscopic peripheral smear reviews and interpretations
Assure that tests, examinations, and procedures are properly performed, recorded
and reported: Pathologists perform chart or Electronic Medical Record (EMR) test
validation reviews
Advise regarding aberrant results: Pathologists directly contact ordering physician/care
provider when unexpected results or diagnoses are rendered. Pathologists develop
critical value lists for immediate communication with the physician.
Select, evaluate, and validate test methodologies: Pathologists are involved in the
selection of appropriate testing to be performed in local hospital or independent
laboratories, and optimal resources for reference laboratory testing, through evaluation of
the RFP vendor process. Pathologists evaluate all of the clinical statistical data
generated during validation of new test methodologies and review confirmation data in
their laboratory against manufacturer’s claims before patient testing is approved.
Direct, perform, and evaluate quality assurance and control procedures:
Pathologists, as part of oversight of a required Quality Management (QM) program,
review all Quality Control (QC) data and Quality Assurance (QA) monitors and
recommend and implement necessary process changes as needed.
Evaluate clinical laboratory data: Serving as integrators of laboratory data and
information, pathologists can identify high-risk patients, employ pattern recognition, risk
factor identification and other clinical judgments and utilization observations, including
peer comparisons to assist with chronic disease management such as diabetes and
detection of other diseases, including cancer.

Pathologists are committed to responsible stewardship of federal health programs; therefore,
we urge CMMI to work with the CAP on ways to incorporate our ideas into new and existing
models. Though the majority of pathologists are considered non-patient-facing, our value in
innovating new payment and delivery models should be actively considered. We look
forward to the opportunity to speak with you and the new CMMI leadership in the coming
months on ways to engage pathologists in models.
Physician-Specialty Models
As noted above, pathologists are poised to address a great number of quality and cost
challenges that persist in the Medicare program and beyond. While models focused
exclusively on pathology services may take time to develop (based on our attempts at
developing episode-based cost measures) our value in many other models, particularly those
focused on specialty care, may be more evident.
While laboratory spending alone is unlikely to represent a large portion of a model or episode
spend, the active engagement of pathologists can possibly lead to lower total spend. The
extensive influence of laboratory testing on clinical decision making uniquely positions
pathologists to assist clinicians in achieving their objectives, particularly in eliminating waste
and inefficiencies in innovative evidence-based ways. These factors make pathologists
integral to the team involved in managing an episode of care and achieving quality
outcomes.
To a large extent, alternative payment and delivery models that have been forwarded
previously have overlooked laboratory services as essential services to certain conditions
and diseases and not afforded pathologists the opportunity to extend their contributions that
are so important to aligned and coordinated team-based care, population health and health
care systems. To that end, we urge CMMI to evaluate whether proposed models – including
College of American Pathologists
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those developed internally and externally to the agency – have accounted for the role of
pathologists and pathology services. Where pathologists are omitted, model developers
should be encouraged to collaborate with our specialty to improve the model.
*****
We appreciate the opportunity to provide comments on the aforementioned issues of
importance to the CAP. Should you have any questions, please contact Pam Johnson.
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November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
RE: The Centers for Medicare and Medicaid Services Request for Information: Innovation Center New
Direction
On behalf of the College of Psychiatric and Neurologic Pharmacists (CPNP), we appreciate the opportunity
to provide feedback on the Centers for Medicare and Medicaid Services’ (CMS) Request for Information
(RFI) regarding the CMS Innovation Center (Innovation Center) and new directions to promote patient‐
centered care and test market‐driven reforms that empower beneficiaries as consumers, provide price
transparency, increase choices and competition to drive quality, reduce costs and improve outcomes. In
general, we agree with the fundamentals of the new guiding principles that incentivize choice and align
incentives based on the value of services delivered to beneficiaries. We believe that products such as
prescription medications and services such as team‐based care should be tested to assess their value in
improving outcomes and reducing overall healthcare costs. CPNP is specifically interested in testing new
models that improve the quality of care for people with behavioral health (BH) disorders.
CPNP is a professional association of more than 2,300 members who envision a world where all individuals
living with mental illness, including those with substance use and neurologic disorders, receive safe,
appropriate, and effective treatment. Most members are specialty pharmacists and Board Certified
Psychiatric Pharmacists (BCPPs) who specialize in psychiatry, substance use disorder,
psychopharmacology, and neurology.
Psychiatric pharmacists are residency‐trained, board certified pharmacists who are experts in the safe,
effective, and well‐informed use of medications in the treatment of substance abuse and mental health
disorders. As experts employed across numerous government, private and community health care
settings psychiatric pharmacists work collaboratively with other members of the inter‐professional team
to (1) optimize drug therapy; (2) provide direct patient care, including treatment assessment and
optimization of medication regimens and dosing; (3) monitor patients for potential adverse drug reactions
and interactions; (4) educate patients and families on psychiatric and addiction medications as well as
psychiatric and substance use disorders and other related conditions; (5) engage in patient advocacy
efforts both independently and with consumer groups; (6) teach pharmacy students and trainees as well
as other health care practitioners; (7) conduct original research and publish in peer‐reviewed journals and
texts; (8) develop medication and formulary policies for state Medicaid programs; and (9) work to reduce
medication costs and demonstrate cost savings to health care systems. Given the extent of their
www.cpnp.org ■ info@cpnp.org
402-476-1677 (phone)
888-551-7617 (fax)

capabilities and clinical services, psychiatric pharmacists should be more widely and effectively utilized
throughout the health care system to address mental health and substance use disorders.
Value of Psychiatric Pharmacists in Treating Patients with Mental Health and Substance Use Disorders
CPNP believes that all individuals deserve access to affordable, meaningful health care coverage. While
approaches to prevention, intervention, and treatment have improved, gaps in the health system
continue to persist for the treatment of those with substance use or mental health disorders. However,
there is demonstrated value in incorporating psychiatric pharmacists in the delivery of their health care.
Psychiatric pharmacists have the knowledge and expertise to provide direct patient care for the complete
range of psychiatric and substance use disorders. While the clinical contribution of pharmacists has not
been universally accepted or defined, pharmacists play a critical role in addressing the public health
challenges associated with mental health and substance use disorders, including opioid addiction. As
experts in pharmacotherapy, pharmacists have a unique skill set that complements other members of the
interprofessional team, including physicians, social workers, and nurses. Further, studies have shown that
when psychiatric pharmacists work in collaboration with primary care physicians and psychiatrists, they
can help to increase the rates of medication adherence, improve patient satisfaction, increase patient
knowledge, and reduce costs, by limiting the number of necessary primary care visits.1
Given their education and training, psychiatric pharmacists are effective in treating mental and behavioral
health disorders, often more so than a primary care physician who receives little instruction in clinical
pharmacology. Primary care physicians are not trained in managing the additional complexities associated
in diagnosing and treating medical problems of patients who suffer from psychiatric or substance use
disorders. Moreover, psychiatric pharmacists possess the expertise that allows them to engage patients
in their treatment plan by providing information regarding the benefits of treatment and any expected
adverse effects, which promote the appropriate use of medications.2
In this regard, psychiatric pharmacists can help fill a need unmet by primary care providers across the
health care system, improving patient care and reducing overall costs. Fifteen minute office visits in
primary care do not allow the appropriate time to provide the care and counseling that is necessary to
adequately help patients struggling with psychiatric and substance use disorders. For each patient that is
considered for opioid therapy, pharmacists within advanced practice settings can help perform the
necessary tasks which include evaluating past and current therapies, counseling and initiating a consent
for long‐term opioid therapy, identifying and recommending non‐pharmacological and non‐opioids that
might be more appropriate for their disorder, ordering and evaluating baseline urine toxicology screens,
providing and interpreting validated risk assessment tools for opioid abuse and misuse, assessing percent
1

Goldstone LW, DiPaula BA, Caballero J, Park SH, Price C, Slater MZ. Improving medication‐related outcomes for patients with
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risk of opioid‐induced respiratory depression, prescribing and counseling about naloxone therapy to
prevent overdose, ordering and interpreting pharmacogenetic testing that can affect response and
toxicity to opioid and other medications, and more. It is not realistic to expect any primary care provider
to accomplish these tasks in a fifteen minute office visit and this scenario is applicable to all patients
struggling with mental or behavioral health disorders. Pharmacists involved in the daily care of a mental
health patient add significant value with regard to safety and appropriate therapies.
Similarly, psychiatric pharmacists also play a significant role in clinical activities in the inpatient setting,
which directly contributes to the improvement of care for patients with psychiatric or neurologic
disorders. Psychiatric pharmacists employed in the inpatient setting engage in multidisciplinary team
rounds, reconciliation of medications, and patient discharge education. They also engage in patient
interviews, review patients’ medical records, and analyze medication use in an effort to provide
recommendations for patients.3 Studies also have shown that pharmacist‐led medication education
groups are effective in reducing psychiatric hospital readmissions due to medication non‐adherence.4
CPNP Comments on Innovation Center Mental and Behavioral Health Models
We are pleased to see the Innovation Center soliciting stakeholder feedback on expanding or establishing
mental and behavioral health models to enhance care integration and address opioid use, substance use
disorders, dementia, and the need for improved provider participation across the Medicare, Medicaid,
and CHIP programs. As mentioned above, we believe psychiatric pharmacists can play a larger role in
improving quality and costs of care for patients with mental health and substance use disorders. To date,
psychiatric pharmacists have been an underutilized resource, despite being expertly qualified to address
the increasing demand for mental health services. The Innovation Center can better meet the demands
of the mental health care system by utilizing psychiatric pharmacists as: (1) members of the treatment
team in managing medications for patients with psychiatric and substance use disorders; (2) the
authoritative experts on the optimal use of medications and patient care; and (3) resources to increase
provider choice and patient centered care for patients, physicians, and non‐physician health care
professionals in both inpatient and outpatient settings.
In many states throughout the U.S. and within the Department of Veterans Affairs (VA) and the
Department of Defense (DOD), psychiatric pharmacists are being used more effectively in collaboration
with other health care professionals to reduce costs and improve patient care. Though BCPPs are not
typically allowed to make an initial diagnosis or change a diagnosis, collaborative practice agreements
with the VA and DOD allow BCPPs to prescribe and manage patient medications, credentialed to the same
level as nurse practitioners. BCPPs are particularly important for complex patients and in team based care
where they are uniquely qualified in these instances to manage multiple medications and prevent adverse
drug reactions or interactions. Currently, there are approximately 955 BCPPs who practice in the U.S. and
3
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estimates suggest there will be more than 2,400 by 2025. The increased use of and integration of BCPPs
into the health care team is an important step in addressing psychiatric shortages and access to mental
and behavioral health services.
In 2015, CPNP published position paper5 that explored current practice models using complex medication
management (CMM)6 to determine the impact psychiatric pharmacists on the provision of mental health
services. The following are findings and examples of practice models as summarized in the paper.
In Montana, a psychiatric medication management private practice group provided CMM for patients with
psychiatric or neurologic disorders, including depression, anxiety, and bipolar disorder. Data
demonstrated cost savings of $586 per patient, a 2.8:1 return on investment, and favorable patient
outcomes, such as improvement in clinical status and patient satisfaction.7
As mentioned earlier, the Veterans Health Administration began a joint initiative between the Veterans
Affairs (VA) Offices of Mental Health Services and Primary Care Services in 2007. The goal was to integrate
evidence‐based mental health services into the primary care setting under the Patient Aligned Care Team
model. This initiative focused on the 7 foundational principles of (1) creating patient‐driven services; (2)
offering team‐based care; (3) increasing the efficiency of care; (4) providing comprehensive care, including
access to specialists; (5) developing continuous service across time; (6) improving communication; and (7)
developing seamless coordination of care. Pharmacists served on care teams, and patients were referred
to them for specialty services, including CMM. In 2013, approximately 2,640 pharmacists were working in
the VA system under advanced scopes of practice, as members of a clinical treatment team and with
prescribing privileges. These pharmacists have been working as non‐physician providers in nearly 40
subspecialty settings, including pain management and mental health. The value that clinical pharmacists
can provide has been recognized, and the role of the clinical pharmacist in the VA system is being
standardized. During a 6‐month period from April to September, more than 35,000 pharmacy
interventions were made and documented by pharmacists across 9 pilot sites. This initiative will continue
to be deployed across the country as pharmacists, including psychiatric pharmacists, continue to bridge
the gap between primary care and specialty care.8
5

Goldstone LW, DiPaula BA, Caballero J, Park SH, Price C, Slater MZ. Improving medication‐related outcomes for patients with
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In addition to looking primarily at the role of psychiatric pharmacists in mental health services, CPNP also
expanded their examination to include models based on the use of specialty pharmacists across the health
care system.
Fairview Health Services of Minneapolis–St Paul is a nonprofit health care system at which more than 2.7
million patients are seen annually. A 1‐year prospective study of medication management services was
performed from August 2001 to July 2002 at 6 clinics in this system. This study found that 637 medication
therapy problems were resolved by 285 interventions. Medication management services were provided
by pharmacists in conjunction with PCPs. Patient outcomes from 6 outpatient clinics offering medication
management services (the intervention group) were compared with patient outcomes from 1 of 9
Fairview clinics that did not offer such services. The percentage of patients who met the goals of therapy
was higher in the intervention group than in the control group for hypertension (71% versus 59%) and
cholesterol management (52% versus 30%). Total health expenditures declined from $11,965 to $8,197
per person (n=186, P,.0001). The reduction in total annual health expenditures exceeded the cost of
providing CMM services by more than 12:1.9
During the past several years, Fairview’s care model innovation (CMI) initiative was organized to decrease
reliance on fee‐for‐service payment systems. To accomplish this goal, CMI clinics relied on team‐based
care, and the Fairview system was categorized as a level 2 Accountable Care Organization. Treatment
teams consisted of PCPs, pharmacists, nurses, certified diabetes educators, dietitians, and health coaches.
Pharmacists’ roles on the treatment team included face‐to‐face medication therapy management
consultations, home visits, telephone visits, telehealth (Internet‐based video) visits, and covisits with
other providers on the team. They also developed collaborative practice agreements allowing them to
help manage medication therapy for patients with diabetes and other chronic conditions. In 2008,
outcomes from the 4 CMI team‐based outpatient clinics were compared with outcomes from the other
38 non‐CMI clinics. From December 2008 to March 2010, per‐patient per‐month spending increased by
3.7% in the team‐based CMI group but by 14.7% in the standard clinics. A total of 40% of patients with
diabetes met all 5 benchmark care goals in the team‐based clinics, whereas only 17.5% of patients with
diabetes met these goals statewide. Pharmacists provided CMM services for 823 patients in the CMI clinics
during that period, with an average of 2.13 visits per patient. Pharmacists were able to resolve a total of
4135 drug therapy problems, more than 2 per visit. This finding is important, because patients with
psychiatric and neuropsychiatric disorders often have chronic medical conditions, such as hypertension
and hyperlipidemia, and would therefore benefit from services such as those provided by a psychiatric
pharmacist who is familiar with both the patient’s psychiatric or neurologic disorders and the patient’s
other medical comorbid conditions.10
In a 1‐year pilot project carried out in 2009 and 2010, pharmacists in Connecticut initiated a pharmacist
network to contract independently for medication management services. The pharmacists met
individually with patients and provided medication management services at 4 health centers in
9
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Connecticut. Pharmacists had access to the patients, their electronic health record, and pharmacy claims
data. For 88 patients with chronic disorders, including pain, lipid disorders, hypertension, asthma, chronic
obstructive pulmonary disease, diabetes, and depression, the pharmacists documented 3248 medication
discrepancies between data sources. Of these, 917 constituted medication therapy problems, and only
26% of these problems were attributed to a lack of adherence to medication regimens. Most of the
problems involved the need for an additional medication (30%), an adverse medication event (16%), the
need to switch medications (7%), the need to discontinue an unnecessary medication (7%), an ineffective
dose (7%), or the need to reduce a potentially toxic dose (5%). Pharmacist interventions resulted in
estimated annual savings of $1,123 per patient in medication claims and $472 per patient in medical,
hospital, and emergency department expenses. The estimated total savings were approximately 2.5 times
the cost of the fees for the pharmacists and network administration.11
CPNP also found patients who benefit most from CMM are likely those who are undergoing a transition
in care (admission or discharge from a hospital or nursing home), taking multiple chronic medications,
suffering from chronic diseases, being seen by multiple providers, taking medications that require
frequent monitoring (eg, clozapine, lithium, antipsychotics), or exhibiting poor medication adherence. For
example, patients who are admitted to or discharged from the hospital are at higher risk of an adverse
drug event (ADE). As many as 20% of patients may have an adverse event after discharge, and adverse
medication events are the most preventable type. By focusing on these transition points of care,
pharmacists working in inpatient hospitals and performing CMM can help to reduce costs to the patient
and the institution. In a medical home model, patients who received medication management services at
discharge had lower readmission rates than other patients at 7, 14, and 30 days after discharge; these
lower rates translated to a cost savings of $1.5 million annually. This finding is important as future
reimbursements trend away from a fee‐for service model and toward a pay‐for‐performance model. By
providing CMM, psychiatric pharmacists can work with and develop relationships with these high‐risk
patients who may otherwise use emergency services for their care.12
As demonstrated in the studies and practice models described above, psychiatric pharmacists can have a
positive impact on medication‐related outcomes for patients with various psychiatric or neurologic
disorders across multiple practice settings. Numerous studies have demonstrated substantial increases in
clinical (therapeutic and safety), humanistic, and economic outcomes when psychiatric pharmacists are
part of the care of patients. There are multiple other examples of practice models in which psychiatric
pharmacists are involved with direct patient care as part of the multidisciplinary team. Adding a
psychiatric pharmacist to the team not only improves patient outcomes and reduces costs, but it allows
increases in the number of patients that physicians can see in a practice or in a patient‐centered medical
home (PCMH).13
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We urge the CMS Innovation Center to take from these existing practice models and collaborative practice
agreements to expand or establish mental and behavioral health models. Whether in a primary care or a
mental health setting, it is clear patients can benefit from psychiatric pharmacists’ expertise in
pharmacotherapy and their experience in educating patients about the risks and benefits of treatment. In
fact, if the patient is to be treated as a whole person, primary care and mental health outcomes cannot
be divided into separate domains. Integrated care requires the recognition that the use of psychiatric
medications, such as antidepressants and antipsychotics, can result in other medical problems. In
addition, patients with severe mental illness may be at a higher risk of cardiovascular problems regardless
of whether medication is prescribed. Because of their specialized training in pharmacology,
pharmacokinetics, and drug‐drug and drug‐disease interactions, psychiatric pharmacists are well
positioned to partner, as a member of the health care team, with patients, families, nurses, social workers,
and PCPs or psychiatrists, and to identify medication‐related problems, increase the number of patients
who can be treated, and optimize care.
Feedback on Specific Questions in the RFI
Prescription Drug Models
We encourage research into the role of new medications or drug delivery systems such as long‐acting
injectable antipsychotics (LAIs) in the treatment of serious psychiatric disorders. We are particularly
interested in the results of programs that increase access to LAIs. One such proposal would be to allow
pharmacists to administer LAIs in community pharmacies. Pharmacist‐administered immunizations has
been shown to significantly increase population access to immunizations. We could then assess the impact
on LAI utilization on resources including inpatient hospitalization and rehospitalization rates. We also
encourage the testing of value‐based purchase agreements between manufacturers and Medicare and
Medicaid.
State‐Based and Local Innovation, including Medicaid‐focused Models
States are struggling with adequate access to care for people with BH disorders. A paper entitled the
“Psychiatric Shortage” was released by the National Council Medical Director Institute in March 2017
which outlines several solutions to the shortage.14 In response, some states such as Montana, have
recently received Medicaid waivers to allow reimbursement for patient care services as part of a team
approach to care provided by pharmacists with advanced training [Clinical Pharmacist Practitioners
(CPPs)]15. Especially in rural or frontier areas these services are often provided in primary care clinics with
14
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integrated BH programs. Allowing CPPs to provide direct patient care services should be assessed to
determine the impact on access to care, outcomes, and cost of care.
Mental and Behavioral Health Models
As outlined above there an increasing shift to integrating BH treatment into primary care settings due to
the psychiatric shortage with BCPPs proposed as part of the solution. We encourage the Innovation Center
to test various models of care that include a variety of providers on the team, including CPPs and BCPPs.
Pharmacists are key partners for patients, families, and care teams in treating co‐occurring chronic
medical conditions which often account for high rates of morbidity and mortality in this population. We
believe that having pharmacists on the team reduces drug interactions, decreases serious adverse
reactions, and improves medication adherence which reduces overall healthcare costs. Pharmacists are
currently not included as providers in the social security act so they have been excluded from fee‐for‐
service and other team‐based models of care in the past. We encourage the Innovation Center to test
models that include BCPPs in BH models of care.
Response to Questions in Part C
Q3. One of the risk identified in testing models that include BCPPs is the small numbers of pharmacists
who are BCPPs. CMS could encourage pharmacist to become BCPPs by allowing pass through funds for
post‐graduate psychiatry specialty training programs for pharmacists. This would increase the number of
institutions providing training of psychiatric pharmacists. Some states have no psychiatric pharmacy
training programs due to insufficient funding.
Q5. CMS can engage beneficiaries by assessing satisfaction with care received in these new models.
Patients who have received care from BCPPs often express positive experiences and better understanding
of their medications.16
Q6. CMS should consider a payment waiver to include payment for BCPPs to test new team‐based models
of care.
Conclusion
CPNP appreciates the opportunity to provide comments to the CMS Innovation Center on the exploration
of new mental and behavioral health models and we look forward to working with CMS on the continued
development of these models. CPNP hopes our comments provide new insight on the important role of
psychiatric pharmacists and the potential for them, when fully integrated into the interprofessional health
care team, to increase access and improve quality and costs of care for mental health services across the
health care system. Psychiatric pharmacists are a vital resource that should be recognized and utilized in
16
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the multidisciplinary approach to addressing the need for an affordable, accessible healthcare system. If
you have any questions or require any additional information, please do not hesitate to contact me or our
Health Policy Consultant, Jeremy Scott.
Sincerely,

Deanna Kelly, PharmD, BCPP
President
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November 20, 2017

Submitted electronically via email to CMMI_NewDirection@cms.hhs.gov
Seema Verma
Administrator
Centers for Medicare and Medicaid Services (CMS)
Department of Health and Human Services
P.O. Box 8013
Baltimore, MD 21244-8013
RE: CMS Request for Information: Innovation Center New Direction
Dear Administrator Verma,
The Colorado Community Health Network appreciates the opportunity to provide comment on the CMS
Request for Information (RFI) on a new direction for the Center for Medicare and Medicaid Innovation (CMMI).
CCHN is the membership association for the Colorado’s Federally Qualified Health Centers (FQHCs).
Colorado’s 20 FQHCs operate over 200 clinic sites across the state, caring for Coloradans in 61 of the state’s
64 counties. Colorado FQHCs are the health care home for over 740,000 people. Colorado’s FQHCs provide
affordable, high quality, comprehensive primary care to medically underserved individuals, regardless of their
insurance status or ability to pay for services.
In Colorado, nearly 65 percent of Colorado FQHC patients are Medicare or Medicaid beneficiaries. Both
programs are of critical importance to our patients, providing health care coverage they may not otherwise be
able to afford. The CMS RFI to ensure that these programs are promoting patient centered care while
increasing quality and improving patient outcomes is an important step in ensuring continued access for
Medicare and Medicaid beneficiaries.
Role of Health Centers in Innovation
FQHCs, through their mission, structure and programmatic focus, provide high quality and cost-effective
preventative and primary care to their patients. They have experience managing not only their patient’s
physical, oral, mental and behavioral health but also addressing the economic, social, and environmental
factors that directly impact patient health. These social determinants of health are key components of a
patient’s care, as they are often the root causes of increased costs and poorer outcomes. Health centers’
focus and experience make them a valuable partner in transformation efforts and a leader in driving innovation
for our most vulnerable populations.
Through the Center’s efforts to date, we are seeing a variety of innovative models take shape across the
country. In many instances, these models and initiatives have recognized the value and experience that
FQHCs provide to the system by supporting and advancing their engagement in delivery system
transformation. In Colorado, FQHCs are participating in the Transforming Clinical Practice Initiative, the State
Innovation Model, Medicare Shared Savings Program, and Financial Alignment Incentives for Dually Eligible
patients. In addition to engagement in these and other efforts supported by the Center, Colorado FQHCs are
currently collaborating closely with the state Medicaid agency on an FQHC-specific payment reform model that
will allow for more transformative use of the medical home model. With these experiences in Medicare and
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Medicaid innovation and the FQHC mission to provide high quality, comprehensive care, FQHCs can offer
valuable lessons and best practices to engage the safety net and our most vulnerable patients, ensuring any
transformation is appropriately capturing and positively impacting the whole population.
CCHN would like to echo the comments submitted by our national association, The National Association of
Community Health Centers (NACHC), on this RFI as follows:
There is no “one size fits all approach” to effective innovation. FQHC experience shows that there
is no “one size fits all” approach to innovation and patients and care team members have valuable
experiences to contribute to these conversations. We believe that CMS should incorporate flexibility
when developing and implementing new models or screening tools. We recommend that CMMI test and
promote models of care that provide comprehensive, integrated health care that includes integrated
medical, behavioral and oral health services as well as access to appropriate social supports. We also
recommend that CMS and states fully engage stakeholders in the development process, as this will
promote successful participation and implementation, especially among underserved populations who
are sensitive to research and data collection efforts.
FQHCs and other safety net providers need the appropriate infrastructure, timelines, and
support to participate in innovation and should be included in any new innovation models.
While many are engaged in various stages of payment reform, FQHCs and other safety net providers
often point to challenges that currently limit their ability to further engage in these efforts. These
challenges can include limited capacity, unrealistic timeframes, and a lack of alignment across efforts.
Past experience shows that due to limited capacity or resources, the safety net can be left behind when
new and innovative models are tested at the state or federal level. We believe without inclusion in
innovative models, a core set of patients and providers are left behind. We encourage CMS to ensure
that all providers have the appropriate resources, timelines, and infrastructure they need to participate
in these new models. We would also encourage CMS to consider the unique challenges often faced by
rural providers. For example, difficulty affording an expensive internet connection can hinder practice
transformation goals for health centers in rural and frontier areas. Without a sound infrastructure, it is
difficult for providers to fully engage in these efforts at any level. We believe ensuring the infrastructure
is in place should be a core component of any strategy moving forward.
Policy changes may be needed to ensure provider participation. We welcome the opportunity to
work with CMS on policy changes to support the ability of FQHCs to deliver care in ways that best meet
patient needs and contribute to quality and cost goals. For example, providing reimbursement for
telehealth services or for multiple visits in the same day will help encourage providers to increase their
use of cost-savings technology and to further integrate patient care.
In closing, Colorado’s FQHCs have always provided continuity amidst changes in our health care system,
serving as a safety net for the most vulnerable while continuing to innovate and drive savings for federal and
state budgets. CCHN appreciates the opportunity to submit comments on this important Request for
Information and thank you in advance for consideration. CCHN staff and Colorado’s FQHCs would be happy
to provide any additional information that would be helpful.
Sincerely,

Polly Anderson
Vice President of Strategy and Financing
Colorado Community Health Network
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd
Baltimore, MD 21244
Submitted via: CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The Colorado Consumer Health Initiative (CCHI) is submitting the following comments
in response to the request for information on the Innovation Center’s new direction.
CCHI is a state based nonprofit, nonpartisan membership organization dedicated to
ensuring access to quality, affordable, and equitable health care for all Coloradans. For
that past 15 years, we have worked on expanding coverage, educating consumers about
health care, and ensuring that health systems transformation efforts, including payment
and delivery system reform, are focused on improving the consumer experience.
We appreciate the opportunity to comment on the new direction of the Center for
Medicare and Medicaid Innovation (CMMI). The Innovation Center has a vital role to
play in transforming the health system to better meet patients’ needs and the models
promoted by CMMI will have significant and far-reaching impacts on patients in
Colorado. This is particularly true for low-income and vulnerable consumers, including
older adults, people with disabilities, people with chronic health conditions, and
communities of color. We therefore ask that CMMI consider the following two
fundamental principles in setting its agenda:
1. Creating a Health System that is Person Centered
The health system can be incredibly difficult to navigate for any patient, and this
is especially true for vulnerable and complex patients who are managing multiple
health conditions and face socio-economic challenges. The ultimate goal of any
health transformation effort should be to provide high quality, accessible,
affordable, and well coordinated care consistent with the patient’s goals, values,
and preferences. Care should be delivered by providers working as a team with
the patient at the center, and patients (and family and caregivers where applicable)
should be treated as full partners in their health care. Building this type of system
1420 Ogden St. Ste. A1
Denver, CO 80218
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requires a long-term investment, and patient experience and engagement will be
critical to include in all CMMI models.
2. Reducing disparities in health outcomes and improving equity in the health
care system
In Colorado, as elsewhere, we see notable disparities in health outcomes. For
example, in 2016, 11.5% of White Coloradans reported fair or poor health
whereas 18.2 % of Black Coloradans and 23.4% of Hispanic Coloradans reported
fair or poor health.1 CMMI’s agenda should be driven by the goal of building a
society in which everyone has a fair opportunity to achieve their full health
potential, regardless of race, income, age, gender, gender identity, sexual
orientation, disability or health status, or zip code. CMMI should reject any
models that perpetuate inequities and actively work to implement models that
reduce disparities.
With these overarching goals in mind, we ask CMMI to test and promote models of care
that:
1. Include strong mechanisms for meaningful consumer engagement
In the same way that CMS has been providing robust assistance to providers as
they adopt new models of care, it is equally important to engage the patients who
will be directly impacted by changes in how care is paid for and delivered. We
hope that the administration will uphold its stated commitment to creating a
patient centered health system by meaningfully engaging consumers in the design,
implementation and evaluation of new payment and care delivery models, as well
as by promoting models of care that encourage patient engagement at the clinical
level. Therefore, we urge CMS to:
•
•
•
•

Require patient and family engagement in all new model designs;
Include patients and family members on advisory panels and committees;
Provide funding to support consumer engagement efforts;
Invest in consumer education and options counseling activities; and

1 https://www.kff.org/other/state-indicator/percent-of-adults-reporting-fair-or-poor-health-statusbyraceethnicity/?currentTimeframe=0&sortModel=%7B%22colId%22:%22Location%22,%22sort%
22:%22asc%22%7D
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•

Invest in efforts to improve language access, health literacy, and
accessibility in order to ensure all consumers are fully informed.

Numerous studies show that engaged consumers have better health outcomes.
Patients who score highly on patient activation measures are more likely to
engage in preventive behavior, adhere to treatments for chronic illness, have
biometric markers in the reference range, and are less likely to have unmet care
needs.2 To ensure patients are engaged in their care at the clinical level, we ask
CMMI to design and implement models that promote shared decision-making and
participation in evidence based self-management programs. Further, quality in
new payment models should be measured by consumer-reported outcomes and
experience, particularly regarding quality of life.
2. Value Primary Care and Prevention
While CMMI has made great strides in testing primary care focused models, there
is much more that can be done and it is crucial that primary care remain a priority
for the innovation center moving forward. We ask that CMMI focus on
developing and promoting payment and delivery models that improve access to
primary care providers and preventive health services, support care coordination,
and encourage primary care providers to work in partnership with patients to
develop and meet health care goals. This includes but is not limited to continuing
and expanding CPC and CPC+ demonstration projects; expanding the availability
and use of care coordinators, case managers, and community health workers;
encouraging and compensating providers who use shared decision making; and
providing access to and reimbursement for evidence based self-management
programs.
We also ask that CMMI design primary care payment models with the needs and
circumstances of primary care providers in mind. While primary care can play a
major role in reducing costs, it is not typically the driver of high costs itself.
Primary care providers may be less prepared to take on significant risk than other
providers and most of the cost savings realized by improved primary care will be

2 Hibbard, J.,& Greene, J. (2013).What the evidence shows about patient activation: Better health
outcomes and care experiences; fewer data on costs. Health Affairs, 32(2), 207–214.
doi:10.1377/hlthaff.2012.1061
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seen in other areas of the health system, such as reduced ER usage or hospital
admissions.
3. Focus on improving access to and integration of physical, behavioral, and
oral health services
Through its State Innovation Model (SIM), Colorado has been working to
integrate behavior and physical health services. Colorado is making great strides
in this area, having recently released its application for its third cohort of
providers to participate in the program. Providers have found it a valuable
opportunity to deliver whole person care. CMMI should continue to invest in and
encourage the development of models that focus on treating the whole person and
improve coverage and integration of mental health, substance use disorders, and
oral health services into primary care. Specifically, we urge you to:
•

•

•
•

•

Provide financial incentives for the full integration of both substance use
disorders and mental health services jointly in Medicaid health homes, and
in multi-payer patient-centered medical homes;
Promote incorporation of effective prevention and early intervention
strategies such as SBIRT (for substance use disorders and for depression)
as universal practice at primary care visits;
Incentive use of peer supports in all models for treatment of substance use
disorders and mental illness;
Promote incorporation of comprehensive services for substance use
disorders including prevention, early intervention, detoxification,
residential, outpatient, medication-assisted treatment, and long-term
recovery services in all integrated models: and
Promote the Collaborative Care model of integrating mental health and
substance use disorders treatment into primary care.

With respect to oral health integration, we urge you to:
•
•
•

Focus on strategies to expand access to oral health coverage, for example
testing a Medicare dental coverage pilot and evaluating outcomes.
Promote integrated referral systems, where dentists screen for health needs
and refer to a physician (and vice versa).
Encourage the use of shared electronic health records (EHR) systems that
allow both dental and medical providers to easily view each other’s
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•

•

entries. A recent study showed that access to integrated information
technology is one of the leading barriers to oral health integration.3
Implement models that emphasize the co-location of services and
integrated care delivery. Especially promising are new models where a
dental hygienist, dentist, or dental therapist works in a primary care office
or clinic or a nurse practitioner or physician’s assistant works in a dental
office.
Include incentives in new payment and delivery models that encourage
integration of oral and physical health.

4. Address the social determinants of health
There is mounting evidence that addressing social and economic factors, such as
poverty, education, housing and food security, and racial discrimination, is critical
to improving health outcomes. Social factors account for nearly a third of deaths
in the US every year and factors such as stress, low-incomes, and low education
levels are directly associated with poorer health outcomes or premature death.4
We believe the federal government should be actively promoting approaches to
health that address the social barriers preventing individuals and communities
from achieving health and well being. Specifically, we ask that CMMI:
•

•
•

Develop new demonstration models for Medicaid that could fund social
services such as housing and nutrition support that have been
demonstrated to improve health;
Promote partnerships between Medicaid programs and community-based
organizations and social service providers;
Include incentives and structures in new payment and delivery models that
encourage providers to screen for social service needs and refer to
appropriate services; and

3

Mloro, M & Vujicic, M. (2016) Physicians Dissatisfied with Current Referral Process to
Dentists. American Dental Association. Available at:
http://www.ada.org/~/media/ADA/Science%20and%20Research/HPI/Files/HPIBrief_0316_5.pdf?
la=en
4
Heiman, H & Artiga, S. (2015) Beyond Health Care: The Role of Social Determinants in
Promoting Health and Health Equity. Kaiser Family Foundation. Available at:
https://www.kff.org/disparities-policy/issue-brief/beyond-health-care-the-role-of-socialdeterminants-in-promoting-health-and-health-equity/
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•

Promote data collection and standards around social determinants of
health.

CMMI should NOT test or promote models that do the following:
1. Increase out of pocket costs for consumers
We are extremely concerned by the mention in the RFI of “consumer directed
care” models and ask that CMMI not test or promote any models that attempt to
lower costs and alter consumer behavior by increasing consumer cost share
obligations. This includes allowing state Medicaid programs to implement or raise
premiums or copayments and programs that require contributions to health
savings accounts. There is little evidence that these methods accomplish their
aims and ample evidence that they harm consumers’ access to care. Studies have
shown that even small out-of-pocket costs reduce access to care, especially for
those with low incomes or chronic illnesses.5
2. Create barriers to accessing coverage or impede access to medically
necessary services
In addition to models that rely on increased out of pocket costs, we also ask that
CMMI not test or promote models of care that could result in non-financial
barriers to care. This includes work requirements, drug testing, and plan designs
that limit access to certain benefits or that cut benefits categorized as “nonessential”, but that many individuals require for good health, like adult dental
benefits. There is little evidence suggesting that these methods lower costs or alter
participant behaviors in the manner intended.
3. Dis-incentivize providers to serve low income or complex patients
Implementing payment models that are tied to positive health outcomes can
disincentive providers from caring for complex patients who may be more likely
to have poor health outcome measures. It is important that any payment models
One study out of Wisconsin found that the addition of a $10 premium for Medicaid beneficiaries
made them more likely to exit the program. This study also found that it was the premium itself
and not the amount of the premium that caused people to leave the program, showing that even
small out of- pocket costs, like the ones implemented in Indiana, can significantly reduce access to
care (Dague, 2014). A study of Oregon’s Medicaid enrollment following cost-sharing changes
found similar results, with nearly half of program participants who were surveyed leaving the
program following increases in premiums and copayments (Wright et al., 2005).

5
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supported by CMMI recognize the greater degree of difficulty in caring for
patients with complex needs, including social and behavioral health needs, as well
as their physical health needs. Payment models should not penalize providers who
care for low-income, high needs, and complex patients. This means implementing
performance measures and risk adjustment strategies (such as stratification) that
recognize the increased difficulty of caring for patients with complex needs,
without dis-incentivizing providers to make improvements that address health
disparities in their practice. Incentive schemes that reward only high relative
performance without considering improvement or that are administered on a zero
sum basis are likely to have the perverse effect of directing financial resources
away from where they are needed most.
4. Have disproportionately negative impacts on low-income consumers or
people with complex health needs
Models that increase cost sharing or create barriers to accessing care
disproportionately impact patients who are low income or have complex health
and social needs. Models with such disproportionate impacts are counter to
CMS’s stated vision that “All CMS beneficiaries have achieved their highest level
of health, and disparities in health care quality and access have been eliminated.”
CMS should explicitly consider the impact of any model developed on vulnerable
and complex patients prior to implementation and not move forward models that
result in disproportionate impacts.
Finally, we ask that the process for designing, testing, and evaluating models be done in a
transparent manner that includes opportunities for public input. Further, CMMI should
make all data and evaluations publicly available in accessible formats in a timely manner.
According to data from the 2017 Colorado Health Access Survey, 35.4% of Coloradans
are covered by Medicaid, CHIP, or Medicare.6 Thus, it is vitally important that patients
and other stakeholders fully understand how CMMI’s work impacts them and have ample
opportunity to provide input on this work. As the Innovation Center moves forward in
mapping out its new agenda, we hope it will make every effort to respond to feedback
and publicly articulate the reasoning behind its new vision.

6https://www.coloradohealthinstitute.org/sites/default/files/file_attachments/2017%20CHAS%20
DESIGN%20FINAL%20for%20Web.pdf
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In summary, we appreciate the opportunity to weigh in as CMMI begins defining its path
forward and we look forward to working with you to ensure the needs of low income
consumers and patients with complex health needs are considered. Please contact me at
should you have any questions or if you would like additional information.

Sincerely,

Debra K. Judy
Policy Director
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This response has been prepared by the Colorado State Innovation Model (SIM) team in
collaboration with the Governor’s Office, and teams from the Colorado Department of Health
Care Policy and Financing (HCPF), the Colorado Department of Public Health and Environment
(CDPHE), and the Division of Insurance (DOI), with input from several key partners and
stakeholders.
There are many efforts underway to reform the Colorado healthcare system in meaningful
ways, setting a durable foundation to accomplish the Centers for Medicare & Medicaid
Services’ (CMS) goals to promote patient-centered care and test market-driven reforms that
empower beneficiaries to be more active healthcare consumers. Most of these efforts either
directly or indirectly promote price transparency, increase choices and competition to drive
quality, reduce costs, and improve outcomes. Ongoing and collaborative support from federal
and state agencies is crucial for sustainable success of these efforts, which requires time to
produce lasting results.
Colorado has taken a multi-tiered approach to healthcare reform that aligns clinical quality
measures to reduce provider burden, build skill sets and ensure sustainability. This document
outlines several ways to sustain and expand the progress that has been made to date. We look
forward to continued partnership with the Centers for Medicare & Medicaid Innovation
(Innovation Center) to expand successful programs, which help providers across the industry
deliver integrated, patient-centered care that improves outcomes, reduces costs and resonates
with patients and with care teams. Some of the initiatives cited support patients at every life
stage, addressing social determinants that influence health outcomes and ensure that health
departments and organizations take a multi-generational approach. Continuing this work with
the support and partnership of state and federal partners will help Colorado expand its purview
to include an all-payer model that taps into the Colorado Hospital Transformation Project and
other innovative projects in the state. There are several requests throughout the following
sections that would, if pursued, demonstrate an ongoing commitment to practice
transformation that ensures patient-centered care and leads to better health outcomes and
lower costs.
INTRODUCTION
Colorado has a history of investing in innovative care models and market-driven reforms that
create and support a comprehensive, patient-centered healthcare system. Committed to
becoming the healthiest state in the nation, public and private healthcare leaders in Colorado
recognize the need to evolve healthcare delivery processes and payment to achieve a better
experience of care for patients and providers. Innovation and collaboration in these sectors is
essential to improve population health and bend the cost curve. Ongoing investments that help
practices achieve the quadruple aim will alleviate “initiative fatigue” among healthcare
providers, who are increasingly wary of new initiatives that alter their course without a clear
path to sustainability.
We appreciate the opportunity to respond to this Request for Information (RFI) and to provide
a perspective on ways in which new models from the Innovation Center will foster an
1

affordable, accessible, patient-centered healthcare system. This response includes broad areas
of focus that support achievement of the quadruple aim.
CMMI ALL-PAYER MODELS
Colorado recommends a continued focus on the Innovation Center’s All-Payer work to support
state-driven, market-based models that meet the needs of providers and beneficiaries.
Colorado has learned a great deal from the innovative healthcare demonstrations that have
come from the Innovation Center, including SIM, the Comprehensive Primary Care Initiative
(CPCi) and Comprehensive Primary Care Plus (CPC+), the Transforming Clinical Practices
Initiative (TCPi) and the Accountable Health Communities Model. The state has put significant
effort into aligning all of these initiatives along with the Accountable Care Collaborative (ACC),
the core of the Health First Colorado (Medicaid) program, to decrease provider burden and
improve delivery of high-quality, coordinated care. As a result, the state continues to
emphasize the value of integrating physical and behavioral health in primary care settings to
ensure better patient health outcomes and a coordinated, community-based approach to
health. By testing the SIM approach in traditional primary care settings as well as bidirectional
health homes, Colorado healthcare professionals are seeing the value of delivering the right
type of care in the right location at the right time. The SIM initiative continues to improve
patient access to integrated physical and behavioral health services in coordinated systems
with value-based payment structures. The team is collecting patient stories about why wholeperson care is valuable and how it encourages them to be more active participants in their care.
Transformation efforts at this scale take time and ongoing investment. The Colorado teams that
worked together on this RFI recognize how valuable the Innovation Center investment has been
and encourages CMS to commit to current models and other long-term investments that
provide accessible, integrated care that improves health outcomes and lowers healthcare costs.
For example, preliminary evaluation analyses indicate that SIM efforts have led to promising
indications of cost-savings. Estimates calculated through the second quarter of 2016 show that
CMS’ investment led to projected healthcare cost savings of $41 million.i ii
Practice transformation work in Colorado is supported by a Multi-Payer Collaborative (MPC)
that represents seven public and private payer organizations in the state that discuss ways to
transform care, support effective data use and reform payment in Colorado. Established in
2012 as part of the CPC initiative, the MPC now supports SIM and CPC+ transformation efforts
as well as a tool that helps providers access aggregated cost and utilization reports. A multipayer approach is crucial for achieving system-wide transformation goals, and Medicare’s
leadership and active participation in the MPC has been essential. Alignment among MPC
members on payment models, quality metrics and data aggregation is essential to transforming
care in meaningful ways while reducing provider burden.
It is important to note that the addition of Medicare as a payer in the SIM initiative would help
support expansion of integration efforts. As one of the largest payers in many primary care
2

settings, Medicare participation would accelerate transformation efforts taken by Medicaid and
commercial payers in the state. Enhanced payment for primary care services by individual
payers has helped improve access to care and initiate practice transformation processes.
Enhanced payments for SIM practices take different forms based on a payer’s program and
payment methodology. However, practices transform processes for entire patient populations,
not a subset of them, and they do business with multiple payers, which is why an investment
from Medicare would be so valuable for providers and all beneficiaries. In Colorado, a multipayer approach to value-based payment models provides the best opportunity for providers to
be successful now and well into the future. It also helps justify a practice’s costs to shift from
processes that reward a volume-based care delivery approach to one that rewards value. This
may prompt practices to hire appropriate team members who can help expand access and
deliver team-based, whole-person care. It would also drive critical alignment of quality metrics
to help avoid provider fatigue.
We recommend that the Innovation Center explore all-payer models that include value
components to meet Advanced Alternative Payment Model (APM) requirements, engage all
sectors of the healthcare industry – including specialists and hospitals – in a new way to ensure
sustainability. Building on a strong primary care foundation, Colorado will benefit from an allpayer model (outlined below) that includes Medicare and creates more coordinated patient
care and consistency for providers.
ADVANCED ALTERNATIVE PAYMENT MODELS
Colorado recommends a continued focus on alignment across Medicaid and Medicare with an
opportunity for Medicaid value-based programs to qualify as an Advanced APM through the
Quality Payment Program (QPP).
Health First Colorado (Medicaid) serves 1.33 million Coloradans, many of whom have complex
health needs because of life circumstances or disability. To meet their unique needs, HCPF is
dedicated to pursuing innovation to improve access, healthcare quality and the health of the
members and communities they serve. The ACC, the core of the state's Medicaid program, is
designed to deliver care for members in an increasingly seamless way, providing a framework in
which healthcare initiatives, including payment reform, can thrive.1 HCPF, in collaboration with
community stakeholders, developed the new Alternative Payment Model for Primary Care
(APM), which has the following goals:
● Provide long-term, sustainable investments into primary care;
● Reward performance and introduce accountability for outcomes and access to care
while granting flexibility of choice to Primary Care Medical Providers (PCMP), and;
● Align with other payment reforms across the delivery system.2
1

The Colorado Department of Health Care Policy and Financing. “Accountable Care Collaborative (ACC),”
https://www.colorado.gov/pacific/hcpf/accountable-care-collaborative
2
The Colorado Department of Health Care Policy and Financing. “Primary Care Alternative Payment Model Survival
Guide.”
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HCPF, the single state agency that administers Colorado’s Medicaid Program, is committed to
aligning performance incentives for different provider types across the entire delivery system
so primary care providers can be successful in the APM. In addition, HCPF is working with
hospitals on payment models that incent transitions of care, data sharing, and support
integrated care. HCPF has engaged with SIM and the MPC to support and expand primary care
transitions across the state, and has engaged with commercial payers to seek alignment on
APM measures.
PCMPs serve as medical homes for Health First Colorado (Medicaid) members, providing wholeperson, coordinated and culturally competent care. SIM and CPC+ practices will be
automatically eligible to participate in the Medicaid APM, a decision made during APM
development, which further demonstrates the continued commitment to programmatic
alignment in Colorado. Eligibility for this value-based payment model provides an onramp for
clinicians to participate in alternative payment models.
Guidance from CMS indicates that CPC+ providers will be eligible for the Advanced APM under
MACRA3 and we would like to see non-CPC+ providers have the same opportunity. HCPF is
focused on purchasing approaches that provide better health outcomes for the lowest
practicable cost. HCPF is working with stakeholders to create sustainable, value-based payment
models for primary care that are designed to increase provider flexibility, reward performance,
and align with state and national payment reform initiatives while holding providers
accountable for quality and success. To support payment reform that drives value, the state
asks for flexibility to directly designate Medicaid payment reforms as Advanced APMs if they
meet a minimum set of standards with adequate flexibility to accommodate the rigid Title XIX
financing regulatory framework, such as the APM for Primary Care that HCPF has already
developed.
ALL-PAYER MODELS: A REGIONAL APPROACH WITH A RURAL FOCUS IN COLORADO
Rural communities stand to gain from new models of care out of the Innovation Center: We
seek models that offer a statewide framework with flexibility to implement in ways that are
responsive to regional needs.
Across the state and nationally, rural communities face a unique set of challenges compared
with their urban counterparts. Many rural populations disproportionately deal with barriers
that preclude them from accessing quality, affordable care in a timely manner. As a result,
there is a lower life expectancy in rural America than elsewhere in the United States, with the

https://www.colorado.gov/pacific/sites/default/files/Alternative%20Payment%20Model%20Survival%20Guide%20
11.7.17.pdf
3
The Centers for Medicare and Medicaid Services. The Quality Payment Program. “APMs Overview.”
https://qpp.cms.gov/apms/overview
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gap growing larger, according to the Agency for Healthcare Research and Quality.4 Rural
communities are unique in many ways. From frontier communities to resort counties, no two
rural populations are exactly alike, which is why the Innovation Center should promote models
that provide sufficient flexibility for community engagement and an implementation plan that
addresses specific needs, capacity and constraints of each region and community. Of particular
concern, many rural markets face workforce shortages and there is limited consumer choice,
due to lack of competition. For example, 12 of the 46 rural counties in Colorado have no
licensed psychologist or social worker, and there is only one mental health provider per 6,008
residents.5 Colorado asks that the Innovation Center consider a flexible model that allows for
implementation of different model components including telemedicine to achieve equitable
outcomes for each community.
Colorado is interested in creating a new “Colorado All-Payer Model” with the Innovation
Center’s All-Payer Division, CMS, hospitals, payers, providers and consumers to help rural
hospitals and communities provide the right care for their populations. This would build on the
work of SIM and other value-based initiatives in Colorado, which would help providers and
payers work together to flip the traditional fee-for-service incentive structure and focus on
paying for the value versus volume of healthcare provided6. Colorado’s All-Payer Model would
align with Medicaid’s ACC as well as the 1115 waiver for hospital transformation that HCPF will
submit, as directed by 2017 legislation. The all-payer model would provide rural healthcare
providers and hospitals the flexibility to transform how they provide care, as well as more
confidence to adapt their processes to provide lower cost, higher quality services that are
needed in their communities instead of focusing on high-cost services that might not make
people healthier (e.g. ER visits). All-payer models that right-size care delivery in communities
would:
● Provide hospitals in rural areas and their local communities with the budgetary;
● certainty to right-size the local delivery of services;
● Connect primary care advances in the state to the larger health system infrastructure;
● Provide incentives for the right care with a focus on quality at an appropriate cost; and
● Help hospitals add services that are more critical to local needs by providing funding and
resources that support the necessary transition.
Colorado strongly encourages continued support for the State Innovation Group that runs the
SIM and All-Payer Division teams. This group has helped Colorado achieve its goals of
transformation with SIM, and will continue to support the team’s work to develop effective
payment models in rural and underserved areas.

4

Sharfstein, Joshua. “Global Budgets for Rural Hospitals,” The Milbank Quarterly. 2016.
https://www.milbank.org/quarterly/articles/global-budgets-for-rural-hospitals/
5
Colorado Rural Health Center, “The State of Health in Rural Colorado.” 2016. http://coruralhealth.org/wpcontent/uploads/2016/01/2016-Snapshot-CRHC.pdf
6
Sharfstein, Joshua. “Global Budgets for Rural Hospitals,” The Milbank Quarterly. 2016.
https://www.milbank.org/quarterly/articles/global-budgets-for-rural-hospitals/
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EXPANDING OPPORTUNITIES FOR SPECIALISTS IN COLORADO
Colorado recommends expansion of state-level, voluntary, provider-led programs that include
specialty providers and provide incentives for a regional medical neighborhood approach.
Colorado has actively engaged specialists across the state through the Transforming Clinical
Practice Initiative (TCPi), which prepares specialty providers to be successful in the MACRA
Quality Payment Program (QPP) and other value-based contracts. Guidance helps these
providers demonstrate the quality and value of care they deliver and assess internal processes
to ensure consistent, patient-centered approaches are followed by all care team members.
Accountable Care Organizations continue to emerge in the state, and many of the larger health
systems are participating in Medicare Shared Savings programs. Colorado has a wide variety of
provider organization structures and wants to engage specialists in voluntary models that
support payment bundles or episodes of care that encourage partnerships with community and
health systems to meet patient needs.
Specialists in Colorado are participating in initiatives that prepare them for eligibility in an
advanced APM and help them improve the quality and value of care delivered. Feasible ways to
pay for specialty-driven outcomes include bundled payments for all health needs based on a
combination of chronic disease states and social risks, especially as we try to engage more
specialists to serve Medicaid and other underserved populations.
COMMUNITY INVESTMENTS TO IMPROVE HEALTH OUTCOMES
Colorado recommends continued investment in community resources that influence health
outcomes and pay for better health outcomes rather than more healthcare services.
Colorado is focused on care delivery models that combine and coordinate healthcare and
health-related social services. The Colorado Opportunity Project, for example, is a cross-agency
collaboration that uses data-driven indicators such as maternal depression, emotional and
social well-being, educational attainment and employment status, to align and deliver
evidence-based interventions and remove roadblocks to patients reaching their full potential. 7
Stakeholders across Colorado, including all state departments that oversee health, human
services, education and housing, have embraced a two-generational (2Gen) approach to
understanding the needs of Coloradans within a family unit, and to build and enhance
community support.8 The 2Gen approach, the Colorado Opportunity Project and other aligned
initiatives demonstrate the interdependence between pediatric and parent outcomes. As a
result, we believe that models that address child and parent/caregiver issues simultaneously
will be more effective. For example, Colorado has successfully participated in a national model,
7

The Colorado Opportunity Project. https://www.colorado.gov/pacific/hcpf/colorado-opportunity-project
The Office of the Governor. “Two-Generation Approach” https://www.colorado.gov/governor/two-generationapproach
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Baby & Me, Tobacco Free.9 It provides prenatal tobacco cessation services with payment from
Medicaid, while private funding allows them to give women diaper vouchers if their tests show
they are tobacco free at certain prenatal visits. Models of care and programs such as Baby &
Me, Tobacco Free reward positive health behaviors rather than penalizing non-compliance.
HCPF addressed one group of physicians in its recent response to a CMMI RFI on Pediatric
Alternative Payment Model Concepts. We stand by the assertion that integrating coverage for
social determinants of health into pediatric payment models would expand opportunities for
Colorado specialists, who provide services related to but not necessarily part of standard
pediatric primary care, and will lead to better overall health and life outcomes for the pediatric
population. Similar inclusion of services related to social determinants of health for adult
populations could also expand opportunities for specialists in Colorado. If care can be
integrated, with clear pathways to provider payment, more specialists might be open to
accepting Medicaid members.
A key factor in successful delivery system transformation efforts includes hospitals, which is
why the Hospital Transformation Program is a critical part of HCPF’s efforts to improve
healthcare delivery and payment systems in Colorado.10 Program goals include improving
patient outcomes and experience through care redesign and ensuring appropriate care in
appropriate settings, as well as accelerating hospitals’ organizational, operational and systems
readiness for value-based payments. With these goals in mind, HCPF aims to increase alignment
between hospitals and communities to ensure they influence delivery system and process
change that improves care and outcomes. This work prioritizes specific areas, such as
behavioral health and substance use disorder coordination and care coordination as well as
recognizing and addressing social determinants of health. Colorado hospitals have a critical part
to play in delivery system reform, and we seek models that encourage coordination between
providers, hospitals and communities to ensure improved population health outcomes.
Building on the Centers for Disease Control and Prevention (CDC) model of connecting the dots
to better understand a community's shared risk and protective factors,11 Colorado takes a
regional approach to health to ensure that communities guide the conversation and that
providers and consumers have a voice in helping their communities strive for optimal health
and well-being.
In large part because of the SIM investment, Colorado has focused on behavioral health,
including mental health and substance use disorders, driven largely by population health data
and local community needs assessments. Population-level surveillance of behavioral health
issues is an important component of appropriately meeting community needs. Suicide is one of
the leading causes of death in Colorado and suicide rates are among the highest in the nation.
9

Baby & Me, Tobacco Free. http://www.babyandmetobaccofree.org/
The Department of Health Care Policy and Financing. “Colorado Hospital Transformation Program.”
https://www.colorado.gov/pacific/hcpf/colorado-hospital-transformation-program
11
The Centers for Disease Control and Prevention, “Connecting the Dots: An Overview of the Links Among Multiple
Forms of Violence.” https://www.cdc.gov/violenceprevention/pdf/connecting_the_dots-a.pdf
10
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In some communities in Colorado, suicide has become a major public health crisis.12 Substance
use is also a major cause of morbidity and mortality in the state. Opiate abuse and overdose is
creating enormous challenges in Colorado, while alcohol abuse and associated illness remain a
huge burden.13 Early identification and intervention of depression or substance abuse can
potentially reduce the morbidity and mortality related to these issues, as well as reduce
associated healthcare costs by reducing the need for crisis care, hospitalization and treatment
of chronic conditions such as liver cirrhosis.14 Unfortunately, access to behavioral health is not
readily available in all areas of the state, particularly in rural settings, as outlined above. By
expanding models that integrate behavioral and physical health across the state, Colorado
hopes to improve behavioral health access and reduce the population health challenges of
suicide and substance use, which are burdening communities across the state.
Access to mental health and substance use services – important protective factors – increases
resilience, according to the CDC Connecting the Dots report.15 The Healthy Colorado report
produced by CDPHE shows that positive mental health allows people to realize their full
potential, cope with the stresses of life, work productively, and make meaningful contributions
to their communities.16 In Colorado we have used the 2Gen approach to address early
childhood adverse experiences, which will lead to reductions in behavioral health issues and
ultimately chronic disease, injury and suicide in later years, which are major cost drivers and
affect a person’s ability to be an active member of the community.17
Additional funding of initiatives that link public health and community supports to the health
system is essential, considering that substance abuse, a preventable health issue, is often
associated with mental health status.18 Public health partners are building communities of
support that emphasize population health approaches and address root causes.
Our solid foundation of behavioral health integration in primary care settings is one essential
step to building stronger communities – and we’re seeing the results of these investments.
Regional health connectors, a new Colorado workforce funded in part by SIM, are providing
12

The Colorado Department of Public Health and Environment. “Suicides in Colorado: An Overview.” Colorado
Violent Death Reporting System.
https://cohealthviz.dphe.state.co.us/t/OPPIPublic/views/CoVDRSSuicideData/Story1?:embed=y&:showShareOptio
ns=true&:display_count=no&:showVizHome=no
13
The Colorado Department of Public Health and Environment. “Colorado Health Information Dataset.”
http://www.chd.dphe.state.co.us/cohid/topics.aspx?q=Death_Data
14
Horowitz, Lisa et al. “Suicide Screening in Schools, Primary Care and Emergency Departments.” Current Opinion
in Pediatrics. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2879582. 2009.
15
The Centers for Disease Control and Prevention, “Connecting the Dots: An Overview of the Links Among Multiple
Forms of Violence.” https://www.cdc.gov/violenceprevention/pdf/connecting_the_dots-a.pdf
16
“Healthy Colorado: Shaping a State of Health,” The Colorado Department of Public Health and Environment.
https://www.colorado.gov/pacific/sites/default/files/OPP_2015-CO-State-Plan.pdf
17
Watamura, Sarah Enos and Samantha Brown. Colorado Office of Early Childhood, Department of Human
Services. “Parental History of Adversity and Child Well-Being: Insights from Colorado.”
18
“Healthy Colorado: Shaping a State of Health,” The Colorado Department of Public Health and Environment.
https://www.colorado.gov/pacific/sites/default/files/OPP_2015-CO-State-Plan.pdf
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vital links between primary care and community services based on community needs. 19 This
helps to empower providers with information and an enhanced ability to support patients.
The introduction of the Accountable Health Communities initiative is a major step towards
connecting social and emotional risk factors to optimize health and well-being. The National
Academy of Medicine cites evidence that addressing unmet health-related social needs can
help reverse negative health effects – but there is still much to be done in terms of adequate
screening and action in this area.20 This is among the reasons why Colorado is interested in
models that support braided funding including Health First Colorado (Colorado’s Medicaid
program) and the Department of Human Services, Department of Public Health and
Environment, and the Division of Housing within the Department of Local Affairs to meet the
needs of Coloradans.
The state supports expansion of initiatives and models that enable true partnerships between
the healthcare system and community partners, focusing on shared population-level health
outcomes – such as reducing suicide rates and opioid deaths – and enabling community-level
decision making. Colorado benefits from strong relationships with private sector partners to
accomplish healthcare transformation. From health information exchange (HIE) organizations
and academic institutions, to medical association partners and nonprofit transformation
entities, the state has deeply rooted community and private partnerships which have helped
transform care. The Innovation Center has fostered innovative approaches to coordination
among government, private and other community entities, and we encourage you to build on
this collaborative and coordinated approach.
Colorado recognizes and appreciates the work that has been done at the federal level to align
federal agencies and partners, including the CDC, Office of the National Coordinator (ONC), and
the Substance Abuse and Mental Health Services Administration (SAMHSA), to reduce
duplication and ensure complementary and supportive investments. We appreciate the
Innovation Center’s commitment to strengthening state-directed health innovation through
federal alignment in communication and operationalization across sectors.

19

Colorado Regional Health Connectors http://www.regionalhealthconnectors.org/. 2017.
Billioux, Alexander, et al. “Standardizing Screening for Health-Related Social Needs in Clinical Settings: The
Accountable Health Communities Screening Tool.” National Academy of Medicine https://nam.edu/wpcontent/uploads/2017/05/Standardized-Screening-for-Health-Related-Social-Needs-in-Clinical-Settings.pdf
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EFFECTIVE AND TRUSTED DATA SHARING
Colorado recommends alignment with the Innovation Center, Medicaid programs and ONC to
support effective and trusted data sharing that connects providers and patients with the right
services and supports.
The Colorado Health Information Technology (IT) Roadmap21 identifies actionable initiatives
that advance the state’s vision for health in Colorado by leveraging health IT. The complete
portfolio, which was developed by the Colorado Office of eHealth Innovation (OeHI) with input
and support from key partners, including SIM and state agencies, was produced to improve and
enhance existing health IT infrastructure and improve the value and quality of care while
supporting provider and care team well-being.
Recognizing the importance of data to inform change, the Colorado Multi-Payer Collaborative
(MPC) is supporting a data aggregation tool to accelerate practice transformation. Use of this
tool is intended to provide aggregated claims data at the point of care. Colorado’s data
aggregation effort is unique in the nation, and oft-heralded by federal partners and others as a
"best practice." This effort supports the type of informed decision-making that is needed as risk
and accountability shifts towards providers, who require the availability of information related
to quality, coordination of care, medical costs, patient risk and population health.
A common data aggregation tool that all payers support with data provides a single source of
data for patient-level information that can help providers save time and resources. This tool is
intended to help practices see how their decisions influence cost across the medical
neighborhood and to better manage care to reduce emergency department utilization, change
referral patterns, and target high-risk patients and chronic care populations to reduce
inappropriate utilization and lower costs. Claims data aggregation tools also provide analytic
tools that help practices improve workflow, identify high-risk patients, and proactively manage
open care gaps. Continued support for data aggregation from CMS with the inclusion of
Medicare data is essential for providers to understand cost and utilization drivers across their
population.
Additionally, the SIM health IT workgroup identified effective data sharing of electronic clinical
quality measures (eCQMs) to help providers integrate physical and behavioral health in primary
care settings with value-based payments. Given public payers’ shift toward requiring
submission of eCQMs for performance and payment, SIM is investing in an eCQM solution that
accomplishes the following goals:
● Provide more efficient, streamlined processes and tools for providers to report on
required healthcare metrics;
● Provide a venue for easy, efficient, effective, consolidated eCQM reporting;
● Simplify reporting requirements and processes for quality and value in healthcare; and
21

The Colorado Office of eHealth Innovation, “Roadmap Initiatives.”
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● Strengthen health IT/HIE infrastructure to support eCQM reporting.
HIEs play a critical role in supporting integration and value-based payment efforts, including
improving the efficiency and quality of public health reporting and enhancing communication
between the public health and clinical communities.22 Colorado appreciates the close
partnership with ONC and CMMI that has provided guidance and expertise to engage providers
and consumers in the conversation to effectively share data. Further CMMI/ONC investments
and alignment with the Medicaid program should continue to build on core concepts of trust
and accuracy of data, interoperability, and engaging community and health system partners in
effective data sharing.
ALIGNMENT ACROSS A COMPETITIVE MARKET AND CONSUMER-DIRECTED CARE
Transparency of cost and quality are essential components of an effective market-driven
healthcare delivery system: Colorado supports continued opportunities to provide information
on cost and quality for informed decision-making at the beneficiary and purchaser level.
Value in healthcare service delivery means that investments lead to healthy outcomes, not
unnecessary expenses or procedures. We know that choice and competition for patients
encourage continuous improvement of care. Additionally, measuring the actual costs of patient
care and associated health outcomes is critical for improving value and patient experience.
While Colorado has a competitive market, there is a lack of competition in many rural and
frontier regions. Future efforts, which will require federal leadership, should support
competition and choice in markets where there is only one carrier and, as a result, consumers
lack options. We believe this entails encouraging carriers to enter underserved counties. With
federal leadership, Colorado can be successful in its efforts to engage communities through a
regional approach that drives competition, improves access and supports consumer choice as
well as guardrails so they are not put at risk. Information asymmetry is always a risk in
healthcare. We can encourage consumers to be active purchasers, engaged in their own health
decisions, but that requires stewardship from providers and payers to provide information on
cost and quality that patients have not historically been able to access.
Empowering consumers with information about cost and quality of care can help drive
competition that will lower costs. New tools should be developed to provide consumers with
better information about how much health services cost or which providers offer the best
quality of care. For example, the federal government should work with states to promote
consumer-facing websites and applications that let consumers shop for healthcare based on
quality and cost. Many states, including Colorado, have developed all-payer claims databases to
provide greater transparency for consumers.23 States should be allowed and encouraged to
22

Shapiro JS, et al. “Using health information exchange to improve public health.”
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include claims information from federally regulated ERISA plans in these databases. About 30%
of insured lives in Colorado are covered by self-insured plans.24 Large purchasers – including
employers – have a vital role to play in driving consumers towards cost-effective, high-quality
care, and this requires a level of transparency that does not exist in our current healthcare
landscape.
The Patient Protection and Affordable Care Act (ACA) created several risk-sharing programs to
help effectively manage the risk of the individual insurance market. Colorado urges a continued
focus on strengthening federal risk-sharing mechanisms, including risk adjustments and
reinsurance. This commitment to federal risk-sharing will augment and support state efforts.
FEDERAL ALIGNMENT TO MOVE TOWARD PAYING FOR HEALTH OUTCOMES, NOT SERVICES
Colorado recommends continued commitment to align across federal agencies to support
provider- and patient-driven healthcare innovation.
States can pursue many reforms without federal assistance. However, in some cases states are
constrained from true innovation by federal law and regulation. We urge the Innovation Center
and federal agencies to work with states to overcome these constraints, focusing first on
improving the regulatory environment, supporting state innovation waivers, and controlling
costs through payment innovation. We also urge the Innovation Center to break down barriers
within CMS to allow Medicare and Medicaid to collaborate efficiently and work together within
their authorities.
Section 1332 of the ACA permits a state to request permission to waive specific provisions of
the ACA, including the individual and employer mandates, as well as requirements for qualified
health plans, essential health benefits, tax credits and subsidies, and exchanges.25 Many states
view section 1332 as an opportunity to strengthen health insurance markets while retaining the
basic protections of the ACA. We recommend that the Department of Health and Human
Services (HHS) streamline and coordinate the waiver submission and approval process,
including an option for states to easily build on approved waivers in other states, particularly
when available data indicates that demonstrations are effective in achieving the objectives
defined. We also recommend that HHS rescind its 2015 guidance on section 1332 and work
with OMB to establish that states may combine waivers into a comprehensive plan and
measure deficit neutrality across the life of the waiver and across federal programs.
The Innovation Center has a critical role to play in developing state models by serving as a hub
within HHS, CMS and OMB to facilitate state applications for 1115 and 1332 waivers that
support model development. Communication within and across federal agencies is challenging,
24
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and the Innovation Center institutional expertise is helpful as states navigate these issues. We
recognize that financial and operational constraints exist for federal agencies, but we do not
always know what they are. Feasibility of model development is greatly increased when those
limitations are identified early and understood as to their source in statute, policy, operations
or financing.
New models should encourage payment innovation and align priorities among federal
agencies.
It would be helpful for Congress and the Administration to reinforce their commitment to
value-based healthcare purchasing by allowing Medicare and other federal programs to
participate in multi-payer State Innovation Models. The Administration should align priorities
for value-based purchasing across all federal agencies, including HHS, CMS, SAMHSA, CDC, VA,
AHRQ, HUD, DOL, OMB and others, and payment innovation projects should be expanded to
more states.
A key goal for Colorado leaders and policymakers is to work closely with providers to ensure
that efforts support the transition to value-based payment models. It is essential that the
Innovation Center continues to support federal alignment across programs serving the same
populations. To achieve more person-centered care, we need state flexibility across agencies to
pay for outcomes and total health beyond service-only financing. This can only be achieved
with continued focus on federal alignment and reduction of burden on providers, care teams
and patients.
Federal departments have different standards that create barriers to effectively blending and
braiding funding to meet patient needs. As we continue to focus on the total health of an
individual, including social determinants of health, we must develop innovative and effective
ways to incorporate transportation, education and housing into our plans. Colorado
recommends that the Innovation Center focus on regulatory frameworks and opportunities to
include payment for true total health, as opposed to fragmented, service-based care. Waiver
flexibility is a crucial tool, but does not create a bridge across all federal regulations and
programs that serve Coloradans. Operational and policy alignment across federal agencies and
priorities, and the ability to blend and braid funding for better outcomes, will be important in
future models considered by the Innovation Center. If we solve this, we gain the ability to pay
for outcomes rather than services, which helps providers meet patient needs without
regulatory and organizational barriers.
Thank you for the opportunity to provide feedback on ways in which the Innovation Center can
design and implement new models that promote value-based care. We look forward to working
with you to ensure that Colorado’s pioneering work to integrate physical and behavioral health,
driven by SIM and other initiatives, is sustained and expanded. Colorado is well-positioned to
pursue an all-payer approach that creates a more coordinated, patient-centered approach to
care delivery with more consistency for providers. We look forward to continuing to partner
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with the Innovation Center and thank you for your commitment to finding innovative ways to
improve the health of our communities.
i

These estimates are preliminary and may not reflect the true savings due to the following limitations: savings are
calculated by comparing the actual costs to projected costs and preliminary estimates have not been accounted for
all other potential influencing factors; the ROI may be overstated because the SIM office has spent SIM dollars
slower than expected in projections; the preliminary estimates were not adjusted for the change in underlying risk
levels of the attributed populations; no adjustments were made for large outlier claims; trend rates were
calculated using data from Medicaid and Milliman’s proprietary data that may not accurately reflect the SIM
population; seasonality adjustments were based off of 2015 data and may not accurately represent the 2016
seasonal trends; and no adjustments were made for practices with low attributed SIM membership.
ii
These estimates are preliminary and may not reflect the true savings due limitations in adjusting for external
factors.
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
VIA EMAIL
Re: Request for Information Regarding a New Direction for the Innovation Center
Dear Ms. Verma:
Commonwealth Care Alliance (CCA) appreciates the opportunity to submit comments in response
to the Request for Information published by the Centers for Medicare and Medicaid Services’ (CMS)
Innovation Center in September 2017 seeking feedback on a new direction to promote patient-centered
care and test market driven reforms. Our feedback supports testing new models of health care delivery
and payment that further align incentives across health plans, providers, and individuals to create a
system of care that fully considers the “whole-person” needs of complex, high cost, high need
populations.
Who We Are
Established in 2003, Commonwealth Care Alliance is a community-based, not-for-profit
healthcare organization dedicated to improving care for people with complex chronic conditions,
including multiple disabilities. For individuals who are dually eligible for MassHealth, the Medicaid
program in Massachusetts, and Medicare, our unique, nationally recognized health plans provide and
coordinate the full spectrum of care – medical, behavioral health, dental, durable medical equipment and
social services – to eliminate gaps in care and reduce costs. Disability-competent direct primary care is
provided by our wholly owned clinical affiliate, Commonwealth Community Care, an organization with
more than 30 years of experience supporting adults and elders with complex physical, developmental,
intellectual and mental health disabilities, as well as through over 27,000 providers in our contracted
provider network.
CCA serves nearly 25,000 beneficiaries statewide in Massachusetts through our dual eligible
special needs plan (D-SNP) and our Medicare-Medicaid Financial Alignment Initiative plan. Our D-SNP
plan provides services to over 9,000 beneficiaries, the vast majority of whom are dually eligible for both
Medicare and Medicaid age 65 and above. We have consistently achieved four stars or above in the
Medicare Advantage Star Ratings program, including achieving five stars on 18 measures and four stars
on another 12 measures for 2018.

Our Medicare-Medicaid Plan operating under the Innovation Center’s Financial Alignment
Initiative serves 15,000 dual eligible between the ages of 21 and 64. Our beneficiaries rated our plan the
best among all MMPs in the country in 2016, based on the Consumer Assessment of Healthcare Providers
and Systems survey.
Our Response
The RFI seeks input both on the guiding principles for new model development as well as specific
focus areas. The RFI also requests feedback on how models can be developed that can complement
existing initiatives. Our response will address these areas.
First, we support the six guiding principles for new model designs. Throughout our response, we
will incorporate these principles in our suggestions, including choice and competition in the market,
provider choice and incentives, patient-centered care, benefit design and price transparency, transparent
model design and evaluation, and small-scale testing.
Second, we are also supportive of several focus areas in the RFI. Our experience serving complex
populations cuts across many of the proposed models as discussed in the RFI. Our comments below
pertain to four key areas: 1) consumer-directed care; 2) Medicare Advantage; 3) state-based and local
innovation; and 4) behavioral health.
Third, we appreciate that the Innovation Center has noted that new models should build upon
what the community has learned from existing models. We applaud CMS’s continued efforts to lay the
groundwork for more comprehensive, patient-centered care for duals through the Financial Alignment
Initiative as this has been a priority for and central to the mission of CCA since our founding.
The Financial Alignment Initiative – a joint effort between the Medicare-Medicaid Coordination
Office and the Innovation Center – has provided states like Massachusetts the flexibility to propose
statewide approaches to integrate Medicare and Medicaid program requirements for dually eligible
beneficiaries. This innovation model recognizes that program alignment and capitated payment
integration between Medicare and Medicaid are essential to moving the needle on enhancing care for
duals. Movement away from a fee-for-service system and toward greater payment integration through
capitation or the establishment of a Medicare-Medicaid global payment rate is critical to achieving wholeperson care for complex populations.
Our response identifies specific ways in which the Innovation Center can build upon this
foundational work as it embarks upon a new direction. Any efforts to test new models should recognize
the vast amounts of federal, state, and industry resources already spent on Medicare and Medicaid
integration. These efforts also should consider enhancing and improving upon what exists to minimize
disruption to their care. CCA remains steadfast in our support for programs for dual eligibles and is
committed to working with CMS and MassHealth to ensure future success and continued quality care for
enrollees.
Model Considerations
As you and your CMS colleagues may be aware, most dually eligible beneficiaries experience a
highly fragmented health system based on a fee-for-service payment model, which makes their care
experience challenging to manage – resulting in poor health outcomes and higher costs to both the
Medicare and Medicaid programs.
CCA encourages the Innovation Center to consider programs for complex beneficiaries that
incorporate whole-person care, not simply coordinated medical care but one that also provides the social
2

service supports needed by these populations. The global payment structure that integrates Medicare A,
B, and D, behavioral health, Medicare wrap-around, and Medicaid long-term services and supports (LTSS)
is an essential element to building the infrastructure for providing whole-person care.
Within this capitation model, additional model design elements should include:






Increasing and improving beneficiary enrollment;
Allowing for incentives to improve beneficiary engagement;
Exploring payment models that support whole-person care;
Allowing for contracting opportunities that foster access to quality care; and,
Making changes to the risk-adjusted Part D payment methodology.
Increasing and Improving Beneficiary Enrollment

CCA appreciates that the Innovation Center is interested in exploring more regulatory flexibility
in the Medicare Advantage (MA) plan space. While CCA has demonstrated year over year increases in
enrollment, overall enrollment in both programs remains considerably low. The chart below illustrates
this point:

Despite the consistent growth and expansion of both D-SNPs and MMP plans in other states,
enrollment of dual eligibles in Massachusetts in both the under 65 duals plan (One Care) and the over 65
duals plan (Senior Care Options) remains among the lowest in the country. CCA has identified several
policy barriers impacting enrollment.
1. Medicaid Eligibility
One Care members face a significant rate of involuntary disenrollment because of Medicaid
eligibility redeterminations. MassHealth is not always able to provide timely notification to CCA about
member redetermination and eligibility termination or of impending disenrollment due to missed
paperwork or failure to complete an application. The lack of notice often provides CCA with fewer than
3

14 days for outreach and retention efforts. Redeterminations can be particularly problematic for dual
eligibles turning 65.
The ongoing exit out and re-entry into the program as their eligibility changes is a major problem
for Medicaid administrators, Medicaid beneficiaries, and the plans that serve them. Studies estimate that
more than 30 percent of those eligible for Medicaid lose eligibility within six months of enrollment, and
about 50 percent lose eligibility within 12 months.1 For the beneficiary, this “churn” causes a serious
disruption in care – from delaying care and skipping treatments, to being forced to change care providers,
treatment plans, and access to medications. Studies, and CCA’s own experience, indicate that even short
episodes of coverage gaps lead to poorer quality of health care.
For Medicaid, administrative costs for enrollment and dis-enrollment are sizable. Further, lapses
in coverage often lead to higher cost medical care in hospitals that could have been avoided with
consistent ambulatory care. For health plans, churning of enrollees creates unnecessary instability for
plans that participate in the MMP and a major disincentive for plans interested in entering the market to
serve these beneficiaries. Clinical care providers are left dissatisfied as service eligibility prevents them
from following through with established care plans.
2. Disenrollment and Opt-Out
Dual eligibles have a high rate of voluntary disenrollment from the One Care program. Even with
the 60-day and 30-day notices that CMS requires for duals who will be passively enrolled into a plan, many
either do not receive these notices, do not read them, or do not understand them. This is particularly true
for the CCA population as often our members are transient, have no fixed address or are even homeless.
As such, their first realization of being enrolled into a managed care plan is when they visit the physician,
visit the emergency room or fill a prescription at the pharmacy. Unfortunately, plans are not allowed to
provide sufficient information to these providers to assist them in educating beneficiaries when they do
present as new members. Due to their confusion and lack of information beneficiaries often opt out of
the program before they even understand or can benefit from the care model described above.
3. Misperceptions about Managed Care
Under 65 dual eligibles have low voluntary enrollment in One Care and similarly in plans
nationwide. Individuals with disabilities tend to be risk-adverse and highly skeptical of changes in the
management of their health care. Like the Innovation Center, CCA believes government programs should
empower beneficiaries, their families, and caregivers to take ownership of their health. Recognizing that
individuals with disabilities often prefer to control their health care CCA’s model of care provides for such
self-directed care, however there is a common misconception about what joining a “managed care” plan
entails and educating potential members about the benefits of CCA and our care management program
can be challenging. Further, other One Care members are often not connected to the health care system
until they experience a major health problem. Our experience has shown us that this population tends to
interact with an organized care system only when they make the conscious decision to do so and not when
told to do so by a government entity or notice.
The policy barriers to enrolment fall into two very distinct categories – each with its own
challenges and unique potential solutions.
1
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Passive Enrollment
While many factors contribute to the low enrollment rate in One Care, the Innovation Center
recognized the challenges in enrollment early on and gave states significant flexibility in deciding how to
passively enroll their beneficiaries. We offer our observations below based upon our experience in passive
enrollment to date. Currently, Massachusetts assigns beneficiaries based on past provider relationships
utilizing claims data. If a beneficiary has visited a primary care physician within the previous 12 months,
and if a plan has that provider in-network, MassHealth determines that the beneficiary has a probable
connection with that health plan and can assign that dual eligible to that plan. Unfortunately, basing
passive enrollment on a beneficiary’s alignment with a primary care physician may not adequately capture
a beneficiary’s primary connection to the healthcare system. Many beneficiaries may identify a nonprimary care provider as more integral, such as a home health provider or behavioral health specialist.
Model Consideration(s): CMS should encourage states to allow for beneficiary assignment in a health
plan based on more than just claims data and primary care encounters. States should consider nonprimary care providers when analyzing beneficiary data and determining which plan to enroll the
beneficiary.
Medicare rules allow dual beneficiaries to switch MA or Part D plans on a month-to-month basis.2
In contrast, other Medicare beneficiaries have lock-in periods in the MA and Part D programs restricting
the ability to leave a plan only during the annual enrollment periods. Many Medicaid managed care
programs and commercial plans employ a similar philosophy enabling greater plan stability. In our
experience, this opt-out period is too short and does not allow the beneficiary a sufficient amount of time
to realize the benefits from coordinated care.
These opt-out rules also allow beneficiaries to dis-enroll from managed care altogether without
selecting a new form of Medicare coverage yet they are passively enrolled in a stand-alone Part D plan.
Similarly, Medicaid beneficiaries who dis-enroll from their MMP fall back to fee-for-service Medicaid,
though certain states (but not Massachusetts) require beneficiaries to move to a managed Medicaid plan
including for their LTSS benefits. If fee-for-service is the fallback option, individuals have less incentive to
determine the right managed care plan.
Model Consideration(s): CMS should allow for longer lock-in periods of up to six months for dually
eligible beneficiaries enrolled into a health plan.
1. Opt-In Provisions
CMS also prohibits beneficiaries from being passively enrolled more than once per year. This rule
arbitrarily limits the state’s ability to enroll beneficiaries in MMPs due to the passive enrollment schedule
for Part D.
Model Consideration(s): CMS should allow states to enroll beneficiaries passively in more than one
government program in a year.
2. Newly Eligible Duals
Much of the focus of the Financial Alignment Initiative has been on current dually eligible
beneficiaries. Now that the MMP is more mature, the Innovation Center could begin to work with states
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on enrollment processes for beneficiaries who became dually eligible after the beginning of the MMP
program in order to expand this program more rapidly.
Model Consideration(s): CMS should allow states to passively enroll beneficiaries more than two months
in advance of their becoming dually eligible to supersede CMS passively enrolling these beneficiaries in
Part D. Also, CMS should assist states in working with the Social Security Administration to identify
Medicaid beneficiaries who are disabled and receive Social Security disability benefits, and will become
eligible for Medicare after a two-year waiting period.
Marketing
Beneficiaries often have very specific and detailed questions about the program before they enroll
or dis-enroll. As MMPs are often the best sources of this information, CCA appreciates the ability to
interact directly with the beneficiaries. However, unlike our work in the Senior Care Options program,
CCA is not allowed to work with a One Care eligible beneficiary to complete a full application. Due to state
rules,3 CCA can educate beneficiaries about the One Care program, and if a beneficiary expresses interest
in enrolling, the CCA representative can assist in completing a decision form that is sent to MassHealth or
connect the member with MassHealth directly and wait in a phone queue. This process represents an
extra step compared to the SCO program, where CCA completes the application with the member, submits
it to MassHealth and CMS on his or her behalf, and can follow up to ensure the process is completed. With
One Care members unlikely to contact MassHealth to check the status of their enrollment, this process
limits the ability to successfully convert these individuals to members.
Model Consideration(s): CMS should encourage states to allow plans to market to under 65 duals as
they do to over 65 duals.
Allowing for Beneficiary Incentives
CCA is encouraged that the Innovation Center is considering programs that incentivize
beneficiaries to achieve better health, and is supportive of recent federal activities to engage patients
more deeply in their own health care. Programs to support access to care or make care more convenient
are vital. As evidenced in the recent Department of Health and Human Services Office of Inspector
General final rule on beneficiary inducement safe harbors,4 “care” encompasses more than medically
necessary care.
We applaud the Innovation Center for exploring beneficiary rewards through direct cash
payments. In the 2016 Request for Application for the Next Generation Accountable Care Organization
(ACO) Model, the Innovation Center offered to test making direct payments to each Next Generation
beneficiary who receives at least a certain percentage of his or her Medicare services from health care
professionals participating in a Next Generation ACO. In the 2017 Request for Application for Next
Generation ACO, the Innovation Center is further exploring this concept by allowing for a “coordinated
care reward” In the form of a $25 check sent directly from CMS to beneficiaries who receive their Annual
Wellness Visit from a doctor who participates in a Next Generation ACO. Both programs promote access
to care and reward treatment adherence. CCA supports incentives reasonably connected to the health
care of the individual that do not compromise beneficiary choice or quality of care.
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Model Consideration(s): As the Innovation Center considers future models, CCA recommends further
testing program elements that provide the financial incentives that would promote access to care and
treatment adherence.
Exploring Payment Models That Support “Whole-Person Care”
CCA’s model of care incorporates the concept of “whole-person care.” This differs from “whole
medical care.” Whole person care has two main aspects. The first is true integration of their health care
needs. Even in an interdisciplinary, medically-driven approach, too often care is provided for an
individual’s medical needs while behavioral health needs are a secondary consideration. Given the
prevalence of serious behavioral health issues among our members, CCA has seen how critical it is to truly
integrate both medical and behavioral health. The second key aspect of ‘’whole-person care” is the
recognition that to help dual eligibles thrive, they need care that goes beyond addressing their health
needs and integrates social services, including those beyond typical LTSS. Our proposed solutions are
included at the end of this section.
1. Access to Behavioral Health Care Services
We appreciate that the Innovation Center is actively exploring models that enhance behavioral
health. In 2015, 22 percent of nonelderly adults on Medicaid had serious mental illness.5 Amongst CCA’s
One Care population, 70 percent have a serious mental illness diagnosis such as schizophrenia, bipolar
disorder, and severe depression or substance use disorders.
CCA fully integrates behavioral health care into its person-centered care model. Behavioral health
clinicians are embedded into all CCA care management teams to provide support and consultation. CCA
teams also work closely with LTS coordinators. MassHealth provides access to LTS coordinators to help
individuals find resources and services close to home. LTS coordinators come from independent
community organizations and are experts in independent living, recovery, and aging.
CCA’s behavioral health specialists provide consultation, education, and support on behavioral
health issues as well as substance abuse treatment and management. These specialists engage in
significant care coordination for beneficiaries, including:





Coordinating behavioral health treatment/addiction treatment at the request of the primary care
provider and LTS coordinator;
Coordinating care and treatment interventions in collaboration with the LTS coordinator when a
request is made;
Offering ongoing support regarding symptoms, medication, resources, and intervention for the
LTS coordinator; and
Assisting with communication and discharge planning when a beneficiary is hospitalized
psychiatrically, including coordination with the LTS coordinator as needed.
2. Interventions That Address Opiate Use and Addiction

CCA has significant experience working with beneficiaries with opiate addiction. Of the almost
25,000 members in CCA’s two health plans, 6,000 are prescribed opiates. Approximately 10 percent of
5
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these members are consuming a very high level of opiates – the equivalent of 120mL of morphine or
above. The vast majority of these cases are considered appropriate, meaning the high-level opiate
treatment is meeting a true medical need such as pain management from an autoimmune disease or
palliative care.
Of great interest to the Innovation Center are dually eligible beneficiaries who are taking opiates
for chronic pain. Approximately 2,000 CCA members are considered chronic opiate users, meaning they
have been taking opiates for over a year. Most of these individuals are in the MMP program.
When a new beneficiary comes to CCA, we analyze claims data to identify individuals on
prescribed opiates and immediately incorporate assessment and treatment protocols to address their
use. Unfortunately, many new members do not enter our program with a documented thorough pain
assessment. While CCA conducts a typical pain scale assessment, we go beyond this rudimentary test and
implement a more rigorous functional assessment. This protocol does not aim to create a pain-free
environment but looks to improve function and improvement. For individuals taking opiates on a regular
basis, CCA requires a face-to-face visit every three months. For individuals who are on higher doses of
opiates, we provide enhanced monitoring by requiring monthly check-ups. Rather than arranging for a
separate care visit to address opiate use, this check-up is done as part of a routine care visit. While the
individual may have 15 or more problems to address in the visit, CCA providers ensure that pain
management in addressed, even if the member does not raise pain as an issue of concern.
Due to the deadly nature of opiate consumption, we encourage our providers to carry overdose
treatments with them at all times in case of medical emergencies. CCA providers, who provide a
significant amount of care in the home, have found that having overdose treatments on hand goes beyond
best practice at this point in our nation’s struggle to deal with opioid addiction. As discussed above, the
cost of this important medication is prohibitive to providing widespread access to our care teams.
3. Addressing Housing Needs
In our One Care population, we estimate that seven percent are homeless. As such, providing
care and care coordination are particularly challenging. To address this need, CCA began incorporating
Health Outreach Workers (HOW) into our care team. Health Outreach Workers are trained community
outreach specialists who find and connect with beneficiaries. Much of their work is spent on the road,
going to houses and locating beneficiaries who are otherwise unreachable by letter and telephone. The
CCA interdisciplinary care teams work in collaboration with the HOW to support the housing needs of the
beneficiary. The HOW supports members by addressing medical and psychiatric issues to sustain the
member’s overall health, to avoid long term hospital stays, psychiatric stays, and substance abuse that
can often cause barriers to accessing appropriate housing.
Housing is one of the most pressing needs and concerns for the beneficiaries CCA serves. The
Innovation Center might consider providing supplemental benefits for housing that would improve care
quality and reduce cost overall. Until these benefits are tested, CCA is working to address chronic
homelessness or unstable housing through several projects, including:


Health Outreach Worker (HOW) Housing Program: We work with community partners to provide
the following services:
o Assessment and assistance with housing barriers;
o Eviction prevention;
o Hoarding assistance and community linkage;
8

o
o
o
o
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Mediation & advocacy;
Locating and securing housing;
Budgeting;
Education; and
Pro-active follow-up.

HOW Housing Institute: We offer a four-week “in-house” educational program for beneficiaries,
with the following classes:
o Understanding Credit;
o Creating a spending Plan;
o Rent to Own; and
o Landlord/Tenant Right and Responsibilities.

In addition, CCA works with a number of resources in the community to help beneficiaries obtain
and maintain housing. Emergency housing does not exist so we focus on preserving current housing and
working on longer-term goals. This includes extensive work with local agencies to help with mediation,
funding and support for members who are at risk of homelessness, as well as work with local shelters to
help rehouse member as seamlessly as possible. In cases where housing may be stable but not sustainable
due to financial or medical reasons, CCA encourages members to apply for state subsidized housing and
Section 8, the federal housing subsidy program. Once housing is secured, CCA works with members to
identify available state and local resources to help with moving, furnishing and obtaining necessary
household items.
CCA’s capitated premium based on Medicaid rating categories and Medicare risk scores does not
keep pace with expenses for members who have significant social influencers-driven complexity. For
example, many of CCA’s homeless or marginally housed members have elevated rates of inpatient
admissions and emergency department utilization, resulting in high medical expenses. As such, CCA’s care
teams often expend significantly more resources trying to provide outpatient services to members who
are often challenging to find and engage.
Homelessness is not currently a rating category for purposes of risk adjustment for determining
the blended payment rate for CCA’s enrollees through the Financial Alignment Model. Massachusetts has
recently applied a new social determinants of health risk adjustment methodology which takes into
account homelessness, in addition to neighborhood stress, severe mental illness, substance use disorder,
age and sex. Unfortunately, this new methodology has not yet been applied to dual eligible plans.
Model Consideration(s): As the Innovation Center considers future models for dual eligibles, CCA
recommends testing program elements to address behavioral health and social service supports needed
by this population, including the following:






Encouraging ways to foster diversion of care into less costly and equally effective health care
settings;
Requiring plans to have robust protocols for dual eligibles who are users or abusers of opiates;
Improving mental healthcare provider participation by allowing providers to interact with other
providers regarding the opiate or substance use issues the dual eligible beneficiary may be
facing;
Providing additional funding for Narcan and other opiate overdose treatments that have shown
high degrees of effectiveness;
Better integrating social services, housing, communication access, employment supports, and
transportation; and
9



Refining Medicaid and Medicare risk adjustment methodologies to better account for the
significant impact of social influencers of health on complex populations.
Allowing for Contracting Opportunities That Foster Access to Quality Care

CCA is unique in that we are both a capitated health plan and a direct provider of services to our
members. We offer a comprehensive set of covered services through our contracted provider network
as well as through our employed clinicians. Our approach to network development begins with the
premise that the provider network is the beneficiary’s (rather than CCA’s) provider network that is based
on the individual’s needs. Both employing and contracting with providers allows CCA and the beneficiary
the utmost flexibility in constructing a care team that is person-centered and maximizes independent
living. Based on this unique experience, we have identified one contracting aspect for the Innovation
Center to consider in future models and are encouraged that the Innovation Center is looking to reduce
burdensome requirements and unnecessary regulations to allow providers to focus on providing highquality health care to their patients.
Additional flexibility is needed with regard to what can be considered the “two-provider”
requirement to ensure that plans serving the dually eligible population can build appropriate care
networks. CCA’s model, and our success, requires consistent direct provider-to-patient engagement at
every point of the care continuum. Our patient-centered “hands on” model is especially important to
serving the needs of patients who are disabled and/or suffer from multiple chronic conditions.
Unfortunately, the two-provider requirement has both 1) precluded our ability to provide services in some
areas of Massachusetts, and 2) negatively impacted our ability to lower costs for the Medicare and
Medicaid programs.
The two-provider requirement is a plan network contracting requirement that requires plans to
contract with two providers for each covered service within an enrollee’s geographic service area and
comply with CMS and MassHealth required time and distance measures.6 This requirement pertains both
to medical care as well as LTSS providers.
This network adequacy requirement has prevented CCA from enrolling individuals in certain
counties because at least two-providers for the covered services are simply not present in the service
area. CCA is not able to provide patient-centered, high-intensity care to many beneficiaries in rural areas
despite our demonstrated success with caring for this population in other areas of the state.
The requirement has proven to be too restrictive and may not reflect the reality of certain service
areas and the way that care is delivered in those areas. For example, if there is a requirement that a plan
contract with two anesthesiology groups within a certain radius but there is only one such group in certain
areas because there is only one hospital in that area, then plans could be precluded from enrolling
beneficiaries into the program. The two-provider requirement limits beneficiary access to care and forces
patients with complex-care needs to travel farther to obtain needed services and may prevent them from
seeking care at all.
The two-provider requirement also has forced CCA to pay providers well above Medicare rates to
be considered in-network. Providers who operate as a sole provider in a certain practice and area have
6

Centers for Medicare & Medicaid Services (CMS) & Commonwealth of Massachusetts (2012). Regarding A Federal-State Partnership to Test a
Capitated Financial Alignment Model for Medicare-Medicaid Enrollees Demonstration to Integrate Care for Dual Eligible Beneficiaries. Retrieved
from https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-Medicaid-Coordination/Medicare-Medicaid-CoordinationOffice/FinancialAlignmentInitiative/Downloads/MassMOU.pdf
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enormous leverage to set payment rates – at times 30 to 40 percent higher than what they would be paid
under Medicare fee-for-service.
Model Consideration(s): CMS should waive or modify the two-provider requirement to allow plans to
offer services in areas that are dominated by one provider. They should also cap provider charges in
order for plans to better meet network adequacy requirements (which improve beneficiary access to
care).
Making Changes to the Risk-Adjusted Part D Payment Methodology
Policymakers over the past several years have raised concerns regarding the high costs of drugs,
particularly newly launched drugs, and the increase in costs of both branded and generic drugs over time.
CCA recognizes the complexity of the overall issue and the resulting impact on Medicare beneficiary out
of pocket costs as well as Medicaid program budgets. CCA has witnessed firsthand how the current
payment system does not adequately capture the cost of expensive drug therapies needed by our
members and fails to reimburse plans accordingly. CCA is encouraged that the Innovation Center will be
testing new models for prescription drug payment, in both Medicare Part B and Part D and State Medicaid
programs that incentivize better health outcomes and align payments with value.
Currently, CMS pays plans participating in the Financial Alignment Model based on the national
average bid for all Part D plans. The National Average Bid Amount (NABA) is adjusted using the
Prescription Drug Hierarchical Condition Categories (RxHCC) risk adjustment model to cover the standard
portion of the Part D drug coverage. This excludes amounts covered by the Reinsurance and Low Income
Cost Sharing (LICS) benefits. The combination of the NABA and RxHCC risk scores is inadequate to cover
the claims and administrative costs associated with this benefit. This is evidenced by CCA (through its
participation in One Care) receiving a Part D risk corridor settlement for each year the plan has been in
operation.
Like stand-alone Part D plans, CCA receives a capitated direct subsidy payment as well as
prospective payments for estimated reinsurance costs for beneficiaries with high drug costs and for
beneficiary cost sharing covered by the Part D low income subsidy. The direct subsidy payment is adjusted
for differences in beneficiaries’ health status using the RxHCC risk adjustment model.
In plan year 2015, CCA experienced significant cash flow issues as a result of inadequate
reinsurance and LICS prospective payments. CMS made an adjustment to both payments to alleviate this
cash flow stress in 2015. CMS continues to work with CCA to establish prospective payment rates that
are appropriate for our complex population, taking into account CCA’s own experience and projections
for drug expenses reimbursed under the reinsurance program.
CCA remains concerned with the high cost of break-through drug therapies. As the Innovation
Center is well aware, the cost of recently approved Hepatitis C drug treatments can range from $56,600$84,000 even with the variety of drugs now offered in the market. While we understand that the
Innovation Center is trying to balance beneficiary access, up-front costs, and long-term benefits of
treatment, the current supplemental payments and risk corridors fail to cover these types of outlier costs
to dual eligible health plans.
Model Consideration(s): CMS should revise the Part D payment methodology by using a higher base rate
other than the NABA or by modifying the coefficients in the RxHCC model to more accurately reflect the
disease burden of the dual eligible population, particularly for those beneficiaries under 65 years; and
update RxHCC coefficients to account for breakthrough drug therapies
11

In closing, on behalf of Commonwealth Care Alliance, I appreciate the opportunity to engage with
you on the future direction of the Innovation Center, and specifically, considerations for model tests that
are focused on dually eligible populations. We look forward to speaking with you and your team again
and working collaboratively with the Innovation Center as you explore potential expansion of current
models or develop future models that address the unique needs of complex populations. Should you be
interested in additional information, please contact Ken Preede, our Vice President of Government
Affairs.

Sincerely,

Christopher D. Palmieri
President and Chief Executive Officer
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November 20, 2017
Ms. Seema Verma
Administrator
The Centers for Medicare & Medicaid Services
200 Independence Ave SW
Washington, DC 20201
Dear Administrator Verma,
Thank you for providing the opportunity to comment on the future direction of the Center for Medicare &
Medicaid Innovation (CMMI).
The Commonwealth Fund is a nonpartisan, private foundation that aims to promote a high-performing
health system that achieves better access, improved quality, and greater efficiency, particularly for
society’s most vulnerable populations. In pursuit of this goal, we support independent research on health
care and health policy issues, conduct internal policy analysis and survey work, and connect research and
policymakers at the federal and state level. One important area of focus is the development, testing, and
spread of promising health care delivery and payment models that improve the value of care delivered in
the U.S. As such, the Commonwealth Fund has closely followed the activities of CMMI since its inception
in 2010. We are pleased to share our insights about the value of such an innovation center; results from
independent research into some of the models CMMI has initiated; and our thoughts on CMMI’s future.
These comments represent the perspective of various programs at the Commonwealth Fund including
Advancing Medicare, Breakthrough Health Care Opportunities, Controlling Health Care Costs, Delivery
System Reform, and Federal and State Health Policy.
The U.S. health care system lags behind our international peers in delivering high-value care.1 We are
outperformed on indicators such as mortality amenable to health care and access to a usual source of
care, and yet our health spending per person far surpasses what is spent in other industrialized nations.
As noted by the Congressional Budget Office, health care spending is projected to comprise a larger share
of the federal budget over the next decade.2 Policymakers are concerned that unconstrained growth in
health care spending will crowd out other important areas of investment such as education and
infrastructure, at both the federal and state level.
Improving the value of care delivered to patients is an essential undertaking if we are to achieve
sustainable health spending trends. CMMI plays a critical role in this regard by seeking to address the
payment system barriers that otherwise impede the promotion and adoption of high-value care within
the health care industry.
OVERCOMING BARRIERS TO DELIVERING HIGH VALUE HEALTH CARE
In other industries, innovation is the primary pathway to increasing the value of products and services –
improving quality while simultaneously reducing cost. As they compete to sell products and services
directly to consumers, companies are under continuous pressure to innovate to better meet the needs of
consumers at a price they can afford. Competition is a key driver of continuous innovation to improve
quality and affordability and optimize production costs.

Many areas of health care, however, do not share the features of highly competitive markets. As a result,
consumers often have more difficulty making informed choices about health care than they have when
choosing other goods and services. Both the structure of our health care delivery system and the way it is
financed contribute to this dynamic. Physicians and providers often act as decision-makers on behalf of
patients. And in most cases a health insurer, whether a private plan or a public program, is an
intermediate facilitator of payment — meaning the patient is rarely aware of the total cost of health care
at the point of service, let alone directly exposed to the full cost of treatment.
Even patients who want to ‘shop around’ rarely have sufficient information to assess the quality and cost
of the tests and treatments they are offered. Efforts to bring patients and their caregivers into the center
of the decision-making process are encouraging, but these must be paired with appropriate tools and
resources.
On the financing side, fee-for-service payment — which still predominates in commercial markets as well
as in the Medicare and Medicaid programs — can also present a barrier to innovation that achieves
higher value. Under the traditional fee-for-service payment structure, volume is rewarded over value. If a
health system succeeds in lowering its rate of hospital readmissions, for example, the revenue
opportunity for that system is smaller than it would be if more patients experience complications and
need to be readmitted. Under this costly and far less desirable scenario, health systems are financially
rewarded for less-than-optimal results.
CMMI was established with the understanding that traditional payment approaches do not stimulate
innovation. Increasing the value of our health care dollars requires modifying or replacing fee-for-service
with payment models that reward positive health outcomes. Ultimately, the goal is to support health care
delivery and payment innovations that work to both slow the rate of cost growth and improve patient
outcomes.
CMMI was also created with the understanding that, as large-scale purchasers, Medicare and Medicaid
have the capacity to catalyze and support transformation throughout the entire health care system. This
capacity is evident in private payers’ broad adoption of Medicare’s reimbursement and coverage policies.
New payment mechanisms such as the Hospital Prospective Payment System, the Physician Fee Schedule,
and performance reporting requirements are spreading and enabling innovation in care delivery.
Medicare has also adapted small-scale initiatives in the private sector, including the Oncology Care Model,
to provide a platform for further testing and scale.
CMMI has an essential role not only in testing payment and delivery innovations in the Medicare and
Medicaid programs but also in scaling successful models nationwide and supporting the alignment of
public and private payers.
WHAT KIND OF INNOVATION IS NEEDED IN HEALTH CARE?
Innovation can be categorized as either core, intermediate, or transformational (Figure 1).3 Core
innovation consists of refining mature delivery and payment models, such as optimizing operations or
scaling current best practices.
Intermediate innovations include those that occur within the framework of current delivery system and
payment schemes but that also represent a substantial redesign of how care is provided. For example, the
development of a care coordination program building on existing provider relationships and fee-forservice payment to reduce hospital use and costs would be considered intermediate. While they involve
some risk-taking and a willingness to do things in a new way, these types of innovations can be realized
today, without changes to existing payment or regulatory structures.

Transformational innovation involves new and substantially different care delivery models, and it likely
requires new payment approaches or changes to existing regulation. Examples range from reimagining
the allocation of health care investment between social and medical services to developing new patientfacing digital health tools. In most cases, these innovations require new organizational structures, care
team members, coverage policies, and reimbursement schemes — all of which CMMI is well equipped to
test and develop. Therefore, we believe CMMI should focus its resources primarily on work related to
transformational innovation.
Figure 1. Conceptual Model of Innovation

RECOMMENDATIONS
Below we offer our perspective on opportunities for CMMI to catalyze transformational levels of
innovation in four of the proposed focus areas for model development: 1) expanded opportunities for
participation in advanced alternative payment models (APMs); 2) consumer-directed care and marketbased innovation models; 3) prescription drugs; and 4) Medicare Advantage innovation models.
1) Expanded Opportunities for Participation in Advanced APMs

To achieve transformational innovation, the health care delivery system will need more flexibility in
whom to treat, when to treat, and what services to provide. Medicare and Medicaid’s lack of coverage for
social services and limited payment for technology services, for example, can limit the adoption of new
care models by providers and health plans. Greater flexibility could enable health systems and plans to
embrace new benefits, care pathways, and technology in ways that reflect consumers’ health needs and
improve cost and quality outcomes. But along with that flexibility, there is also a need for incentives to
drive innovation, especially during the transition to a new payment environment.
The implementation of value-based payment, whether bundled or capitated, for a broad array of services
— including post acute care, prescription drugs, behavioral health, and personal supports — holds

promise to encourage more integrated, coordinated patient care and curb cost growth that is not linked
to quality. While the alignment of financial incentives is necessary to initiate and reward positive change
in the health system, alone it is not sufficient. Care models must also change, and they need to be
supported by corresponding changes to payment systems.
Commonwealth Fund-supported research shows that most CMMI models to date have not required
model participants to follow, envision, or use new care pathways, technology, or other support
structures. Nor have those CMMI models yielded robust results. When care models are changed and
coupled with supporting payment models, as is the case with Comprehensive Primary Care Plus and the
Oncology Care Model, we see much more promising results. Payment reform designed to support clear,
evidence-driven changes to care delivery is what moves the needle. As such, we encourage CMMI to test
models that require participants to envision and implement changes to care delivery that could improve
value.
We support the use of smaller-scale, voluntary models and the adoption of effective models as program
policy upon rigorous and transparent evaluation. Evaluations should examine impacts on cost, quality,
and patient outcomes as well as contextual factors that may be significant to achieving results.
Policymakers will also need to address barriers to participation and strategies for retention if voluntary
models are implemented. For example, research we have supported to evaluate Medicare’s voluntary
Bundled Payments for Care Improvement initiative shows high dropout rates among hospital
participants within the first six months. To ensure a better balance between properly incentivizing risk
and encouraging delivery system-level change — without imposing undue burdens on providers or plans
— it may be necessary to recalibrate retention strategies after initiatives begin.
2) Consumer-Directed Care and Market-Based Innovation Models

The request for information suggests modifying CMMI’s approach to designing, developing, and testing
models that directly address patients’ needs. We encourage a person-centered approach to model design,
which is particularly important to improving care for our nation’s sickest and most costly patients. In fact,
we believe an in-depth understanding of the needs of patients and consumers should be a starting point
for health care innovation from CMMI.
While we support the idea of consumer engagement and patients' ownership of their health and health
care, there are important considerations to take into account when devising consumer engagement
strategies in practice, especially with respect to the Medicare and Medicaid populations. Shifting the cost
burden or expecting consumers to make informed decisions on complex issues without adequate
resources and tools could negatively impact the care they receive and undermine the financial protection
that Medicare and Medicaid provide.
Moreover, efforts to promote consumer-directed care should be mindful that approximately one-third of
Medicare beneficiaries have cognitive impairment, a proportion that is expected to grow over the next
two decades as the population ages.4 Models that would allow beneficiaries to contract directly with
health care providers or allow providers to propose prices or use balance billing, as proposed in the
request for information, could place patients with severe cognitive impairment at substantial risk of
financial abuse or exploitation.
Based on our research, we know the Medicare and Medicaid populations also have a disproportionate
share of high-need, high-cost patients. These patients, who experience a variety of complex medical
conditions that are often compounded by behavioral health problems and limited ability to care for
themselves, are among the 5 percent of patients who account for 50 percent of U.S. health care spending.
This group of beneficiaries is also more likely to experience problems with the quality and safety of their
care. Data from focus groups with patients and caregivers, nationally representative surveys, and persona

development show that the health care system is failing these patients, who have many more unmet
needs than other adults.5,6,7,8 While nearly all high-need, high-cost patients have consistent access to
health care (95%), they nevertheless struggle to get the coordinated medical, behavioral, and social
services they need to stay well and avoid costly hospital visits. Specifically, they have limited access to
care coordinators, assistance with managing functional limitations, emotional counseling, and
transportation services. Addressing this population’s medical and nonmedical needs is necessary to
provide the most appropriate and targeted care.
It is also critical to consider the specific health and financial needs of Medicare beneficiaries with low
income and those with physical and/or cognitive impairment.9 Based on our research, low income and
complex health conditions often appear together: 68 percent of beneficiaries with incomes below twice
the poverty level have three or more chronic conditions or functional limitations.10 Among those with low
income and poor health, 42 percent spent at least one-fifth of their income on premiums and care. More
than half of those who age into Medicare will at some point experience physical or cognitive impairment,
or both, that hinders independent living and requires long-term services and supports.11 Focusing on the
health and financial needs of this demographic could improve beneficiary outcomes as well as Medicare’s
fiscal sustainability.
Commonwealth Fund-supported research also shows Medicare’s current benefit design imposes
substantial financial burden on lower income and chronically ill beneficiaries. More than one-fourth of all
Medicare beneficiaries — 15 million people — spend 20 percent or more of their incomes on premiums
plus medical care, including cost-sharing and uncovered services.12 Those with high out-of-pocket
spending as a proportion of income, as well as physical and/or cognitive impairment, are at greater risk
for spending down their resources and entering into Medicaid, compared to those with impairment but
without high out-of-pocket spending.13 Financial burdens and access gaps highlight the need to approach
reform with caution.14 CMMI should look for innovative delivery and payment models that maintain or
strengthen protections for vulnerable beneficiaries. And we encourage CMMI to always consult
beneficiary organizations when developing new models, as is required for state Medicaid programs
designing waiver programs.
3) Prescription Drugs

Given increasing prescription drug costs in the U.S., we support CMMI’s interest in testing new models for
prescription drug payment. Ongoing research suggests that the highest rates of Medicare cost growth lie
in Part D and Part B drugs. Moreover, Commonwealth Fund-supported research on cancer drug use
internationally shows the U.S. lagging behind its peer countries in the value obtained from cancer drug
expenditures. This gap is attributable to high drug prices and modest health gains per dollar spent.15
Specifically, we encourage CMMI to consider testing three innovative strategies related to prescription
drug pricing: 1) value-based contracting; 2) reference-based pricing; and 3) bundled or capitated
payment that includes prescription drugs.
First, more testing and rigorous evaluation of value-based contracting (also referred to as outcomesbased contracting) are needed to better understand its impacts on spending and quality. Commonwealth
Fund-supported research shows that while the intent of this strategy is to shift spending toward more
effective, higher-value drugs its impact is unclear.16 CMMI could play an important role in transparently
designing and testing value-based contracting models for prescription drugs so that patients, payers, and
other stakeholders have more information about their impact.
Second, reference pricing is a promising instrument for appropriately lowering prescription drug
spending by influencing patients’ choice of prescription drugs and the prices paid by insurers. U.S.
employers are already using this strategy because of its potential to provide patients with greater choice
while also incentivizing the use of higher-value drugs; CMMI should test it in Medicare and Medicaid, too.

A recent evaluation of the implementation of drug reference pricing showed significant savings in drug
selection and spending for a group of private employers; further research is needed to examine its
applicability for public payers and to assess its impact on patient outcomes and adherence. 17
Third, CMMI should seek more ways to incorporate Medicare Part B and D drugs into bundled and
capitated payment arrangements (as in the Oncology Care Model) so that providers’ financial incentives
are aligned with patient outcomes, rather than with volume of drugs delivered. To encourage more
providers to look at their patients’ health more holistically, it will be necessary to broaden episode-based
payment initiatives to include drug spending. Encouraging providers to identify the drugs that have the
greatest impact on patients’ medical and health outcomes by incorporating them into payment for the
total cost of care creates the potential to curb high cost growth and spending.
4) Medicare Advantage Innovation Models

We support CMMI’s interest in providing Medicare Advantage with greater flexibility to innovate. This
area of focus will remain important in the coming years, given that 41 percent of Medicare beneficiaries
are projected to be enrolled in private plans by 2027.18 We also encourage CMMI’s interest in exploring
additional flexibility around supplemental benefits that could be included to increase choice, improve
care quality, and reduce cost. Such flexibility, provided through regulatory reform and value-based
payment, is required to adequately address patients’ medical and social risks — particularly those faced
by high-need, high-cost individuals, whose nonmedical needs often compromise their care and increase
costs. Medicare Advantage should be allowed to target and segment these patients so that plans can
better ensure they receive the appropriate combination of medical and nonmedical services.
Through the research it supports, the Commonwealth Fund has identified programs targeting high-need,
high-cost patients that have produced favorable results with regard to quality of care, quality of life, and
reductions in unnecessary hospital use or costs of care.19,20 Summaries of these evidence-based models
can be found on The Playbook: Better Care for People with Complex Needs,21 a collaboration of five national
foundations.22
CONCLUSION
Ultimately, the potential for real transformational innovation lies in promoting targeted care delivery
models that are informed by patients’ needs and that create appropriate incentives through payment
reform. To that end, CMMI is a crucial tool for overcoming barriers to the health care innovations
necessary to achieve a high-value health care system.
Thank you again for the opportunity to comment and for your commitment to testing innovations that
drive quality, reduce costs, and improve health outcomes for all Americans. As CMMI charts its future
course, the Commonwealth Fund has a wealth of resources and expertise to offer in support of this effort.
We look forward to working with CMMI to help our health care system achieve better value for the dollars
invested.

Sincerely,

Rachel Nuzum, M.P.H.
Vice President, Federal and State Health Policy
The Commonwealth Fund
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20 November 2017
Dear Administrator Verma,
We appreciate the opportunity to comment on the Center for Medicare and Medicaid Innovation
Request for Information.
The Community Care Alliance (CCA) represents nearly 500 providers and 53 practices in rural Colorado
and Washington states in two Track 1 Medicare Shared Savings Program Accountable Care Organizations
(MSSP ACOs). Strong provider engagement helps our members to provide high quality, low cost care to
the residents of 16 rural and frontier counties in 2 states. The membership’s goal is to provide the right
care, at the right time, in the most effective setting. Participation in the MSSP ACO program is an
excellent opportunity for members to begin transitioning to value-based reimbursement. The hope is to
continue advancing towards advanced payment models and to include commercial contracts in the
value-based reimbursement offerings.
The Community Care Alliance MSSP Accountable Care Organizations benefitted greatly from the ACO
Investment Model funding offered in 2015. The combined $4.5 million our ACOs received helps to cover
the cost of embedding care coordinators in the practices. The pre-paid shared savings received through
AIM have been instrumental to the success of our members in this value-based contract.
Our specific comments on questions one through five are included below.
I. Do you have comments on the guiding principles or focus areas?
The guiding principles are well thought out and timely. The decision to focus on provider incentives,
patient-centered care, and transparency is an important continuation of the original intent of CMMI.
Small scale testing has a potential to both make things more accessible to rural areas but also create
barriers. Taking advantage of the 1115 A waiver requires infrastructure funds that are scarce in rural
communities. Lack of funds is a major barrier to rural adoption of innovative models. Small-scale
testing has the potential to create a flood of models into the market. Rural areas could be forced to
wait to see which models have long-term viability to use their limited infrastructure dollars in the
most impactful way possible.
Funding specifically for rural providers and facilities would greatly increase the number of rural
communities able to participate in innovative delivery and reimbursement models. The ACO
Investment Model (AIM) funding’s pre-payment of shared savings provided the necessary capital for
rural hospitals and practices to participate in the Medicare Shared Savings Program. CMMI must keep
infrastructure costs in mind when designing and approving models. If rural areas and patients are to
benefit from CMMI, infrastructure funding must be made available.
Revisiting the current program offerings is good. However, it is important to remember the expense
and time needed to implement these models. Rural practices can’t be constantly changing direction.
They already have limited human and financial capital. If the CMMI truly hopes to foster innovation
and sustainability in rural areas, it will need to provide more sustainable and consistent program
offerings.
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II. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
A Hybrid ACO: The hybrid ACO would utilize CPC+’s PMPM for care coordination and its commercial
payor involvement while also accessing the structure, clinical integration, and waiver availability of
the Next Generation and MSSP ACO programs. A hybrid ACO would provide incentives for
participants in the CMMI models to move beyond strictly Medicare and/or Medicaid models.
Requiring interaction with commercial payors would lead to value-based contracts for populations in
addition to Medicare and Medicaid, thereby expanding the positive impact of high quality, low cost
care.
A Rural-Specific Model: Innovation doesn’t have to begin in urban areas. There are countless
examples of rural areas developing innovative, high quality, cost saving models that greatly benefited
the local community. The CMMI should consider developing a model or models specific to rural
providers and the unique challenges facing rural communities. The model could be open to only
those providers and facilities providing care in rural areas. This model should also pilot payment
models that allow for general supervision of qualified staff performing preventative services such as
the annual wellness visit. The current direct supervision requirement makes billing for annual
wellness visits difficult because rural health clinics and federally qualified health centers rely heavily
on nurse practitioners and physician assistants as opposed to primary care physicians to provide
services.
Waivers: The CMMI Next Generation ACO (NextGen ACO) program offers an impressive and
impactful list of waiver opportunities to NextGen ACO participants. The CMMI should consider
aligning the waiver options across the various ACO options. There are many waivers available to Next
Generation ACO participants that would greatly increase the quality of care provided by rural MSSP
ACO participants. The Next Generation ACO waivers encourage the use of preventive health services
and ensure the practice of evidence-based medicine across the ACO. The waivers foster a cohesive
medical community by allowing the preferred provider network to adequately direct patients to
specific high quality, low cost providers without breaking federal law.
III. Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
eCQMs: All models use electronic clinical quality measures (eCQMs) instead of varying measure
types. The MSSP ACOs use web interface measures that may or may not align with the eCQM version.
The lack of cohesion between eCQMs and web interface measure versions is a barrier to efficient and
accurate quality reporting. The electronic health records build reports based on eCQM specifications,
not web interface specifications. Therefore, the MSSP ACO participants are unable to rely on the EHR
reports when reporting on quality measures. It requires combing through individual patient records,
which is both time consuming and prone to human error. All future models should use eCQMs and
not web interface measures.
Care Coordination PMPM: CMMI should investigate the creation of a hybrid ACO-CPC+ model. The
hybrid could provide a PMPM for care coordination services to ACO participants. This would be a way
to provide up-front shared savings-type payments to ACO participants. This up-front payment would
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provide funds for infrastructure and hiring. Most rural practices and facilities are considered
financially vulnerable and lack the necessary funds to invest in infrastructure for new models
[iVantage, 2017]. Upfront payments for care coordination would incentivize rural provider
participation.
Rural Health Workforce Development: Currently all CCA members operate in counties and/or towns
designated as Health Provider Shortage Areas, Medically Underserved Populations, Medically
Underserved Areas, or a combination of these designations. Future models must recognize the lack of
health workforce resources in rural areas. The ACO Investment Model funding assisted CCA
members in hiring care coordinators and incentivizing providers to participate in team-based care.
Future Investment Models and Value-based reimbursement models should all include similar funds
focused on rural workforce development. Transitioning an organization along the value-based
spectrum is expensive and requires man hours. If the organization lacks the necessary workforce, it
will be unable to advance. Future models must take this barrier into account.
Length of Program Terms: CMS data continues to show ACOs require approximately 3-4 years to
begin realizing shared savings [CMS, 25 August 2016]. Most Advanced Payment Models include
program terms of 3 years. CMMI should consider longer program terms to allow participants the
necessary time to make necessary adjustments to see a return on investment and generate shared
savings. The CMMI should consider making 5 years a standard program term for all future models.
The Vermont All-Payor ACO Model requires 6 performance years. The Maryland All-Payor Model has
5 performance years. Urban systems already have the medical community in place. Rural participants
must build it. Rural participants are more likely to be independent organizations coming together to
form a network or collaborative for participating in the new model. These collaboratives require a
year or two to develop and become fully functioning. Most MSSP ACOs use Performance Year 1 to
build their governance structure, and develop and train care coordinators and provider champions.
By Performance Year 2, the volume of claims data allows the ACO to begin developing in-depth,
meaningful reports and action plans. Quality improvement initiatives are implemented in Year 2 but
the MSSP ACOs historically see the greatest changes in Performance Year 3. At this point, PY3, the
ACO is done with its 3-year agreement term. The CMMI should consider the additional time
necessary to build a collaborative when setting performance year terms.
The MSSP Track 1+ is an excellent option for moving an ACO into a risk-bearing contract, but the
CMMI has only offered a single 3-year term for this track. Many rural ACOs entered the MSSP in
2016, meaning they must decide to enter into a risk-bearing contract within their first 3-5 years in the
program. As mentioned above, in takes ACOs approximately 3 years to begin fully functioning. The
single three-year term may push ACOs into risk-bearing contract before they are ready, or create an
additional barrier to risk-bearing contracts for smaller ACOs. Deciding to enter into risk 3 years into a
value-based contract may be too aggressive a time line for many rural ACOs. This barrier could result
in rural participants deciding to exit the program. The CMMI could foster rural ACO involvement by
extending the Track 1+ entry period by another 3 years. The additional time would allow rural ACOs
adequate time to prepare for risk in Track 1 and moving to Track 1+ when ready.
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Continuity of Program Designs: The CMMI is to be commended for its work in developing innovative
models. The CMMI should continue to provide models focused on the guiding principles of this RFI
and the quadruple aim, but also consider the disruptive impact new initiatives will have on current
CMMI models. For example, in 2015, the ACO Investment Model funding provided much needed upfront shared savings dollars for rural ACOs to form and begin providing activities such as care
coordination. The very next year, 2016, the Comprehensive Primary Care Plus (CPC+) program was
announced. This initiative also provides a platform through which to begin care coordination: paying
participants up-front to accomplish the work. Both MSSP ACOs managed by our network lost
potential participants because of the CPC+ program. CPC+ is an excellent program, that is not the
issue. The issue is that the number of models coming out of the CMMI and the CMS make it difficult
for rural regions to adequately capitalize on the models and development a participant list with the
necessary market share to succeed in a value-based contract.
This is in addition to the previously mentioned issue of a lack of infrastructure funding. The CPC+
care coordination management payments led to MSSP participants leavings ACOs across the country
to participate in CPC+. This jumping from model to model primarily to take advantage of funding
opportunities will not create sustainable transformation. The CMMI must take the lead in developing
new models in a way that awards continuity.
IV. What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
MA Investment Model Funding: MA is an excellent program but MA plan penetration in rural areas
remains far less than in urban areas. An investment funding model like the ACO Investment Model
funding would provide the necessary infrastructure development dollars for rural MA plans to be
developed. The rural MA investment model funding should focus on rural geographies with ACOs
currently in operation. The funding could build on the clinically integrated network already in place
through the ACO agreement to foster MA plan development.
V. How can CMS further engage beneficiaries in development of these models and/or participate
in new models?
Marketing Templates: Create marketing template videos for the models and specific services key to
the success of CMMI models. Using ACOs as an example: CMMI could produce video templates for
annual wellness visits, chronic care management, transitional care management, and advance care
planning services. Videos are useful tools in educating beneficiaries on the preventative services
available to them but are expensive to produce. Creating a template would decrease costs for ACOs
but increase the amount of quality educational materials reaching beneficiaries.
Enhance voluntary alignment: Voluntary alignment currently does not allow for providers to be
written in. Rural Health Clinics (RHCs) and Federally Qualified Health Centers (FQHCs) rely heavily on
nurse practitioners and physician assistants to provide primary care services. Allowing beneficiaries
to select their NP or PA as their preferred primary care provide on the voluntary alignment site would
give beneficiaries a great say in their provider. Including NPs and PAs in the voluntary alignment
option would also help drive up direct attribution to RHCs and FQHCs.
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Multiple look-up dates should be utilized, rather than a single look at the beginning of the year. This
would eliminate providers being responsible for patients no longer utilizing their services and would
provide necessary time to correct any potential beneficiary errors in provider choice.
Partner on Broadband Initiatives: HHS should continue to partner with other government
departments to offer more funding opportunities for broadband development in rural areas. As
telehealth, health apps, provider portals, in-home care, and patient health monitoring devices (i.e.,
Bluetooth scales) become more readily available and used in urban areas, rural areas will lack the
required internet capabilities to take full advantage of these innovative approaches. Continued
funding for broadband in rural areas will offer the needed infrastructure dollars for communities to
bring in the necessary internet for their patients to take full advantage of new health and wellbeing
technologies and care approaches.
Thank you for the opportunity to respond to this RFI on the CMMI’s new direction. The Community Care
Alliance and its members look forward to greater CMMI engagement with rural providers and practices.
We very much look forward to the CMMI continuing to ensure quality of and access to care is improved
across rural America.
Sincerely,

Connie Mack
Connie Mack
Executive Director
Community Care Alliance
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Community Living Program: A Solution for Expanding Access to Community-Based Care
The Community Living Program (CLP) is an innovative approach to managing HCBS funding that directly
address systemic issues of capacity and availability of services and supports for older Hoosiers seeking to
remain in their homes and communities. Originally conceived and initiated in rural south east Indiana and
later replicated in an urban area of northern Indiana, CLP combines ingenuity, common sense, and a
deep understanding of the communities served to identify cost neutral or affordable cost share
approaches that meet clients’ needs. The CLP approach was developed as AAAs struggled to work within
limited budgets while keeping pace with the needs of a growing older adult population. Not unlike many
publically funded programs, the AAAs were forced to think creatively about the way they operate, how
local and informal supports could be utilized to maximize available funding, and how to access nontraditional sources of services. The cornerstone of CLP is specialized staff training that changes the way
staff authorize services. Staff not only identify needs for services, but also specific functions within the
services; thereby tailoring the amount of care authorized, resulting in cost savings to the program. Staff
training, skill building, and culture change are key components of replicable results. CLP has been
successful in eliminating or significantly reducing waiting lists while supporting clients in their homes and
communities with quality and safety. The success of the program is dependent upon specialized training
to prepare staff to craft care plans that empower independence: developing short term care plans,
identifying critical needs and establishing empowerment goals to assure consistency of approach and
adherence to the goals and philosophy of the program.
CLP emphasizes:










Personal Responsibility through reliance on the individual’s willingness to use their own resources
to pay for care. CLP embraces the use of a universal cost share model based on income and
assets
Specialized staff training, empowerment focused skill building, culture change approach to
achieve replicable results statewide
Enhanced Resource Management that encourages clients to identify their support network and
maximize informal (family, friends, volunteer) supports
Identification of Critical Needs by targeting resources (paid and unpaid) to meet critical needs
only for as long as needed
Leveraging Resources of community funding, and volunteers to meet needs through enhanced
information management systems
Empowering clients to improve their personal situation by establishing attainable goals, realizing
that what people can continue to do for themselves keeps them physically stronger and promotes
health and independence.
Quality of Life through comprehensive follow up to ensure quality, safety, and services that are
targeted to the individual’s needs.

Supporting the Triple Aim and Indiana’s Efforts to Rebalance LTSS
To further the Triple Aim of better health, better quality, and reduced cost of care, universal cost sharing
based on individual income and assets and meticulous service coordination were incorporated into CLP.
The AAA teams found that clients were willing to participate in cost sharing or in some cases private pay,
as well as working with family and friends to find no cost assistance. CLP specially trained staff begin by
working with family and friends to identify existing supports to meet individual needs. The local staff know
and understand the supports available because they reside in the community and as such as are able to
better coordinate services and manage costs. In this regard, CLP’s individualized service coordination
offers a local boots-on-the-ground alternative to traditional prior authorization that is synonymous with
managed care. If managed care is pursued, the AAAs can leverage CLP best practices and partner with
managed care companies to provide local person-centered service coordination. In an environment of
focus on client choice, HCBS, rebalancing Medicaid, person-centered planning, empowerment, and the
need for cost control to assure services are available to all older Hoosiers, I4A believes that the innovative

CLP model offers a proven vehicle to advance these initiatives for Indiana’s state funded CHOICE
program and the Medicaid HCBS waiver program.
The overarching goals of the program are to:
•
•
•
•
•

Restructure intake and assessment of individuals to identify specific immediate and critical
needs of clients
Incorporate a highly developed person centered planning process as the philosophic basis and
standard operating procedure for all operations
Build an infrastructure to support quality of services delivered
Build expertise and sustainability of the CLP
Achieve true culture change with respect to a culture of entitlement that has unintentionally
proliferated around traditional state and federal funded long-term services and supports (LTSS).

Employing a Person-Centered Approach that Achieves Positive Outcomes
CLP capitalizes on the strengths of person-centered planning and individualized needs assessment,
eliminating reliance on broad eligibility criteria that created a culture of entitlement in the current system.
CLP recognizes the client as an individual, encourages participant self-direction and promotes client selfempowerment; focuses on identifying needs and strengths, not deficits; and works to support client
independence through a creative approach to the delivery of services.
Person centered planning and emphasis on quality are reflective of all work that is undertaken by Area
Agencies on Aging (AAAs). CLP leverages dedicated staff to employ a comprehensive person centered
process that identifies specific needs of the client, moving beyond the traditional broadly defined services
that in effect could over serve the client and building a care plan that addresses those specific needs. CLP
Resource Counselors (RCs) identify specific needs that impair the client’s ability to live successfully in the
community; an approach that is distinctly different from a service eligibility approach that can
unintentionally erode the client’s ability to remain independent. CLP’s person-centered approach has led
to positive outcomes in health and quality of life, empowering individuals to continue to do and provide for
themselves as long as they can.

Needs Based Assessment Process Identifies Individuals with Greatest Needs
Restructuring intake and assessment to target specific critical needs of individuals represents a departure
from business as usual, where persons are targeted by eligibility and on a first come first served basis.
CLP was designed to build sustainability by decreasing reliance on state and federal funding streams.
Instead of identifying a deficit, or something the client cannot do, CLP focuses on what the client can do
and leverages those strengths and natural supports, including cost sharing based on assets as well as
income. This approach offers an opportunity to move from a culture of entitlement now prevalent in LTSS
services, to a system that emphasizes identifying critical needs and meeting those needs by considering
all available supports, not just program services. CLP improves the quality of care for the client, with the
added bonus of cost effectiveness.
The intake and targeting processes leverage the excellent ADRC network in Indiana, and a new needsbased assessment process was developed to more precisely target individuals at risk. The process was
developed after extensive research including other state’s practices was conducted with the Scripps
Gerontology Center at Miami University. Staff are trained to identify critical needs, those which are
integral to assuring safety or well-being and are needed to keep an individual out of an institution and
ensure their safety in the community. A critical need is not necessarily a skilled service or a hands on
service.

Resource Counselors: Supporting Needs Based Care
In the infancy of the program, training was informal, and staff who exhibited strong people skills, empathy,
and a deep knowledge of community organizations were recruited to perform a new role as a Resource

Counselor. CLP’s multidimensional and person centered approach requires active listening, willingness to
discuss sometimes uncomfortable topics, a belief in the value of problem solving, and builds on the
strength of a robust Aging and Disability Resource Center (ADRC) system. The dedicated role of
Resource Counselor is critical component of CLP that will promote the practice change necessary to
support the needs based assessment process and ensure that existing informal supports are leveraged
where available.
Dedicated CLP Resource Counselor staff are tasked with determining needs based care rather than
eligibility for service based care. Needs based care identifies and supports what the client can do and
drills down to the actual need—is it a home delivered meal, or is it that the individual likes to and is willing
to cook for himself, but lacks transportation or is unable to carry heavy grocery bags. The meal may solve
the problem, but makes the individual more dependent. CLP supports the individual to preserve
independence in meal preparation, and frees up home delivered meals and resources for a person who
cannot manage meal prep. Weekly or biweekly grocery shopping is much less costly than twenty-plus
home delivered meals per week, and the client is empowered.
Once the need is identified, the Resource Counselor works with the individual to determine their ability to
utilize their own resources. If the individual can self-pay with assistance from a systems navigator or if
informal supports (family or friends) can be coordinated to provide for the individual’s needs, funded
support services are not necessary. Resource Counselors also have access to community based
volunteers that can assist individuals with non-skilled tasks. Resource Counselor staff have become
expert in initiating communications with clients and families and developing action plans that meet the
individual’s needs while prioritizing resources. As the program matured, supporting infrastructure of
policies and procedures, referral forms processes, and job descriptions were developed, formalizing the
program in readiness for expanding CLP to other areas of the state. In addition to consistent practices, a
dedicated staff is a critical component of the program.
CLP: Successful Expansion of the Model Indicates Readiness for Statewide Adoption
Area 12 and Area 2, the initial CLP sites, both experienced great success with CLP demonstrated by an
elimination of waiting lists, program cost savings, and delay of need for government supported services.
CLP saved Area 2 $775,000 in one year. CLP is a viable, replicable and proven approach to identifying
and prioritizing individuals’ needs and providing access to supports and resources in the community that
promote personal independence, relieve caregiver stress, and eliminate or delay need for state and
federal funding streams. I4A believes that this approach can be successfully applied to HCBS waiver
programs as well as becoming the management tool for the CHOICE program.
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Dear Admi istrator Verma:
On behalf of the Boa d of Di ecto s of the Community Oncology Alliance (“COA”), I am submitting
this comment lette on the Request fo Info mation (“RFI”) eleased by the Cente s fo Medica e &
Medicaid Se vices Innovation Cente (“Innovation Cente ”) ega ding a new di ection.
About COA a d Our Work o O cology Payme t Reform
The Community Oncology Alliance (“COA”) is a non-p ofit o ganization dedicated to advocating fo
community oncology p actices and, most impo tantly, the patients they se ve. COA is the only
o ganization dedicated solely to independent community oncology whe e the majo ity of Ame icans
with cance a e t eated. The mission of COA is to ensu e that cance patients eceive quality, affo dable,
and accessible cance ca e in thei own communities. Fo mo e than fifteen (15) yea s, COA has built a
national g ass oots netwo k of community oncology p actices to advocate fo public policies that benefit
cance patients. Individuals f om all pe spectives of the cance ca e delive y team – oncologists,
administ ato s, pha macists, mid-level p ovide s, oncology nu ses, patients, and su vivo s – voluntee
thei time on a egula basis to lead COA and se ve on its committees.
As the f ont-line p ovide s fo the majo ity of Ame icans with cance , COA membe s unde stand the
nume ous challenges of fulfilling CMS egulations, policies, and p ocedu es elating to cance ca e. Fo
ove six (6) yea s, community oncology p actices have been wo king ti elessly to make meaningful,
effective oncology payment efo m a eality. In pa ticula , p actices we e ea ly pa ticipants in the
Innovation Cente ’s “COME HOME” demonst ation p oject, which exemplified not only excellence in
cance ca e delive y, but also at a ma kedly educed cost to both paye and patient, compa ed to simila
ca e in the hospital outpatient setting. On the p ivate paye side, community oncology p actices have
been actively implementing oncology paye efo m models with Aetna, UnitedHealthca e, P io ity
Health, and nume ous Blue C oss Blue Shield Association insu e s ac oss the count y.
COA is cu ently fully invested in the Innovation Cente ’s Oncology Ca e Model (“OCM”) and has
developed a coope ative netwo k, hosting close to eighty pe cent (80%) of the OCM pa ticipants. The
OCM model is ve y simila in const uct to COA’s Oncology Medical Home (“OMH”) but unfo tunately
has cumbe some, and often bu densome, met ics and othe equi ements. Pa ticipation in the OCM is
helping to shape ou wo k on what we call the “OCM 2.0,” an advanced OCM model, that we will
discuss in mo e detail in this lette .

1 https://innovation.cms.gov/Files/x/newdi ection- fi.pdf
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Just last month, COA convened a two-day meeting outside of DC that b ought togethe ove two hund ed (200)
p ovide s, paye s, employe s, CMS/CMMI pe sonnel, and indust y to discuss p og ess on the OCM, details of the
OCM 2.0, and updates on p ivate paye and employe models of cance ca e. As can be clea ly seen, community
oncology and COA a e leading the p og ess in tackling the inc easing costs of cance ca e. In doing so, we a e
using data, ma ket facts, and the eal-wo ld medical expe ience of physicians, nu ses, administ ato s, pha macists,
and othe s on the f ont lines of cance ca e to c aft viable, patient-cent ic solutions.
Comme ts o a New Directio for the I

ovatio Ce ter

We app eciate the oppo tunity to offe ou insights on the new di ection fo the Innovation Cente . COA has
suppo ted the ea ly effo ts of the Innovation Cente , including wo king closely with Innovation Cente leade ship
on the development of what ultimately became the OCM. We have also hea d f om thousands of physicians a ound
the count y, some of whom a e not oncologists but sha e COA’s values on payment efo m.
In the RFI, CMS w ote that, “Whenever possible, respondents are asked to draw their responses from objective,
empirical, and actionable evidence and to cite this evidence within their responses.” As such, we d aw the
following input based on ou extensive expe ience wo king on Medica e and p ivate paye oncology payment
efo m models and, ve y specifically, based on ou expe iences with the COME HOME and OCM p ojects.
Overall Perspective o Reorie ti g the I

ovatio Ce ter

Befo e commenting specifically on the Guiding P inciples and New Model Development outlined by the Innovation
Cente in the RFI, we would like to outline some “high-level” pe spectives that we believe a e c itical in eo ienting
the Innovation Cente . We emphasize the wo d “c itical” if the Innovation Cente is going to be a eal, substantive
“incubato ” fo developing new Medica e ca e and payment models that will not just sound good in p omotion, but
actually change Medica e fo the bette .
What follows a e ou “high-level” pe spectives.
In gene al, the Innovation Cente needs to be nimble in implementing models that a e simple , less g andiose, and
p ovide quicke feedback. Real wo ld payment efo m will not be achieved with la ge, costly, and timely models
that sound good on pape but a e not p actical to implement in ou nation’s existing health ca e system. This is pa t
“science” and pa t “a t,” as p ivate paye s have app oached these models.
In conce t with this last point, ent y into new models needs to be vastly simplified. Fo example, the application
p ocess fo the OCM was so bu densome that p actices had to hi e consultants to complete the OCM applications.
These consultants we e needed to inte p et and t anslate the equi ements (as well as othe aspects of the model)
which have added expense, bu den, and est icted enthusiasm to pa ticipate in the model. Is that “innovation” o
gove nment bu eauc acy?
The Innovation Cente needs to be guided mo e by the input of p ovide s with eal wo ld expe ience, athe than
Innovation Cente staff, cont acted o ganizations, and physicians that have minimal involvement in patient ca e.
The Innovation Cente should be cente ed a ound expediting the best ideas f om p ovide s athe than fo cing
models on p ovide s – especially mandato y models, such as last yea ’s Part B Drug Payment Model. It is also
c itical to have patients involved in this p ocess.
No model should ever be ma datory a d atio al, like the case with the Part B rug Payment Model, a d the
I ovatio Ce ter should ever be used to bypass Co gress i cha gi g Medicare law, as was also the case
with the Part B rug Payment Model. At all costs, patie ts (Medicare be eficiaries a d others) eed to be
protected a d ot subject to research with proper safeguards a d i formatio .
The Innovation Cente needs to be less p esc iptive in implementing models and equi e fa less complex
implementation. Let p ovide s be p ovide s in implementing models. The Innovation Cente should not dictate
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how p ovide s p actice medicine. It should establish clea model objectives, in conce t with p ovide s and
measu ement endpoints, then let p ovide s p actice medicine and be measu ed.
Measu es need to be simplified and mo e “outcomes” o iented athe than “p ocess” o iented, as CMS has al eady
identified in its “Meaningful Measu es” initiative. The Innovation Cente should also be mo e flexible with
choosing the most app op iate measu es available, not simply those that have been “validated.” To date, this has
been a challenge. The Innovation Cente should also not place bu densome equi ements on p ovide s to manually
collect measu es.
In conce t with the last point, measu es should not be viewed as a stick but as a tool to imp ove p actice
effectiveness and efficiency. As such, measu e epo ting by the Innovation Cente back to p actices needs to be
faste , timelie , and in such a manne and fo mat as to engende change fo the bette .
We want to unde sco e that we a e big believe s in the Innovation Cente and have enjoyed wo king with staff on
the OCM. We are ot tryi g to be u duly critical of the I ovatio Ce ter, but stro gly believe that it eeds
a course correctio to make it a viable i cubator for lasti g care a d payme t reform.
What follows is ou specific input on the Guiding P inciples and Recommendations on New Model Development.
Guidi g Pri ciples
We offe thoughts on the Guiding P inciples based on COA’s wo k ove the yea s with community-based
oncologists, as well as ecent expe ience with the OCM.
1. Choice and Competition in the Market – Promote competition based on quality, outcomes, and costs.
COA has long suppo ted the notion that patient choice and competition in the ma ket lead to bette ca e,
pa ticula ly fo cance patients. This is why one of ou p incipal a eas of conce n is the apid ate of
consolidation in the ma ket, especially among oncologists. COA has pe fo med nume ous analyses a ound the
inc eased cost of ca e elated to such consolidation and found that:
A. An ave age of 5.8 community based cance teams have been acqui ed by hospitals, PER MONTH,
since 2010.2
B. An ave age of 3.6 community cance cente s, PER MONTH, have closed due to the lack of sustainable
eimbu sement fo thei se vices.3
C. Chemothe apy delive ed in the hospital outpatient setting is nea ly sixty pe cent (60%), o $90,144 pe
yea , mo e expensive than the same t eatment delive ed in independent, community oncology p actices.
The biggest d ive s fo the cost diffe ential we e the cost of chemothe apy, which was seventy-one
pe cent (71%) highe , o $3,510, mo e expensive pe month in the hospital setting ($8,443 vs. $4,933),
and the cost of physician visits, which we e th ee-hund ed and thi ty-th ee pe cent (333%) highe , o
$2,551, mo e expensive in the hospital setting than in the community p actices ($3,316 vs. $765). 4
A. ED visits by cance patients following chemothe apy we e also highe in the hospital outpatient setting
than the community p actices. Within seventy-two (72) hou s of chemothe apy, they we e nea ly fo ty
pe cent (40%) highe in the hospital setting (3.6% vs. 2.6%), and within ten (10) days of chemothe apy,
they we e twenty-fou pe cent (24%) highe in the hospital setting (9.8% vs. 7.9%). 5
B. The shift of cance ca e f om independent, community oncology p actices is costing Medica e
eno mously. In 2014 alone, Medica e paid $2 billion mo e fo cance ca e delive ed in the hospital
2 2016 Community Oncology Alliance P actice Impact Repo t. Community Oncology Alliance.
https://www.communityoncology.o g/2016-coa-p actice-impact- epo t/
3 Ibid.
4 The Value of Community Oncology. Go dan and Blaze . https://www.communityoncology.o g/wpcontent/uploads/2017/09/Site-of-Ca e-Cost-Analysis-White-Pape _9.25.17.pdf
5 Ibid.
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setting than in community oncology p actices.6
As a esult, COA was ext emely pleased to see the development of a specialty payment model, such as the
OCM, which offe s a pathway to ma ket competition on the basis of value.
We st ongly ecommend that the Innovation Cente test models that incent medical ca e towa ds the lowe cost
setting, something that p ivate paye s a e pu suing. These models can include va ying patients’ copayments, so
they a e not penalized fo seeking the highe cost setting but a e ewa ded fo finding the lowe cost in the
physician office setting ve sus the highe cost hospital outpatient setting.
2. Provider Choice and Incentives – Focus on voluntary models, with defined and reasonable control groups or
comparison populations to the extent possible, and reduce burdensome requirements and unnecessary
regulations to allow physicians and other providers to focus on providing high-quality health care to their
patients. Give beneficiaries and health care providers the tools and information they need to make decisions
that work best for them.
This guiding p inciple is just as impo tant as the fi st one; the two must exist togethe in o de fo any model to
achieve its desi ed success and scale. In ou expe ience with the OCM, we have noted that an unintended
consequence of the desi e to imp ove claims-based isk adjustment and focus on c eating oncology d ug
“payment bundles” is that the bu den on p ovide s to pa ticipate in the model has become quite challenging, so
much so that Medica e funds intended fo bette ca e coo dination have now been la gely used to hi e staff fo
data ext action, data ent y, and non-clinical activities.
COA suppo ts a volunta y suppo t netwo k that is f ee and open to all OCM pa ticipants. As noted p eviously,
we cu ently host a pee -to-pee lea ning and suppo t netwo k fo the OCM, in which app oximately eighty
pe cent (80%) of the OCM pa ticipants a e actively involved. Inst uctive to e-focusing the Innovation Cente ,
it is impo tant to note the following bu densome equi ements of the OCM:
A. Clinical Regist y Data Repo ting: P actices have epeatedly stated that they have issues with
collecting, validating, and submitting the twenty-seven (27) diffe ent clinical elements, in addition to
the thi teen (13) quality measu es, equi ed fo the OCM. Mo eove , the thi d pa ty th ough which data
is submitted often has technical glitches, thus fu the delaying submissions and f ust ating p actices. As
a esult, COA has p oposed to eithe na ow the field of equi ed elements o continue to delay
epo ting. This is especially impo tant as a Sp ing 2018 submission deadline looms at the same time
OCM pa ticipants will eceive econciliation data ega ding thei pe fo mance. App oximately a thi d
of the OCM p actices have less than ten (10) physicians. As a esult, the bu dens of epo ting, as well
as captu ing data accu ately, have been ove whelming.
B. Quality Measu e Repo ting: In a simila vein, we have conce ns ega ding the app op iateness and
bu dens of existing OCM quality measu e epo ting, which is illust ative of not only how the OCM
needs to be modified but how quality measu ement development and epo ting needs to be st eamlined
and mo e collabo ative with p ovide s. Ou specific conce ns ega ding the OCM quality measu e
epo t a e as follows:
o
o

Patients in Hospice Th ee (3) Days o Mo e: This is a low ba and does not p omote
imp ovement to mo e app op iate utilization of this impo tant se vice.
Patient Repo ted Expe ience: We ag ee that patient and family feedback ega ding thei cance
ca e is valuable in the effo t to imp ove quality. Howeve , to do this effectively, the feedback
needs to be cu ent, as close to eal time as possible, and actionable at the physician level.
Neithe of these c ite ia a e met with the OCM patient su vey. Although we suggested use of
the COA patient expe ience su vey – which is totally open-sou ce and f ee, available in pape

6 Cost D ive s of Cance Ca e. Milliman. https://www.communityoncology.o g/pdfs/T ends-in-Cance -Costs-White-Pape FINAL-20160403.pdf
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o
o

o

and digital fo mats, available in five (5) languages, is updated in eal time, and has ove onehund ed thousand (100,000) administ ations – OCM staff igno ed ou offe . Instead, OCM
opted fo a su vey that was twice as long, pape only, and has infe io epo ting and
benchma king ability.
Pain Intensity Quantified: Pain can va y in seve ity and intensity by the hou in a patient’s
cance ca e jou ney. A measu e of intensity is only good fo that hou time pe iod. A plan fo
pain is impo tant, a diffe ent measu e, but measu ing intensity is meaningless.
Sc eening fo Dep ession and Follow-Up: Simila to the above, cance patients often have
moments of dep ession – with some lasting longe than othe s. We have asked many cance
patients, and cance ca e advocacy o ganizations fo thei feedback on this measu e. The
common esponse is they “expect” to have moments of dep ession but a ely do they want
inte vention. They view it as simply a pa t of the jou ney. A mo e meaningful measu e would
be sc eening fo dist ess and inte vention when app op iate.
Cu ent Medications in Medical Reco d: This measu e is p esented as a Yes/No measu e.
Unfo tunately, it is not that simple in managing cance patients. Patients often fo get to epo t
all of thei medications and the e a e wide va iations in compliance ates fo taking them. It is
vi tually impossible to implement such a measu e in any meaningful way fo cance ca e.

Ou point in listing these ve y specific examples to the OCM, is that measu es need to be developed by
p ovide s, as well as mo e ealistic in collection and epo ting.
.
C. Misalignment of Alte native Payment Models with Aspects of MACRA/MIPS: Cu ently, all OCM
pa ticipants a e able to have thei quality measu es qualify fo the quality and clinical imp ovement
activities in the Me it Based Incentive Payments System (“MIPS”), but they a e still equi ed to
pa ticipate in, at minimum, the Advancing Ca e Info mation po tion of MIPS. This is a edundant
equi ement conside ing six (6) of the fifteen (15) CMS Advancing Ca e Info mation measu es a e
included in the OCM, specifically:
o
o
o
o
o
o

Clinical Data Regist y Repo ting: OCM pa ticipants a e equi ed to epo t twenty-seven (27)
clinical data elements unde the OCM.
Clinical Info mation Reconciliation: Medications and p oblems a e equi ed unde the OCM
Institute of Medicine (“IOM”) ca e plan and econciliation of p oblems is assisted by the
Innovation Cente .
E-P esc ibing: OCM pa ticipants a e equi ed to use a Ce tified EHR and this ce tification
equi es e-p esc ibing.
P ovide Patient Access: Beneficia y access to thei medical eco d is equi ed unde the OCM
and, because CEHRT technology is equi ed, the OCM pa ticipant must also have a patient
po tal.
Request/Accept Summa y of Ca e: A ca e plan is equi ed unde T ansfo mation Requi ements
of the OCM.
Secu e Messaging: Also equi ed unde CEHRT, and CEHRT is equi ed unde the OCM.

We do want to acknowledge and applaud the willingness of Innovation Cente staff to wo k with o ganizations
and OCM pa ticipants to ove come some of these challenges. Unfo tunately, any suggested changes to model
design a e difficult to advance and, as a esult, we emain conce ned that the guiding p inciple outlined in this
RFI will be difficult to achieve without alte ations to the cu ent p og am, as well as an acknowledgment that
futu e models must align a ound value to beneficia ies and p ovide s. Simply put, if the bu dens fo
pa ticipating in the model fa exceed the benefits of t aditional fee-fo -se vice, then it is no question that
alte native payment models will be poo ly adopted and diffe entially will only appeal to la ge institutions with
the financial esou ces to suppo t the bu densome equi ements, if at all.
3. Patient-Centered Care – Empower beneficiaries, their families, and caregivers to take ownership of their health
and ensure that they have the flexibility and information to make choices as they seek care across the care
6

continuum.
COA ag ees that this p inciple is impo tant to all payment models, pa ticula ly any new p og ams f om the
Innovation Cente . We have been wo king to place patients at the cente of thei cance ca e th ough the
development of the OMH.
The patient-cente ed OMH initiative began five (5) yea s ago, and most of the p inciples f om the OMH can be
found in the OCM. The foundation of the OMH included five (5) sepa ate and diffe ent collabo atives fo
measu es, implementation, data and epo ting, payment efo m, and acc editation.
The cu ent OCM model does featu e elements of beneficia y engagement. Howeve , as we have been wo king
with OCM pa ticipants, we have found that the p ocess of engaging beneficia ies has, unfo tunately, focused
too heavily on equi ements de ived f om ecommendations f om the IOM. This is p oblematic because the
IOM ecommendations we e neve intended to be applied to a payment model.
With that in mind, we p opose that the following elements of patient-cente ed ca e be inco po ated into the
OCM. Once again, the following ecommendations a e specific to the OCM but illust ative of ou gene al
thinking elative to Innovation Cente models:
A. Inco po ation of sha ed decision-making elements into cu ent models, including the OCM.
B. Eliminate “clawbacks” fo beneficia ies who choose to ente into Medica e Advantage plans in the
midst of an OCM episode.
C. Adjust the design of the model so that hospice is p omoted and any disincentives a e emoved.
(Payments fo t ansfo ming cance ca e a e cu ently discontinued when the patient is admitted to
hospice.)
D. Simila ly, allowances fo access to state-of-the-a t t eatments th ough indust y-sponso ed clinical t ials
need to be add essed. Pa ticipants should not pe ceive clinical t ial pa ticipation as a disincentive to be
successful in the model.
4. Benefit Design and Price Transparency – Use data-driven insights to ensure cost-effective care that also leads
to improvements in beneficiary outcomes.
COA fi mly endo ses this p inciple. We have been wo king with expe ts f om the Unive sity of Michigan’s
Cente fo Value-Based Insu ance Design (“V-BID”) to encou age the use of high-value se vices and d ugs in
cance ca e while emoving as many obstacles as possible so that cance patients eceive the ight ca e, at the
ight time, and in a t eatment location that is local and convenient to them. P ice t anspa ency, pa ticula ly in
Medica e, we believe would be a welcome way fo beneficia ies to engage in making decisions a ound noneme gent a eas of clinical ca e. Fo example, in ou expe ience wo king with cance patients, ve y few
unde stand the concepts a ound copayments, deductibles, etc. Allowing fo p ice t anspa ency a ound pa t D
medications, as well as a mo e tho ough unde standing of the details in the Explanation of Benefits (“EOB”)
that beneficia ies eceive, would be a valuable addition. In the cu ent OCM model, the e is a component of
financial counseling that is expected, and it has been difficult to t y and offe beneficia ies a sense of thei total
cost of ca e. As a esult, we ecommend that the Innovation Cente needs to add ess t anspa ency in a mo e
ealistic manne .
5. Transparent Model Design and Evaluation – Draw on partnerships and collaborations with public
stakeholders and harness ideas from a broad range of organizations and individuals across the country.
COA absolutely endo ses this p inciple and has subsc ibed to it in ou wo k on a potential futu e model elated
to oncology, which we efe to as the “OCM 2.0.” We have been developing model p inciples in a t anspa ent
pa tne ship with:
A. P ivate Paye s: App oximately fifteen (15) diffe ent national and egional paye s have been wo king
with COA, as well as attending ou bi-annual Paye Exchange Summit on Oncology Payment Refo m.

B. Physicians: We have wo ked with physicians of all p actice types and t ied to unde stand what the
ba ie s a e to ente into value-based a angements, as well as the bu dens in existing alte native
payment models. We have inco po ated that feedback into the development of the OCM 2.0.
C. Patients: The most impo tant g oup that we have wo ked with on the OCM 2.0 has been patients,
including patients who a e actively eceiving cance t eatments, patients who have su vived beyond
thei diagnoses of cance , and ca egive s (e.g., family, f iends). The feedback we have eceived has
la gely cente ed a ound t anspa ency among p ovide s, patients, and paye s, and a eal collabo ative
model whe e sha ed decision-making and patient-cente edness is of c itical impo tance to any model.
In the OCM 2.0, we have inco po ated such design elements.
D. Life Sciences: A c itical stakeholde in the effo ts to combat cance a e d ug and device manufactu e s.
We have also included them as impo tant voices in the design of the OCM 2.0 model; in pa ticula ,
a ound ways to deal with the financial toxicity of cance ca e while also encou aging innovation.
COA encou ages CMS to conside how to apply these t anspa ent model designs and evaluations to existing
and futu e Innovation Cente models. Fo example, the OCM has multiple laye s of calculations within the
model and a lack of cla ity in aspects of the methodology and challenges to the quality of the clinical data that
is being submitted to CMS. We have hea d this feedback f om all sizes and types of pa ticipants in the model.
Any model that will be diffe ent than the cu ent eimbu sement p ocesses will need to be clea ly explained,
likely multiple times, and with clea examples that smalle and la ge pa ticipants can follow.
6. Small Scale Testing – Test smaller scale models that may be scaled if they meet the requirements for expansion
under 1115 A(c) of the Affordable Care Act (the Act). Focus on key payment interventions rather than on
specific devices or equipment.
COA suppo ts this p inciple, in pa ticula , as it applies to the hete ogeneous natu e of health ca e p actices and
p ofessionals in Ame ica, especially in cance ca e. COA wo ks with independent oncologists ac oss the
count y and the ability fo one payment model to be “one-size-fits-all” simply does not wo k. This is
evidenced by the fact that in the OCM, smalle p actices st uggle with the nume ous p og am equi ements,
whe eas la ge p actices a e able to subsidize the inf ast uctu e costs to fulfill p og am equi ements. Smallscale testing would likely eveal which models a e best suited fo pa ticula physician p actice sizes, etc., as
well as help gene ate enthusiasm and willingness to pa ticipate by a la ge pool of p actices.
Recomme datio s for New Model Developme t
COA offe s the following thoughts fo new model development, which is based on ou wo k in the cu ent OCM
and on ou futu e payment model design of the OCM 2.0:
1. Increased Participation in Advanced Alternative Payment Models (APMs):
COA enthusiastically ag ees that this focus a ea, along with inc eased specialty models (focus a ea #3), a e two
of ou o ganization’s top p io ities. It is inc edibly f ust ating fo clinicians to want to make the leap into bette
ca e and find that thei oppo tunities fo pa ticipation in an alte native payment model a e limited.
The ecent OCM has been he alded, ightfully so, as one of the few specialty payment models that can appeal to
independent and hospital-employed physicians alike, ega dless of geog aphy, p actice size, etc. Unfo tunately,
the e was only one oppo tunity to pa ticipate in the model. We u ge CMS to hono this fi st focus a ea and
conside opening up existing models that offe pathways to alte native payment models while also adding new
APMs.
We caution the Innovation Cente , howeve , that in the desi e to add Advanced APMs, it is impo tant to also
align aspects of the “advanced” qualities of payment models, such as the limits in downside isk. Fo example,
the cu ent OCM model has a twenty pe cent (20%) downside isk th eshold, which fa exceeds any othe
Innovation Cente payment model. Such a g eat dispa ity simply discou ages pa ticipation. A suggestion
would be to ensu e consistent downside isk limits fo models, as well as conside ation of technical assistance
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to help p ovide s who a e inte ested in Advanced APMs but might lack an unde standing of how best to
navigate such a t ansition. We st ongly ecommend this based on ou ongoing suppo t of the OCM and the
significant inte est in technical suppo t to deal with p og am equi ements.
A technical assistance p og am might also help to stem the tide of physician consolidation, as many physicians
a e looking fo ways to su vive independently but feel ove whelmed by the many p og ammatic equi ements
and pe ceived ba ie s.
2. Consumer-Directed Care and Market-Based Innovation Models:
COA has taken a ma ket-based app oach in ou wo k developing the OCM 2.0; in pa ticula , we have eached
out to employe s and employe health collabo atives in egions ac oss the count y and hea d that they a e open
to innovation that can appeal to thei unique local ma ket needs. Fo example, in Flo ida, we a e wo king with
a coalition of employe s to ensu e that cance patients have access to high-quality ca e, including second
opinions, access to emote ca e, and bette coo dination between specialties. All of this meets the needs of
patients who exp ess a desi e to continue thei wo k while eceiving cance ca e. Consume -di ected ca e is
also a featu e of the OCM 2.0, with the potential fo patient-di ected selection into cance ca e.
In addition, we a e looking at ways to inco po ate V-BID into ou payment model. Fo example, we would
ensu e that se vices elated to seconda y p evention of cance would not have a copay, to encou age cance
su vivo s to make su e they a e eceiving p ope sc eenings and su veillance. We a e also explo ing the ability
to use V-BID with espect to d ug the apy choices, all without const aining the autonomy of physicians o
inte fe ing with the physician-patient elationship.
Finally, we exp ess some caution: As we have wo ked ove the yea s with cance patients, we also want to make
su e that any vulne able patients, who might lack health lite acy o have limited means of communication, a e
p otected f om unintended consequences in a consume -di ected model. These p otections might include
additional effo ts fo out each a ound consume pa ticipation in a model, as well as unde standing if dispa ities
a e unintentionally exace bated th ough obust model evaluations.
3. Physician Specialty Models:
As we mentioned above, physician specialty models a e a high p io ity fo COA. We note with g eat inte est the
specific mention by CMS a ound cance ca e:
“For cancer care in particular, a model could test full prepayment for Medicare and Medicaid beneficiaries,
with care provided in collaborative networks, possibly incorporating elements from the existing Oncology Care
Model.”
COA applauds the ambitious aspects of the suggested model and we would welcome fu the dialogue with CMS
to explo e this pa ticula inte est. We also have some feedback on p oblematic aspects of the OCM which could
complicate a full p epayment model:
A. Complex Payment Methodology and Delayed Access to Claims Data: This makes it ext emely difficult
to know how an oncology p actice might be pe fo ming clinically and financially with enough time to
make changes to avoid significant financial losses.
B. P oblematic Aspects of “Clawback” Payments: The OCM includes a p ovision fo clawback payments
when patients en olled in the OCM choose to en oll in Medica e Advantage. Such payments a e
complex and unp edictable and c eate chaos while t ying to succeed in an innovative model.
C. Claims-Based Risk Adjustment: The integ ation of pe sonalized medicine in cance ca e highlights the
consequences of a lack of a obust isk adjustment. Cu ently, cance staging is not inco po ated into
claims data. The advent of ICD-10 coding has helped, but the e a e still aspects of genetic ma ke s,
9

etc., that have implications on isk adjustment, which a e not easily inco po ated into claims. The
OCM model has a novel clinical egist y but, as we mentioned p eviously, the execution of the egist y
has been p oblematic, and it is not clea how its elements will be used.
In developing the OCM 2.0, we have dealt with some of the above challenges by t ying to limit the types of
cance s included in the model – with a thought towa ds adding additional cance s in the OCM 3.0, 4.0, etc. –
and to also use additional sou ces of data fo isk adjustment, such as existing state and local cance egist ies,
and to limit clinical egist y elements. We have also bo owed f om impo tant aspects of the OCM, such as
insemination, a mechanism to deal with outlie s in a payment model. Finally, we suppo t the PhysicianFocused Technical Adviso y Committee (“PTAC”) and have submitted a Lette of Intent (“LOI”) to the PTACT
exp essing an inte est in submitting a full p oposal. We hope that the models p omulgated by PTAC will be
facilitated th ough a p ocess that does not delay the oppo tunities fo physicians to en oll in p oposed models.
4. Prescription Drug Models:
COA suppo ts p esc iption d ug payment models that bette align incentives and engage beneficia ies as
consume s of thei ca e while cont olling costs. Models that contemplate novel a angements between plans,
pha maceutical manufactu e s, and stakeholde s ac oss the supply chain, including, but not limited to
innovative value-based pu chasing a angements, as well as models that would inc ease d ug p icing
competition while p otecting beneficia ies’ access to d ugs, a e ve y impo tant. We would hope that egulato y
ba ie s elated to Medicaid best p ice, ave age sales p ice issues, patient assistance, etc., be waived in
facilitating testing of value-based d ug models, and othe potential th eats to innovative d ug models, might be
add essed in these models.
5. Medicare Advantage Innovation Models:
COA has always believed that the options in Medica e Advantage offe st ong competition among plans and,
thus, a benefit ove all fo the Medica e beneficia ies who select to en oll in such p og ams. We suppo t the
notion of innovation between fee-fo -se vice and Medica e Advantage and have featu ed aspects of this in ou
own OCM 2.0 design. We echo the input of othe s who advocate fo mo e suppo tive supplemental benefits, as
this is a pa ticula aspect of financial toxicity in cance ca e.
Additionally, COA has long unde stood the complex inte section between social dete minants of health and the
ability to battle cance . Recent impo tant changes in the Medica e Physician Fee Schedule will allow fo
b oade telehealth se vices within Medica e Advantage, which we applaud. Howeve , we encou age CMS to
explo e supplemental benefits, such as t anspo tation and, in limited scale testing, housing.
6. State-Based and Local Innovation, including Medicaid-Focused Models:
COA ag ees fi mly with CMS that states play a c itical ole in innovation and delive y of high-quality ca e. We
hope that innovation can lead to successful state-led models that imp ove the lives of cance patients while also
allowing fo obust independent physician pa ticipation. As health ca e p ovide s and states wo k with CMS to
develop state-based plans and local innovation initiatives to test new models, we encou age CMS to look to
o ganizations, like COA, to mobilize oncologists to also have a seat at the table.
7. Mental and Behavioral Health Models:
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COA has found that in the ca e of cance patients, mental and behavio al health needs sometime do not eceive
the attention they dese ve. We encou age CMS to explo e how to bette integ ate behavio al health se vices
into oncology settings and, to that end, we suppo t the wo k in the OCM that has emphasized dep ession
sc eening, as well as specialty ca e coo dination.
Behavio al health financing, pa ticula ly in Medicaid, is anothe ba ie that de-emphasizes the need fo
physicians to add ess behavio al issues while dealing with physical issues, such as cance . New payment
models should t y to integ ate se vices and explo e financing which ewa ds such integ ation. In ou
conve sations a ound the OCM 2.0, we a e t ying to identify best p actices in such a eas and will sha e those
with inte ested pa ties at CMS.
8. Program Integrity:
COA suppo ts ways to educe f aud, waste, and abuse and imp ove p og am integ ity while also being sensitive
to the additional wo kload c eated fo physicians to maintain such integ ity.
Co clusio
COA app eciates the oppo tunity to comment on the futu e di ection of the Innovation Cente . We look fo wa d to
wo king with CMS to accentuate the patient-cente ed policies that will imp ove the quality, cost, and delive y of
health ca e in this count y.
I can be contacted th ough the COA offices if the e a e any questions about this lette .
Since ely,

Ted Okon
Executive Di ecto
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MEDICARE ADVANTAGE INNOVATION MODELS
MA HOSPICE SPECIAL NEEDS PLAN (HSNP)
MODERNIZING THE MEDICARE HOSPICE BENEFIT
CMS seeks to work with Medicare Advantage (MA) plans to drive innovation, better quality outcomes and
lower costs. Creating a MA Special Needs Plan (SNP)1 for the hospice population represents the
opportunity to achieve these goals and better serve Medicare beneficiaries at the end of life.
HSNP Model Overview
Goal: To establish a Medicare Advantage Special Needs Plan model for the
hospice population referred to hereafter as the “HSNP” model.
Under this model the HSNP will be responsible for all patient care of a hospice
beneficiary from the initial enrollment in hospice until death. HSNP will build on
the current model of the hospice benefit which achieves high levels of patient
satisfaction year after year and has a remarkable track record of cost savings for
the Medicare program. The new model goes further by addressing two
weaknesses of the hospice benefit: unrelated care and the out-of-hospice
episodes of care that follow live discharges. These weaknesses result in
fractured coordination and significant disruptions in continuity of care, resulting
in failure to achieve true patient-centered care.
Under the HSNP model, the HSNP will be accountable for:
• Hospice: Care and expenditures as provided under today’s FFS model;
• Unrelated: Episodes of care unrelated to the terminal illness, which are
not currently included in the hospice benefit or payment;2 and,

The HSNP Model is a
proposed Medicare
Advantage Special Needs
Plan to support the unique
characteristics and unique
needs of the hospice
population.
The hospice population
refers to patients with a
limited life expectancy and
for whom curative
treatments are no longer
effective or desired; for
Medicare beneficiaries,
reimbursement is waived
for curative treatments of
the terminal condition for
which hospice care is
elected.
Episodes of care and costs
unrelated to the terminal
illness are not included in
today’s Medicare hospice
benefit or payment.
A live discharge from
hospice occurs only for
clearly defined reasons,
primarily:
1 The beneficiary no longer
is meeting the criteria of a
terminal illness and
therefore no longer
eligible for the Medicare
hospice benefit.
2 The patient chooses to
leave hospice – patient
revocation empowers the
beneficiary and is an
important component of
patient choice.

1
2

CMS.gov Special Needs Plans, What is a Special Needs Plan?, accessed 11.12.117
Abt Associates, Medicare Hospice Payment Reform: Analyses to Support Payment Reform, May 2014, Table 3-6

1

•

Live discharge: Out-of-hospice episodes of care that follow live discharges until the beneficiary’s
death or re-enrollment in hospice.3

The HSNP episode payment and care model encompasses the period from first-time initial enrollment in
hospice until the beneficiary’s death for the hospice population.
Hospice is not available to MA plan beneficiaries. MA Special Needs Plans were developed to provide the
flexibility to support populations with unique characteristics and needs. They also protect the MA plan
from being at risk for the cost of extending the cost of care and services required by the unique
population the SNP serves to the wider population of the entire MA plan. The hospice population
represents the unique characteristics of a special needs population. These unique characteristics mandate
utilization of the Medicare hospice conditions of participation, including mandatory use of volunteers at a
measurable level; mandatory availability and integration into the care plan of a chaplain or spiritual
advisors; and, mandatory provision for bereavement support for family and community for one year after
patient death.
HSNP Foundation: The Value of Hospice
The hospice benefit has been a very successful payment model since the early 1980s. Reimbursement
occurs through a well-established structure with caps on daily and annual aggregate payment to manage
care related to the patient’s terminal prognosis. The hospice benefit has always been person-centered,
providing patients and their families with choices they control, including choice of hospice provider and
choice to leave hospice at any time.
Hospice care leads to less futile care and fewer medical interventions that are non-beneficial at the end of
life. In turn, this reduces cost to the Medicare program and provides higher patient/family satisfaction.
There continues to be growing recognition of the effectiveness of hospice care for patients with noncancer diagnoses; in 2015, 70 percent of Medicare decedents who used hospice had a non-cancer
diagnosis compared to 48 percent in 2000.4 It is also important to note that access has expanded to more
beneficiaries in both urban and rural areas.5
These proven benefits and the expanded use mandate of the current Medicare benefit design for FFS
hospice should be carried forward and remain the fundamental basis for hospice under the HSPN model.
As previously mentioned, the HSNP model will bring improvements in patient-centered care for the
Medicare hospice population by addressing unrelated and live discharges out-of-hospice care episodes
and costs.
The Expansion of Patient-Centered Hospice
In 2015, more than 1.38 million Medicare beneficiaries, including nearly 49 percent of decedents,
received hospice services from approximately 4,200 providers with Medicare hospice expenditures
MedPAC March 2017 Report to Congress; Hospice Chapter, Table 12-10
MedPAC March 2017 Report to Congress; Hospice Chapter, page 322
5
MedPAC March 2017 Report to Congress; Hospice Chapter, Table 12-2
3
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totaling close to $15.9 billion.6 (In 2000, only 30 percent of Medicare beneficiary decedents received
hospice services.)
As the number of hospice providers has increased and with growing hospice utilization by patients with
non-cancer diagnoses, access has been expanded to more beneficiaries and their families. As a result, two
issues emerged for the hospice population that will be addressed under the HSNP model:
1) Medicare expenditures during the hospice benefit episode unrelated to the terminal prognosis.
Medicare spent $1.3 billion in 2012 for unrelated care for beneficiaries on hospice.7

2) Medicare expenditures for beneficiaries who leave hospice after enrollment but before their
death (live discharge). In 2015, 6.3 percent of beneficiaries revoked hospice while all live
discharges – including revocation – totaled 16.7 percent.8 Many – perhaps most – of live
discharge beneficiaries re-enroll in hospice before their death. Publicly reported CMS data on the
characteristics of live discharge or on Medicare costs of out-of-hospice episodes of care following
live discharge before hospice re-enrollment or death remains unavailable.
The HSNP will end the fractured care delivery that currently exists in three silos: hospice, unrelated and
live discharges. The HSNP will engage the hospice provider and empower beneficiaries and their families
to use the successful hospice delivery model and its interdisciplinary team (IDT) by integrating beneficiary
and family preferences for unrelated and out-of-hospice episodes of care following live discharges. This
patient-centered approach will allow beneficiaries and families to expand control and ensure they have
the flexibility and information needed to exercise their preferences throughout their end of life care.
Provider Quality
Quality for the beneficiary and family will improve under the HSNP model by
bundling all aspects of care for the hospice population. This will reduce the
current fragmentation of driving payments for unrelated services and live
discharges out-of-hospice episodes of care. The HSNP model will leverage the
expertise of the hospice provider and interdisciplinary team, allowing for better
stability, continuity and an increased ability to honor the preferences of the
patient and family. Beneficiaries would still be able to exercise their autonomy by
electing the same option of MA disenrollment that is available under the current
MA plans.

The hospice
interdisciplinary
team, or IDT,
includes physicians,
nurses, home health
aides, social
workers, counselors,
chaplains, therapists
and trained
volunteers.

The HSNP will continue to report on all current and future CMS quality measures for hospice. CMS is
actively looking at new hospice quality measures to address hospice live discharge, recognizing the
disruption to care coordination these transitions can cause.9 This new transition quality measure may
provide insights on differences between fee for service (FFS) and HSNP for the hospice population.
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NHPCO Facts and Figures, 2016 Edition; MedPAC March 2017 Report to Congress; Hospice Chapter
Abt Associates, Medicare Hospice Payment Reform, May 2014, Table 3-6
8
MedPAC March 2017 Report to Congress; Hospice Chapter, Table 12-10
9
Medicare Program; FY 2018 Hospice Wage Index and Payment Rate Update and Hospice Quality Reporting Requirements
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Under current FFS hospice, the hospice provider becomes disengaged with the patient and family when a
live discharge occurs. The HSNP model would provide opportunity, and perhaps payment incentives, for
innovations to keep the hospice provider engaged following a live discharge; for example, perhaps
through the involvement of their palliative care specialty team.
The HSNP will collect and publicly report the same hospice quality measures and hospice CAHPS results
utilized in FFS Medicare. A quality measure or measures will be needed to address live discharge
utilization and length of stay as well as measure the percentage of patients who die on hospice along with
their median and mean lengths of stay. The development of patient-centered outcome measures for the
hospice population should be used in both HSNP and FFS.

Medicare Program Cost
With this HSNP model, the total Medicare cost would be lower for a hospice episode – the initial hospice
enrollment in hospice until the death of the beneficiary. The breakdown of this cost savings involves the
three areas impacting Medicare program costs: unrelated, live discharge and hospice.
•

Unrelated Costs: $1.3B in 2012 – In recent years CMS, OIG and MedPAC have continued to express
concern regarding the fact that a hospice is required to determine whether to cover services or
treatments for a patient based on whether the malady is related to the terminal diagnosis or not.
Given the number of comorbidities hospice patients usually have, it is becoming more and more
difficult to make this determination. The HSNP model would eliminate the need for the distinction of
related or unrelated. The hospice will be held accountable for managing the entire care of the patient,
thereby expanding their responsibility for the beneficiary. Under this model, determinations made
regarding treatment options will be based on patient preferences, medically appropriate therapy and
the evolving needs of the care plan. We expect the HSNP to reduce these expenditures relative to FFS
in two ways:
1) Medicare FFS lacks a real-time mechanism to alert providers and suppliers (i.e., hospital,
pharmacy) of a patient’s enrollment into hospice. The hospice is simply out of the loop on the
decision: HSNP will remedy this by making the hospice accountable for unrelated costs.
2) Reduction of treatment/services that may be unneeded or undesired. The opportunity for
the hospice interdisciplinary team to understand all patient and family preferences and
integrate them into the care planning process may reduce unneeded or undesired services.
With HSNP, the hospice physicians and IDT will spend less time interpreting regulatory
guidance regarding related vs. unrelated and on the documentation needed to support that
decision. This will allow more time for coordination and direct patient care.

•

Live Discharge Costs: The concept of live discharge is a very important component of the hospice
benefit. Live discharge empowers the beneficiary and family to control their decisions and to revoke
hospice for any reason at any time. The Medicare program is protected by also allowing the hospice
provider to live discharge a patient when the provider determines the patient no longer meets the
criteria of a terminal diagnosis. Under FFS, these transitions are disruptive to the beneficiary and
family because live discharge ends the hospice provider’s responsibility for care management. Under
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the HSNP model, these burdensome transitions following live discharge can be addressed. The
hospice interdisciplinary team would already be familiar with beneficiary and family preferences and
organized to provide palliative support concurrent with curative/restorative treatment.
•

Hospice Costs: Utilizing the current hospice benefit design under the HSNP model, hospice costs are
expected to align closely with the experience of hospice under FFS Medicare.

Provider Payment Methodology
The HSNP payment to network hospice providers for hospice services will follow the successful payment
model utilized by FFS Medicare. The HSNP per diem amount for hospice will need to be adjusted higher to
account for the increased cost exposure to the hospice for unrelated services. Alternatively, the HSNP
and the hospice could negotiate a risk/reward process to address hospice provider management of
unrelated costs.
The HSNP will be responsible for paying all non-hospice costs – specifically, out-of-hospice episodes of
care following live discharge before re-enrollment in hospice or death. The HSNP and the hospice will
need to negotiate a risk/reward process to encourage hospice provider engagement in patient care (i.e.,
palliative care) and management of these costs.
Network Adequacy and Coordination with MA Plans
The HSNP model will serve a hospice special needs population, but with the additional responsibility
following live discharge. Thus, the HSNP will have the provider network capability of other MA plans to
provide any Medicare services the beneficiary will need for out-of-hospice episodes of care.
The HSNP should be required to have at least two hospices in network unless the county service area has
fewer than two hospice care providers. The HSPN will utilize only Medicare-certified hospice providers
and follow the Medicare conditions of participation for hospices, including honoring the determination by
the hospice medical director of the terminal illness prognosis.
Patient Choice
Patient choice of hospice provider will be honored, including patient choice of whether to enroll in an
HSNP or original Medicare. Note a patient will have the right of disenrollment from HSNP, just as under
current MA plans, but disenrollment from hospice (revocation) will be considered live discharge and the
patient will remain with the HSNP.
Medicare beneficiaries in the serious or advanced illness population, in MA plans and in FFS, currently
must transition to a Medicare FFS hospice program to receive hospice. HSNP presents an alternate choice
for beneficiaries choosing to enroll in hospice.
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Integration and Care Coordination with Serious illness or Advanced Care Populations
The HSNP is a better alternative than MA Carve In for hospice, as noted in detail in the section below.
MedPAC and others have cited MA Carve In as a policy change that would improve care coordination and
transition to hospice. MedPAC Commissioners frequently comment on the connection between needed
improvements in transition to hospice to address the futile care at the end of life that often results in a
very high percentage of hospice patients who die in less than seven days after hospice enrollment.
Hospice is not the area of need for policy innovation to improve transition, but using the HSNP to
integrate and coordinate with Palliative Care Models for the serious illness and advanced care populations
is a very important consideration.
•

In the last few years, many hospices have developed an aligned business to provide interdisciplinary
palliative care support to serious illness and advanced care populations that are not eligible for
hospice. An important motivation to develop Palliative Care Models is to improve transitions to
hospice to address futile care at the end of life that results in a high percentage of hospice patients
who die in less than seven days after hospice enrollment. Other innovative providers and physicians
have also begun to develop Palliative Care Models. CMS and Congress are actively considering these
Palliative Care Models – the Patient and Caregiver Support for Serious Illness (PACSSI), Advanced Care
Model, and Patient Choice and Quality Care Act. All of these models address the serious illness and
advanced care populations that are not eligible for hospice.

•

Integrating these Palliative Care Models is a new and recent focus for most MA plans to address the
range of innovations required for their serious illness and advanced care populations. The HSNP has
an opportunity to utilize these emerging innovative Palliative Care Models alongside the curative care
providers who also treat serious illness and advanced care populations. This might be considered the
new version of “concurrent care” for end of life: Palliative Care Model and Curative Care.

Possible Approaches: The HSNP could contract directly with Palliative Care models. This approach
acknowledges the value of utilizing Palliative Care Models to identify and improve earlier transition to
hospice, as consistent with patient preference, and specifically to reduce the end-of-life futile care that
results in 35 percent of hospice patients who die in seven days or less after enrollment in hospice.
Two aspects of the Palliative Care Model alignment with HSNP need further exploration. Timing and
payment:
• Enrollment timing: The timing of the HSNP enrolling patients from Palliative Care Models should
ideally be supporting patients to achieve a goal of 60 to 90 days median and average length of
stay in hospice. Rather than identifying a specific timeframe for the Palliative Care Model to enroll
the patient in the HSNP, this approach allows a more patient-centered decision process using the
skills and capability of the Palliative Care Model. Alternative methods for targeting hospice
median and averages LOS goals for the Palliative Care Model should be considered – such as by
diagnosis. The Palliative Care Model needs quality metrics to support movement toward the
target hospice LOS.
o Note the HSNP would still enroll hospice patients from all referral sources. Also, the HSNP
is required to enroll the Palliative Model patient into hospice utilizing current Medicare
guidelines.
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•

•

Payment to the Palliative Care Model by the HSNP: Assuming the Palliative Care Model is
receiving a monthly fee – for example, under a CMMI model or under arrangement with a
hospital, etc., and the patient is in fee for service Medicare, the HSNP shares savings based on the
achievement of targeted hospice median and mean LOS resulting from their enrollment in
hospice. In addition, the HSNP (or the hospice) continues to pay the attending physician after
hospice enrollment if they continue to follow the patient.
o Other ideas are needed on payment from HSNP to the Palliative Care Model reflecting
higher intensity of work in the 30 to 60 days prior to hospice enrollment that meets the
target hospice LOS.
 The Palliative Care Model may be reengaged in care support if the patient revokes
or there is a live discharge and the patient remains in the HSNP.
o If the patient is in a MA plan, the HSNP could have an overlapping service delivery for the
palliative care for that patient until enrollment in hospice. Thus the MA plan would still
have responsibility for all patient care costs, including payment for the Palliative Care
Model, until hospice enrollment, but the overlap would improve care coordination and
transition to hospice.
Patient payment incentives should also be considered to plan for transition to hospice. This could
include, waiver of copays, deductibles, premiums. Perhaps a cash payment for updates to their
advance directives while in the care of the Palliative Care Model, prior to their enrollment in
hospice.

Evaluation
HSNP could be evaluated against the experience of original Medicare in a number of ways.
Quality: As discussed earlier, HSNP would collect and report the same quality measures and CAHPS
results. A quality measure or measures will be needed to address live discharge utilization and length of
stay and also the percentage of patients who die on hospice along with their median and mean lengths of
stay.
Baseline objectives, based on the original Medicare standard of care, may include:
• Improving access to hospice: Currently around 50% of all Medicare beneficiaries choose hospice;
improve to 75%.
• Median length of stay on hospice: Currently around 18 days; improve to 60 or greater days.
• Mean length of stay on hospice: Currently around 90 days; maintain 90 or greater days.
Cost: as discussed previously, HSNP has the opportunity to reduce both Medicare unrelated and following
live discharge costs not currently included in the hospice benefit. A baseline can be established using
Medicare data and identified savings can be calculated.
Why HSNP is a Better Alternative for Hospice than MA Carve-In
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The MA carve-in is an unknown for the patient and family because no MA plan has experience with
hospice and due to current care fragmentation that exists for the hospice population as a result of
unrelated and live discharge. The HSNP model will provide better stability and continuity to the
beneficiary and family because it is hospice-driven, not MA-plan driven.
The Medicare hospice benefit was established in the 1980s and has been a model for recent innovation in
other areas of health care delivery, incorporating patient-centered care, physician-led interdisciplinary
care teams and per diem capitated payments with an annual aggregate cap. Simply stated, the hospice
benefit does not require the additional innovation that would be expected in a MA carve-in.
MA carve-in places at risk three unique characteristics of hospice: 1) mandatory use of volunteers at a
measurable level; 2) mandatory availability and integration into the care plan of a chaplain or spiritual
advisors; and 3) mandatory provision for bereavement support for family and community for one year
after patient death.
Beneficiary and family care in the HSNP model combine all aspects of care, reducing current end-of-life
payment-driven fragmentation of unrelated services and out-of-hospice episodes of care following live
discharge. The MA carve-in is an unknown for the beneficiary and family because no MA plan has
experience with hospice and the care fragmentation may not be addressed in a patient-centered manner.
Hospice providers can provide and coordinate all aspects of care from initial hospice enrollment to death
under the HSNP model. In contrast, MA carve-in may disrupt the hospice model because each MA plan
will structure hospice within its various systems and provider care models, causing hospice providers to
adapt to multiple systems and models. The result will be lost efficiency and increased operating costs
unrelated to patient care. HSNP creates a better platform to address all aspects of the hospice population;
thus, the integrity of hospice and therefore the value received by beneficiaries and their families is
preserved.
Note, too, more Medicare beneficiaries enroll in hospice from MA plan referrals (51 percent) than enroll
from FFS Medicare referrals (47 percent).10 This indicates care coordination with MA plans is not a
problem that needs to be solved by a carve-in.
The HSNP is a critical step toward modernizing the current FFS hospice benefit with full population risk
and to provide a solution that addresses current “unrelated” and “live discharge” weaknesses.
Summary: Benefits of Exploring the HSNP Model
•

HSNP demonstrates an effort to modernize the Medicare hospice benefit to align with and move
beneficiaries toward a defined contribution model while reinforcing the value of the hospice benefit
within the currently defined benefit (FFS) environment.

•

HSNP positions the full hospice movement, with CMS support, for a modern hospice approach that
preserves the integrity and uniqueness of hospice.

10

MedPAC March 2017 Report to Congress; Hospice Chapter
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•

HSNP can expand hospice integration more rapidly; not limited by original MA enrollment.

•

HSNP addresses current weaknesses of unrelated and live discharge through modernization within
the HSNP model, reducing program integrity and related regulatory burdens for unrelated and live
discharge in the FFS hospice program while preserving the essential and positive attributes of the
current hospice benefit and structure.

•

HSNP addresses MA carve-in vulnerability for patients and providers while moving toward the
underlying goals of carve-in compared to FFS: defined contribution/population management, reduced
unrelated and reduced fraud exposure.

•

HSNP moves hospice fully into a stand-alone population management/cost model that can preserve
hospice and better protect beneficiary and family access. Hospice is not diluted or required to change
based on each MA Plan’s carve-in approach.

•

HSNP creates a hospice modernization platform to integrate/improve coordinated care with upstream
innovations currently evolving in the marketplace, at CMS, and in Congress: AIC, Palliative, AAHPM,
CTAC and PCQCA.

•

The shared savings in the HSNP model (from current live discharge and unrelated cost reductions)
could be utilized by the HSNP to pay for new innovations such as advanced illness care/palliative
programs or alignment with original MA plans, ACOs, IAH, etc.

•

HSNP creates a platform to integrate Medicaid funding, including for nursing home room and board
and/or LTSS for hospice patients.

Conclusion
We appreciate the opportunity to share the HSNP Model concept with you. If you have any questions or
we can provide clarification or additional information, we would welcome further discussion.
Craig Jeffries
Senior Vice President Public Policy

HOSPICE | PALLIATIVE CARE | HOME HEALTH
compassus.com
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November 20, 2017

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-5517-P P.O. Box 8013
Baltimore, Maryland 21244-8013

RE: Center for Medicare & Medicaide Services: Innovation Center New Direction

I.

Introduction and Statement of Interest

ACT | The App Association’s Connected Health Initiative (CHI) 1 hereby submits
comments to the Department of Health and Human Services (HHS) Centers for
Medicare & Medicaid Services (CMS) per its request for comments (RFC) on initiatives
to test innovations in Center for Medicare and Medicaid Innovation (CMMI) Health Plan
Innovation Model Concepts (RFI).2
CHI is the leading effort by stakeholders across the connected health ecosystem to
clarify outdated health regulations, encourage the use of remote patient monitoring
(RPM), and support an environment in which patients and consumers can see
improvement in their health. We seek partnerships and actions that realize the benefits
of an information and communications technology-enabled American healthcare
system. CHI members and stakeholders actively participate in the administration of
healthcare through connected technologies and medical devices. We strongly believe
that through the use of connected health technologies, CMS can create a cost-effective,
patient-centered, quality-driven healthcare system that is accessible to all Americans.

1

http://www.connectedhi.com/

2

https://innovation.cms.gov/Files/x/newdirection-rfi.pdf

A continually growing body of evidence demonstrates that the wide array of connected
health technologies available today—whether called “telehealth,” “mHealth,” “store and
forward,” “remote patient monitoring,” or other similar terms—improve patient care,
reduce hospitalizations, help avoid complications, and improve patient engagement,
particularly for the chronically ill.3 These tools, which include wireless health products,
mobile medical device data systems, telemonitoring converged medical devices, and
cloud-based patient portals, are revolutionizing the medical care industry by
incorporating patient-generated health data (PGHD) into the continuum of care. Yet,
despite the benefits and opportunities presented to both Medicare and Medicaid by
connected health technology; CMS and Medicaid authorities, historically, have not used
these tools – available today – to improve patient outcomes and reduce program costs.
In its recent finalization of its CY 2018 Physician Fee Schedule, we note that CMS
chose to unbundle CPT Code 99091 (Collection and interpretation of physiologic data
[eg, ECG, blood pressure, glucose monitoring] digitally stored and/or transmitted by the
patient and/or caregiver to the physician or other qualified health care professional,
qualified by education, training, licensure/regulation [when applicable] requiring a
minimum of 30 minutes of time) to support the use of remote monitoring of PGHD to
treat chronic conditions in the Medicare system widely. Addtionally, CMS recognized
concurrently that 99091 does not adequately encompass the range of connected health
technology innovations available to improve patient care. Moreover, it further deferred to
future code development within the AMA CPT code development process – the AMA’s
Digital Medicine Payment Advisory Group, where the CHI’s Morgan Reed of which he is
an appointed expert member.4 Further, in its latest Quality Payment Program
rulemaking, CMS has taken important steps to ensure connected health technology’s
central role in the future of Medicare through such steps as creating a Merit-based
Incentive Payment System (MIPS) Improvement Activity with high weight and an
Advancing Care Information (ACI) bonus for bringing PGHD into care for the purposes
of beneficiary coordination.5

3

See, Hindricks, et al., The Lancet, Volume 384, Issue 9943, Pages 583 - 590, 16 August 2014
doi:10.1016/S0140-6736(14)61176-4.
4

CMS, Medicare Program; Revisions to Payment Policies under the Physician Fee Schedule and Other
Revisions to Part B for CY 2018; Medicare Shared Savings Program Requirements; and Medicare
Diabetes Prevention Program, available at https://www.gpo.gov/fdsys/pkg/FR-2017-11-15/pdf/201723953.pdf
5https://static1.squarespace.com/static/57ed48b4f5e23125aa094623/t/59e7c6a9f09ca4a3a064c354/1508

361898148/02282017_CHI-Submission_CMS-Call-MIPS-IA-Measures-Activities.pdf.a.
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The recent advancements made by CMS through both its PFS and QPP are significant,
but do not reduce the crucial role that CMMI plays (and will play) in exploring new
innovations in Medicare and Medicaid. Nor do these changes alter the fact that, to date,
the efforts of the CMMI in exploring the benefits of connected health technologies (both
telehealth and remote monitoring) have been insufficient given the immense value these
technologies provide. For this reason we applaud CMS’s call for comments on the
future direction of CMMI, and, as we describe below, urge CMMI to truly explore these
technologies potential as soon as possible through its efforts, building on recent
advancements made in the PFS and QPP. CMMI should be ahead of this curve and not
behind it. CHI commits to assist CMMI in any way possible to get to CMMI to the
forefront of innovation in delivering care to Medicare and Medicaid beneficiaries.

II.

CHI Urges CMMI’s Focused Examination of the Benefits of Digital Health
Solutions for Healthcare Services

CHI commends CMS for its continued interest in exploring innovative technological
healthcare delivery mechanisms. A 21st century healthcare system should embrace the
array of innovative technologies available, such as remote patient monitoring
technologies and asynchronous store-and-forward methods, which enable the delivery
of healthcare solutions beyond the four walls of a hospital room or doctor’s office.
Connected health technology provides the ability to reach each of the proposed guiding
priniciples put forward by CMS in its RFC. We are troubled by CMS’ omission of any
discussion of connected health technologies and their benefits in the RFC.
The potential cost savings benefits have also been closely noted, most recently in a
study predicting that remote monitoring will result in healthcare savings of $36 billion
globally by 2018, with North America accounting for 75 percent of the savings.6 The use
and integration of PGHD also puts patients at the center of their own care, which can
lead to improved lifestyle choices and overall health.7 The CMMI models will be integral
to exploring and supporting these connected health technologies in the future of the
American healthcare system. We encourage CMS to review the appended a list of
studies we have curated that demonstrate the benefits of remote monitoring
technologies.

6

See Juniper Research, Mobile Health & Fitness: Monitoring, App-enabled Devices & Cost Savings
2013-2018 (rel. Jul. 17, 2013), available at http://www.juniperresearch.com/reports/mobile_health_fitness.
See, e.g., Sanjena Sathian, “The New 21st Century House Call,” Boston Globe (July 29, 2013), available
at http://www.bostonglobe.com/lifestyle/health-wellness/2013/07/28/century-housecall/tdupWvOQI6b3dKdKcEgdGM/story.html.
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CHI has often expressed concern with the statutory burdens that “limit the range of
remote access technologies that may be offered,” and have long hindered progress in
the connected health space. A notable example, Section 1834(m) of the Social Security
Act, has resulted in arduous restrictions on telehealth services.8 Members of the digital
health manufacturing, vendor, and supplier community urge CMS and other federal
actors to utilize every opportunity to remove barriers to the use of advanced
technologies within a connected healthcare system. Specifically, CMMI already has the
authority in 42 U.S.C. § 1315a(d)(1) to waive 1834(m)’s burdensome restrictions in
order to adequately explore, track, and release data in a timely fashion through CMMI
innovation grants regarding telehealth utilization.
Progress made in the PFS and QPP are crucial steps that CMMI must build upon as it
explores additional innovative model concepts. Going forward, CHI urges CMS to
consider the following factors as it develops a model test that allows medical plans to
include a broader range of remote monitoring technologies across Medicare and
Medicaid:
•
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Add an Additional Guidling Principle for Exploration of Connected Health
Technology Innovations: CHI appreciates the new CMMI guiding principles
proposed by CMS and, as we discuss throughout this document, believes that
connected health technology can and should play a role in addressing each of
the principles. However, it is essential that CMMI stay ahead of the curve in
leveraging advanced connected health technology, be it in prevention or in
treatments, and that CMS memorialize its commitment to this goal. Therefore we
strongly urge CMS to add an additional CMMI guiding principle supporting the
exploration of connected health technologies across Medicare and Medicaid. We
propose that the text of this new guiding principle be:“Connected Health
Technolgies – explore the benefits and opportunities offered by the use of
connected health technologies to Medicare and Medicaid, notably the
improvement of patient outcomes, enhanced engagement in care by patients,
and reduced programmatic costs.”

See 42 CFR § 410.78.
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•

Reduce Regulatory Burden and Ensure Alignment Across Payers: In
addition to recognizing the statutory burden of 1834(m), CMMI should work to
reduce the burdens for potential applicants. CMMI should articulate consistent
requirements that are applicable to all models being tested, rather than
developing separate requirements for each. The burden for applicants and
participants could be reduced through uniform processes, expectations,
principles, and rules that span models like population health and chronic
conditions that are being tested. To align payers with the goals of the CMMI
models and incent their participation, CMS should build upon the QPP to
encourage the development of models that are based on existing structures and
payment models, and allow existing networks to apply as Advanced APMs to
make these entities eligible for Medicare bonuses and programs like MIPS and
the QPP. In exploring the benefits of telehealth as defined in 1834(m), CMS
should use its established authority to waive the backwards-facing and outdated
restrictions. CMMI should also focus on exploring new and innovative remote
monitoring technologies (which are not telehealth under 1834(m) and therefore
do not face its geographic, originating site, etc. restrictions). We further urge
CMMI to build upon the successes of the Veterans Health Administration in its
use of connected health technologies.

•

Utilize Existing Quality Outcomes and Metrics and Build Upon the Growing
Body of Research Demonstrating the Benefits of Remote Access
Technologies: CMS can consult with an extensive list of clinical studies in the
areas of chronic condition management, heart failure management, diabetes
management, and medication adherence for chronic conditions, that meet the
stringent review standards and have demonstrated the benefits of nonsynchronous telehealth and remote patient monitoring. In the attached appendix,
CHI provides a list of clinical studies that can inform CMS’ exploration of the
benefits of remote access technologies. CHI urges CMS to ensure CMMI models
build upon the growing body of evidence that demonstrates the benefits of
remote patient monitoring technologies.

•

Build on Successful Medicaid Models Supporting the Use of Connected
Health Technology: CMMI should recognize and build upon the incredible
successes of some Medicaid systems, such as the University of Mississippi
Medical Center and the University of Virginia’s Karen S. Rheuban Center for
Telehealth. In these states (and some others), Medicaid programs have taken
steps to support not only telehealth but (more importantly) remote monitoring
innovations that bring PGHD into the continuum of care based on demonstrated
improvements to patient outcomes and significant cost savings. CMMI can and
should play a crucial role on proliferating these successes.
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•

Focus on Exploration of Connected Health Technolgies’ Role in the
Success of Future QPP Alternative Payment Models: CHI supports
Congress’s goal of realizing innovative alternative payment models (APMs) and
continues to work with stakeholders to find eligible alternatives to MIPS. At a
minimum, we strongly believe that APMs must affect the utilization of connected
health technology in a significantly expanded way. APMs, with their financial and
operational incentives, should demonstrate the best uses of remote monitoring or
telehealth tools. To date, CMS has not discussed telehealth and remote
monitoring’s key role in the success of APMs. CHI maintains that this glaring
oversight forces eligible clinicians, as well as other key stakeholders and
organizations, to conclude that telehealth and remote monitoring do not have a
role in APMs. We call on CMS to provide this crucial commentary and insight in
the final QPP rule. Such a step would also be consistent with CMS endorsement
of telehealth and remote monitoring in MIPS. CMMI should take a lead in funding
new explorations of connected health tech in QPP APMs, including the use of
large-scale waivers of restrictions in 1834(m) on telehealth as well as the use of
remote monitoring technology innovations.

6

III.

Conclusion

CHI strongly advocates for connected health solutions to modernize the delivery of care
and extend healthcare beyond hospital walls. In this effort, we encourage CMS to allow
and incentivize the use of remote access technologies at every opportunity.

Sincerely,

Brian Scarpelli
Senior Policy Counsel
Joel Thayer
Associate Policy Counsel
Brad Simonich
Policy Associate
Connected Health Initiative
1401 K St NW (Ste 501)
Washington, DC 20005
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Key Clinical Studies Demonstrating the Benefits of Connected Health
Technologies
CHRONIC CONDITION MANAGEMENT
Audit of the Veterans Health Administration Home Telehealth Program: Over
15,000 patients
On March 09, 2015 the VA Office of Inspector General released an Audit which showed
that the Home Telehealth Program increase patient access and reduced costs by
reducing the number of admissions. For example, before the program there were 2,365
admissions over six months by the over 15,000 patients who participated in the Home
Telehealth Program. After the program there were 1,773 admissions for the following six
months. This equates to about 8 fewer hospital admissions for every 100 patients in this
program.
http://www.va.gov/oig/pubs/VAOIG-13-00716-101.pdf
Telehealth and the VA - FY2013 Report
In FY2013, 608,900 (11%) of veterans received some element of their health care via
telehealth. This amounted to 1,793,496 telehealth episodes of care. 45% of these
patients lived in rural areas.
Home Telehealth Services: Helps patients with chronic conditions
•
Provided care for 144,520 veterans
•
59% reduction in bed days of care
•
35% reduction in hospital readmissions
•
Saves $1,999 per annum per patient
•
84% patient satisfaction
Store-and-Forward Telehealth: Remote scanning, then send to specialist
•
Served 311,396 veterans
•
95% patient satisfaction
•
Saves $38.41 per consultation

Clinical Video Telehealth: Real-time video consultation that covers over 44
specialties
•
94% patient satisfaction
•
Saves $34.45 per consultation

TeleMental Health
•
Over 278,000 encounters to 91,000 patients
•
1.1 million patient encounters since FY2003
•
Reduced bed days of care by 38%
•
Nearly 7,500 patients with chronic mental health conditions are now living
independently thanks to TeleMental Health
The number of veterans receiving care through telehealth is climbing by 22% each year.
http://ehrintelligence.com/2014/06/23/va-reduces-admissions-by-35-due-totelemedicine-services/
http://c.ymcdn.com/sites/www.hisa.org.au/resource/resmgr/telehealth2014/AdamDarkins.pdf
http://www.va.gov/health/NewsFeatures/2014/June/Connecting-Veterans-withTelehealth.asp
Veterans Administration: Study Size: Over 17,000 patients
“Routine analysis of data obtained for quality and performance purposes from a cohort
of 17,025 CCHT patients shows the benefits of a 25% reduction in numbers of bed days
of care, 19% reduction in numbers of hospital admissions, and mean satisfaction score
rating of 86% after enrolment into the program. The cost of CCHT is $1,600 per patient
per annum, substantially less than other NIC programs and nursing home care. VHA's
experience is that an enterprise-wide home telehealth implementation is an appropriate
and cost-effective way of managing chronic care patients in both urban and rural
settings.” “Care Coordination/Home Telehealth: the systematic implementation of health
informatics, home telehealth, and disease management to support the care of veteran
patients with chronic condition”
Darkins A, Ryan P, Kobb R, Foster L, Edmonson E, Wakefield B, Lancaster AEs,
Telemed J E Health. 2008 Dec;14(10):1118-26. doi: 10.1089/tmj.2008.0021.
http://online.liebertpub.com/doi/pdf/10.1089/tmj.2008.0021.
Supplemented with further data by Darkins, available at
http://c.ymcdn.com/sites/www.hisa.org.au/resource/resmgr/telehealth2014/AdamDarkins.pdf
Primary Care E-Visit v. Physician Office Visit: Study Size 8,000 Office and E-Visits
From The Washington Post, 1/21/2013: “A new study suggests that “e-visits” to healthcare providers for sinus infections and urinary tract infections (UTIs) may be cheaper
than in-person office visits and similarly effective.”

[Ateev Mehrotra, MD; Suzanne Paone, DHA; G. Daniel Martich, MD; Steven M. Albert,
PhD; Grant J. Shevchik, MD, JAMA Intern Med. 2013;173(1):72-74. doi: 10.1001/2013.
jamainternmed.305] http://archinte.jamanetwork.com/article.aspx?articleid=1392490
Randomized Control Trial of Telehealth and Telecare: Study Size 6,191 patients,
238 GP practices
“The early indications show that if used correctly telehealth can deliver a 15% reduction
in A&E visits, a 20% reduction in emergency admissions, a 14% reduction in elective
admissions, a 14% reduction in bed days and an 8% reduction in tariff costs. More
strikingly they also demonstrate a 45% reduction in mortality rates.”
“Whole System Demonstrator Programme, Headline Findings – December 2011”,
Department of Health, United Kingdom] http://www.telecare.org.uk/sites/default/files/filedirectory/secure_annual_reports/Publications/Effect%20of%20Telehealth%20on%20us
e%20of%20secondary%20care%20and%20mortality%20findings%20from%20the%20
WSD%20cluster%20randomised%20trial.pdf
Reduced Hospitalizations of Nursing Facility Residents
A study that introduced telemedicine in a Massachusetts for-profit nursing home chain,
during the period October 2009 – September 2011, demonstrates the cost-effectiveness
of utilizing telemedicine to reduce potential re-hospitalizations for nursing facility
patients. The study’s findings show that savings to Medicare from using telemedicine to
reduce re-hospitalizations for nursing facility patients exceed the investment in the
telemedicine equipment.
•
•
•
•

The findings of the study suggest that the nursing facilities that were more engaged
in off-hours telemedicine coverage could generate cost savings for Medicare that
exceeded the facility’s investment in the telemedicine service.
The average savings to Medicare for a nursing facility that participated and was
engaged with telemedicine, was $151,000 per nursing facility per year, relative to
the less-engaged facilities.
During the two-year period, the rate of hospitalizations per 1,000 resident days
declined across the pre- and post-intervention periods for both the treatment and
the control groups.
The difference in the hospitalizations in the treatment group was 4.4 percentage
points lower.

David C. Grabowski and A. James O’Malley, “Use of Telemedicine Can Reduce
Hospitalizations of Nursing Home Residents and Generate Savings for Medicare,” Health
Affairs, 33, no. 2 (2014): 244-250.

Integrated Telehealth And Care Management Program For Medicare Beneficiaries
With Chronic Disease Linked To Savings
A study from the Health Affairs found significant savings among patients who used the
Health Buddy telehealth program, which integrates a telehealth tool with care
management for chronically ill Medicare beneficiaries. Specifically, patients who utilized
the Health Buddy Program saw spending reductions of approximately 7.7–13.3 percent
($312–$542) per person per quarter.
September 2011: http://content.healthaffairs.org/content/30/9/1689.abstra
Rural Hospitals and Communities Save Money Through Telemedicine Program
A report from NTCA-The Rural Broadband Association explores how much money a
rural hospital and community can save by using a telemedicine program. The report
analyzes savings in travel costs, lost wages, hospital workers’ wages, and lab and
pharmacy revenues that can stay local by allowing patients to stay in their own
communities rather than travel to larger metropolitan areas for care.
The report finds that on average a rural community can save $31,000 in travel costs and
lost wages, per hospital per year. Rural hospitals can on average save more than
$81,000 a year in doctors’ wages, while generating revenue through local MRIs, and
other lab and pharmacy work.
March 2017:
http://www.frs.org/images/AnticipatingEconomicReturnsOfRuralTelehealth.pdf

Telemedicine Saves Patients Time and Money
Scholars at the University of California Davis studied results and data of 18 years of
inpatient and outpatient visits, ending in 2013. The scholars found that the 19,246
interactive video visits over 18 years saved patients approximately nine years of travel
time, 5 million miles, and $3 million in related costs. Each patient using telemedicine for
treatment saved on average four hours driving time, 278 miles and $156 in travel costs
over the period studied.
Impact of a University-Based Outpatient Telemedicine Program on Time Savings,
Travel Costs, and Environmental Pollutants
Dullet, Navjit W. et al.
Value in Health , Volume 0 , Issue 0 ,
http://www.valueinhealthjournal.com/article/S1098-3015(17)30083-9/fulltext

Telehealth Clinical Studies pettaining to Home Dialysis
For patients receiving dialysis, almost $3 billion is spent annually on transportation.
Teleconsultation was conducted in a shorter average period of time (22 versus 33 min),
was effective, significantly reduced hospitalization rates, but slightly more expensive

(198 versus 177 euro or $233 versus $208) when compared with hospital consultation.
However, annual savings of $46,613 USD and annual cost of $79,489 when
videoconferencing for daily visits.

Perspectives from the Kidney Health Initiatibe on Advancing Technologies to Facilitate
Remote Monitoring of Patient Self-Care in RRT
(Remote Monitoring of Dialysis Patients)
Mitchell H. Rosner, et al.
Clinical Journal of the American Society of Nephrology
https://www.asnonline.org/membership/BlastEmails/files/KHI_RemoteMonitoring_Publication_July2017.
pdf

Dementia Care in an Underserved Retirement Community, thanks to Telemedicine
Sample Size: 78 total with 33 Completing Satisfaction Exit-Interviews
“Prior to 2013, a neurologist from USC commuted every weekend from Los Angeles to
Palm Desert (120 miles, 2 h each way) to asses and manage patients. It became
apparent that this setup was not sustainable as clinic wait0time lengthened to 6+
months.”
“In our experience, over the past 3 years, telemedicine poses no barrier to accurate
evaluation and is as effective as a meeting in person.”
In 2012, USC-EMC MAC was only able to bring in under 20 people. After telemedicine
was implemented, by 2014, they were able to increase intake to around 85 new patients
per year.
Satisfaction:
- Overall Satisfaction with the clinic of 4.84 out of 5
- General satisfaction with the neurologist at 4.88 out of 5
- Satisfaction with the telemedicine system at 4.65 out of 5
A Multidisciplinary Model of Dementia Care in an Underserved Retirement Community,
Made Possible by Telemedicine
Jason V. Tso, Roxanna Farinpour, Helena C. Chui and Collin Y. Liu
Frontiers in Neurology
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5179531/
Cleveland Alzheimer’s Managed Care Outcomes: Study Size: 89 Patients
“The Cleveland Alzheimer’s Managed Care Demonstration is one of the few studies of
dementia care that gather data directly from patients, particularly information regarding
their perception of symptoms and care”.

“Overall, findings show that care consultation delivered within a partnership between
Kaiser Permanente of Ohio and the Cleveland Area Alzheimer’s Association is a
promising strategy for improving outcomes for patents with memory problems”.
Outcomes for Patients with Dementia from the Cleveland Alzheimer’s Managed Care
Demonstration
P.A. Clark, D.M. Bass, W.J. Looman, C.A. McCarthy & S. Eckert
Aging & Mental Health, January 2004; 8(1): 40-51
http://www.tandfonline.com/doi/abs/10.1080/13607860310001613329?journalCode=ca
mh20
North Dakota Assistance Program For Dementia Caregivers Lowered Utilization,
Produced Savings, and Increased Empowerment
“These changes saved an estimated 179,580 days in long-term care (average:7.7 years
per person with dementia), which translated into $39.2 million in potential cost savings
during the forty-two-month period”.
This program also drastically decreased hospital stays, ambulance uses, emergency
department visits and 911 calls at a relatively steady rate over a year and a half.
- For example, Hospital stays – in months 1-3, the rate of event per person was .754
and when the months reached 16-18, the rate was a measly .071.
North Dakota Assistance Program For Dementia Caregivers Lowered Utilization,
Produced Savings, And Increased Empowerment
Marilyn G. Klug, Gwen Wagstrom Halaas, and Mandi-Leigh Peterson
Health Affairs 33, no. 4 (2014): 605-612
http://content.healthaffairs.org/content/33/4/605.abstract

HEART FAILURE MANAGAGEMENT
Remote Patient Monitoring of Heart Failure Patients, Meta analysis: Study Size
4,264 patients
“Remote monitoring programmes reduced rates of admission to hospital for chronic
heart failure by 21% (95% confidence interval 11% to 31%) and all-cause mortality by
20% (8% to 31%); of the six trials evaluating health related quality of life three reported
significant benefits with remote monitoring.”
Telemonitoring or structured telephone support programmes for patients with chronic
heart failure: systematic review and meta-analysis, Robyn Clark, Sally Inglis, Finlay
McAlister, John Cleland, Simon Stewart, MJ (British Medical Journal),
doi:10.1136/bmj.39156.536968.55 (published 10 April 2007)]
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1865411/
Remote Patient Monitoring of Heart Failure Patients: Meta analysis: Study Size
6,258/ 2,354 Patients

“RPM convers a significant protective clinical effect in patients with chronic HF
compared with usual care.”
J Am Coll Cardio: 2009;54:1683-94
http://content.onlinejacc.org/article.aspx?articleid=1140154
Telehome Monitoring Program: 1,000 Patients Enrolled
“Research at the Heart Institute has shown telehome monitoring at the Heart Institute
has cut hospital readmission for heart failure by 54 percent with savings up to $20,000
for each patient safely diverted from an emergency department visit, readmission and
hospital stay.”
University of Ottawa Heart Institute, February 24, 2011, Press Release.
http://www.heartandlung.org/article/S0147-9563(07)00084-2/fulltext

Remote Patient Monitoring at St. Vincent’s Hospital
“Impact: In less than two years, preliminary results show that the care management
program implemented by St. Vincent Health and facilitated by the Guide platform
reduced hospital readmissions to 5 percent for patients participating in the program – a
75 percent reduction compared to the control group (20 percent), and to the national
average (20 percent).”
St. Vincent’s Hospital Reduces Readmissions by 75 percent with a Remote Patient
Monitoring-Enabled Program, Case Study by Care Innovations, an Intel GE Company]
http://www.careinnovations.com/data/sites/1/downloads/Guide_product/guide_stvincent
_profile.pdf
Program Evaluation of Remote Heart Failure Monitoring: Healthcare Utilization
Analysis in a Rural Regional Medical Center
Background: Remote monitoring for heart failure (HF) has had mixed and
heterogeneous effects across studies, necessitating further evaluation of remote
monitoring systems within specific healthcare systems and their patient populations.
‘‘Care Beyond Walls and Wires,’’ a wireless remote monitoring program to facilitate
patient and care team co-management of HF patients, served by a rural regional
medical center, provided the opportunity to evaluate the effects of this program on
healthcare utilization.
Materials and Methods: Fifty HF patients admitted to Flagstaff Medical Center
(Flagstaff, AZ) participated in the project. Many of these patients lived in underserved
and rural communities, including Native American reservations. Enrolled patients
received mobile, broadband-enabled remote monitoring devices. A matched cohort was
identified for comparison.
Results: HF patients enrolled in this program showed substantial and statistically
significant reductions in healthcare utilization during the 6 months following enrollment,
and these reductions were significantly greater compared with those who declined to
participate but not when compared with a matched cohort. Conclusions: The findings
from this project indicate that a remote HF monitoring program can be successfully
implemented in a rural, underserved area. Reductions in healthcare utilization were
observed among program participants, but reductions were also observed among a
matched cohort, illustrating the need for rigorous assessment of the effects of HF
remote monitoring programs in healthcare systems.
William T. Riley, PhD., et al. DOI: 10.1089/tmj.2014.0093. Vol. 21 No. 3, March 2015
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4365431/
DIABETES MANAGEMENT
Early Results Support Efficacy and Clinical efficiency of Diabetes Management
Decision support software for Blood Glucose Control: Two cohorts of 43
comparative cases

Preliminary results from an ongoing study by Rimidi indicate that the decision support
software, Diabetes+Me, helps to ensure a safe but meaningful reduction in A1c and
therefore reduction in event rate as well as overall healthcare costs. Diabetes+Me has
not only lead to improved benefits to patients, but has also allowed Desert Oasis
healthcare, the facility who is conducting the study, to expand the scalability of its
already successful diabetes management program without having to make the
expensive investment of hiring additional healthcare providers.
Mobile Phone Personalized Behavior Coaching for Diabetes: Study Size 163
patients over 26 Practices
“Conclusions – The combination of behavioral mobile coaching with blood glucose data,
lifestyle behaviors, and patient self-management individually analyzed and presented
with evidence-based guidelines to providers substantially reduced glycated hemoglobin
level over 1 year.”
Cluster-Randomized Trial of a Mobile Phone Personalized Behavioral Intervention for
Blood Glucose Control, Charlene Quinn, Michelle Shardelll, Michael Terrin, Eric Barr,
Soshana Ballew, Ann Gruber-Baldini, Diabetes Care. Published Online July 25, 2011:
http://care.diabetesjournals.org/content/34/9/1934.long
Mobile Phone Diabetes Management: Study Size 30 patients from 3 group
practices
“Conclusions: Adults with type 2 diabetes using WellDoc’s software achieved
statistically significant improvements in A1c. HCP and patient satisfaction with the
system was clinically and statistically significant.”
WellDoc™ Mobile Diabetes Management Randomized Controlled Trial: Change in
Clinical and Behavioral Outcomes and Patient and Physician Satisfaction, Charlene
Quinn, Suzanne Sysko Clough, James Minor, Dan Lender, Maria Okafor, Ann GruberBaldini, Diabetes Technology & Therapeutics, Vol 10, Number 3, 2008, pps 160-168.
http://online.liebertpub.com/doi/pdf/10.1089/dia.2008.0283
Testing Diabetic Retinopathy with Telemedicine Found Successful
A study in JAMA Internal Medicine finds that telemedicine is an effective method to test
for diabetic retinopathy (DR) in Los Angeles. The practice of teleretinal DR screening
was applied in the Los Angeles County Department of Health Services, the largest
publicly operated county safety net in the United States. The use of telemedicine for DR
screening kept patients from needing approximately 14,000 specialist visits, wait times
decreased by 89.2 percent and DR screening annual rates increased by more than 16
percent.
Daskivich LP, Vasquez C, Martinez C, Tseng C, Mangione CM. Implementation and
Evaluation of a Large-Scale Teleretinal Diabetic Retinopathy Screening Program in the
Los Angeles County Department of Health Services. JAMA Intern Med. Published
online March 27, 2017. doi:10.1001/jamainternmed.2017.0204
http://jamanetwork.com/journals/jamainternalmedicine/fullarticle/2612116

RESPIRATORY AND CHRONIC OBSTRUCTIVE PULMONARY DISEASE
MANAGEMENT
Content-Driven Telehealth System Coupled with Care Management: Study Size
Medicare patients enrolled in CMS’ Health Buddy Program demonstration from
2006-2010
The Health Buddy Program is a content-driven telehealth system combined with care
management designed to enhance patient education, self-management, and timely
access to care. “The Health Buddy Program was associated with 23% lower quarterly
all-cause hospital admissions and 40% lower quarterly respiratory-related hospital
admissions compared to baseline for intervention beneficiaries vs. controls. In subgroup
analyses, patients who engaged in the intervention during the study period (n=247)
demonstrated significantly lower quarterly hospital admissions for chronic obstructive
pulmonary disease exacerbations.
CONCLUSIONS: A content-driven telehealth system combined with care management
has the potential to improve health outcomes in Medicare beneficiaries with chronic
obstructive pulmonary disease.”
Au, DH, Macaulay, DS, et al. Impact of a telehealth and care management program for
patients with chronic obstructive pulmonary disease. Ann Am Thorac Soc. 2015
Mar;12(3):323-31. Doi: 10.1513/AnnalsATS.201501-042OC.
http://www.ncbi.nlm.nih.gov/pubmed/25642649
Home Telehealth for Patients with Severe COPD: 60 patients
Telehealth is an important part of the need for innovative models of care for patients
with severe COPD and frequent acute exacerbations. In a cluster assignment,
controlled trial study design, 60 patients were recruited: 30 in home telehealth (TH) and
30 in conventional care (CC). Results: “After 7-months of monitoring and follow-up,
there was significant reduction in ER visits (20 in HT vs 57 in CC), hospitalizations (12
vs 33), length of hospital stay in (105 vs 276 days), and even need for non-invasive
mechanical ventilation (0 vs 8, all p < 0.05)
Segrelles CG, et al. A home telehealth program for patients with severe COPD: the
PROMETE study. Respir Med. 2014 Mar; 108(3):453-62. Doi: 10.1016/j.med.2013.
12.003. Epub 2013 Dec 16.
http://www.ncbi.nlm.nih.gov/pubmed/?term=A+home+telehealth+program+for+patients+
with+COPD%3A+The+PROMETE+study

Tele-assistance (TA) in chronic respiratory failure patients: 240 patients (101 with
COPD)
Chronic respiratory patients requiring oxygen or home mechanical ventilation
experience frequent exacerbations and hospitalizations with related costs. Patients
were randomized into two groups: an intervention group (1-year TA) and control group
(conventional care). “Compared with controls, the TA group experienced significantly
fewer hospitalizations (-36%), fewer GP calls (-65%) and acute exacerbations (-71%).
After deduction of TA costs, the average overall cost for each patient was 33% less than
for usual care.”
Vitacca M, Bianchi L, et al. Tele-assistance in chronic respiratory failure patients: a
randomized clinical trial. Eur Respir J. 2009 Fed:33(2):411-8. Doi:
10.1183/09031936.00005608. Epub 2008 Sep 17.
http://www.ncbi.nlm.nih.gov/pubmed/18799512
Home telemonitoring program: 369 patients with at least one COPD exacerbation
per year prior to enrollment
The study was designed to evaluate the effects of home telemonitoring on healthcare
utilization in patients with COPD. “Of these, 71.5% had a reduction in number of ED
visits and exacerbations requiring hospitalization after enrollment in the program. The
average number of hospital admissions, ED visits, and total exacerbations were all
reduced (0.41 ± 1.68, 0.15 ± 1.65, and 0.56 ± 2.3, respectively; all with p < 0.01).”
Alrajab S, Smith TR, et al. A home telemonitoring program reduced exacerbation and
healthcare utilization rates in COPD patients with frequent exacerbations. Telemed J E
Health. 2012 Dec; 18(10):772-6. Doi: 10.1089/tmj.2012.0005. Epub 2012 Oct 19.
http://www.ncbi.nlm.nih.gov/pubmed/?term=Alrajab+S%2C+Smith+TR%2C+et+al
Telehealth Program for CPAP Adherence: 122 patients
This study evaluated the effectiveness of coaching labor requirements of a web-based
automated telehealth (TH) messaging program compared with standard of care (SOC)
in newly diagnosed patients with obstructive sleep apnea. “There was a significant
reduction in the number of minutes coaching [by respiratory therapists] required per
patient in the TH vs SOC group (23.9 ± 26 vs. 58.3 ± 25, 59% reduction; p < 0.0001).”
More than 2 million patients on continuous positive airway pressure (CPAP) for
obstructive sleep apnea (OSA) are being monitored at home using AirView. Key
parameters of treatment effectiveness can be determined remotely at the patient level to
adjust therapy or troubleshoot and correct device problems, or at the population level to
efficiently measure adherence levels and track frequency of complications like mask
leak. Adherence to therapy can be significantly improved through the use of remote
patient monitoring and patient engagement technologies. 1,2,3

1 Munafo D, Hevener W, et al. A telehealth program for CPAP adherence reduces labor
and yields similar adherence and efficacy when compared to standard of care. Sleep
Breath. 2016 May;20(2): 777-85. doi: 10 10.1007/s11325-015-1298-4. Epub 2016 Jan
11.
http://www.ncbi.nlm.nih.gov/pubmed/?term=Munafo+D%2C+Hevener+W%2C+et+al.
2 Crocker M, Lynch S, Willes L, et al. A Propensity-Adjusted Comparative Analysis of
PAP Adherence Associated With Use of Myair. CHESTAnnual Meeting 2016.
3 Chang J, Liang J, Becker K, et al. Impact of Interactive Web-based Education and
Automated Feedback Program on CPAP Adherence for the Treatment of Obstructive
Sleep Apnea (Tele OSA). SLEEP Annual Meeting 2016

Telemedicine Versus Face-to-Face Evaluations by Respiratory Therapists
The study aimed to determine how well respiratory assessments for ventilated neonates
and children correlated when performed simultaneously by 2 RTs face-to-face and via
telemedicine.
“Telemedicine evaluations highly correlated with face-to-face for 10 of 14 aspects of
standard bedside respiratory assessment.”
Bell, RC, Yager PH, et al. Telemedicine Versus Face-to-Face Evaluations by
Respiratory Therapists of Mechanically Ventilated Neonates and Children: A Pilot
Study. http://rc.rejournal.com/content/61/2/149:abstract

MEDICATION ADHERENCE FOR CHRONIC CONDITIONS
Case Study: Mobilizing Your Medications: An Automated Medication Reminder
Application for Mobile Phones and Hypertension Medication Adherence in a HighRisk Urban Population
Background: Hypertension frequently accompanies diabetes mellitus, worsening
prognosis and complicating medical care for patients. Low medication adherence with
multiple medications is a major factor in the inadequate achievement of blood pressure
treatment goals. Widespread access to mobile phones offers a new opportunity to
communicate with patients and enhance disease self-management.
Methods: We recruited 50 high-risk urban patients with hypertension, who are using at
least two prescription medications for hypertension, into an open-label trial using
medication reminder software on a mobile phone. Medication adherence was assessed
by review of pharmacy refill rates before, during, and after availability of the medication
reminder software (pre-activation, activation, and post-activation phase, respectively).
Results: Forty-eight patients completed the study. All subjects were insured by
Medicaid, 96% were African-American, and the majority had diabetes mellitus. The
proportion of days covered for each study phase was as follows: pre-activation phase =

0.54, activation phase = 0.58, and post-activation phase = 0.46. A significant difference
was found between the activation and post-activation phases (p = .001). The increase in
measured adherence between the pre-activation and activation phases approached
significance (p = .057). Forty-six patients completed the pre- and post-Morisky
medication adherence survey. The median score rose from 2.0 at baseline to 3.0 at
study completion (p < .001). Average blood pressure and level of control during study
period improved significantly after initiation of the study and remained improved from
baseline through the course of the study. The 48 subjects who completed the study
reported a high level of satisfaction with the medication reminder application at the final
study visit.
Conclusions: A mobile-phone-based automated medication reminder system shows
promise in improving medication adherence and blood pressure in high-cardiovascularrisk individuals.
Samir Patel, M.D., et al. Journal of Diabetes Science and Technology Volume 7, Issue 3,
May
2013
https://www.ncbi.nlm.nih.gov/pubmed/23759395
BLOOD PRESSURE MANAGEMENT
Using simple telehealth in primary care to reduce blood pressure: a service
evaluation (n=364) with 124 intervention patients. “Conclusions: Simple telehealth is
acceptable and effective in reducing patients’ BP. In future, poorly controlled patients
could be targeted to maximize BP reductions or broader use could improve diagnostic
accuracy and accessibility for patients who struggle to regularly attend their GP surgery.”
[Elizabeth Cottrell, Ruth Chambers, Phil Connell. BMJ Open. 2012;2:e001391.
Doi:10.1136/bmjopen-2012-001391]
http://bmjopen.bmj.com/content/2/6/e001391
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Executive Summary
Consumer Direct Care Network consists of 20 companies offering some form of self-directed
services in 13 states and the District of Columbia. We have been in existence since 1990 and we
have grown from our original location in Missoula, Montana. We thank you for the opportunity
to respond to this RFI and look forward to working directly with CMMI as self-direction continues
to evolve at the national level.
Please contact us directly should you require additional information.
With best regards,
Kelly Jepson
Policy Analyst
Consumer Direct Care Network
http://consumerdirectcare.com/

Response to Request for Information
1. Comments on guiding principles or focus areas
Consumer Direct Care Network (Consumer Direct) strongly supports the concept of “consumerdriven care,” as it pertains to Medicaid-funded Long-Term Services and Supports (LTSS). We
believe that beneficiaries and families—rather than government or health plan case managers—
are best positioned to decide how, when, and from whom their services and supports are
delivered. Therefore, it is critical that beneficiaries and their families are offered not only the
ability to participate in meaningful decision-making processes about their LTSS, but also that
they are given the means to control utilization and create efficiencies in their service delivery.
Because of the high cost of LTSS, many individuals are unable to sustain private pay LTSS for the
duration required and instead become Medicaid-eligible as the costs of LTSS drain their savings.
Therefore, Medicaid is the country’s primary payer of all LTSS, and LTSS expenditures continue to
grow rapidly year over year as Americans continue to age (Reaves & Musumeci, 2015). A 2012
AARP report found that the population of Americans over 65 will more than double and the
population of Americans over 85 will more than triple by 2050 (Houser et al, 2012). To mitigate
the heavy fiscal burden this will place on federal and state Medicaid budgets, it is critical that
efficient, market-driven reforms be implemented now.
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HCBS is cost-effective
Nursing homes and other institutional settings cost, on average, far more than do Home and
Community-Based Services (HCBS). And institutional settings offer no realistic means by which
Medicaid beneficiaries can make meaningful decisions about their care or control their utilization.
Rather, their institutional stays are paid by Medicaid at a flat rate for the duration of the
beneficiary’s stay.
We cannot look to institutions to provide a solution to the upcoming funding crisis due to
increased numbers of aging Americans. Continuing to rebalance LTSS toward HCBS as an
increasingly greater percentage of total Medicaid LTSS spending will help mitigate the high costs
of aging. An AARP report found that Medicaid can support nearly three older Americans and/or
Americans with physical disabilities via HCBS in the same timeframe for the cost of a single
beneficiary’s nursing home stay (Kassner et al, 2008).

HCBS increases quality of life
Notably, this same report found that eighty-four percent of older Americans and eighty-seven
percent of Americans with disabilities prefer to stay at home versus moving to an institutional
setting (Ibid). Therefore, the more Medicaid dollars are spent on HCBS versus institutions, the
better—both for beneficiaries and their families as well as for taxpayers. Increased spending on
self-direction under LTSS or MLTSS should go hand in hand with assurances of quality of care.
We advocate that CMMI continue to support development and implementation of metrics for
HCBS quality in FFS and MLTSS environments. In line with developing quality in these realms of
care delivery, CDCN supports metrics proposed earlier this fall in CMS’s proposed metrics for
MTLSS and self-direction.

Quality of care and fraud, waste and abuse are monitored within HCBS
With increased utilization of LTSS, we advocate that CMMI look to self-direction providers for
examples of how quality of care and fraud and abuse are monitored and reported within current
service delivery. CMMI should also look to current providers for how fraud, waste, and abuse is
monitored and reported on a regular basis.
Each beneficiary’s self-directed expenditures are also monitored by a Financial Management
Services (FMS) entity. FMS agencies are tasked with ensuring expenditures have been made in
accordance with program rules and the individual’s service plan. The role of the FMS entity
ensures that a powerful oversight mechanism is in place to detect and prevent fraud, waste, and
abuse. The FMS entity also provides beneficiaries with regular spending reports, so beneficiaries
can review how their Medicaid dollars were spent and how many dollars remain available to
them in the authorization period. FMS entities also detect and prevent overutilization of services
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and can educate and otherwise assist beneficiaries who require additional assistance with
budget management.

Self-direction offers choice and control
Not all HCBS offer beneficiaries the same level of choice and control over their service utilization.
Among all services on the HCBS spectrum, self-directed services are unique in that they offer
both opportunities and incentives by which beneficiaries and families can monitor and control
their utilization of services, and therefore their cost. Encouraging Medicaid beneficiaries to enroll
in self-directed HCBS options is a powerful mechanism by which to incent price sensitivity and
cost-conscious decision making among Medicaid beneficiaries who qualify to receive LTSS. This is
particularly true in self direction programs that offer budget authority, such as the Cash &
Counseling programs pioneered in the 1990s and early 2000s.
Self-directing programs allocate each beneficiary dollar-based or unit-based budgets for services
or hours of service. All budgets are based on the beneficiary’s assessed health needs. The
beneficiary, with support from a support broker, case manager, or other qualified professional
entity, can make decisions about how to spend these dollars in a way that best meets each
individual’s needs within the rules of the program as set forth in the respective Medicaid waiver
or State Plan Amendment.
Individualized budgets require that beneficiaries select which services they receive and time
spent for each service in a given week. Some models of self-direction also enable the beneficiary
to set their workers’ pay rates. It is worth noting that self-direction programs often require that
individuals have the ability to exercise discretion when setting wages, knowing that authorized
services and budgets are not increased simply due to worker hourly wages. Many self direction
programs with budget authority also allow that goods and non-employee services can be
authorized for purchase by beneficiaries with their individual budgets if the item is allowable
under Medicaid rules. In this way, self-direction offers immense opportunities for cost savings
while promoting independence. Research from the Cash & Counseling program showed that
many beneficiaries achieved significantly greater efficiency in their use of resources by exercising
this option (Simon-Rusinowitz et al, 2010).

Models of FMS
We advocate that DMAS continue to offer the benefits of self direction through Beneficiary
Directed (CD) services. Beneficiary Direct is experienced in both the Fiscal Employer Agent (FEA)
model of service and Agency with Choice (AWC) or Co-Employment (COE) models. Although the
national trend is toward the FEA model, and we are well-versed in this model, we continue to be
strong advocates for AWC or COE for its higher level of oversight and support by the vendor.
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Our website provides additional insight into FMS services and illustrates that we are familiar with
and capable of offering all federally-recognized models of self-direction and of FMS:
http://beneficiarydirectcare.com/financial-management/

FEA
The FEA model of FMS delivery model offers the maximum amount of employer and budget
authority to the participant, and offers participants the opportunity to be more accountable for
their own care. This model of FMS delivery is also more scalable and straightforward for the FMS
vendor, making it easier for FMS vendors to offer this service at a lower cost to larger
populations. It is worth noting, however, that while the participant has maximum degree of
accountability in this model, the FMS should continue to provide consistent, reliable, and
responsive customer service support to participants and their attendants, and is not removed
from this responsibility within this model, regardless of contract scope.
You can find materials for one of our fastest growing FEA programs here:
http://beneficiarydirectfl.com/forms/

Agency with Choice or Co-Employment
Agency with Choice or co-employment shares many of the characteristics of the FEA model
described above. This model of FMS allows for simplification of tax filing and reporting on behalf
of participants, and alleviates participants of some of the additional liabilities that come with
self-directing care in the FEA model and with the participant being the registered Employer of
Record for workers. Co-employment offers a reduced risk profile to the participant because the
FMS remains the employer of record for workers.
Within the co-employment or Agency with Choice model of FMS, we advocate that the
participant maintain primary responsibility for selecting their caregiver, scheduling their care
delivery and following their established backup plan of care. Experience has illustrated that
participants are in the best position to take responsibility for when they require their authorized
services to be delivered.
Beneficiary Direct issues annual satisfaction surveys for all of the participants we serve across the
country who receive services in all models of FMS. We find that participants enrolled in coemployment models of FMS experience and report higher rates of satisfaction with their care
delivery. In part higher satisfaction in co-employment comes from more direct and frequent
connections between our staff and people we serve. The co-employment model facilitates
participant satisfaction with care combined with reduced business responsibility for participants
that would come with the FEA model of FMS.
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Self-direction can help circumvent workforce shortages
When appropriate information and resources are combined with an individualized budget,
beneficiaries can develop and promote a high-quality workforce (Applebaum and Mahoney,
2016) which creates incentives for spending budgeted dollars on their hourly wage, as opposed
to spending their budget on unnecessary or otherwise inappropriate services. Each beneficiary
must manage their authorization appropriately in order to meet ongoing needs through the
duration of the authorization.
The concept of self-direction enables beneficiaries to work directly with caregivers they trust and
build relationships. This structure fosters longevity of the caregiving workforce and helps to
address caregiver workforce shortages across the country.

2. Model designs which are consistent with guiding principles
Self direction offers expansive opportunities to increase flexibility, incent smart decision making
by Medicaid beneficiaries, and create state-specific solutions within Medicaid LTSS. For the
reasons described in Question 1, self-direction has a critical role to play in terms of creating lowcost, flexible, and sustainable LTSS options that lower costly institutional stays and hospital
admissions.
In line with Potential Model #6 in the RFI, self-direction programs inevitably mirror the
geography and demographics of places in which they are located, rendering each program
unique. Self direction thrives in metropolitan areas as well as in rural areas because programs
have varied characteristics which are tailored to each state’s unique populations. As previously
mentioned, self-direction also enables beneficiaries to work with someone whom they trust and
establish a relationship with their caregiver, adding to the longevity of the caregiver workforce
across the country (especially in rural areas).
Another salient difference is in the available workforce from which self-directing individuals can
select. Due to population density, beneficiaries in many large cities have a wide array of
experienced workers available for hire, whereas beneficiaries in rural areas tend to rely more on
hiring trusted family, friends, neighbors, and other non-traditional caregivers. Despite the
prevalence of non-traditional caregivers in self direction, however, the Cash & Counseling
demonstration found that the quality of self-directed care was as good as or better than that
offered via traditional agency services, and this held true across both rural and urban states
(Carlson et al, 2007). This reinforces the fact that beneficiaries have an important role to play in
quality determinations and are fully capable of developing high-quality workforces, despite
potential geographic challenges (Applebaum and Mahoney, 2016).
Moreover, two of the main Medicaid authorities by which states offer self direction—namely,
1915(c) and 1115 waivers—permit states to target certain populations and even geographic
regions within the states. Targeting helps ensure that each self direction program is best
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positioned to serve beneficiaries’ needs and is not “one-size-fits-all.” Rather, each self direction
program can take on state-specific characteristics, ensuring continued flexibility.

3. Suggestions on structure, approach, and design of potential models
While self direction with employer authority only still offers advantages over traditional agency
services, we recommend CMS encourage states to pursue self direction with budget authority as
well as employer authority. Unlike employer authority-only self direction, self-direction with
budget authority enables beneficiaries to decide workers’ rates of pay and exert greater control
over budget management. (In self direction with employer authority only, beneficiaries are
limited to selecting their workers and acting in a supervisory role, and they generally are not able
to decide workers’ rates of pay or have decision-making authority over their utilization beyond
deciding workers’ schedules. Workers’ rates of pay are generally decided by the state, managed
care organization, or FMS entity in these cases.) It is again worth noting that self-direction
programs require beneficiaries to manage services and wages within their allocated budgets.
Some states are wary of self direction with budget authority, because it can be more complex to
implement than models which only allow for employer authority. However, decades of
innovation in self direction have created a wide range of options for states implementing budget
authority. For example, programs with full budget authority allow beneficiaries to purchase
authorized goods and services, as described in the previous question’s response. Other programs
do not allow purchase of goods and services, but still offer budget authority in that beneficiaries
are responsible for setting workers’ rates of pay for providing a given service, such as personal
care.

4. Options in paying for care delivery that incorporate price sensitivity and
a beneficiary directed focus
We recommend that CMS and CMMI continue to promote the integration of value based
purchasing arrangements within both MA and FFS programs. VBP aims to ensure greater
coordination of care. VBP arrangements can both lower program cost through better
coordination of care, and incentivize providers to participate.

5. How CMS can further engage beneficiaries in development of these
models and/or participate in new models
Many states that are interested in implementing self direction with budget authority have not
done so because they lack the technical and operational expertise to implement the model. CMS
and CMMI can engage beneficiaries by supporting state medicaid agencies and managed care
entities with creating, expanding, and optimizing self direction opportunities across the country.
This support can come in the form of technical assistance as well as encouragement for states to
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build self direction into their 1915(c) and 1115 waivers as well as via various State Plan
Amendment authorities.
CMS can also encourage states to expand self direction with budget authority options to
Medicaid beneficiaries with Serious Mental Illness (SMI). While self direction as a model for
behavioral health service delivery is still relatively new, it has been found extremely effective
(Barzyk and Lincove, 2010).
Finally, CMS can continue to emphasize LTSS rebalancing to reduce Medicaid costs and maximize
the number of beneficiaries that can live safely in their homes and communities. As self direction
continues to grow in popularity and Medicaid payers grow more familiar with the model over
time, more and more of the beneficiaries will be able to opt into self direction.
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
RE: Request for Information CMS Innovation Center New Direction
Dear Administrator Verma:
On behalf of consumers and purchasers of health care services across the country, thank you for
the opportunity to provide input on the new direction of the Center for Medicare & Medicaid
Innovation (Innovation Center). The Consumer-Purchaser Alliance is a coalition of leading
consumer and purchaser organizations working to promote a high-value health system. In recent
years, our work has focused on value-based payment and care delivery models built on a
foundation of meaningful and actionable performance information. We share CMS’s goals of
more patient-centered care, improved quality, reduced costs, and better outcomes. 1
In pursuit of a high-value health system that achieves these goals, we offer two
recommendations for the new direction of the Innovation Center. First, establish a clear path
from any new framework, including new models the Innovation Center supports, to the robust
and widespread transformation needed to realize value for all patient and communities. Second,
invest in and require a strong foundation of meaningful information to enable informed
decision-making by consumers, purchasers, providers, and others. Meaningful information is
fundamental in allowing new payment and delivery models to achieve better health outcomes,
patient experience, and affordability; and practice transformation.

Establish a Clear Path to a High-Value System
The Innovation Center can accelerate the transformation of our health care system to improve
care quality and population health and effectively reward providers based on value. By testing
and adopting the most promising payment and care delivery models, the Innovation Center has a
1

For brevity, we refer in various places in our comments to “patient” and “care,” given that the Medicare and
Medicaid programs are rooted in the medical model. People with disabilities frequently refer to themselves as
“consumers” or “persons.” Choice of terminology is particularly important for purposes of care planning and care
coordination, when the worlds of independent living and health care provider often intersect.
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unique function in driving system transformation. The initial ideas laid out in the RFI leave many
questions about the pace of system transformation and the role CMS anticipates taking in
enabling and accelerating that transformation. We urge CMS to clearly convey that the
Innovation Center’s new direction will continue to prioritize system transformation. As part of a
clear path to a high-value system, we recommend that the Innovation Center, and CMS more
broadly, include the following actions:
1. Maintain a high bar for Advanced Alternative Payment Models (APMs) that qualify for
the MACRA bonus. Policies and initiatives should encourage clinicians to move toward
APMs that reward high-value care and support care delivery innovations. The existing
criteria for Advanced APMs are an appropriate starting place, and should not be
weakened or watered down solely to achieve higher levels of clinician participation. We
urge CMS to continue providing clinicians new opportunities to participate in APMs,
particularly intermediate or MIPS APMs that can serve as a stepping stone to an
Advanced APM. We also support efforts to provide needed financial and technical
resources to help those clinicians prepare for and succeed in APMs. The financial
incentives for APM participation – that is, the 5 percent bonus available to participating
clinicians – should be reserved for models that meet a high bar and are proven to
improve patient experience, health outcomes, and affordability of care.
2. Rapidly scale successful models and align model design across initiatives and sectors. In
order to drive improved practice patterns and care delivery, the financial incentives and
model design of an APM must represent a significant portion of a provider’s revenue
and patient panel. The Innovation Center should test strategies that promote alignment
and scalability such as common financial incentives, data infrastructure, and information
exchange across models and sectors. When a model proves to improve the quality,
outcomes, experience, and cost of care, CMS should rapidly scale the model to maximize
its reach and benefit.
3. Evaluate models in a transparent way that enables meaningful comparison. We
acknowledge the Innovation Center’s desire to move to more small-scale, voluntary
models that allow providers a larger role in driving innovation. However, we are
concerned that this approach will not provide needed information about whether a
model can be successful outside the initial test site. To ensure that evaluation results
provide useful information about which models should be scaled, the Innovation Center
should pursue models with a sufficiently large and representative sample of providers. In
addition, we strongly urge the Innovation Center to use a set of outcome criteria based
on multi-stakeholder input to assess whether these models achieve the most important
goals of system transformation. A set of uniform outcome measures enables a variety of
approaches to be tested and compared, without requiring CMS to be overly involved in
the care process or payment models. Such uniform outcome measures would also allow
CMS to identify small scale models that warrant further exploration.
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Initiatives to Transform Health Care Require Meaningful Information
Meaningful and accessible information is a critical component of a transformed health care
system. Providers need rapid feedback about their performance to improve their delivery of care.
Consumers need quality information that is relevant, comparable, and sufficiently granular to
make decisions such as choosing a clinician, facility, treatment, or insurance plan. Purchasers and
other stakeholders need performance information to build and evaluate value-based payment
models.
Overall, quality and value in health care go far beyond adherence to evidence-based clinical
standards. Meaningful performance measures must include patient experience of care, measures
that assess whether care is being delivered in a patient-centered way, and clinical and patientreported outcomes of care. Payment models based on an incomplete definition of quality and
value create incentives that are misaligned with patient needs, driving practice transformation
that achieves the wrong goals or is wasteful. We strongly urge the Innovation Center and CMS
more broadly to put patients’ information needs at the center by promoting measures that are
meaningful to patients, implemented in a standardized way across sectors and payers, and that
allow for comparison among providers and organizations. In addition to giving patients tools
and information to make decisions based on quality and cost, we encourage CMS to continue to
advance patients’ and family caregivers’ ability to access, contribute to, and use their own clinical
health information. The Innovation Center can support consumer engagement by piloting and
evaluating various options for effective shared care planning and shared decision making.
CMS’s Meaningful Measures initiative is a significant step toward this kind of high-value
information. This initiative holds promise for simultaneously reducing provider burden and
improving competition in a market-driven health care system. We encourage the Innovation
Center to go a step further and require that all models include a strong performance
measurement component. The current requirement for Advanced APMs to have a quality
component comparable to MIPS will not produce the kind of high-quality care all stakeholders
desire, and may exacerbate the problems of measure proliferation and misalignment. As the
Innovation Center contemplates new models, we recommend raising the bar to assess
participant performance and to evaluate models’ success in driving value relative to each other.
In some cases, it may be appropriate to include requirements or incentives for reporting even
when performance on those measures is not tied to a financial incentive; for example, reporting
patient-reported functional status scores at a point in time to demonstrate information captured
through a standardized tool, rather than to demonstrate positive or negative performance on a
performance measure. 2

2

For example, in the proposed Cardiac episode payment models, we recommended that CMS offer an incentive to
providers who chose to report on patient-reported outcomes for cardiac care through a small number of standardized
tools. This reporting can promote more standard use of these patient-centered tools and facilitate the development
and testing of patient-reported outcome performance measures, a priority measure gap.
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Thank you for considering our perspective on the need for a clear path to a high-value health
care system and a robust foundation of information in the Innovation Center’s new direction. If
you have any questions, please contact Stephanie Glier, Senior Manager for the ConsumerPurchaser Alliance.
Sincerely,

Debra Ness
President
National Partnership for Women & Families
Co-Chair, C-P Alliance

William Kramer
Executive Director
Pacific Business Group on Health
Co-Chair, C-P Alliance

Novem er 20, 2017
Amy Bassano
Acting Director, Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
Department of Health and Human Services
CMMI_NewDirection@cms.hhs.gov

BY ELEC RONIC DELIVERY
Re:

Cente s fo Medica e & Medicaid Se vices: Innovation Cente New Di ection

Dear Ms. Bassano:
The Consumer Technology Association (CTA)™ appreciates the opportunity to su mit
comments on the Centers for Medicare & Medicaid Services (CMS): Innovation Center New
Direction Request For Information (RFI).1 As part of the RFI, CMS asks for “feed ack on a new
direction to promote patient-centered care and test market-driven reforms that empower
eneficiaries as consumers, provide price transparency, increase choices and competition to
drive quality, reduce costs, and improve outcomes.”2
CTA is the trade association representing the $321 illion U.S. consumer technology industry,
which supports more than 15 million U.S. jo s. More than 2,200 companies – 80 percent are
small usinesses and startups; others are among the world’s est known rands – enjoy the
enefits of CTA mem ership including policy advocacy, market research, technical education,
industry promotion, standards development, and the fostering of usiness and strategic
relationships. CTA also owns and produces CES® – the world’s gathering place for all who thrive
on the usiness of consumer technologies. Profits from CES are reinvested into CTA’s industry
services.

1

CMS: Innovation Center New Direction, (Sept. 20, 2017), available at
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf.
2
Id. at 1.

CTA’s mem ership includes medical device manufacturers, healthcare services providers, and
health and fitness firms that are developing digital health technologies to modernize
healthcare. Our mem ers aim to expand the ways medicine is delivered, while improving
patient outcomes, and ena ling medical efficiency.
CTA appreciates CMS’s timely solicitation for information on forging a new direction for its
Center for Medicare & Medicaid Innovation (CMMI). We are su mitting these comments to
address CMS’s stated interest in testing models in eight focus areas. The intent of Congress in
creating CMMI was to research, develop, test, and expand innovative payment and delivery
arrangements (models) that maintain or improve quality of care and reduce costs.3 In fact, the
Section 1115A of the SSA, esta lishing CMMI, encourages CMMI, when selecting models to test,
to consider enumerated types of models concerning care coordination for chronically-ill
individuals at high risk of hospitalization, which could include home telehealth technology, as
well as enumerated factors, including “[w]hether the model utilizes technology, such as
electronic health records and patient- ased remote monitoring systems, to coordinate care
over time and across settings.”4 Over the past few years, the field of healthcare has
experienced a transformative change led y rapid improvements in digital health technologies.
This change has created more opportunities to explore healthcare models that place a
particular emphasis on the liquidity of data, as they collapse time and space y ringing
providers, services, treatment options, and patients closer than ever efore. Digital health
technologies should play an affirmative role in every model considered and tested y CMS as
these technologies continue to expand their prominence in medicine. The time is ripe to move
forward with the technology-related models that were expressly contemplated y Congress in
esta lishing CMMI.
To that end, our comments focus on the “Consumer-Directed Care & Market-Based Innovation
Models” provisions of the RFI, as set forth elow.
CTA Encou ages CMS to Develop Models Focused on Remote Monito ing of Patient Ca e In
Addition to App op iately Inco po ating Consume -Di ected Healthca e Technologies Into Its
Models Mo e Gene ally
Consumer-driven health-related technologies have the potential to generate a significant
enefit to patients and the healthcare industry. At least one analysis has estimated that healthrelated devices “could ena le societal enefits worth more than $500 illion per year, ased on
the improved health of users and the reduced cost of care for patients with chronic diseases”
and realize an economic impact of $170 illion to $1.6 trillion per year in value in 2025 as a
result of “improved quality of life and extending health life spans for patients with chronic
3
4

See generally Social Security Act (SSA) § 1115A (codified at 42 U.SC. § 1315a).
SSA § 1115A( )(2) (codified at 42 U.S.C. § 1315a( )(2)).
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illnesses, and reducing cost of treatment.”5 In addition, healthcare technologies have egun to
enhance the way providers communicate and interact with patients and their families in
providing healthcare. More regular monitoring of patients helps to avoid costly hospitalizations
and rehospitalizations.6
Research also has suggested that “there can e a positive relationship etween [health
information technology] and patient-centered care,” 7 which, in turn, could serve to enhance
consumer-driven healthcare choices. In this way, technology helps to promote one of the
guiding principles of the RFI, namely that of patient-centered care, y empowering patients and
their families y giving them the information they need to make personalized, informed
healthcare decisions.8
For these reasons, CTA encourages CMS to investigate consumer-driven healthcare models that
explore the use of consumer-directed care using remote patient monitoring and other patientfacing technologies to enhance care coordination and patient safety. These models would oth
improve quality of care and generate cost savings y encouraging the adoption of patientcentered health technologies to help patients, working with their providers, take charge of and
coordinate their own care. Such models could e focused on examining the use of these
technologies with respect to specific disease states, such as cardiovascular-related illness or
dia etes, or could e designed roadly to focus on any kind of technology that would perform
these functions to improve the care of a road array of eneficiaries with one or more chronic
or other conditions and diverse healthcare needs. These models would demonstrate how
giving patients the tools to etter manage their healthcare and real-time feed ack on their own
health can improve health outcomes and ena le patients to etter manage their disease states
overall. These models would have the added enefit of examining how the use of these
technologies can help physicians etter manage patients receiving care from multiple providers
and etter understand their patients’ conditions remotely without having to schedule
additional face-to-face visits or order redundant tests and procedures that would increase the
costs of the healthcare services they provide.
An emphasis on consumer-driven, patient-centered technologies also is consistent with CMS’s
recent updates to the Quality Payment Program (QPP) esta lished under the Medicare Access
and CHIP Reauthorization Act (MACRA). These updates were adopted as part of a final rule
pu lished in the Federal Register on Novem er 16, 2017. As part of this final rule, CMS
5

James Minyika, et. al., Unlocking the Potential of the Internet of Things, McKinsey Glo al Institute at 8, 37 (June
2015).
6
Id. at 39.
7
Bar ara Cliff, et. al., Patient-Centered Care: Using Technology to Enhance Patient-Centered Care, 57 J. Healthcare
Management 301, 302 (Sept./Oct. 2012).
8
Id. See also RFI, at 2.
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adopted a QPP improvement activity concerning eneficiary engagement with respect to which
clinicians will work to “[e]ngage patients and families to guide improvement in the system of
care y leveraging digital tools for ongoing assessment and guidance outside the encounter . . .
.”9 CMS expressly indicated that this improvement activity should e undertaken using
technology that provides active, real-time feed ack to patients and clinicians regarding the
patient’s condition and care.10 Consumer-driven, patient- (and family-) centered technologies
there y serve as the vehicle through which this improvement activity can e most effectively
implemented for all of the reasons outlined a ove. This use of such technology could serve a
compara le role as part of a consumer-driven, patient-centered demonstration project.
In addition, CTA encourages CMS to consider the use of patient-centered healthcare
technologies when designing any new model to e tested. In doing so, CMS could incorporate
National Quality Forum (NQF) remote monitoring measures into these models, such as those
that directly measure patient empowerment through demonstrated confidence in,
understanding of, and compliance with their care plan.11 Again, incorporating consumerdriven, patient-centered healthcare technologies into these models would align the models
with CMS’s own policy agenda, as illustrated y the technology-focused eneficiary
engagement improvement activity under QPP. While not every model may e an appropriate
avenue to explore the enefits of these technologies, in many cases incentivizing the use of
these technologies can only enhance the enefits expected out of a model. For example, CMS
recently announced a new Medicare Dia etes Prevention Program (MDPP) Expanded Model
focused on the prevention of dia etes through ehavioral changes.12 Consumer-driven patient
technologies can help with those ehavioral changes y helping providers communicate with
patients and monitor patient progress and y empowering patients to do likewise. While CMS
did not go as far as it should have gone to accommodate virtual MDPP service providers under
the model, CMS did authorize the use of virtual make-up sessions to help patients connect with
their dia etes prevention coaches online if they are una le to do so in person, as well as permit
providers to furnish patients with some technology to help etter monitor their health, up to a
$1,000 value.13 We ask that CMS continue to look for ways to expand the use of such
technologies and appropriately incorporate such technologies in other models as well.

9

82 Fed. Reg. 53,568, 53,669 (Nov. 16, 2017).
Id.
11
NQF, Creating a Framework to Support Measure Development for Telehealth (Aug. 31, 2017).
12
CMS, Medicare Dia etes Prevention Program (MDPP) Expanded Model,
https://innovation.cms.gov/initiatives/medicare-dia etes-prevention-program/ (last updated Nov. 7, 2017).
13
Medicare Program; Revisions to Payment Policies Under the Physician Fee Schedule and Other Revisions to Part
B for CY 2018; Medicare Shared Savings Program Requirements; and Medicare Dia etes Prevention Program, CMS1676-F at 822–32, 1102–12 (Nov. 2, 2017).
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CTA Encou ages CMS to Suppo t Healthca e Consume ism by Giving Patients Access to Thei
Own Healthca e Reco ds Th ough Mobile Health Applications
Patients need to have access at all times to their health records maintained y the various
providers and health plans they use over time to help support individual autonomy and
responsi ility in their own healthcare and full participation in a vi rant health insurance
marketplace and relevant government health programs. Encouraging such access should e a
key component of any model tested y CMMI.
The a ility of patients to access their electronic health records (EHR) and to use the EHR
applications of their choice is essential to ena le patients to est manage their healthcare.
Patients must e a le to assem le these records in one place and access them at any time and
from any place for their own review and to share these records with their various providers.
Providing convenient access to EHR is an essential step to empowering patients to access the
health services they need and etter coordinate their care at a lower cost. Patient access to
EHR and to applications that can process these records can help prevent medical errors14 and
help reduce redundant medical care, oth of which are major causes of the unnecessary
healthcare spending in the United States. This spending has een estimated to amount to one
third of healthcare expenditures.15
Ena ling consumer access to their health records also provides a common sense cure to
provider “information locking” and the lack of interopera ility among provider systems as
patients would have the tools to access and share their own medical records with their
healthcare providers at every point of care.
As a patient safety and cost control tool, individual access to and use of EHR can e encouraged
y adopting incentives and rewards for all stakeholders, first and foremost to insured
individuals, private insurers, and healthcare providers.
CMS should test models that encourage patients to access and use their personal health
records through mo ile applications of their choosing. Mo ile application developers,
providers, and eneficiaries should e encouraged to participate in the model, with
reim ursement availa le to mo ile application developers and incentives availa le to
eneficiaries who “periodically use” cutting edge technologies to conveniently manage their
healthcare information.
*

*

*

14

*

*

A recent study pu lished y The BMJ indicates that medical error may e the third leading cause of death in the
United States. This research is availa le here: http://www. mj.com/content/353/ mj.i2139.
15
Nicole Cafarella Lallemand, Health Policy Brief: Reducing Waste in Health Care, Health Affairs (Dec. 13, 2012).
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CTA thanks CMS for this opportunity to comment on the RFI and appreciates CMS’s time and
consideration of the crucial issue of developing new means of providing healthcare services
through the incorporation of healthcare technologies to enhance consumer-driven care. We
would e happy to discuss our comments with you, and we look forward to working with you in
developing technology- ased consumer-driven models. If you have any questions, please do
not hesitate to contact me.
Respectfully su mitted,
/s/ Julie M. Kearney
Julie M. Kearney
Vice President, Regulatory Affairs
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November 20, 2017
Administrator Verma
Centers for Medicare and Medicaid Services
Department of Health and Human Service
200 Independence Avenue, Southwest
Washington, DC 20201
RE: Center for Medicare and Medicaid Innovation (CMMI) Request for Information (RFI)
Dear Administrator Verma,
ConvaTec is a global medical products and technologies company focused on therapies for the
management of chronic conditions, with leading market positions in advanced wound care, ostomy care,
continence and critical care, and infusion devices. ConvaTec’s products provide a range of clinical and
economic benefits including infection prevention, protection of at-risk skin, improved patient outcomes,
and reduced total cost of care. Our U.S. operations are headquartered in Bridgewater, New Jersey, with
additional business offices in Arizona, New York, North Carolina, and Oklahoma.
We thank you for soliciting public input regarding the Center for Medicare and Medicaid Innovation
(CMMI) and appreciate this opportunity to share with you our ideas and recommendations regarding how
the CMMI’s future efforts and resources can be directed to further advance patient-centered care,
improve outcomes, reduce costs, enhance health system efficiency, and ensure that individuals served by
the Medicare and Medicaid programs receive state-of-the-art care and have access to innovative
technologies they need and deserve.
Overview
We strongly support and seek to contribute to efforts by the CMMI to enhance quality of care, reduce
costs, and improve health outcomes for Medicare beneficiaries through market-driven reforms focused
on patient-centered care. ConvaTec welcomes the opportunity to comment on the agency’s Request for
Information (RFI) regarding a new direction for the CMMI focused on these important policy goals. In
particular, we urge the CMMI to consider novel payment arrangements for innovative technologies that
span the care continuum, including:



Those between manufacturers and integrated care entities, such as accountable care
organizations (ACOs) and other integrated care models promoted by the CMMI; and
Those between manufacturers and Medicare fee-for-service (FFS) providers.

Value-based payment (VBP) arrangements would enhance competition and facilitate the provision of less
fractured, higher quality, more cost-efficient care that improves patient outcomes. Our comments reflect
our strong desire to partner effectively with the agency to make available innovative treatment
technologies that offer significant value to patients, providers, and the Medicare program. We encourage
the agency to strongly consider proposals and projects that would explore how new financial
arrangements with device and technology manufacturers can support the utilization of new products
across care settings, with a focus on those innovations that currently are not available to beneficiaries
because of current limitations of Medicare payment policy. Innovative products often need innovative
financial arrangements to bring their value and impact to bear to the patients who need them most.
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VBP Arrangements Between ACOs and Manufacturers
ACOs and other integrated care models endorsed and promoted by the CMMI can benefit from
innovative medical technologies and devices that transition across care settings, such as those
developed by ConvaTec and other manufacturers. Innovative technologies that move with the patient
across the acute and post-acute care continuum can advance and reinforce ACOs and other integrated
systems’ efforts to deliver coordinated, higher value treatment that improves quality of care and patient
outcomes.
As a company, we are committed to ensuring that our products improve the lives of the people we touch
and as part of this long-standing patient-centered focus, we are developing a single-patient disposable
negative pressure wound therapy (NPWT) device that can transition with the patient from the acute care
to post-acute settings. We understand that patients prefer smaller, nimble, and individualized NPWT
products that are theirs alone, not rented, cleaned, and then used with another patient. Our product in
development would heal chronic and difficult-to-heal wounds, such as diabetic foot wounds, venous leg
ulcers, pressure ulcers, and skin grafts, which currently are treated primarily by durable NPWT equipment.
Our investigational small, portable single-patient disposable NPWT device differs significantly from
traditional, relatively large and cumbersome durable NPWT. The unique properties of a single-patient
device that can transition across care settings offers significant value to patients and providers, as well as
Medicare as the payer.
Our device can be given to the patient while in the hospital and can go home with the patient as transitions
are made to post-acute settings, including home-based care. Typically, while in the hospital, a patient who
needs NPWT is given treatment via traditional durable NPWT equipment, which is either owned or rented
by the hospital and for inpatient use. Under this circumstance, the patient, upon discharge, ceases NPWT
treatment until the patient can recommence treatment once successfully transitioned from the hospital
to the subsequent care setting, typically the home. Under this scenario, not only must a patient become
accustomed to a new device, which often has different features and is a different size and brand, but the
patient typically experiences a gap in care and treatment between hospital discharge and when the new
NPWT equipment arrives at the patient’s home or other care setting. Our disposable NPWT product would
go home with the patient the day the patient is discharged from the hospital, allowing for continuity of
care and treatment, without any interruptions, which in turn helps ensure patient adherence to a care
plan. Ensuring continuity of care and patient adherence help facilitate healing, reduce the risk of infection,
and decrease the occurrence of readmissions and other complications.
The product is the patient’s own, providing peace of mind regarding safety and health outcomes, likely
improving both due to avoidance of unnecessary hospitalizations and other preventable infections.
Providers, in turn, likely will benefit from avoiding payment for expensive and unnecessary
hospitalizations and other infection-associated treatment. We also believe that the use of disposable
NPWT products likely will enable greater mobility and improved quality of life for patients compared to
existing durable NPWT equipment. Our battery-powered device is small and portable, which likely will
offer patients improved functional status and better movement through activities of daily living compared
to the current relatively unwieldy durable NPWT equipment. In addition to improving quality of life, this
increased patient mobility should enable providers to offer more treatment options as they care for
patients, likely rehabilitating patients faster, with better outcomes while reducing costs and length of stay.
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Finally, our innovative technology will represent a cost-efficient, high-quality treatment option for chronic
and difficult-to-heal wounds compared to existing durable NPWT equipment. When looked at over the
entire course of healing, across the continuum of care, our disposable NPWT device will be available to
providers and patients at a fraction of the rate of expensive durable NPWT equipment. Importantly, this
has the potential to reduce costs and wastage for providers, the Medicare program, and beneficiaries.
Risk-sharing arrangements between manufacturers like ConvaTec and ACOs and other integrated care
entities for innovative technologies would enable manufacturers to demonstrate the value of their
products to patients and providers. Following Food and Drug Administration (FDA) approval, ConvaTec
would welcome the opportunity to engage in risk-sharing arrangements with Medicare ACOs to illustrate
the value of our innovative disposable NPWT device to patients and providers. Such arrangements would
better enable Medicare beneficiaries and their clinicians to gain experience with our technology and
better understand its high value relative to other therapeutic options available. These arrangements
would add new competition among the therapeutic options available for the treatment of chronic and
difficult-to-heal wounds, thereby driving improvements in quality, outcomes, and cost for patients and
providers. As such, ConvaTec respectfully requests that the CMMI consider using its statutory authority
to waive Social Security Act Title XVIII requirements as necessary to permit risk-sharing arrangements
between manufacturers and ACOs and other integrated care entities supported by the CMMI to foster
utilization of innovative technologies, such as ours, which cover all settings in the care continuum.1
Value-Based Payment Arrangements between Manufacturers and Medicare FFS Providers
In addition, ConvaTec respectfully requests that the CMMI consider allowing other risk-sharing
arrangements between manufacturers and Medicare FFS providers to expand patient access and
provider experience with innovative technologies that can prove more cost-efficient and higher quality
than existing treatment options. ConvaTec very much appreciates and applauds the CMMI’s work to
expand patient access to innovative products that meaningfully improve outcomes and quality of life for
patients, as demonstrated by the agreement the agency reached with Novartis to make available the
novel therapy Kymriah to certain pediatric and young adult patients with B-cell precursor acute
lymphoblastic leukemia (ALL).2 We urge the CMMI to continue to deploy these innovative payment
models that can drive significant improvements in access and quality of care and consider allowing similar
VBP arrangements in FFS Medicare for innovative technologies like ours.
Our innovative technology has the potential to achieve at least the same level of patient outcomes at a
fraction of the cost of existing durable NPWT equipment when treating chronic and difficult-to-heal
wounds. Our product technically meets the federal Medicare statutory definition of disposable, yet unlike
other existing disposable technologies, our product will address the types of wounds currently treated by
durable NPWT, not disposable products. Today, most disposable NPWT devices focus on post-surgical
wounds, while durable NWPT and our innovation treat more complex, hard-to-heal wounds, such as
diabetic foot ulcers, over a longer period than the current market standard of 7 days per pump for
disposable devices. Because our innovative device is disposable but has an indication for the types of

1

Social Security Act Section 1115A(d)(1)
CMS press release: “CMS: Innovative treatments call for innovative payment models and arrangements.” August
30, 2017.
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wounds treated by durable NPWT, the current FFS system does not appear to incentivize use of our
innovative device in the acute or post-acute setting once it becomes available on the market. As explained
above, our single-patient disposable device transitions with the patient from the acute to the post-acute
setting; each provider does not need switch to an entirely new device once the patient comes under the
new provider’s care as the provider must do with existing durable NPWT equipment nor does the patient
experience a gap or delay in treatment – treatment is uninterrupted.
Generally, under current requirements, the acute care provider would bear the up-front acquisition costs
of our innovative device but not realize any savings from not having to change the device. By contrast, the
post-acute provider would benefit from the cost efficiencies and quality gains achieved from not needing
to give the patient an entirely new device, but would not bear any up-front acquisition costs. Thus, the
acute care provider would maintain little incentive to utilize our innovative device when other – generally
costlier – treatment options exist and are considered the current standard-of-care and many providers
have long-term agreements for durable equipment rentals, further disincentivizing the uptake of new
technologies. In other words, the fractured Medicare FFS payment structure does not allow for
demonstration of our innovative device’s value in improving quality and cost-efficiency holistically over
the course of patient treatment across all Medicare providers.
Consequently, while ConvaTec recognizes the CMMI’s interest in focusing on key payment interventions
rather than device-specific payment models in the future, we urge the agency to consider risk-sharing and
other VBP arrangements in Medicare FFS for innovative devices like ours. These arrangements can
increase competition and expand the availability of treatment options for patients and providers who
desire more integrated care even as they participate in Medicare FFS. Improving care coordination and
enhancing transitions from one care setting to another are the goals the CMMI seeks to achieve for all
Medicare beneficiaries, including those in FFS. New payment arrangements would better enable providers
and patients to gain more experience with innovative technologies like ours that have the potential to
drive competition and increase availability of treatment options, resulting in improved outcomes, higher
quality, and reduced costs for FFS beneficiaries and the Medicare program overall. As such, ConvaTec
would welcome the opportunity to work with the CMMI to construct a VBP arrangement for our
disposable NPWT device once it receives FDA approval so that all beneficiaries and providers can realize
the quality, outcome, and cost benefits of our NPWT device for chronic and difficult-to-heal wounds.
Conclusion
In conclusion, ConvaTec again wishes to thank CMS for the opportunity to comment on the RFI for the
new direction of the CMMI. We look forward to working together with the agency to advance the use of
innovative treatment options. If you have any questions or if we can be of any assistance to you, please
do not hesitate to contact Reed Few, Senior Manager Market Access.
Sincerely,

_______

____________________

Tim Moran, President
4

November 20, 2017
Seema Verma, Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: CMS Request for Information: Innovation Center New Direction

Dear Administrator Verma:
As the Innovation Center seeks to change direction to further foster an affordable patient-centered
health care system, COPE Health Solutions and Montefiore Health System look to the Centers
for Medicare and Medicaid Services (CMS) to continue to build on innovative approaches to
improve the quality and cost effectiveness of health care. We appreciate the opportunity to
respond to CMS’ request for information on how to support innovative approaches. We offer
suggestions below that we believe will help patients better manage their health, help physicians
treat patients as whole persons and help reduce wasteful spending by decreasing regulatory
burdens and streamlining existing programs. We believe the result of these initiatives would
improve quality and lower health care spending in the United States.
Across the country, providers and health care companies are collaborating to improve how care
is delivered, driving toward a more efficient system that provides patient-centered care at a higher
quality and lower cost. We are one such collaboration. We represent a wide variety of health care
providers and organizations—including premier academic medical centers, multispecialty
physician groups, and multi-state integrated health systems—operating in urban and rural areas
throughout the nation.
Together, we are creating networks of aligned hospitals, independent and employed physicians,
other health care providers and community-based organizations, which have the capacity to
assume financial accountability for improved coordination, quality and efficiency of patient care.
These networks help patients take responsibility for their health by improving coordination and
access to care, resulting in healthier people and more judicious spending.

1

Vision
We envision a health care system in which more health care dollars are directed toward patient
care rather than administrative overhead and in which regulation does not perpetuate artificial
silos that impede a patients-first model of care.
In this spirit, we propose a new model of accountability that aligns clinical, quality,
financial and administrative requirements across federal and state programs, so that more
health care dollars can be directed toward patients. Under this model, which we call Patients
First, beneficiaries would have a single accountable care team responsible for coordinating all of
their health care services, instead of receiving services and care management across a range of
programs as they do today. If successful, the demonstration would serve as a model for the nation
on how to incentivize providers and payors to manage patients holistically.
This model is responsive to several of the Innovation Center’s new focus areas including:
Increased participation in Advanced Alternative Payment Models (AAPMs); Medicare Advantage
(MA) Innovation Models; State-Based and Local Innovation, including Medicaid-focused Models;
and Program Integrity.
Current Challenges
Under the current environment, provider-based care coordination models such as Accountable
Care Organizations (ACOs) are hampered in truly providing patient-centered care to drive quality
and efficiency due to regulatory hurdles and the shortcomings of existing value-based payment
opportunities.


Current value-based models do not address fragmentation for patients who receive
both Medicare and Medicaid (dual eligibles), limiting the potential for quality and
value improvement. Dual eligibles face unique challenges in receiving quality care due to
bifurcated benefit design and financing between the two government programs. The
differences can exacerbate fragmentation and contribute to gaps in care by creating
misaligned financial incentives among provider organizations, with each organization paid
by a different payor for the same patient. Currently, many ACOs are responsible for dual
eligibles’ Medicare-covered services, but the patient’s Medicaid-covered services fall
outside the ACO’s purview. This fragmentation creates challenges for physicians, hospitals
and other providers that seek to deliver high-quality, coordinated care that treats each
patient as a whole person.
This fragmentation is especially concerning and counterproductive because the dual
eligibles present the largest opportunity for care improvements and increased efficiency.
Dual eligibles are 18 percent of the Medicare fee-for-service (FFS) population, but account
for 32 percent of Medicare FFS spending. On average, total health care spending on
2

duals—including both Medicare and Medicaid—is more than twice the amount for other
Medicare beneficiaries.1


The promise of current Medicare ACO opportunities is limited in regions with high
Medicare Advantage (MA) penetration, as Medicare ACO opportunities thus far have
been limited to the fee-for-service population. While MA penetration is 33 percent on a
national level, there is significant variation on the state- and county-levels.2 While in New
York City, 39 percent of all Medicare beneficiaries are enrolled in MA, 57 percent of
Medicare beneficiaries in the Bronx are enrolled in MA.3 Thus, Medicare ACO models for
FFS beneficiaries are limited in their ability to address opportunities for cost-effective care
delivery for all Medicare beneficiaries.



Many patients participate in multiple care management programs, which weaken the
effectiveness of the programs and increase operational expense. For example, a
patient may be attributed to a Medicare ACO, enrolled in Medicaid managed long-term
care and enrolled in a Medicaid Health Home. In this care, the patient may have three care
managers and three different care plans. Duplicative care managers can weaken the
effectiveness of the relationship with the patient and create administrative waste as each
program as its own regulatory and administrative requirements.



Demonstration projects often have opaque methodologies that are subject to
change midstream. Under past Innovation Center models, methodologies were often
difficult for providers to understand and model. As a result, it was difficult to gauge
performance and understand if the provider was being successful. This issue was
exacerbated when models were changed during the performance period.



Statutory hurdles often prohibit services from being provided in the most
appropriate setting. One example is a statutory provision called the Medicaid Institution
for Mental Disease (IMD) exclusion that prohibits federal Medicaid reimbursement for IMD
patients aged 21 to 65. This exclusion applies to both inpatient care and other benefits
provided to IMD patients both inside and outside the IMD. Because Medicaid will not pay
for the provision of these services, this creates a disincentive for physical health providers
to provide care in IMDs and to accept IMD patient referrals.



As a result of these challenges, the gains of accountable care models are limited
and health care dollars are unnecessarily spent on administrative requirements
rather than patient services.

1

Medicare Payment Advisory Commission, A Data Book: Health care spending and the Medicare program, June
2017
2 Ibid.
3 Greater New York Hospital Association, Medicare Managed Care Enrollment –By County and Plan September
2017-September 2017, October 2017.
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Recommendations
As the Innovation Center considers its new direction, we recommend CMS takes the following
steps to unlock the potential of provider-based care management models:


Test a new “Patients First” model that allows select ACOs with deep experience in
risk-transfer arrangements to become accountable for a regional population of
Medicaid, Medicare and dual eligible beneficiaries. This model would test
improvements in patient health status and savings generated through combining numerous
Medicare and Medicaid programs into a single, seamless program with a single regulatory
standard. Beneficiaries, who today receive services and care management across a range
of programs, would now have a single accountable care team responsible for coordinating
all of their health care services, available to those with demonstrated needs. The
accountable care team, situated within a single integrated delivery system, would
collaborate closely with payors and providers to generate a unified care plan, reflecting all
health care needs and relevant social supports. This model would foster patient
engagement by building strong relationships between patients and their care teams, to help
patients make informed choices and actively promote their own health.



Expand existing ACO models to include dual eligibles’ Medicaid benefit. We
recommend that CMS partner with ACOs to refine existing models in order to allow
qualified ACOs to voluntarily assume additional risk for dual eligibles’ Medicaid benefit.
CMS should use its authority to support these refinements as appropriate, including but
not limited to 1115 waivers or state plan amendments, to incorporate Medicaid financing
for ACO models.



Leverage local innovation and increase opportunities for participation in AAPMs by
allowing Medicare to participate in state-based initiatives. CMS should build
partnerships with state governments to give states the flexibility to test new approaches
with specific patient populations or regions. For example, New York State designed and is
implementing the Value Based Purchasing (VBP) Innovator Program to improve quality
and reduce costs for Medicaid managed care patients. This unique risk-sharing
arrangement allows experienced provider organizations to take on additional financial
accountability for their patients as they assume delegated functions from the insurance
plan, including care management and utilization review. The state developed the program
in partnership with provider organizations and Medicaid managed care plans.
CMS has the opportunity to expand the impact of state-driven approaches such as the VBP
Innovator Program, by incorporating Medicare financing and by providing states with
additional regulatory flexibility to promote innovation. CMS support for state-based
initiatives would help physicians, hospitals and other providers use similar contracts across
all lines of business, to increase operational efficiency, reduce waste and allow more
funding to be used for patient care.
4



Provide incentives for MA plans and other payors to participate in risk-based
arrangements with ACOs. By increasing the number of patients in a region in similar riskbased arrangement, fewer dollars need to be spent on building distinct and redundant
administrative models. As in the previous recommendation, this will allow more funding to
be used for patient care and will generate additional savings for government programs.
CMS should allow and encourage voluntary participation from multiple payors in newly
designed approaches, including MA plans, commercial payors and self-insured employer
groups. This regulatory flexibility would foster innovation among private payors and
provider organizations, to improve quality and reduce overall costs of care.



Give flexibility to ACOs to provide care in the most appropriate setting. While CMS
currently provides flexibility provided to ACOs through waivers such as the telehealth
originating site expansion, the waiver of the skilled nursing facility three-day stay waiver
and post-discharge home visits, this flexibility should be expanded to include waiver of the
IMD exclusion and further use of telehealth.



Use models that are easily understandable and offer stability. Providers need to
understand their performance in order to improve upon it. The Innovation Center should
test new models with transparent and easily replicable methodologies, which are stable
over the course of the project or have predictable changes.

Thank you for your consideration of our perspectives on the CMS Request for Information:
Innovation Center New Direction. We welcome the opportunity to work with CMS to build on the
innovative approaches outlined in this brief.
For questions or more information, please contact:
Allen Miller
Chief Executive Officer
COPE Health Solutions

Bill Wing
President
Adventist Health

Lynn Richmond, NP, MS
Executive Vice President & Chief Strategy Officer
Montefiore Medicine

Richard J. Gilfillan, MD
Chief Executive Office
Trinity Health, Livonia Michigan

Susan L Turney, MD, MS, FACP, FACMPE
Chief Executive Officer
Marshfield Clinic Health System
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November 20, 2017
BY ELECTRONIC DELIVERY
Seema Verma
Administrator, Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building, Room 445-G
200 Independence Ave. SW
Washington, DC 20201
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma,
On behalf of CorMedix Inc. (CorMedix), I wanted to take the opportunity to comment on the Centers
for Medicare & Medicaid Services (CMS) Innovation Center New Direction Request for Information
(RFI), released on September 20, 2017.1
CorMedix is developing a new drug formulation called Neutrolin®, which contains the drug
taurolidine (a broad spectrum anti-microbial that does not behave like current antibiotics) for the
prevention of catheter-related bloodstream infections (CRBSIs) and maintenance of catheter
patency in the over 500,000 patients on hemodialysis. Neutrolin® has been designated as a
Qualified Infectious Disease Product (QIDP) under the Generating Antibiotics Incentives Now (GAIN)
Act of 2012 for the prevention of CRBSIs in patients with end stage renal disease receiving
hemodialysis through a central venous catheter – a group of patients for whom CRBSIs can be lifethreatening and can lead to antimicrobial resistance.
CorMedix commends CMS for soliciting stakeholders’ feedback regarding the future direction of the
Innovation Center through this RFI. We generally support the “guiding principles” through which the
Innovation Center will approach the design of new models. Like CMS, we are committed to
promoting patient-centered care and market-based reforms that facilitate market competition, reduce
overall system costs, and improve health outcomes. There is a critical need for policy reforms that
provide the right economic incentives to encourage the development of urgently needed therapies
that can lower health system costs and promote patients’ overall health.
The RFI details a wide range of potential substantive areas for future CMMI models and
demonstration projects. We focus our comments on prescription drug and related payment models
that may be pursued. We urge the Innovation Center, in designing and implementing such models,
to ensure that prescription drug payment reforms encourage the development and availability of
products that address the growing national (and international) challenge of antimicrobial resistance.
In the sections below, we first outline the growing issue of antimicrobial resistance. We then
1

CMS: Innovation Center New Direction Request for Information (Sept. 20, 2017), available at
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf.
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describe the manners in which current prescription drug payment policies discourage the
development and use of therapies to help prevent infections. We emphasize certain types of
payment reforms that would better incentivize competition and innovation in the market – reforms
that the Innovation Center is uniquely equipped to pilot. Finally, we urge CMS to ensure that any
value-based prescription drug payment reforms that it tests through the Innovation Center
appropriately recognize the challenge of antimicrobial resistance and provide the right incentives for
innovative and prevention-focused solutions.

1. The Challenge of Antimicrobial Resistance.
Antimicrobial resistance takes an enormous toll on individual lives and our overall healthcare
system. Congress recognized the urgency and importance of this issue in enacting the GAIN Act.
The QIDP designation further encourages innovation in this space by offering new incentives for the
development of antibacterial or antifungal drugs for human use intended to treat serious or lifethreatening infections, including those caused by antibacterial or antifungal resistant pathogens such
as new and emerging infectious pathogens. At the same time, the 2015 U.S. National Action Plan
on Combating Antibiotic Resistant Bacteria called for a biopharmaceutical accelerator (CARB-X) to
spur pre-clinical product development.
There are enormous benefits for individual patients and the overall healthcare system in preventing
CRBSI, rather than treating CRBSI. CRBSI imposes significant burdens on patients and payers,
particularly in the case of patients on hemodialysis, with cancer, receiving total parenteral nutrition,
or in Intensive Care Units (ICUs). It is associated with extensive morbidity and mortality and
prolonged hospital stays for patients on central venous catheters. Despite all recent improvements
and initiatives in infection hygiene, CRBSI still results in:



Longer hospital stays (+7 days), more than three-fold increase in risk of in-hospital death,
and an additional $129,000 in costs for ICU patients;2 and
Mortality rates of 20-25%.3

Indeed, the development and proliferation of virulent and resistant infections such as Candida Auris,
which is known to cause CRBSIs and is resistant to most anti-fungal agents such as Fluconazole
and Amphotericin, can be inhibited and prevented by Neutrolin®, which contains the taurolidine antiinfective component.
Yet, despite the promise of novel, preventive therapies like Neutrolin® and the high-level policy
commitments to incentivize development of such products, there are limited incentives for new
market entrants to develop products that help prevent infections. Investors, in turn, are reluctant to
pursue development of products that would help prevent (or timely diagnose) infections because our
present-day reimbursement policies discourage use of many of these cost-effective innovations once
they are approved by the Food and Drug Administration (FDA).

2

S.M. Brunelli, et. al., Clinical and Economic Burden of Bloodstream Infections in Critical Care Patients
with Central Venous Catheters, Journal of Critical Care, Volume 35, 69-74.
3
Centers for Disease Control and Prevention, Making Health Care Safer: Reducing Bloodstream Infection
(Mar. 2011), https://www.cdc.gov/vitalsigns/pdf/2011-03-vitalsigns.pdf.
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As discussed below, the Innovation Center can play a critical role in testing new payment models
that better incentivize innovation and expand patient access to high-quality care that improves health
and wellbeing.

2. The Current Landscape of Medicare Payment Policies.
Medicare’s current rules and reimbursement methodologies discourage providers from adopting
preventive technologies that could significantly reduce the need for anti-infective treatments and help
prevent the spread of antibiotic resistant bacteria and fungi. For instance, many of CMS’s payment
systems, including the Hospital Inpatient and Outpatient Prospective Payment Systems (the IPPS
and OPPS), use bundled or packaged payments to encourage physicians and other providers to
select the most cost-effective treatment options for each beneficiary. These models set payment
rates based on historic cost data and are intended to provide adequate reimbursement for the
average case. In practice, these models tend to reward the selection of technologies with the lowest
cost during the episode covered by the payment (e.g., the hospital admission or outpatient visit).
Indeed, physicians and hospitals that choose higher-cost options for certain Medicare beneficiaries
may not be assured that any shortfalls in reimbursement for those patients will be offset by
reimbursement above-cost for other patients or by savings over a longer time period. Although
these models include some payment adjustments for new technologies, eligibility is limited and
uptake still is discouraged as the new technology adjustments rarely are sufficient to cover the
provider’s additional costs.
Beyond this, when a new technology is adopted by providers, there is delay of two years or more
between the inclusion of that technology in claims data and the use of that claims data to set
payment rates. This means that reimbursement tends to lag behind the evolved standards of care.
Unless remedied, such reimbursement methodologies tend to discourage the adoption of the latest
standards in care.
Third, Medicare’s current policies under the OPPS offer separate payment for drugs without passthrough status only if the cost-per-day exceeds a “packaging threshold,” which is $120 under the
Calendar Year 2018 OPPS Final Rule.4 Payment for all drugs below this threshold is packaged into
payment for related procedures. In practice, this encourages manufacturers to price drugs so that
their cost-per-day is above the established limit. This creates perverse economic incentives that
would be eliminated if the packaging threshold were not in place. These same challenges also exist
for investors and developers of diagnostic tests and ancillary services, such as diagnostic tests that
could help determine whether an infection is viral (and, hence, should not be treated with antibiotics)
or bacterial (and, hence, may potentially benefit from antibiotic therapies). Such diagnostic tests and
ancillary services currently are subject to a $100 packaging threshold that has the net effect of
increasing costs and disincentivizing innovation.
CMS’s payment policies in its End State Renal Disease (ESRD) Prospective Payment System (PPS)
also discourage innovation for ESRD patients. Under these policies, Medicare’s payment for a
dialysis session is the same regardless of which drugs are used, unless CMS determines that a drug
qualifies for an add-on payment adjustment. CMS’s process for determining whether a new drug
qualifies for the add-on payment requires that a drug not fit into one of the existing, expansively
defined “functional categories” of drugs whose costs were included in the ESRD PPS base rate.
This makes it difficult for innovative therapies to qualify for additional add-on payments and
4

82 Fed. Reg. 52,356, 52,483 (Nov. 13, 2017).
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discourages overall development of such innovative therapies. These broad categories also present
a specific concern for new antimicrobial products. CMS has yet to clarify that therapies that prevent
infections do not belong in the established “anti-infectives” category, which is described as drugs
“used to treat vascular access-related and peritonitis infections.”5 We have previously asked CMS to
issue such a clarification and continue to seek it. Without available add-on payments, innovators will
have few incentives to develop new technologies and therapies to help prevent (or treat)
antimicrobial resistance.
On the whole, we are concerned that these existing payment models discourage the timely adoption
of innovative therapies that could assist large numbers of patients by preventing and diagnosing
common infections. When providers lack appropriate incentives to encourage the use of such
therapies, they are more likely to take a gamble that a patient will not develop an infection, rather
than use appropriate measures to prevent them in the first place.

3. Opportunities to Test New Prescription Drug Payment Models through the Innovation Center.
CMS has stated that it seeks to test new models for prescription drug payment in Medicare Part B,
Medicare Part D, and state Medicaid programs that would “incentivize improved health outcomes for
beneficiaries at lower costs and align payments with value.”6 We generally support the development
and testing of new payment models that may lower costs and offer payments that are based on the
attainment of clearly-established and carefully-selected quality metrics. Indeed, while we believe that
“value based” models hold great potential to promote cost-effective care, we note that the incentives
and quality or other measures surrounding such models must be carefully selected.
We believe that the Innovation Center is uniquely positioned to test a range of innovative payment
models that can encourage the development and use of preventative therapies and diagnostic tools
and ancillary services that can help avoid hospital admissions and the overall need for antibiotics.
Accordingly, we urge the Innovation Center to test new models for prescription drug payment that
promote use of cost-effective drugs. On the whole, any “value based purchasing arrangements” for
prescription drugs should encourage increased utilization of certain drugs that help prevent illness
and lower overall health system and patient costs.
We specifically encourage the testing of models that would make separate payment available for any
drug, device, diagnostic, or therapy that has been designated as a priority by the FDA under the
GAIN Act, that has been granted QIDP status, or that could be used to promote antibiotic
stewardship. This would promote access to new diagnostics, preventative tools, and treatments and
encourage much needed innovation in this space. It also would be consistent with other federal
policy aims, such as those articulated through the GAIN Act and in the U.S. National Action Plan on
Combating Antibiotic Resistant Bacteria. In promoting such payment models, the agency would
advance the aims of the 2015 U.S. National Action Plan on Combating Antibiotic Resistant Bacteria,
which we believe should be a guidepost for any models that may impact antimicrobial-related
therapies. And it would align with the stated guiding principles of promoting patient-centered care,
market-based innovation, and competition. We, thus, urge the Innovation Center to promote drug
payment models that realign the economic incentives to encourage the development and use of
drugs that prevent infection.

5
6

80 Fed. Reg. 68,968, 69,018, Table 8B (Nov. 6, 2015) (emphasis added).
RFI, at 5.
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We would welcome the opportunity to collaborate with the agency on such models. We would also
be happy to speak further about ways in which the Innovation Center can test models that hold
promise to incentivize the use of infection-preventing drugs and the development of new
antimicrobial therapies.
Please contact me at 908-655-2926 if you have any questions or wish to discuss these comments in
further detail.
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November 20, 2017
Seema Verma
Administrator, Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
200 Independence Avenue, SW
Washington, D.C. 20201

RE: Request for Information on Centers for Medicare & Medicaid Services: Innovation
Center New Direction
Dear Administrator Verma,
Covered California is submitting comments in response to the request for information on
the future of the Center for Medicare and Medicaid Innovation. Covered California is the
state’s health insurance Marketplace, where Californians can find affordable, highquality health plans.
The mission of the Center for Medicare and Medicaid Innovation (CMMI) is one that
involves identifying, developing, testing, and disseminating alternative models of paying
for, organizing, and delivering care. Highlighting the importance of improving health care
quality at a reduced cost, the Affordable Care Act (ACA) provided the Secretary of
Health and Human Services (HHS) the authority to scale new payment approaches
nationally that demonstrably reduced costs without adversely affecting quality or
improved quality without a significant downside.
Covered California’s Commitment to Delivery System Reform
Covered California believes that promoting a delivery system that drives high health
care, lowers costs and reduces the highly variable quality of care in the United States is
as important as focusing on expanding health coverage. Covered California’s health
plan contract terms build on the CMS requirement that Qualified Health Plans
implement a Quality Improvement Strategy for 2017. From its founding, Covered
California has engaged in a multi-stakeholder process with other California purchasers,
health plans, providers and consumer advocates to develop a robust set of initiatives to
promote better quality and lower cost health care. This work culminated in all eleven
contracted health plans adopting a common strategy in partnership with Covered
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California so that providers have a consistent set of priorities and target metrics to
achieve.
Covered California’s contracted health plans are committed to taking concrete steps
related to all elements of the quality improvement and delivery system reform strategy
including:






Accountability for quality performance in developing their provider networks for
Covered California enrollees;
Alignment with the Center for Medicare and Medicaid Services’ initiatives, and
those of CMMI, through promotion and adoption of integrated and coordinated
models of care within all products, including in PPOs and EPOs;
Adoption of value-based standard benefit designs and payment reforms that
align with and support integration and coordination of care;
Tracking, trending and reducing disparities in health outcomes by ethnic/racial
group and gender; and
Improving transparency in enrollee cost share and quality of care in enrollee
provider selection.

Across these initiatives, Covered California promotes not only alignment with
Medicare’s movement to promote value, but also with other purchasers, such as
CalPERS, the Department of Health Care Services (which runs California’s Medicaid
program) and private employers. For more comprehensive details, Covered California
welcomes CMS to examine the quality improvement and delivery system reform
strategy referenced here as Attachment 7 of the Covered California 2017 Individual
Market QHP Issuer Contract.
CMMI’s Future Path: The Need for Continued Alignment with Other Purchasers
Looking ahead, CMMI should not leave behind the work under current demonstration
projects. For example, CMMI has launched initiatives to strengthen primary care value
both through supporting clinical transformation to advanced primary care models and
the Comprehensive Primary Care Plus (CPC+) model, moving away from a fee-forservice model toward population-based payment with performance bonuses based on
standard measurers of quality and utilization. Leveraging this work, as of 2017, Covered
California required that all enrollees, whether covered by an HMO or PPO, be matched
with a primary care physician and requires plans to adopt payment strategies aligned
with CPC+. Covered California’s intent is to build on the evidence that delivery systems
that emphasize the role of the primary care physician as the preferred initial point of
entry into the health care system demonstrate higher value. Similarly, Covered
California expects health plans to align with the CMMI Accountable Care Organization
models.
As CMS begins the next phase for the Innovation Center, it must build on the progress
made on improving the health of populations while reducing the cost of care. It is
important to consider that as CMMI continues to pursue current initiatives and launch
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new ones, the best way for CMS to effectively move the needle on value-based care is
through engagement and partnerships with states (both in their management of
Medicaid and as major employers), Exchanges, employers and private insurers.
Through our strategy to combine coverage expansion with quality improvement and
delivery system reform, Covered California is targeting a tipping point for the adoption of
innovative reforms affecting the entire population of California. We can only move to
impact the delivery system by working with clinicians and the delivery system in concert
with CMS and other purchasers.
Thank you for your consideration of our comments. If you have any questions or would
like more information, please feel free to contact me.
Sincerely,

Peter V. Lee
Executive Director
cc: Covered California Board of Directors

The CARIN Alliance
Creating Access to Real-time Information Now through Consumer-Directed Exchange

November 17, 2017
U.S. Department of Health and Human Services
Centers for Medicare & Medicaid Services
Innovation Center
RE: CMS: Innovation Center New Direction RFI
To Whom It May Concern:
On behalf of the CARIN Alliance, we are pleased to submit these comments regarding the Centers for
Medicare & Medicaid Services (CMS) Center for Innovation (CMMI) Request for Information (the
RFI). We are pleased to see the section regarding “Consumer-Directed Care and Market Based
Innovation Models” to engage the consumer and their authorized caregiver directly in care delivery
and the exchange of health information and want to provide some options for CMS to consider.
About the CARIN Alliance
The CARIN Alliance is a non-partisan multi-sector group of stakeholders representing numerous
hospitals, thousands of physicians, and millions of consumers and their authorized caregivers. The
CARIN Alliance is convened by David Blumenthal, David Brailer, Aneesh Chopra, and former HHS
Secretary Mike Leavitt, to unite industry leaders in advancing the adoption of consumer-directed
exchange across the U.S. Working collaboratively with government leaders, the group seeks to rapidly
advance the ability for consumers and their authorized caregivers to easily get, use, and share their
digital health information when, where, and how they want to achieve their goals.
Specifically, we are working towards the ability for consumers and their authorized caregivers to gain
digital access to their health information via the APIs that will be made available under the MIPS/Stage
3 Meaningful Use (MU) ACI objectives and the use of 2015 Edition CEHRT to have that information
sent to any third-party application they choose. Ideally, we are working towards the ability for any
consumer or their authorized caregiver to use any third-party application to access their health
information from any provider who is participating in the MIPS program and/or has implemented the
APIs.
With a membership composed of patients and caregiver organizations, health care entities, health
information technology application vendors, major EHR vendor, and others, the CARIN Alliance is
uniquely positioned at the intersection of public and private organizations to advance the development
of person-centered, value-driven health care through the adoption of consumer-directed health
information exchange.
Consumer-Directed Care & Market-Based Innovation Models
Much like CMS, the CARIN Alliance believes in the value for consumers, and beneficiaries, to be
empowered to drive change through their choices in the health system. We believe that consumerdirected care models that allow consumers and their authorized caregivers to have access to their own
health information is essential to moving forward with innovative care delivery. The CARIN Alliance
supports the goal of better informing consumers about cost and quality of their choices and believes
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that finding models that support consumer-directed exchange of health information is the way to
facilitate this type of cost information sharing. The CARIN Alliance also supports greater individual
access to clinical health information. We believe this is important in moving forward with innovative
models for patient engagement.
In developing these models, the CARIN Alliance believes that models should not focus on specific
technologies, but rather focus on promoting open standards and supporting outcomes. Specifically, we
believe that CMS and CMMI should support models that will incentivize consumer-directed exchange
and open standards to more effectively streamline the ability for consumers and their authorized
caregivers to get access to their health information across multiple provider systems. We believe that
pilot programs should focus on engaging consumers in care coordination, care planning, and shared
decision making. These activities are well supported and bolstered by information access and can lead
to better engagement and health outcomes.
Our recommendations for CMS and CMMI include the following:
•

•

CMMI should fund pilot programs that promote the ability for consumers and their authorized
caregivers to get access to their electronic health information through the use of API-enabled
health IT tools across multiple systems
These CMMI pilot programs should focus on one or more than one of the following concepts:
o The ability to streamline how consumers and their authorized caregivers get access to
their health information across multiple providers, sectors, and EHRs
o Leverage the work of the Office of National Coordinator for Health IT (ONC) related
to the Trusted Exchange Framework and Common Agreement for sharing information
o Promote pilot programs that encourage the development of consumer-facing
technology and/or services that leverage, enhance, or build upon EHR technology
o Promote volunteer incentive pilot payment programs that support consumers and their
authorized caregivers to better understand and manage both their chronic and acute
health care needs through the use of third-party health applications
o Develop volunteer pilot incentive payment programs that reward health care
organizations who promote and support cost and quality transparency information that
is provided to consumers and their authorized caregivers in a machine-readable format
o Develop volunteer pilot incentive payment programs that reward third-party
applications who help increase quality, provide better health care outcomes, or help
consumers make more informed choices about their health and wellbeing
o Develop volunteer pilot incentive payment programs that reward providers who
provide consumers with transparent cost and quality information so they can better
engage in their care and make informed decisions

Thank you again for your consideration of our comments and recommendations. If you have
any questions, please feel free to contact us.
Ryan Howells
Principal, Leavitt Partners
The CARIN Alliance
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1275 Pennsylvania Avenue NW
Suite 700
Washington, DC 20004

Submitted electronically via email to CMMI_NewDirection@cms.hhs.gov
November 20, 2017
Amy Bassano
Deputy Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, Maryland 21244
Re:

Response to the Innovation Center’s New Direction Announcement and
Request for Information

Dear Deputy Director Bassano:
CVS Health, on behalf of its subsidiaries and affiliated entities, appreciates the
opportunity to submit comments in response to the Centers for Medicare & Medicaid
Services’ (CMS) Request for Information (RFI) on a new direction for the CMS
Innovation Center (Innovation Center).
CVS Health is a pharmacy innovation company helping people on their path to better
health. Through its more than 9,600 retail drugstores, more than 1,100 walk-in medical
clinics, a leading pharmacy benefits management company (PBM) with more than 70
million plan members, a dedicated senior pharmacy care business serving more than
one million patients per year, and expanding specialty pharmacy services, CVS Health
enables people, businesses and communities to manage health in more affordable,
effective ways. This unique integrated model increases access to quality care, delivers
better health outcomes, and lowers overall health care costs. SilverScript, a CVS Health
entity, is a national Medicare Part D prescription drug plan (PDP) sponsor with over 5
million enrollees.
CMS is seeking public input on the development of priorities and guiding principles for
the Innovation Center. To this end, CMS asks for input on model designs that can
promote patient-centered care, expand competition and choice, and reduce
unnecessary burdens. We are aligned with CMS in our belief that achieving such
objectives is best accomplished through models focused on market-based reforms, and
below we suggest these types of models in the areas of (1) Prescription Drug Models,
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and (2) State-based, Medicaid models. Our proposed pilots could successfully test
strategies to streamline Medicare drug benefits, modernize the Part D program,
empower Part D plans with better tools and flexibility to contain rising prescription drug
costs, leverage technologies to improve beneficiary adherence and experience, and
ultimately save the federal government money.
I.

PRESCRIPTION DRUG MODELS

Moving Coverage of Certain Drugs from Part B to Part D
CMS expresses interest in models that will improve program integrity while considering
the costs and efficiency of the proposed approach so that the additional benefits do not
outweigh any increased burden. A model that tests moving certain drugs, particularly
overlapping drugs (i.e., drugs that are covered under both Parts B and D, depending on
the circumstances), from Part B to Part D coverage will benefit the Medicare program
overall by improving program integrity, reducing beneficiary confusion, lowering the
compliance burden and program costs, and improving beneficiary access. Under the
current payment policies, overlapping drugs require significant resources—and
oftentimes inconvenience, delay and frustration for beneficiaries—to avoid incorrect or
duplicate reimbursement. In addition, there is greater opportunity to attempt to game
the system by changing a drug attribute (e.g., method of administration) or coverage
situation (e.g., site of care) to ensure coverage under the more favorable Medicare
program for the stakeholder involved.
The categories of drugs that may be considered for this purpose are protected class
drugs such as immunosuppressants where coverage is under Part B for Medicare
covered transplants, and under Part D for everything else. Data on who paid for a
transplant, especially non-kidney transplants, is difficult to for a PDP to obtain, and even
data on Medicare covered kidney transplants can be delayed. A delay in access to
these drugs can have serious consequences for enrollees. In addition, steroids (e.g.,
prednisone, prednisolone) use as part of a post-transplant regiment should simply be
covered under Part D, since the majority of the use of these low cost drugs is not for the
prevention of transplant rejection. Oral antiemetic drugs (e.g., ondansetron) would also
be a good class to cover under Part D regardless of the indication for use in order to
minimize enrollee disruption at point of service (POS).
The industry has seen a growing trend of prescribers writing prescriptions for drugs that
are not usually self-administered, such as Remicaid and Botox, and either requesting
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their patients to bring these drugs to their office for administration (“white bagging”), or
having a specialty pharmacy dispense the drug to the prescriber’s office, but bill the
enrollee directly under Part D. This allows the prescribers to avoid having to “buy and
bill” and submit Part B claims for reimbursement. The advantage to having these drugs
covered under Part D regardless of where the prescriber obtained the drug is the ability
for plans to utilize various formulary management tools that are not available under Part
B, including the ability to negotiate lower prices with the pharma manufactures for
preferred status on the Part D formulary, and utilizing step therapy protocols to
encourage the use of more cost-effective agents as first line.
Drug Vendor Program under Part B/Using PBM Tools to Manage Drug Costs
under Medicare Part B
CVS Health recommends that CMS consider creating a model with a subset of Part B
drugs that includes elements of a related Medicare Payment Advisory Commission
(MedPAC) proposal, but is modified to act more like how Part D or the commercial
sector operates.
Medicare Part B drug spending grew from $13.1 billion in 2005 to $26 billion in 2015.
During this time, the average annual growth was 7.1%, and since 2009, annual
spending growth was 9% per year. From 2009-2013, half of the growth in expenditures
was attributable to growth in drug prices. Various proposals have been put forward to try
to curb this spending, including recommendations by MedPAC in its June 2017 Report
to Congress for the establishment of a voluntary Drug Value Program (DVP) to
incentivize the use of lower cost drugs in Part B. Elements of the MedPAC proposal
draw on concepts and tools used in the commercial and Medicare Part D markets to
control drug prices, including allowing vendors, such as PBMs, to negotiate discounts
with manufacturers on behalf of providers and the use of formularies to give some
negotiation leverage to those vendors. It also includes sharing the savings with
providers, beneficiaries, the vendors and the Medicare program itself.
Our suggested modification better reflects the real world discount negotiation process,
where manufacturer discounts are done through rebates and are generally not done as
part of the supply chain of moving the physical product from manufacturer to wholesaler
to pharmacy. The pilot model would include allowing drug management vendors to
develop their own fee schedules of Part B drugs, particularly the add-on payment under
Part B. Reimbursement for the drug would still be based on average sales price (ASP),
but instead of the current plus six percent add-on, the vendors would be able to set the
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add-on payment. The vendor would be able to set the fees in such a manner as to
incentivize providers to choose the more cost-effective drug options: under this
methodology, a vendor could set the add-on to greater than plus six percent for a much
cheaper, therapeutically-equivalent drug which would drive physician and hospital
usage to the cheaper drug, thus saving money for Medicare.
The payment process for drugs would largely remain the same as it is today, namely,
vendors would negotiate rebates and set their fee schedule and not be involved in the
actual handling of drugs nor in the payment of funds to physicians. The participating
prescribing physician would purchase the necessary drugs from the wholesaler,
administer it to the beneficiary, and be reimbursed by CMS under the fee schedule price
of the drug. The vendor would subsequently collect the negotiated rebate amount from
the drug manufacturer and would send this to CMS. The model would be most effective
with drugs in competitive therapeutic classes where there are several different options
available and at materially different price points.
Additionally, where there is a possibility of competing drugs, the usage of a formulary
(with standard rules for an exception process) would allow the vendor to negotiate
rebates with the manufacturers and pass one hundred percent of those rebates onto the
government. The vendors would be paid under a fee basis. So in addition to
incentivizing the use of cost-effective drugs, rebates would also provide savings for the
government.
Participation in the program would be voluntary for providers, but given the add-on
payment being set by the vendors, they will be able to incentivize provider participation.
Protected Classes of Drugs in Part D
Currently, Part D plans are required to cover all or substantially all drugs in six classes
of clinical concern (the so-called “protected” classes), immunosuppressants,
antidepressants, antipsychotics, anticonvulsants, antiretrovirals, and antineoplastics.
This requirement was projected to increase costs to the Medicare Part D program by
$4.2 billion between 2010 and 2018.1
These increased costs are due to the fact that the requirement effectively removes any
leverage that plans would otherwise have to negotiate discounts with manufacturers
1

74 Fed. Reg. 2881, 2886 (Jan. 16, 2009).
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since manufacturers are assured coverage of their drugs by regulatory mandate,
irrespective of their cost. By eliminating manufacturers’ incentives to offer discounts,
the requirement removes any form of price competition for these drugs in Part D, which
is otherwise based on a free market competitive model.
In addition to these concerns, plans are generally unable to impose any type of
utilization management on the use of the drugs, even if these are based on clinical
criteria. This is because Part D plans may only apply prior authorizations and transition
fill limitations on new starts of these drugs. When beneficiaries are new to the plan,
however, the plan frequently does not have enough claim history (at least 108 days) to
determine whether the drug is considered new vs. ongoing therapy. In this case, the
plan is required to assume that the drug is ongoing therapy and so provide it without the
opportunity to recommend more cost effective or clinically superior therapies. Once the
drug is covered, by definition it becomes ongoing therapy and the plan is not permitted
to apply utilization management edits to the patient’s usage in the future. This has
detrimental effects from a clinical perspective, since there are drugs in the protected
classes with limited efficacy or considerable safety concerns, and many protected class
drugs in the antidepressant and antipsychotic categories are considered high-risk
medications in the elderly. Limiting the ability of Part D sponsors to implement
utilization management tools for an entire category or class limits the ability to prevent
the misuse or abuse of drugs that are not medically necessary and may be harmful to
beneficiaries.
Despite these significant costs, there is no corresponding evidence that Medicare
beneficiaries’ health or access to care has improved as a result of this requirement. In
fact in most of the protected classes there are several alternatives. For example, there
is a wide variety of drugs in the immunosuppressant class and numerous generics in
the antidepressant and antipsychotic classes. We believe Part D plans’ Pharmacy and
Therapeutics Committees are well-qualified and structured to ensure that beneficiaries
have an appropriate choice of drugs in these classes on the plan’s formulary.
In its 2014 Part D proposed rule, CMS proposed new criteria for identifying protected
classes Part D drug categories or classes of clinical concern that would not give
protected class status to a class of drugs unless: (1) a delay in obtaining a medication
would likely result in serious health consequences, and (2) the clinical needs of patients
treated with one or more medications in that drug class cannot be met unless all part D
drugs in that class are included on a plan formulary. Applying these criteria in 2014,
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CMS would have removed immunosuppressants, antidepressants and ultimately
antipsychotic classes from the protected classes in 2014.
We believe the application of the two criteria today would result in the removal of all the
remaining drug classes from the protected class designation. This is particularly the
case since there are numerous protections in place, including the exceptions and
appeals process, to ensure that if a particular beneficiary requires access to a particular
Part D drug for clinical reasons, the beneficiary will be able to obtain that drug. This is a
far more effective approach than requiring every plan to cover every drug in a given
class for every beneficiary.
We therefore recommend that CMS implement a pilot testing the use of a formulary
without protected classes for a subset of the Part D population.
Preferred/Non-Preferred Specialty/High Cost Drug Tier under Part D
CMS expresses interest in models that would increase drug pricing competition while
protecting beneficiaries’ access to drugs. In this regard, we recommend that CMS
consider establishing a model to test a cost sharing structure in Medicare Part D that
would permit Part D sponsors to establish formularies with preferred and non-preferred
specialty/high cost drug tiers. This would promote greater competition among specialty
drug manufacturers and help Part D sponsors negotiate better pricing for these and
other expensive medications. In addition, as more biosimilars become available on the
market that are Part D drugs, this two-tier structure will provide an incentive for
beneficiaries to choose lower cost biosimilars over the more expensive reference
product. As stated by MedPAC in its June 2016 Report to Congress, it should also
reduce the number of formulary exception requests by giving plans the option of
including more specialty/high-cost drugs on their formularies in the non-preferred tier
rather than excluding them entirely from their formularies.
As part of the model, CMS could expand the tiering exceptions to allow for tiering
exceptions from the non-preferred to the preferred specialty/high cost drug tier, while
confirming that Part D sponsors are not required to permit tiering exceptions from either
the preferred or non-preferred specialty/high cost drug tiers to other cost sharing tiers.
This is critical to ensure that enrollees not use the tiering exception to circumvent the
tiered cost sharing plan design, thereby undermining the purpose of a tiered cost
sharing structure and removing the incentive for beneficiaries to make more cost
effective drug choices.
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Incentivize Use of Biosimilars in the Part D Coverage Gap
Biosimilars are not currently eligible to be included in the Part D coverage gap discount
program. As such, biosimilar manufacturers are not required to offer 50% discounts on
their drugs in the coverage gap and, even if they choose to do so, those discounts do
not apply to the beneficiary’s true out-of-pocket costs (TrOOP) as is the case with the
50% discounts provided on brand drugs. This means that in most cases, the
beneficiary’s cost sharing will be lower for the more expensive reference biologic or,
even if the biosimilar manufacturer voluntarily matches the discount on the reference
drug, the fact that the discount does not count towards TrOOP significantly
disadvantages the beneficiary, who will reach catastrophic coverage with its lower cost
sharing much more slowly on the biosimilar than on the reference product.
This policy distorts the market, which harms not only the Part D program and ultimately
beneficiaries, but also disincentivizes manufacturers from entering the still-developing
biosimilar market. The development of a robust biosimilar market is essential for bring
down the costs of specialty drugs, many of which are biologics and a major contributor
to rising drug costs.
We therefore recommend that CMS consider implementing a model that treats
biosimilars as “applicable drugs” for purposes of the program (as MedPAC is currently
debating). This will level the playing field for biosimilars, allowing market forces and
competition to bring down drug costs.
Adoption of E-Prescribing Practices
E-prescribing has been shown to dramatically reduce medication errors and fraud, and
an increasing number of states now require its use, either for all drugs or for controlled
substances. E-prescriptions allow prescribers to more easily identify the medications a
patient is using and the prescriptions they have received, along with any
contraindications. The practice leads to better prescription tracking, reduces fraud, and
circumscribes doctor- and pharmacy- shopping for recipients of prescriptions for opioids
and other controlled substances. Not surprisingly, the state of New York saw a 70%
reduction in the rate of lost or stolen prescription forms after implementing its own
mandatory e-prescribing law.
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We consequently ask that the Innovation Center use its authority to pilot a mandatory eprescribing program or, in the alternative, greatly incentivize prescribers to use eprescribing technology for all of the drugs they prescribe Medicare beneficiaries.
Pharmacy-Initiated Prior Authorization Requests
In Medicare Part D, coverage determination requests may currently only be submitted
by a prescriber, the member, or an authorized representative of the member. Since
coverage determination requests are often initiated in response to a rejected claim at
the pharmacy, there can be a delay between the time the claim rejects and the
coverage determination is initiated by the member or prescriber If pharmacists were
permitted to initiate a coverage determination at the time of the claim reject when then
have sufficient information to complete the request through an electronic prior
authorization (ePA) system, member disruption and delays in obtaining appropriate
medication could be reduced.
Historically, it has not been prudent to allow pharmacists to submit prior authorization
and other coverage determination requests on behalf of their patients because
pharmacists generally do not have access to patient medical records and the
information necessary to submit such requests. Long-term Care, Specialty, and
pharmacists with collaborative practice arrangements will frequently have access to the
member’s electronic medical record. In addition, new ePA software is now able to
distinguish between complete and incomplete requests and allow the submission of only
complete requests. As a result, the reason to disallow pharmacist PA submissions falls
away as only complete requests are permitted to move through the system and start the
clock whereby the plan must respond to the request. In light of this new technology,
CMS should consider implementing a demonstration model that would allow
pharmacists to electronically submit coverage determinations and ePA requests on
behalf of their patients without being denoted an authorized patient representative, as
long as the ePA system in question includes an internal check and only allows requests
with complete information to go through.
Under the demonstration, pharmacists would be permitted to submit prior authorization
requests through an ePA system that would only allow the request to be submitted to
the plan when it contains complete clinical information. If the request is incomplete, the
request would instead be routed to the prescriber to complete and then submit to the
Plan as per usual. Participating plans will be required to measure the time from claim
rejection to filled script, the number of successful pharmacist submissions, the number
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of coverage determination denials for lack of information/incomplete information, and
the accuracy of decision making (through audits, appeal overturn rates and independent
review entity [IRE] overturn rates). We believe that the model will show a significant
improvement in time from claim reject to coverage determination approval/denial and
filled prescription (as appropriate), without an increase in denials due to lack of
information/incomplete information.
Anti-Kickback Statute Reform
In its RFI, CMS requests suggestions for new prescription drug payment models that
incentivize better health outcomes at lower cost and that engage beneficiaries as
consumers of their care. CMS also expresses interest in arrangements that incentivize
beneficiaries to achieve better health.
Among the most cost effective ways to improve health outcomes that involve
beneficiaries in their care is to improve medication adherence and access to preventive
care services.2 However, current laws, such as the anti-kickback statute (AKS) and civil
monetary penalties (CMP) law, often inhibit these types of activities because of their
overly broad reach and severe penalties. As a result, many patient engagement
activities that could lead to better health, including helping with medication adherence
and health management, have been unintentionally limited. To address this, we
recommend that CMS consider testing models that would allow for broader CMP
exceptions and corresponding AKS safe harbors that would permit incentives for: (1)
activities that prevent the exacerbation of a current condition or illness by recognizing
these as a form of “preventive care,” and (2) activities that promote compliance with a
treatment regimen by recognizing these as promoting access to care just as do
activities that improve a beneficiary's ability to obtain medical items and services. Each
is discussed in turn below.
As currently defined in 42 CFR 103.110, the term “preventive services” includes only
pre- and post-natal well-baby visits and then clinical services described in the current
U.S. Preventive Services Task Force's Guide to Clinical Preventive Services. These
include only services for individuals who are asymptomatic and not currently suffering
2

Medication nonadherence has been called an epidemic in the United States. See:
https://www.nytimes.com/2017/04/17/well/the-cost-of-not-taking-your-medicine.html. Studies have
consistently shown that approximately 50 percent of medications prescribed for chronic diseases are not
taken as directed. The epidemic is costly, contributing to poor outcomes and additional treatments and
hospitalizations. The annual cost to our health system has been estimated at $290 billion. See:
https://www.nehi.net/writable/publication_files/file/pa_issue_brief_final.pdf.
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from an injury, illness or medical condition. However, medications to manage or prevent
the exacerbation of a clinical condition or injury should also be considered preventive in
nature, as they achieve the same goal—namely, to maintain the current health status of
an individual and so avoid far higher medical costs and poorer health outcomes. Given
the importance of adherence to drug regiments, adding adherence activities to this
exception makes sense. Adherence activities could include activities such as using pill
trackers, picking up prescriptions, talking to the pharmacist about one’s medical
condition and the availability of cheaper alternative drugs. Making the required changes
to the preventative services exception to allow for incentives for such activities would
improve health outcomes and lower costs.
Currently, under 42 CFR 103.110, it is permitted to provide items and services “that
improve a beneficiary’s ability to obtain” items payable by Medicare or Medicaid and
that pose a low risk of harm to the beneficiary and the program in question. While the
Office of the Inspector General of HHS (OIG) has stated that items or services that
helps patients access care or makes access to care more convenient often will meet
this standard, we recommend that CMS test models in which access to care is explicitly
defined to include items or services that promote compliance with treatment regimens
payable by Medicare or Medicaid and that pose a low risk of harm to the beneficiary and
the programs.
This will allow the provision of medication adherence tools such as pill trackers and
schedules, discussions with the pharmacist and similar initiatives that improve health
outcomes by improving compliance with medication regimens.
Streamline Denials to Limit Beneficiary Disruption
Currently, under Part D, a physician or other appropriate health care professional must
review a coverage determination when the Part D plan expects to issue a partially or
fully adverse decision. This requirement is intended to ensure the consistency and
accuracy of adverse decisions so that members are not inappropriately denied access
to medication—a goal we support. However, we now have technology that can ensure
100% consistency and accuracy in these types of decisions. The focus should now shift
to increasing the speed of decision making and reducing member wait times and
disruption. By reducing the time it takes a plan to issue an adverse decision, the
prescriber will be able to take action to submit an appeal or issue a new script more
quickly.
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We therefore recommend that CMS consider a model that eliminates the requirement
for a health care professional to review adverse decisions when the case is processed
through an ePA system, with the objective of reducing delays in decision making. This
will generate value for members, prescribers, plans and CMS by reducing the time it
takes to issue a denial, reducing the time to submit an appeal or write a new
prescription, and reducing the overall time it takes for a member to access their
medication.
In this demonstration, plans should be required to measure turnaround-times for the
coverage determination, the time from claim rejection to filled prescription, the number
of claim rejections on proactive coverage determinations, and the accuracy of decision
making (through audits, appeal overturn rate, and IRE overturn rates).
We believe that such a demonstration, by enabling automated decision making in all
scenarios (approval and denial) processed with an ePA system will show not only that
decisions are made accurately, but that there is a significant decrease in the overall
timeline for members to obtain access to their medications.
Diabetes Test Strips
Pharmacies are not permitted to provide test strips to their patients who are Medicare
beneficiaries in those areas that fall under the Medicare Competitive Bidding Program,
unless the pharmacy is itself a contracted supplier under that Program. As a result,
beneficiaries are frequently inconvenienced and frustrated in that they are able to obtain
all the diabetes drugs and supplies from their retail pharmacy of choice, except for their
test strips. In some cases, beneficiaries choose to simply pay for the test strips out-ofpocket. In light of the considerable inconvenience to beneficiaries, we recommend that
CMS implement a model to allow a retail pharmacy chain, such as CVS/pharmacy, that
is already dispensing a diabetes drug and/or other diabetes supplies to also provide the
testing strips even if the pharmacy is not a contracted supplier under the Competitive
Bidding Program. This will allow CMS to assess whether the relative savings are worth
the negative impact on beneficiary access.
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II.

STATE-BASED AND LOCAL INNOVATION, INCLUDING MEDICAID
FOCUSED MODELS

Advance Innovations in Formulary Management
As the Medicare and Medicaid programs face rapidly rising prescription drug costs,
state Medicaid programs would benefit from greater flexibility in the drugs required to be
covered under the Medicaid Drug Rebate Program (MDRP). Currently, the MDRP
requires the coverage of all Food and Drug Administration (FDA)-approved drugs, which
limits states flexibility in formulary design and prohibits the exclusion of certain drugs,
regardless of comparative efficacy or cost. This problem has become particularly acute
with respect to high-cost drug classes for conditions such as Hepatitis C. While states
may adopt utilization management tools such as prior authorization and step therapy
under the MDRP framework to manage the use of these therapies, these tools are
limited compared to what is available to private payers and Medicare Part D plan
sponsors.
While this will ultimately require a statutory change in Medicaid to establish a waiver
process to allow states to opt-out of the MDRP for a limited number of drug classes,
some states, such as the Commonwealth of Massachusetts, have included such a
proposal in a recent section 1115 Demonstration waive application. In addition, the
Republican Governor’s Association (RGA), the National Association of Medicaid
Directors (NAMD), and a growing number of policy groups such as the National
Academy for State Health Policy have supported this concept. In light of this, we
recommend that CMS consider establishing a demonstration allowing states to opt-out
of the MDRP for a limited number of drug classes. This approach could be appropriate
for Medicaid programs that want to innovate in specific classes of drugs by employing
formulary and utilization management programs that are currently used in Medicare Part
D and in commercial and employer markets.
As states and Medicaid managed care organizations look to contain expenditures due
to high cost drugs, state Medicaid agencies should be authorized to test innovations in
prescription drug benefit design, including allowing Medicaid managed care plans the
flexibility to exclude some FDA-approved drugs from coverage.

* * * * *
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CVS Health appreciates the opportunity to respond to the Innovation Center’s RFI. If
you have any questions, please feel free to contact Donald Dempsey, Vice President,
Policy and Regulatory Affairs.
Sincerely,

Don Dempsey
Vice President
Policy and Regulatory Affairs
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Submitted By Email To: CMMI_NewDirection@cms.hhs.gov
November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
DaVita appreciates the opportunity to provide feedback to the CMS Innovation Center (Innovation
Center) regarding the New Direction Request for Information (RFI). Through our participation existing
innovation programs, we recognize the importance of integrated care models for beneficiaries,
taxpayers, and participating providers. Furthermore, we believe that the Innovation Center is critical to
pushing forward new models of care that will empower beneficiaries, enhance care quality, and reduce
healthcare costs.
DaVita operates more than 2,400 outpatient dialysis centers across the United States, serving over
190,000 patients. DaVita has long been on the forefront of developing and applying innovative care
strategies to improve outcomes for chronically ill patients. DaVita participates in both Medicare
Advantage ESRD Chronic Special Needs Plans (C-SNPs) and End-Stage Renal Disease (ESRD) Seamless
Care Organizations (ESCOs). Across six DaVita-affiliated ESRD C-SNPs, we have seen improved outcomes
compared to the national average: 25% fewer hospital stays, 49% fewer readmissions, and 66% fewer
catheters 1. In the first performance year of the CEC model, all DaVita-affiliated ESCOs met quality
reporting requirements and reduced costs for more than 5,000 beneficiaries, resulting in average per
capita savings of $4,868.
In response to the RFI on the future direction of the Innovation Center, DaVita recommends the
following models to address the complex needs of high-need, high-cost patient populations. We also
provide recommendations below to broaden MA innovation and behavioral health models.
•
•

An ESRD integrated care program that builds on and complements C-SNPs and ESCOs
A new model for high-need, high cost Medicare Fee-for-Service (MFFS) beneficiaries

Sincerely,

LeAnne Zumwalt
Group Vice President, Purchasing and Public Affairs
1

Internal analysis of 2016 DaVita MA ESRD SNP results vs. 2016 USRDS (2014 results) and ESRD National
Coordinating Center

1

I.

Comments related to the future direction of the Innovation Center
DaVita appreciates the opportunity to provide feedback regarding the new direction of the
Innovation Center and CMS’ willingness to partner with the healthcare community. In order to
develop truly innovative models that improve outcomes and reduce costs, DaVita proposes a more
collaborative partnership between healthcare providers and the Innovation Center. We encourage
CMS to include patients and providers as early as possible in the development of new models, to
work together to design key elements such as quality measurement, payment, waivers, and others.
Such collaboration would decrease administrative burden for the Innovation Center as well as
participating providers. It would also accelerate the development and availability of transparent,
patient-centered payment and delivery models.

II.

Increased participation in Advanced Alternative Payment Models (APMs)
a) Model designs consistent with the guiding principles
Based on more than 10 years of experience in integrated care, DaVita believes that patientcentered care models are the solution to achieving a better patient experience, better health
outcomes, and lower costs for high-need, high cost patient populations.
Within the United States, ESRD beneficiaries account for only 1% of the Medicare FFS
population, but nearly 7% of spending 2, with a large portion of the cost due to preventable
hospitalizations. Beneficiaries struggle with multiple co-morbid conditions, spend 11 days a year
in the hospital 3, and take 20 pills per day on average 4. Almost 90% of dialysis patients receive
dialysis in a clinic, where they spend 12-15 hours a week. Taken together, patients spend less
time with their family and friends, and more time navigating our complex healthcare system.
As demonstrated through the first year of ESCOs, the renal community can effectively
implement additional quality of care parameters, and generate greater savings to the healthcare
system. We believe that multiple models are necessary to test different delivery and payment
mechanisms to see what works best for individual patients, physicians, and other providers.
However, the ESCOs and C-SNPs each have limitations that preclude greater scalability.
We recommend the creation of an additional integrated care program for ESRD beneficiaries
that combines elements from ESRD C-SNPs, ESCOs, PACE, and ACOs. This program would allow
for further model testing and broader beneficiary access to integrated care. Even with C-SNPs
and ESCOs today, the vast majority of ESRD beneficiaries do not have access to integrated care
models that can keep them healthier and out of the hospital. This new model would utilize
prospective, risk-adjusted MA payments to provide the transparency and stability necessary for
significant investment in innovation that will be required to deliver differential quality outcomes
for beneficiaries, savings for the system, and economic opportunity for providers.
Modeled after the Dialysis Patient Access To Integrated-care, Empowerment, Nephrologists,
Treatment, and Services (PATIENTS) Demonstration Act of 2017, this voluntary model for
patients and providers would evaluate the effects of alternative care delivery models and
payment methodologies for ESRD care, and provide more patients with access to integrated
care. Providers would take full risk for the cost of care for a Medicare FFS patient population by
forming an organization with a comprehensive, interdisciplinary care team to manage a

2016 USRDS Annual Report (2014 results)
2016 USRDS Annual Report (2014 results)
4
Management of Polypharmacy in Dialysis Patients
2
3

2

beneficiary’s health and psychosocial needs and ensure communication across the continuum of
care from the time a beneficiary initiates dialysis up to a transplant event or end of life.
b) Structure, approach, and design of potential models
The following section outlines key structural elements for the formation, benefits, integrated
care strategy, quality, and payment mechanism of the Dialysis PATIENTS Demonstration Act of
2017.
Formation of integrated care organizations
The following providers could form an integrated care organization:
i.
ii.
iii.
iv.

a certified renal dialysis facility
a dialysis organization that owns one or more facilities
a nephrologist or nephrology practice
other physician group practices

Additionally, other eligible partners may include:
i.
ii.
iii.
iv.
v.

a Medicare Advantage plan
a prescription drug plan
a Medicaid managed care organization
an entity that is able to bear risk
a third-party administrator organization

Participation in this model includes: Medicare beneficiaries entitled to Part A and enrolled in
Part B, receiving renal dialysis, residing in the service area of the organization, receiving renal
dialysis from a participating facility of the organization, and does not have a functioning kidney
transplant.
Beneficiaries would be assigned to an organization based on the facility where they receive
renal dialysis. Beneficiaries would have multiple periods to opt-out of the model: the first 75
days, annually, if their principal diagnosis changes, and during special election periods.
Beneficiaries would be re-considered for enrollment each year unless they elect otherwise.
Benefits and Integrated Care Strategy
The organization would be required to provide all Part A and Part B benefits (except hospice), as
well as include benefits for transition into transplantation, palliative care, or hospice.
Organizations may also elect to cover Part D and/or Medicaid benefits.
The organization would be required to offer an open network model in each of its services
areas. The open network model mimics Medicare FFS and allows beneficiaries to continue to see
any Medicare-certified provider of their choice. Medicare-certified providers or suppliers would
continue to be paid at Medicare FFS rates. An organization could not apply any additional
premiums or cost-sharing for required benefits.
An organization may also offer one or more opt-in preferred network models made up of
providers with significant expertise in ESRD. Organizations and providers could establish
alternative payment arrangements to FFS; non-contracted providers would continue to receive
payment at FFS rates. Under the preferred network model, organizations may apply additional
premium and cost-sharing for supplemental benefits. Beneficiaries who opt-into the preferred
network may continue to receive care from non-contracted providers.
Under both the open and preferred network models, organizations may develop performancebased incentives for providers to promote delivery of high quality and efficient care.
3

The Integrated Care Strategy should include:
i.
ii.
iii.
iv.
v.
vi.
vii.
viii.
ix.
x.
xi.
xii.
xiii.
xiv.
xv.
xvi.

Nephrologist-led interdisciplinary care teams
A decision process for care plans and management
Use of health risk assessments
Annual, individualized care plans
Coordination and delivery of non-clinical services, such as transportation
Services, such as transplant evaluation, palliative care, evaluation for hospice eligibility,
and vascular access care
Transplant counseling
Delivery of benefits in alternative settings
Use of patient reminder systems
Education programs
Use of healthcare advice resources
Use of team-based healthcare delivery models
Co-location of providers and services
EHR sharing across care sites
Treatment adherence programs
Protocols to facilitate the transition pediatric patients

As part of the application process, each organization must develop and submit an Integrated
Care Strategy for CMMI’s approval. As part of this strategy the organization must: provide
services through a multidisciplinary delivery system and establish a governing body with
oversight of the organization, with representatives from each participating provider, including at
least one nephrologist, and at least one beneficiary advocate.
Quality
Quality would be assessed using clinical measures consistent with those under the
Comprehensive ESRD Care Initiative. Based on input from a stakeholder board, nephrologist,
dialysis facilities, beneficiary advocates, and other providers, CMMI would establish quality
performance standards. Organizations could also be assessed based on beneficiary surveys.
Payment
CMMI would make a monthly capitated payment to each organization in accordance with
payment rates under Medicare Advantage for ESRD. The payment amount would be adjusted in
the same manner as Medicare Advantage. The payment amount would also exclude the
standardized costs for payments for organ acquisitions for kidney transplants in the area
involved for the year. These kidney organ acquisition costs would be covered under traditional
Medicare FFS.
Organizations that elect to offer Part D prescription drug coverage would be paid in the same
manner and amounts as those payments made in the case of an organization with a Part D
contract.
In the event that an organization elects to cover Medicaid benefits for dually-eligible
beneficiaries, organizations would enter into an agreement with the State Medicaid agency to
provide benefits, or arrange for benefits to be provided.
c) Engaging beneficiaries in development of these models and/or participation in new models
Integrated care can only be successful when the delivery model enables beneficiaries to manage
their health and engage in their care. Under this proposal, beneficiaries would play a critical role
in the development, quality, and oversight of the model. The model also allows for the
opportunity to engage beneficiaries through lower cost-sharing, additional benefits not covered
under traditional FFS, and other financial health incentives.
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For example, organizations could provide beneficiaries access to technology devices to allow
them to track and monitor their health status, treatment adherence, and care plan. Technology
can help beneficiaries to achieve their personal healthcare goals and support them in managing
their chronic conditions.
Beneficiary engagement could also occur through a health incentive program that promotes
treatment adherence, health awareness, and accountability. If beneficiaries achieve health
milestones, such as full treatment adherence for the month, they could be eligible for a variety
of rewards and incentives (reduced cost-sharing, gift cards, etc.)
d) Payment waivers necessary to help healthcare providers innovate care delivery
OIG would need to publish waiver requirements consistent with those waived under the Shared
Savings Program and also consider waivers consistent with those under other CMMI models.
In order to incentivize broader participation in Advanced APMs, the Health Insurance Portability
and Accountability Act (HIPAA) needs to facilitate greater data sharing among healthcare
providers. Currently, HIPAA can restrict the ability of providers to share beneficiary and
population-level data, exacerbating the barrier for providers looking to enter the integrated care
space. We encourage CMS to review regulations pursuant HIPAA and expand the definition of
Covered Entity to allow for broader data sharing in innovative care delivery and payment
models.
III.

Consumer-Directed Care & Market-Based Innovation Models
a) Model designs consistent with the guiding principles
Five percent of patients account for fifty percent of healthcare costs, largely driven by patients
with multiple chronic conditions 5. These patients typically have difficulty accessing medical care,
are more likely to rely on emergency department visits for ongoing care, and are part of a
population that is projected to grow dramatically over the next 20 years.
As part of the Innovation Center’s New Direction, we recommend forming a comprehensive care
model for the highest risk Medicare FFS patients. In our experience managing care for high
acuity, poly-comorbid patients, we have had a positive quality and cost impact on patients with
cancer, CHF, COPD, ESRD, CKD, stroke, depression, and diabetes. By providing care to patients in
the most convenient setting possible (e.g., home, SNF, high-risk centers), we are able to better
engage the patient to address their complex healthcare needs.
The model goals are to:
1. Improve quality outcomes and overall health for members as a result of timely,
efficient, and excellent care.
2. Better member experience.
3. Lower costs of care by avoiding preventable healthcare utilization.
b) Structure, approach, and design of potential models
Comprehensive Care Providers

5

Melnick GA, Green L, Rich J. House calls: California program for homebound patients reduces monthly spending,
delivers meaningful care. Health Aff (Millwood). 2016;35:28-35
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Under the high risk care model, organizations are formed by a group of Comprehensive Care
Providers that would implement high touch physician-and NP-driven care strategies to provide
comprehensive, coordinated care around a patient’s healthcare needs, in the most appropriate
care setting, and in coordination with patient’s existing physicians. Care strategies would
facilitate the ability for Comprehensive Care Providers to provide appropriate clinical care, care
management services, and social services. In addition, each organization would be responsible
for enrolling eligible patients, analyzing medical spend, and providing patient risk stratification,
quality, and other reporting capabilities.
Organizations would be required to submit an application to CMMI for review and would be
selected based on experience with high cost populations, experience with similar care models,
and quality of approach.
Patient Eligibility
Patients eligible for this model are considered high risk Medicare FFS beneficiaries. They must
be aged 18 and older, with multiple chronic conditions, and historically high medical utilization
and cost. Using two years of historical claims and diagnosis codes, patients are identified based
on having six or more chronic condition such as CHF, COPD, hypertension, diabetes, depression,
ESRD, CKD, stroke, certain types of cancer, etc., along with a history of high medical spend and
hospitalizations. In advance of the program, CMS would consult a stakeholder board to finalize
the list of parameters used to determine eligibility. The eligibility criteria would be consistent
with other members that benefit from integrated coordination and delivery of multidisciplinary
services outside the traditional physician office setting. Eligible Medicare FFS patients must live
in the selected geographic areas outlined in each organization’s application.
Patient Engagement
Organizations would apply for specific geographies (e.g., county-level). CMS may only approve
one organization per geographic region. Upon approval, CMS will provide the organization a list
of all eligible high risk patients in the geography, along with contact information. The
organization would be responsible for direct outreach to eligible patients to enroll patients into
the program. Member engagement specialists and other staff may partner with other external
resources including, but not limited to, primary care physicians, specialists, behavioral health
specialists, social workers, hospitalists, and SNFist/Extensivists. Best efforts would be made to
engage members via multiple methods including, but not limited to, telephonic outreach, mail,
email, texts, community and physician outreach, and other face-to-face engagement.
Once a patient consents to participate in the program, the organization would become
responsible for the total cost of care for these patients in their respective geographic area.
Patients would continue to receive Medicare Part A and B services, in addition to services
provided through the program. The services provided through the program would be
supplemental to, not in place of, any existing providers and specialists the patients see.
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Care Model
DaVita believes that an effective care delivery model would deploy a broad suite of home- and
outpatient-based care programs to fill the gaps in today's healthcare delivery system. The model
would be patient-centered and physician-led. Independent physicians, groups of physicians,
hospitals, and other provider partners would have the opportunity to join the care delivery
network. Each participating provider organization would develop customized integrated care
model to meet the needs of their eligible patient population. Below is an example of a care
model.
A. House Calls/ Primary Care Visits: Clinicians (MD and NP) may deliver in-home primary care
and complementary healthcare services to patients and their caregivers as quickly and
frequently as needed. Physician-led house calls team delivers 24x7 primary care, behavioral
health, palliative care, comprehensive health assessments, and other clinical services within
patients' homes. Clinicians will also coordinate care with patients’ existing PCP and
specialists to create a seamless patient experience. Services for house calls programs
include:
(i) Comprehensive Health Assessments
(ii) Care delivery in most appropriate setting
(iii) Patient Education
(iv) Primary Care
(v) Palliative Care
(vi) Behavioral Health
(vii) Medication reconciliation
B. Post-Acute Care: Employed SNFists within Skilled Nursing Facilities (SNFs) work with the
house calls care team to ensure patients experience smooth transitions home. Services
include:
(i) Clinical visit in first 24 hours
(ii) Day 1 Discharge Planning
(iii) Coordinated transitions to House Call team, as needed
C. High Value Care Coordination: Interdisciplinary care teams made up of care coordinators,
PCP, House Calls team, specialists will provide the following services:
(i) Patient education
(ii) Telephonic care coordination and transitions of care support
(iii) 24 hour care follow up after hospitalizations
The high risk model would be held to a high standard of continuous improvement, recognizing
that all markets are different and healthcare is highly local. In collaboration with the Innovation
Center, the organization would leverage a systematic process to ensure further advancements
to the model. Some examples of potential program innovations would include, but are not to be
limited to, telemedicine, new member engagement efforts, virtual care, and brick-and-mortar
high risk care centers.
Quality
A focus on quality metrics is an important component of success. Providers must prove they
have improved or maintained quality to receive payment. Clinical metrics should be defined in
coordination with stakeholders and a technical expert panel (TEP).
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Payment
We recommend utilizing a payment mechanism that builds on existing CMS innovation models.
We propose three payment tracks for the model: (1) upside-only shared savings, (2) two-sided
shared savings, and (3) capitated payment. Under the shared savings arrangement, the
determination of shared savings is based on the expenditures for the managed patient
population compared to the historical cost history for the high risk population in the geography.
c) Engaging beneficiaries in development of these models and/or participation in new models
Once actively engaged in care, beneficiaries would be able to provide feedback through member
focus groups and satisfaction surveys. This is a key quality metric for program success.
d) Payment waivers necessary to help healthcare providers innovate care delivery
OIG should provide appropriate waivers to allow care coordination, billing in alternative sites of
care (such as the home), patient technology, and telemedicine.
IV.

Medicare Advantage (MA) Innovation Models
a) Comments on Medicare Advantage Innovation Models
In the final rule, CY 2018 Updates to the Quality Payment Program (CMS-5522-FC and IFC), CMS
stated its intent to develop a demonstration that would test the effects of qualifying innovative
alternative payment arrangements under MA as Advanced Alternative Payment Models
(AAPMs). We agree with this approach and believe that more eligible clinicians would enter into
such arrangements with MA health plans. For example, DaVita-affiliated MA ESRD C-SNPs enter
into quality-based arrangements with high-quality nephrology groups to improve patient care
coordination and prevent health complications. Outside of ESRD, DaVita Medical Group
contracts with MA health plans to accept some or all of the medical cost responsibility for a
population of beneficiaries. These contracts include quality benchmarks and shift accountability
to high-quality multi-specialty groups and affiliated physicians.
In order to streamline AAPM determinations, we recommend that Medicare Advantage plans
demonstrate that a particular payment arrangement meets all Advanced APM requirements, as
well as a list of clinicians participating in such arrangements and the number of MA enrollees
each clinician treated. CMS could calculate a threshold score that combines MA and Fee-forService AAPM participation, or calculate independent threshold scores for the MA and FFS
patient populations. In determining bonus amounts for qualifying participants, DaVita suggests
that CMS work with stakeholders to establish a calculation methodology that considers both FFS
Part B covered professional services and equivalent services that are paid by MA health plans
through Part C.
a) Engaging beneficiaries in development of these models and/or participation in new models
The Innovation Center requested suggestions that would empower beneficiaries as consumers
and increase patient choice, thus driving quality and outcome improvements. We believe that
enabling dialysis providers to assist ESRD beneficiaries with C-SNP enrollment and education
activities would achieve these goals.
We recommend allowing dialysis providers and nephrologists to assist patients with C-SNP
enrollment activities. Currently, the Medicare Marketing Guidelines (section 70.5.1) only permit
health plan representatives to assist dialysis patients with enrollment in ESRD C-SNPs, and such
enrollment activities are restricted from occurring in certain healthcare settings. Despite the
unique level of contact between ESRD patients and their dialysis providers and nephrologists,
dialysis patients face a bottleneck in learning more about ESRD C-SNPs and enrolling in the
programs. Dialysis providers and nephrologists should be allowed to assist patients with ESRD C8

SNP enrollment activities while they are on the dialysis clinic treatment floor. Furthermore, we
recommend allowing dialysis providers and nephrologists to accept, offer, and help complete
Medicare enrollment forms, scope of appointment forms, and lead cards, either in the dialysis
clinic waiting area or treatment floor.
Second, we recommend allowing dialysis providers and nephrologists to deliver additional
education on ESRD C-SNP programs, which have demonstrated results in improving health
outcomes for enrolled patients. According to the Medicare Marketing Guidelines (section 70.5),
dialysis providers cannot distribute Marketing Material on dialysis clinic floors. This information,
which includes plan-specific premiums, co-pay amounts, benefits, enrollment instructions, and
provider networks, is crucial to a patient’s decision to enroll or not enroll in an ESRD C-SNP. By
allowing dialysis providers and nephrologists to support in C-SNP enrollment activities and CSNP education, we can better empower beneficiaries, their families, and caregivers to make
informed decisions about their healthcare.
V.

Mental and Behavioral Health Models
a) Model designs consistent with the guiding principles
We recommend creating incentives and reducing barriers to managing behavioral health within
existing fee-for-service and alternative payment models, rather than creating separate
behavioral health risk models and carve out networks. Allowing beneficiaries to access
behavioral health services within their existing model of care will minimize their burden and
promote a more patient-centered care experience.
In the primary care setting, behavioral health is an essential element of care. We recommend
creating incentives around behavioral health being carved into primary care, as greater than
fifty percent of primary care visits address or relate to underlying behavioral health symptoms
or concerns.
A carved-in structure for patients with multiple medical and behavioral health conditions have
proven to improve patient health and quality of life, while reducing overall costs associated with
chronic conditions. In 2007, Aetna’s Medical/Psychiatric High Risk Case Management Program
(Med Psych), which coordinates and integrates medical and behavioral health services, lowered
medical costs compared to patients with chronic conditions that were not enrolled in the
program. Although there was an increase in pharmacy costs for members enrolled in this
program, total savings equaled $136 per member per month. Patients enrolled in the program
also reported an improvement in quality of life and a reduction in work and social limitations
through the SF12 assessment 6.
b) Engaging beneficiaries in development of these models and/or participation in new models
By expanding the site of care and reimbursement for integrated and co-located behavioral
health services, providers can engage beneficiaries through multiple patient-centered channels
(e.g. behavioral health provider's office, patient home, primary care office, dialysis facility or via
telehealth). This could increase treatment adherence, remove transportation as a barrier to
access, and reduce beneficiary fear of being stigmatized for mental health.
c) Payment waivers necessary to help healthcare providers innovate care delivery
6

Announcement: Aetna Behavioral Health Program Shows Significant Cost Savings and Improvement in Quality of
Life and Productivity, August 16, 2007
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If mental and behavioral health benefits are added to existing and future models, we
recommend reducing barriers to substance abuse screening, diagnosis, and treatment created
by privacy restrictions in CFR 42. Data sharing restrictions under 42 CFR Part 2, which governs
the release of substance abuse records and treatment histories, have fewer exceptions than
HIPAA. Under HIPAA, healthcare information can be disclosed without prior patient
authorization for the purpose of treatment, payment, and healthcare operations. While CFR 42
Part 2 was amended early in 2017, the technical solutions necessary to implement updates are
lacking. For this reason, the rule remains a barrier to addressing substance abuse within
integrated care models.
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November 20, 2017

Seema Verma
Administrator, Centers for Medicare and Medicaid Services (CMS)
Department of Health and Human Services, P.O. Box 8010
Baltimore, MD 21244
RE: Request for Information, CMS Innovation Center New Direction

Dear Administrator Verma,
We appreciate the opportunity to comment on the CMS Request for Information (RFI) for the CMS
Innovation Center’s new direction.
We support the direction in which the Administration is interested in taking the Innovation Center. As a
coalition of more than 60 organizations dedicated to combatting older adult malnutrition, we too believe
in patient empowerment, quality improvement, and outcome improvement.
One potential model the Administration should consider for the CMS Innovation Center falls under the
category of Medicare Advantage Innovation Models: adding the flexibility for supplemental benefits to
include more meals for older adults who are diagnosed as malnourished, at risk of malnutrition, and/or
who have a chronic disease.
High-quality nutrition and malnutrition care for older adults should be at the top of the U.S. national
agenda as we develop population health strategies to improve health and to deliver consistent quality
healthcare at an affordable cost. The National Blueprint: Achieving Quality Malnutrition Care for Older
Adults1 released earlier this year pointed to the increasing body of statistics and health economics data
showing the human and economic costs of malnutrition. With Medicare spending projected to rise at a
higher rate than overall health spending, we appreciate the urgency to secure the future of “healthy
aging,” and we believe it starts with attention to nutrition.
The malnutrition problem
Malnutrition, a nutrition imbalance that affects both overweight and underweight patients, is
unfortunately a common issue across all care settings. In the acute care hospital setting, it is estimated

1

The Malnutrition Quality Collaborative. National Blueprint: Achieving Quality Malnutrition Care for Older Adults.
Washington, DC: Avalere and Defeat Malnutrition Today. March 2017. Available at
http://defeatmalnutrition.today/sites/default/files/documents/MQC_Blueprint_web.pdf. Accessed November 20,
2017.

that approximately 20 to 50 percent of admitted patients are malnourished or at-risk of malnutrition.23456
Chronic disease increases the risk of malnutrition in older adults. Studies estimate the prevalence of
malnutrition in cancer patients is 30-87 percent,7 in chronic kidney disease is 20-50 percent,8 and in
chronic obstructive pulmonary disease is 19-60 percent.9
Further, malnutrition can cause adverse and costly outcomes. Research documents that malnourished
older adults make more visits to physicians, hospitals, and emergency rooms. The nutritional status of
malnourished patients can continue to worsen throughout an inpatient stay, which may lead to further
increased costs. Studies show that malnutrition, as a contributing factor to post-hospital syndrome, can
increase a patient’s risk for a 30-day readmission, often for reasons other than the original diagnosis.10 For
example, 45% of patients who fall in the hospital have malnutrition; costs for falls overall to Medicare
totaled $31 billion in 2015.1112
The business case for this model
Because malnutrition is so costly to the healthcare system and so harmful to patients, treating and
preventing older adult malnutrition should be a top priority for Medicare.
Currently, home-delivered meals are only available on a limited basis to Medicare Advantage
beneficiaries and are restricted to those with very specific underlying medical needs for a defined timeperiod. However, programs such as Medicare’s PACE (Program of All-Inclusive Care for the Elderly)
and certain Medicaid waivers fund home-delivered meals for more beneficiaries for longer periods of
time (up to 30 days). Such programs complement existing community programs including the Older
Americans Act home-delivered meals programs (also known as “Meals on Wheels”), which may not have
adequate funding to meet the needs of all older adults requiring specialized post-hospital diets.
Further, these home-delivered meals programs generally have been shown to improve health outcomes for
older adults, ultimately saving Medicare money.13 Disease-associated malnutrition in older adults directly
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costs our healthcare system $51.3 billion annually; poor nutritional status raises healthcare costs 300
percent.14
How this fits into the new direction
The concept of adding flexibility for supplemental benefits to include more meals easily fits the proposed
new guiding principles of the CMS Innovation Center, which we support:
•
•
•
•
•
•

It could foster competition by allowing a variety of community stakeholders/organizations,
including existing nutrition providers, the opportunity to bid to provide meals based on the
quality of their products/services and their readmissions outcomes.
It would be voluntary; patients could choose whether to enroll.
Beneficiaries would be directly empowered in managing their own care through interactions with
their care providers and community-based organizations.
We have the data to show that this benefit design works in the PACE program and through
specific Medicaid waivers.
Participants could partner with public stakeholders, lending transparency to the model design.
The program could be tested in a small number of sites/plans before nationwide expansion, and is
a payment intervention, not a device.

In short, this meets the concept for the Medicare Advantage Innovation Model, and is ripe for
consideration given the high prevalence of older adult malnutrition and the cost savings potential.
Thank you for the opportunity to comment on this RFI. If you would like to follow up on these
comments, please contact Meredith Ponder Whitmire.

Sincerely,
Bob Blancato
National Coordinator
Defeat Malnutrition Today
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November 20, 2017
Amy Bassano
Acting Deputy Administrator for Innovation and Quality
Center for Medicare and Medicaid Innovation
Department of Health and Human Services
200 Independence Avenue, S.W.
Washington D.C., 20201
RE: Request for Information – Centers for Medicare and Medicaid Services: Innovation Center New
Direction

Dear Administrator Bassano,
DentaQuest appreciates the opportunity to provide feedback on the Center for Medicare and Medicaid
Innovation (CMMI) request for information (RFI) on the Innovation Center’s New Direction. We are
excited to see how CMMI’s new approach will spur innovation in the coming years and are grateful for
the Center’s continued dedication to person-centered health.
DentaQuest’s mission is to improve the oral health of all. As a premier oral health organization and the
largest Medicaid and CHIP dental benefits administrator in the country, we partner with eight state
agencies and 100 health plans to provide dental benefits to more than 21 million Medicaid and CHIP
enrollees. We also provide stand-alone dental benefits plans (SADP) through state-based and federallyfacilitated marketplaces in another 11 states.
We seek to address systemic oral health disparities through person-centered oral health. The four
branches of our organization work in complement to achieve this goal and support value-based
approachs to optimal oral health. The DentaQuest Foundation is the largest oral health foundation in
the country, providing more than $17 million in grants last year to promote systemic changes in the oral
health landscape. The DentaQuest Institute – the clinical research arm of our enterprise –tests new
preventive and treatment methods in clinical practice, serves as a convening think tank, and offers
technical assistance to health practitioners. Finally, our Care Group manages dental practices providing
direct care to patients and increases access to quality care for underserved communities. These four
branches collaborate to test and implement new models that can transform the delivery of oral health
care and improve outcomes.
With this RFI, we are encouraged to see that CMMI remains committed to innovation, person-centered
health, and increased participation in alternative payment models. However, we urge CMS to consider
ways to more fully integrate all aspects of a patient’s health , including oral health.
Dental care is an often forgotten component of healthcare especially in public programs like Medicare
(and the adult population for Medicaid). However, optimal oral health is not simply a goal in itself, but is
vital to creating healthier communities mitigating avoidable health care costs. In states where more
adults see a dentist in the previous year, fewer adults report poor overall health1. Research has shown
1
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that tooth decay can result in an elevated risk for diabetes, heart disease, and stroke. Recent studies
demonstrate that treatment of gum disease can lead to better health management—as evidenced by
lower healthcare costs and fewer hospitalizations—among people with common health conditions, such
as type 2 diabetes, heart disease, and pregnancy.2
Oral health has been linked to employability and lost work days from untreated conditions, both of
which are obstacles for lower-income communities. Among adults, 164 million work hours are lost each
year due to dental-related illnesses.3 Thus oral health disparities can have tremendous social and
economic impact for adults nationwide.
As CMMI moves forward in this new direction, we urge you to ensure that oral health remains a critical
component in alternative payment models (APMs) and that dental providers are encouraged to
participate in innovative delivery models. In recent years we have seen tremendous successes when
dental care is considered a vital component within public programs.
As more populations have gained access to dental coverage, the rate of untreated decay has declined
among low-income children. Recent increases in public dental coverage—namely through Medicaid and
CHIP—have led to these improvements.
In fact, recent research suggests that public coverage can led to reduced costs. For example, among
CHIP-enrolled children ages four to eight with a dental visit before their fourth birthday, restorative
costs were 30 percent lower than their peers, extraction costs were 65 percent lower, and these
children had 34 percent fewer restorative and extraction procedures than their peers.4 When oral health
is prioritized, better outcomes and lower costs are achievable.
Oral health is also an area where tremendous disparities persist. Age, race, income, ethnicity, and
geographic disparities reduce access to care and health outcomes. Forty two percent of adults with
incomes below the federal poverty line (FPL) have tooth decay, three times more than adults with
incomes above 400 percent of the FPL.5 Untreated dental disease disproportionately impacts
racial/ethnic minorities. Forty two percent of African American adults and 36 percent of Hispanic adults
have untreated dental disease—compared to 22 percent of Caucasians.6 Further, dental-related issues
are costly and often avoidable reasons that adult Medicaid beneficiaries present in emergency
departments.7 CMMI should explore new models that not only address coverage, payment design, and
delivery system reform, but also education on population health management and awareness around
the social determinants of health.
Overall we want to emphasize oral health’s critical role in achieving overall optimal health as well as the
value in addressing social determinants of health and other external factors that impact a person’s
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health beyond their direct interactions with the healthcare system. We provide more detailed
comments below to some of the specific questions and proposed models raised in the RFI.
DentaQuest Feedback on Potential CMMI Models
(1) Expanded opportunities for participation in advanced APMs
As we noted above, it is important that dental providers are allowed and even encouraged to participate
in alternative payment models. Frequently dental providers are either expressly prohibited from
participation or other barriers—like dental’s absence from Medicare or IT/infrastructure challenges—
essentially exclude oral health and prohibit the development of truly person-centered models of care.
Additionally, as healthcare moves away from fee-for-service towards value-based solutions, it’s
important to note that “value” does not solely apply to providers, but also experienced 3rd party
organizations and payers that support providers. These organizations often improve the delivery of care
and have significant expertise in achieving the triple aim. We caution CMS against overly prescriptive
requirements that unintentionally limit innovation. Regulations around APMs should encourage the
highest value healthcare, regardless of the financing or care models.
Success of APMs in allowing person-centered health is best assessed through measures of individual
health outcomes, population health and cost. 3rd party organizations and their provider partners must
share findings, outcomes and lessons learned from APM use to identify and share best practices.

(2) Consumer-directed care and market-based innovation models
There are many ways that federal agencies can promote consumer-directed care, but most start with
increased access to claims data that can catalyze private and public innovations. We are very pleased by
CMS’s progress in recent years to liberate data and allow non-government entities to leverage Medicare
data for quality improvement purposes. Such massive datasets can complete the information loop—
enabling data-driven insights to drive forward better policy, payment models, and care delivery. As our
entire system looks for new ways to reward value and prevention, liberating data from restrictive
policies will be critical to catalyze the changes our industry needs at the rate they are needed. Data must
keep pace with innovation to verify the effectiveness of new models and to ensure we as an industry are
headed in the right direction.
We applaud CMS for prioritizing expanded data uses in Medicare. In implementing the Medicare Access
and CHIP Reauthorization Act of 2015, qualified entities (QEs) would be able to create non-public
analyses and provide or sell such analyses to authorized users, such as providers, suppliers, and
employers. These analyses will significantly bolster stakeholders’ abilities to improve processes and
quality performance.
However, we urge CMS to explore additional opportunities for data liberation, particularly in the
Medicaid space. As the largest Medicaid and CHIP dental benefits administrator in the country, we have
a substantial amount of data relevant to at-risk, low-income populations and the care they receive.

Organizations with databases like ours have the potential to analyze this data for clinical outcomes and
utilization trends that can be used to inform state and federal policy on oral health. CMS should
encourage states to enable the use of blinded Medicaid data by health care organizations, researchers,
and advocates to inform state and federal policy. A good example in this space is the public free
availability of Medicaid data for the state of Indiana, available: http://www.in.gov/mph/931.htm and
https://hub.mph.in.gov/dataset?tags=Medicaid.
Unfortunately, every state we have encountered places stringent limitations on the ways even deidentified data can be shared externally by partner organizations. Instead of using the data they already
possess, these organizations would be required to purchase data back from CMS to perform any
research to benefit the oral health community. This requirement represents not only a financial waste,
but is a microcosm of the types of regulatory inefficiencies that prevent true innovation in healthcare.
In addition to data, access states do not have resources to implement state of the art big data analytics.
Some states have established a partnership with public health institutes or academic centers, but data
sharing is a prolonged process that results is lack of timely policy insights.
Beyond improved access to data, we urge federal policymakers to explore a few other ways to promote
consumer-directed care within alternative delivery settings. For example, public policy should continue
to enable and encourage the adoption of telehealth. No distinctions should be made between public
and private sector to allow parity in coverage and payment. Coverage should apply regardless if the
technology is considered live video, store-and-forward, or remote patient monitoring. Parity in coverage
and reimbursement will only promote adoption by a wide range of providers, including dentists, and
therefor promote access to care through consumer-friendly and engaging modalities.
Critical to the implementation of telehealth and other alternative payment models is a robust IT
infrastructure that facilitates the sharing of patient information. Federal policies should support
technologies that are not just interoperable (the ability to communicate), but ones that actually perform
interoperation. CMMI should also explore models that invest in IT infrastructure in rural and lowbandwidth areas. This will be critical to medical-dental integration efforts and the ability for all relevant
providers to communicate about an individual’s health and to promote coordination across the
spectrum of care.

(3) Physician specialty models
DentaQuest reiterates the value of dental participation in alternative payment models and even the
development and implementation of dental-specific alternative payment models such as the successful
dental accountable care model that is part of Oregon’s Medicaid program. Advantage Dental, a member
of the DentaQuest family of organizations, is one such dental ACO and its person-centered approach to
preventive care has resulted in greater access and lower cost care
Another integration model that is successfully increasing access to oral health care in rural communities
is DentaQuest Institute’s Medical Oral Expanded (MORE) Care program. Currently operating in three
states, MORE Care strengthens connectivity between physicians and oral health providers by
establishing screening methods, introducing basic preventive oral health services and strengthening oral

health compentencies within the physician practice and solidifying a referral and patient information
sharing structure.

(4) Prescription drug models
Services like dental, pharmacy, behavioral health are critical to overall health throughout the life cycle.
While we cannot offer specific input on incorporation of prescription drug models into work of the
Innovation Center, we would like to call out the opportunity for innovation within Medicaid and
Medicare to help address a far-reaching public health emergency. Opioid abuse has reached epidemic
proportions in our country and may begin simply through a prescription for a pain medication. Dentists
are among leading prescribers of opioid analgesics, which are often prescribed following tooth
extractions or other oral surgery. The American Dental Association (ADA) and the American Academy
of Oral and Maxillofacial Surgeons (AAOMS) have spoken out with prescription recommendations for
oral health providers to help address the issue. DentaQuest stands in solidarity with leaders of
organized dentistry, other organizations of medical professionals and payers in voicing our support for
collaboration in addressing this public health emergency.
There are many initiatives to provide physicians with point-of –care information on the morphine
equivalent doses (MED) for their patients. Very little is currently done to address this critical clinical
need for the dentist-patient partnership.
(5) Medicare Advantage innovation models
DentaQuest encourages CMS to study the value of including adult dental coverage as part of the core
package of benefits in Medicare and Medicaid. Ensuring coverage is a necessary first step to reduce
disparities and improve overall health outcomes in the ways that CMS is aiming to achieve with its focus
on innovation. Too many seniors and low-income families lack adequate dental coverage and are forced
to seek care in less appropriate, and significantly more expensive, settings like emergency departments.
We’ve already seen in some states that a preventive benefit has the potential to reduce costs.8
Comprehensive coverage is a foundational step to improved outcomes and population health. Dental
benefits are often sought after and a major driver in consumer interest in Medicare Advantage plans.
For Medicare Advantage specifically, about nine states already offer or are preparing to offer valuebased insurance design products. Diabetes, chronic obstructive pulmonary disease, and coronary artery
disease are some of the focus disease states for these products. They allow the addition of supplemental
benefits for the value-based insurance design plans, but dental is not a required benefit. With the
connection between oral and overall health detailed above (particularly for diabetes and heart disease
patients), DentaQuest recommends that at least some dental services, such as oral exams, cleanings,
periodontal maintenance, and x-rays, should be required in value-based insurance designs. This would
also allow CMS to gauge the value of providing dental coverage and its impact on overall health costs.

(6) State-based and local innovation, including Medicaid-focused models
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As the largest dental benefits administrator for Medicaid/CHIP beneficiaries, DentaQuest has experience
with a range of innovative programs. We’d like to highlight a few successful models that might interest
CMMI:
 Virtual Dental Home – This model is one of the most promising in advancing a preventionfocused and person-centered system of care to improve outcomes for vulnerable populations.
The VDH model is a community-based oral health communication approach developed in
California. Community-based dental team members collect dental records, provide preventive
care, and send information via telehealth technologies to dentists who establish a diagnosis and
treatment plan. More complex cases are referred to a dental office.
 Medical Oral Expanded Care (MORE Care) – MORE Care is one program that holds the promise
of improved access, lower costs, and better patient experience. The MORE Care program
addresses oral health disparities by integrating oral health into primary care and developing
dependable oral health care networks. Specifically, the program helps primary care practices in
underserved areas effectively provide oral health risk assessments, oral exams, fluoride varnish,
and referrals to dental partners for those needing further dental treatment.
 Early Childhood Caries Collaboratives – Initiated in partnership with Boston Children’s Hospital,
the DentaQuest Institute’s Early Childhood Caries Collaborative fostered programming that
transitions the traditional surgical model of dental care by applying disease management
protocol to prevention and treatment of caries. The ECC Collaboratives demonstrated that you
can have a big impact when you shift treatment of young children from repair in a hospital
operating room to a program of chronic disease management. During one phase of the
program, participants found operating room utilization dropped by 36%; new cavitation
dropped by 285; and children reporting pain decreased by 25%.
 Advantage Dental - An Oregon-based dental accountable care organization since 1994,
Advantage Dental entered into partnership with DentaQuest in 2016. Through a model of care
focusing on prevention, disease management and community-based care, Advantage Dental’s
person-centered oral health model is showing improvements in health and reductions in care
costs over time.9
These are just some of the innovative, evidence-driven programs we’ve been able to provide state
partners. We are happy to provide more information on any of these and would certainly love to pursue
any opportunities to collaborate with federal agencies on similar models.
DentaQuest Feedback on Specific RFI Questions
1. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
The noted examples above have been smaller-scale demonstrations operating within quality
improvement framework to maximize learning and evaluation. Evidence-based design with a consistent
focus on quality improvement will allow testing of person-centered innovations wherein outcomes are
measurable and the process allows for continual refinement through learning. Such a focus can occur at
the state, federal or local level without significant necessitating additional CMS oversight or regulation.
9
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2. Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
Models should be evidence-based with clear, understandable metrics defined in advance to track
process and outcomes. Additionally, in keeping with focus on the consumer, outcome measurements
should capture both provider and patient satisfaction.
Further, model designers must recognize the impact that social determinants of health have on
consumer behavior and lifestyle just as they consider provider readiness as a variable that can either be
a support or detriment to model testing if not properly assessed in advance of study.
3. How can CMS further engage beneficiaries in development of these models and/or participate in
new models?
We emphasize the importance for CMS to increase access and uses of claims data. With greater access
to data, private and public partners can develop evidence-based innovations and tools that engage
beneficiaries.
Focus groups can also provide good feedback from members. It would be helpful to have focus groups
or even conduct a conjoint study of Medicare beneficiaries with diabetes and find out how dental
services would impact their overall health.
4. Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
Stark Law and Anti-Kickback Statute revisions—which have been explored in recent years by the Senate
and other federal policymakers—should reflect an evolving healthcare landscape where providers
collaborate in teams to create person-centered treatment plans. While specific Stark and Anti-Kickback
exceptions have been given in recent years for specific APMs, in general, these provisions have the
unintended consequence of limiting potential innovation from private sector experts and stakeholders.
Wide-reaching revisions and greater flexibility across the board will be critical to the progress and
success of alternative models.
DentaQuest has also been able to partner with states, like Oregon, on effective delivery and payment
models that have required waivers from CMS. We would encourage a smoother, faster, more simplified
waiver process to allow states to develop new programs/models of care more effectively and
acknowledge CMS’ recent steps toward a simpler path.
5. Are there any other comments or suggestions related to the future direction of the Innovation
Center?
We encourage CMS to recognize the longitudinal nature of the journey to improvement through patient
or person-centered innovation as it continues emphasizing this focus for our health system. We firmly

believe that integration of health systems will lead to better health outcomes; however, cost savings in
areas like oral health will have a longer development period for fully demonstrating value.
We support the approach CMMI is taking to promote innovation and person-centered care. We
encourage CMS to continue to integrate oral health more into value-based, alternative payment models.
We also feel strongly that this is a journey we are all taking together with a common goal of improving
the health of our citizens through a more efficient and modern system of care. Therefore, knowledge
sharing among stakeholders is critical to understanding methodologies, measures of success and proper
timeframes for outcome measures in order to maintain cohesion in our united goal.
If you have any questions, please do not hesitate to reach out. We would love to be a resource.

Sincerely,
Todd Cruse
Executive Vice President, Public Affairs

November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244

Dear Administrator Verma:
The Diabetes Advocacy Alliance (DAA) appreciates the opportunity to provide comments on the Centers for
Medicare & Medicaid Services (CMS) Innovation Center New Direction Request for Information (New
Direction/RFI) released on September 20, 2017. The DAA is a coalition of 22 diverse member organizations,
representing patient, professional and trade associations, other non-profit organizations, and corporations, all
united in the desire to change the way diabetes is viewed and treated in America. Since 2010, the DAA has
worked to increase awareness of, and action on, the diabetes epidemic among legislators and policymakers.
The organizations that comprise the DAA share a common goal of elevating diabetes on the national agenda
so we may ultimately defeat diabetes.
As you know, both the human and economic toll of diabetes is devastating. Over 30 million Americans have
diabetes and an additional 84 million adults are at risk of developing the disease. By 2050, it is estimated that
one out of every three Americans will have diabetes. In addition, the annual cost of this public health
emergency has skyrocketed to $322 billion and will continue to rise unless something is done. Further, the
Medicare program and older adults are disproportionately affected by diabetes. Approximately 12 million
Americans over the age of 65 (nearly 30 percent) have diabetes and half of all those over the age of 65 have
prediabetes. In addition, Medicare currently spends one out of every three dollars on care for people with
diabetes.1 Given the burden diabetes places on seniors and the Medicare program, the DAA strongly
recommends the Innovation Center focus attention on this serious and costly disease as it develops and tests
innovative approaches and models to improve quality and value of care for Medicare beneficiaries.
Medicare Diabetes Prevention Program Expanded Model
First and foremost, the DAA would like to recognize the work of the Innovation Center in moving forward with
an expanded model test that will allow seniors at risk for diabetes to participate in an evidence-based diabetes
prevention program. Through a pilot that enrolled more than 8,000 Medicare beneficiaries, the Innovation
Center found seniors can prevent or delay onset of type 2 diabetes by participating in a community-based
diabetes prevention program and save the Medicare programs approximately $2,650 over 15 months.2 The
1
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Medicare diabetes prevention program (MDPP) expanded model clearly illustrates the Innovation Center’s
potential to bring effective, cost-saving new models of care and prevention to our nation’s seniors.
As expressed in our comments related to the 2018 Medicare Physician Fee Schedule proposed rule, the DAA is
disappointed that virtual delivery of MDPP was not included in the proposed rule. The DAA would like to
reiterate that virtual and other innovative forms of DPP delivery is essential for beneficiary choice as well as
access (particularly for vulnerable populations, individuals with transportation needs or those in rural areas
with no access to an in-person program.) We stand ready to work with the Innovation Center on a separate
model test of virtual and other innovative delivery of DPP services conducted in parallel with the MDPP
expanded model as was described in the proposed rule. Coverage of virtual and other innovative programs
will ensure Medicare beneficiaries have access to MDPP regardless of where they live and in the format of
their choosing. Although we emphasize the need for the virtual model test to happen quickly to assure full
access, we also urge the Innovation Center to be as transparent as possible in the development of the virtual
model test (ideally, opening it for public comment) and work closely with stakeholders to ensure a successful
test and future implementation. The DAA looks forward to working with CMS to implement the new MDPP
benefit beginning April 2018.
Guiding Principles
The new direction outlined in the RFI for the Innovation Center is of particular interest to the DAA given its
emphasis on patient-centered care and focus on reforms that increases choices that drive quality, improved
outcomes, and reduced costs. The DAA strongly supports the guiding principles related to patient-centered
care and transparent model design and evaluation. It is critical that patients be at the center of these
important health care decisions and models which will help empower beneficiaries and their families. In
addition, the DAA strongly believes patients should not be harmed by model tests and urges the Innovation
Center to safeguard patient access and quality of care.
The DAA has been fortunate to engage with the Innovation Center over the last several years and believes a
strong partnership and collaboration between the Innovation Center and external stakeholders will yield the
best ideas and ultimately improved care for patients. While the statute establishing the Innovation Center
required broad stakeholder engagement, the DAA encourages the Innovation Center to develop a formal
strategy for stakeholder engagement so that external parties, particularly patients and/or consumers, have
the opportunity to contribute to model development and testing.
Gaps in Diabetes Care
As previously mentioned, diabetes is an epidemic affecting an increasing number of Americans and consuming
more and more healthcare dollars. The Medicare diabetes prevention program expanded model filled a gap
that previously existed in the Medicare program; that diabetes prevention was not a covered service for
seniors. The DAA is pleased the Innovation Center’s model test will result in Medicare coverage for diabetes
prevention beginning April 2018 but there is more the Innovation Center can do in terms of filling gaps that
exist in diabetes care. A few examples are highlighted below.

Diabetes Screening
As previously mentioned, over 30 million Americans have diabetes. Unfortunately, 7.2 million are undiagnosed
which includes over 2 million Medicare beneficiaries who are not getting the care they need to manage their
disease. In addition, only 11.6% of the 84 million Americans with prediabetes know they have it. Despite the
fact that the U.S. Preventive Services Task Force (USPSTF) recommends screening adults aged 40 to 70 years
who are overweight or obese for diabetes3 and Medicare covers two diabetes screening tests a year for
eligible beneficiaries, millions of Americans remain undiagnosed and are not receiving the care and treatment
they need. Given the sheer number of people living with diabetes or at risk of the disease and the hundreds of
billions of dollars spent on diabetes, the DAA recommends the Innovation Center test new approaches to
outreach and screening to improve diabetes screening rates. Improving Medicare diabetes screening rates
may also help drive uptake of the new Medicare diabetes prevention program benefit by seniors with
prediabetes which goes into effect in 2018.
Related to diabetes screening, the Medicare program currently covers and reimburses fasting plasma glucose
(FPG) tests to screen for diabetes. However, the hemoglobin A1c test is only covered and reimbursed under
Medicare if a patient has already been diagnosed with diabetes and it’s ordered by a doctor. The hemoglobin
A1c test is often preferred by physicians for its convenience4 and research suggests the FPG may
underestimate the burden of undiagnosed diabetes compared to the A1c test. 5 The DAA urges the Innovation
Center to test using the hemoglobin A1c test for diabetes screening which may help reduce the number of
Medicare beneficiaries with undiagnosed prediabetes and diabetes and get them the care they need.
Patient Centered Diabetes -Management
Diabetes is a complex disease that requires ongoing self-management by patients, including integrating
lifestyle modifications and making numerous decisions throughout the day, as part of their management and
treatment regimen. Two out of three Medicare beneficiaries have diabetes or prediabetes. Because of the
impact the disease has on the program, people with diabetes should not be treated in a “one-size-fits all”
manner. There are many great examples of evidence-based services and programs, including some that are
community-based, that lead to improved health outcomes for people with type 2 diabetes. The DAA
recommends that the Innovation Center develop a robust set of pilots to test innovative models and programs
that delivery patient centered diabetes management – including new approaches to delivery of Medicare
diabetes self-management training (DSMT) and community based programs that lead to improved outcomes.
Diabetes Self-Management Training – new delivery models
Medicare covers DSMT which is an evidence-based service that teaches people with diabetes how to
effectively self-manage their diabetes and cope with the disease. Studies have found that DSMT is
associated with improved diabetes knowledge and self-care behaviors, lower hemoglobin A1c, lower
weight, improved quality of life, healthy coping and reduced health care costs 6, and it is a
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recommended component of care in a joint position statement of the American Diabetes Association,
American Association of Diabetes Educators, and Academy of Nutrition and Dietetics7 Unfortunately,
despite its critical importance for people with diabetes and the fact that DSMT has been a covered
benefit under Medicare for over 15 years, a recent study found only five percent of Medicare
beneficiaries with newly diagnosed diabetes used DSMT services.8
CMS highlighted the “significant underutilization” of DSMT in the CY 2011 and CY 2017 Medicare
Physician Fee Schedule, and solicited public comment on barriers contributing to access and the underutilization of the benefit. The DAA provided comments to the agency on existing barriers and
recommends the Innovation Center test new approaches to delivering DSMT, including virtual delivery,
in an effort to increase utilization of this important benefit.
New, community based, models of patient centered diabetes management
Community-based programs have many benefits compared to those delivered in a clinical setting
including greater scalability, accessibility, and affordability. One example of an innovative model of
care for people with type 2 diabetes found that combining community based and online diabetes
education with popular commercial weight loss, resulted in greater A1c reduction and weight loss
compared to standard nutrition and diabetes education.9 In addition, the interventions led to
improvements in psychosocial outcomes often seen in individuals with type 2 diabetes.10 The MDPP
expanded model is helping to establish community health workers role in the Medicare program as it
relates to diabetes prevention; however, the Innovation Center should look further and consider a
model test based on the aforementioned intervention to help explore the role of these workers in the
care and treatment of people with diabetes.
***
Thank you for the opportunity to comment on this Request for Information for the new direction of the
Innovation Center. We support the Agency’s efforts to promote patient-centered care and drive quality and
improve outcomes. We look forward to working with CMS to address critical gaps in diabetes care and
ensuring our healthcare system is affordable, accessible, and puts patients first. If you have any questions
or need additional information, please free to contact one of us: Meghan Riley; Karin Gillespie; or Dr. Henry
Rodriguez.
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November 20, 2017
Ms. Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
2810 Lord Baltimore Drive
Baltimore, Maryland 21244

Re: Comments in response to CMMI Request for Information on patient-centered care
and market-driven reforms
Dear Ms. Bassano:
On behalf of Dialysis Clinic, Inc., thank you for the opportunity to respond to the Innovation
Center’s September 20, 2017, Request for Information (RFI) regarding strategies to “promote
patient-centered care and test market-driven reforms that empower beneficiaries as consumers,
provide price transparency, increase choices and competition to drive quality, reduce costs, and
improve outcomes.” We commend CMS for providing stakeholders with an opportunity for input
as CMS considers development of new payment models and improvements to existing models to
achieve these goals.
DCI is a nonprofit kidney health provider. We were founded forty-six years ago, two years before
Medicare covered dialysis, and currently care for more than 19,000 patients (15,000 of these
patients are on dialysis and more than 4,600 patients have Chronic Kidney Disease (CKD)) in more
than 245 locations in 28 states. For those patients with CKD, our primary goal is to keep them off
dialysis, or at least delay their start of dialysis. For those who do start dialysis, we work to ensure
that they are as prepared as possible for this transition in care.
We believe that transplant is the optimal therapy for many patients with kidney failure. Our
founder, Keith Johnson, MD began working to increase access to transplantation in 1969, was the
original President of SEOPF (the precursor organization to UNOS) and is a prior President of
UNOS. To increase access to transplantation, we currently operate three organ procurement
organizations (in Tennessee, New Mexico and Northern California). Because of the hard work of
the staff of DCI Donor Services, more than 600 people received a kidney transplant in 2016.
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Despite the fact that the USRDS has found that DCI’s mortality rates and hospitalization rates for
patients on dialysis are the lowest of the national providers for fourteen years in a row, we know
that we can provide better care for our patients on dialysis. Starting in 2011, we worked with
CMMI in the development of the ESCO and many of our patients now benefit from care under the
ESCO. We currently operate six ESCOs. We would have expanded the number of ESCOs in 2018
if we had been given the opportunity to apply for more ESCOs in 2017. Instead, we are expanding
our current ESCOs and anticipate that more than 3,000 DCI patients (more than 30% of our
Medicare patients on dialysis) will receive care in an ESCO by January 1, 2018. A little more than
two years ago none of our patients benefitted from integrated care; we are excited that next year
nearly 1/3 of our Medicare patients will benefit from this care and hope to expand this care to more
patients if given the opportunity.
Comment on Our Partnership With the Innovation Center
We greatly appreciate the opportunity to participate in the ESCO. Most importantly, we greatly
appreciate the collaborative approach of the CEC team. In the beginning, we had weekly calls with
the CEC team, we now have calls every other week. These informal calls allow us to learn more
about the CMS view of integrated care. In addition, these informal calls allow us to share with the
CEC team what we are seeing as we work to improve care for patients with kidney disease. We
strongly believe that population health is a journey and not a destination and are honored to be able
to walk side by side with the CEC team as we work together to improve care for patients with
kidney disease.
We also are greatly appreciative that the CEC team has been responsive to our comments about
opportunities to improve the ESCO. Most recently we discussed the weighting of CAHPS scores
and greatly appreciate the improvement in scoring methodology for the quality metrics in 2018. In
addition, we greatly appreciate the interest from the CEC team about opportunities to increase
access to kidney transplantation and opportunities for better care for patients with CKD.
Comments on the Innovation Center’s Guiding Principles
We commend the Innovation Center for the guiding principles set forth in its RFI and believe that
many relate directly to the delivery of improved care for dialysis patients and patients with CKD.
Patient-centered care and competition in the dialysis market are critically important in our sector,
particularly given the high degree of market concentration that can limit patient choice, diminish
quality of care and increase costs.
With respect to small scale testing, we would observe that not only should demonstrations still be
at a scale such that they can satisfy the requirements under Sec 1115 A—including the possible
certification of the CMS Actuary—but also that they encompass a sufficiently broad and diverse
set of providers. The ability of small dialysis providers to participate in the CEC model is a critical
aspect of the CEC model. We commend CMMI for taking specific steps to enable participation of
small providers.
Comments on Advanced APMs
With respect to the Innovation Center’s expressed interest in expanding opportunities for
participation in Advanced APMs and requests for comments on ways to increase opportunities for
eligible clinicians to participate in Advanced APMs, we would like to offer the following
comments.
“We are a Non-Profit Service Organization. The Care of the Patient is Our Reason for Existence.”
Dialysis Clinic, Inc. Page 2

ESCOs with two-sided risk can qualify as Advanced APM’s, and nephrologists and other clinicians
with whom they partner can meet the requirements for Qualifying Participants (QPs). This
opportunity to qualify as a QP is an important incentive in encouraging physicians to participate in
the CEC. Currently all of our ESCOs qualify as Advanced APMs and more than 100 physicians in
our ESCOs will be eligible to receive a 5% bonus in 2019 because they were a QP in 2017. Early
in the model, it took a great deal of effort for us to encourage nephrologists to be owners in the
ESCO. Today many more nephrologists are interested in being an ESCO owner. Last week a
nephrologist who agreed to be an owner in a new community for one of our current ESCOs
commented, “why didn’t you get me to do this earlier?”
Better Care For Patients With Chronic Kidney Disease (CKD)
We strongly recommend that the CEC be expanded to include patients with CKD and explicitly
address the transition from CKD to dialysis and transplant. We are concerned that a model that
only allows for shared savings for patients once they start dialysis could result in ESCOs only
focusing on the pre-dialysis needs of patients with late stage CKD instead of managing their overall
care. In addition, by incentivizing better care for CKD patients there is the potential benefit that
patients could start dialysis later in the progression of their CKD.
MedPAC has commented that nationwide patients are starting dialysis too early in the progression
of their CKD. We agree. Nationwide, 11.7% of patients start dialysis with 15% or more kidney
function remaining (GFR ≥ 15). In 2015 alone, this represented more than 14,000 patients. In our
largest CKD program, in Spartanburg, SC (the same location as the Palmetto Kidney Care Alliance
ESCO), 116 patients started dialysis between January 1, 2014, and December 31, 2016. Only one
patient had a GFR > 15. In 2016, 71% of our patients started with a GFR of 5-10. As a patient,
who wouldn’t prefer to delay dialysis as long as possible? In addition to better quality of life, from
a CMS perspective, you would avoid the extra $4,000 per month in cost for a patient on dialysis.
You might ask if we are waiting too long to start patients on dialysis and that we are merely
delaying an increase in the cost of care. To the contrary, those patients who started on dialysis
from the Spartanburg CKD program have improved outcomes -- 30% started dialysis at home
(triple the national average), 60% of those starting hemodialysis started using a fistula and never
had a catheter (triple the national average), and two-thirds had an outpatient start of dialysis,
avoiding the first hospitalization (double the national average). Based on our analysis of claims
data, in the Palmetto Kidney Care Alliance, the average cost of care for a patient in the first month
of dialysis is $8,000 lower than our other two initial ESCOs; the average cost of care for the first
four months of dialysis is $16,000 lower than our other two initial ESCOs.
We hope that you are intrigued by our initial results from our CKD program and would greatly
appreciate the opportunity to discuss this topic further.
Increased Likelihood of Kidney Transplantation
We consider kidney transplantation to be the optimal therapy for many patients in need of renal
replacement therapy, yet only 2.6% of patients receive a pre-emptive transplant. We can do better
and our patients deserve better.
As stated previously, we currently operate three OPOs and because of the hard work of our staff,
more than 600 people received a kidney transplant in 2016. In our ESCOs, we are forming new
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partnerships with transplant centers and nephrologists and are finding many opportunities to
increase access to transplantation.
We do note that the current CEC model dis-incentivizes transplantation. Patients who would
receive a transplant are likely the least expensive patients in the ESCO, and if they receive a
transplant the ESCO’s shared savings will decrease. In the first year of our three ESCOs, twentysix patients received a kidney transplant. Based on our evaluation of claims data, the average cost
of care for these patients is $1,300 less than the average cost of care for an ESCO beneficiary. We
estimate that the shared savings for our three initial ESCOs decreased by more than $400,000
because these individuals received a kidney transplant.
We strongly support increased access to transplantation and have recommended to the CEC team
that a savings multiplier be used to address the change in transplantation from the benchmark years
of 2012, 2013, and 2014. Consistent with the two-sided model, if the transplant rate increases, the
percent of shared savings for the ESCO would increase; if the transplant rate decreases, the percent
of shared savings for the ESCO would decrease.
However, this proposal only removes the disincentive for transplantation in the CEC. We can do
much more to increase the likelihood that a person with kidney disease receives a transplant. We
propose that patients receiving a kidney transplant stay in the ESCO and that we continue to be
responsible for care coordination for these patients so that they will be less likely to lose their
transplant and need dialysis care. In addition, we propose that CMMI compare the cost of care for
a patient with a transplant (excluding the cost of the surgery) with the cost of care for a patient on
dialysis and allow the ESCO to receive shared savings for the extended time period of
transplantation above the benchmark.
We also recommend that CMMI allow the ESCOs to have a waiver to use kidneys that are
presently being discarded. In Tennessee Donor Services (TDS), we work aggressively to ensure
that every possible kidney is transplanted. We see every kidney from a deceased donor as a
potential life transformed and therefore work tirelessly to place all potentially viable kidneys. This
process is working -- at TDS the number of donors per million is the highest in the world. In 2016
alone, 387 kidneys were transplanted.
However, we are also seeing that because of the focus on optimal transplant center outcomes due to
evaluation by the 2007 Conditions of Participation, transplant centers have become more selective
in the choice of a deceased kidney. In 2006, we discarded 59 kidneys; in 2016 alone we discarded
149 kidneys.
We would like to be able to partner with transplant centers in the ESCO to allow them to use these
kidneys without impacting the score for their expected patient survival and graft survival metrics.
We recommend that CMS closely follow the outcomes for these transplants, but recommend that
the outcomes be compared to the outcomes for a patient on dialysis on the waiting list, instead of
the outcomes for optimal patients using optimal kidneys at optimal transplant programs.
Better Care At End Of Life
We commend the Innovation Center for including hospice care in the ESCO. Of all owners in DCI
ESCOs, the first organization to agree to be an owner was Alive Hospice, a nonprofit hospice
provider in Nashville, TN that has been in existence for 42 years. With our partnership with Alive
Hospice, we have better learned how to address end of life for our ESCO patients. Not
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surprisingly, 27.7% of patients in the Music City Kidney Care Alliance received hospice care
before death during the first year of the ESCO, compared to an average of 18.7% for our other two
ESCOs.
But we can do much better. Recently we spoke with the Care Coordinators from all of our ESCOs.
We asked them if they knew of at least one patient in their clinic for whom the burden of dialysis
treatment outweighs its benefit. Just about every Care Coordinator raised his or her hand. We then
asked if they were comfortable having the difficult discussion about end of life and only a few
raised their hand. Alive Hospice is working with us, setting up training for our physicians, care
coordinators, and other clinic staff to allow us to become more comfortable with having difficult
discussions, including discussions about end of life.
We are learning that we are most effective when we discuss Advance Care Planning with patients
with CKD, instead of waiting until they are on dialysis. We have also learned that many elderly
patients with other medical problems will choose to not start dialysis when they learn that they
could live just as long without dialysis than with dialysis care. Nationwide in 2015 alone, 28,644
patients aged 75 and older started dialysis. We wonder how many knew that they had the option of
choosing medical management rather than start dialysis. If the ESCO were expanded to include
CKD, we anticipate that more patients will have the opportunity to learn the full range of choices,
including medical management without dialysis, at an earlier time, with the best opportunity to
make the best choice for the patient and his/her family.
Conclusion
Thank you for this opportunity to respond to the Innovation Center’s recent RFI. We greatly
appreciate the opportunity to participate in the CEC program and look forward to continuing to
work with the Innovation Center to improve care for patients with kidney disease. We would be
glad to discuss any of these comments in greater detail at any time. If you have any questions,
please feel free to contact Doug Johnson.
Sincerely,

Douglas S. Johnson, MD
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185 Berry St.
San Francisco, CA 94107
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November 16, 2017

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, SW, Room 445-G
Washington, DC 20201
Submitted via email to CMMI_NewDirection@cms.hhs.gov
SUBJECT: CMS Innovation Center New Direction: Request for Information
Dear Administrator Verma:
On behalf of our 39 hospitals in Arizona, California and Nevada, Dignity Health
appreciates the opportunity to respond to the request for information seeking input
on a new direction for the Centers for Medicare & Medicaid Services’ (CMS)
Innovation Center. As the fifth-largest hospital system in the nation, Dignity
Health is proud of our commitment to our mission to provide quality, affordable
care to all, especially the poor and disenfranchised. Dignity Health believes
humanity is the very core of health care and encourages CMS to establish policies
in a way that elevates the sacred covenant between providers and patients, to
deliver the best care with the greatest compassion.
Dignity Health is pleased the Administration is taking a closer look at the
Innovation Center’s future and the critical role it can play in building upon
existing innovations and driving the nation’s health care providers toward valuebased care models. Through that process, Dignity Health encourages CMS to
recognize the care delivery changes the Innovation Center is seeking are both
revolutionary and evolutionary, requiring systems, operational changes and
cultural changes on the part of providers and consumers alike. For this
progression and magnitude of change to meet the goals of and improving quality
of care, outcomes, and efficiency, it must be methodical and consistent, allowing
for learning as the transformation moves along. Dignity Health also urges the
Innovation Center to seek alignment with existing systems and programs,
including those originating with private payors, to create a “payor agnostic”
approach to systems changes. This will allow providers to optimize resources and
streamline systems change.
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DIGNITY HEALTH’S COMMITMENT TO INNOVATIVE PAYMENT MODELS
Dignity Health supports moving Medicare payments from volume to value and
has made significant investments to transform health care to advance integrated
care models by voluntarily entering into payment arrangements that include
financial and performance accountability for episodes of care. In Arizona, Dignity
Health formed Arizona Care Network (ACN) in 2013 as a physician and health
system collaboration designed to create a seamless approach to providing care to
the community. ACN is a physician-led, physician-governed accountable care
organization of over 5,000 clinicians and 16 hospitals across the Phoenix Metro
Area. In collaboration with Abrazo Community Health Network (owned and
operated by Tenet Healthcare) and Phoenix Children’s Care Network, Dignity
Health has participated in the Track 1 MSSP program since 2013 and began
operating one of only forty-four Medicare Next Generation ACOs in the United
States in 2017. Today, ACN covers more than 200,000 lives, including 32,000
Medicare beneficiaries, under various value-based agreements with commercial,
governmental and employer-sponsored health care payer partners. Dignity Health
is undergoing similar investments in California and Nevada.
Dignity Health has also expanded its participation in alternative payment models
in California and Nevada. In January 2017, three of Dignity Health’s Clinically
Integrated Networks joined Track 1 of the Medicare Shared Savings Program:
Southern California Integrated Care Network, North State Quality Care Network
(Northern California), and St. Rose Quality Care Network (Las Vegas Metro
Area). In total, these three new Accountable Care Organizations (ACOs) are
estimated to have over 60,000 Medicare lives attributed to them. Dignity Health is
planning to expand its participation even further in 2018, with two additional
networks in California applying to participate in the program beginning January.
In addition, Dignity Health also has robust participation in the Bundled Payments
for Care Improvement (BPCI) program through a partnership with naviHealth.
Under BPCI, a total of 25 Dignity Health hospitals currently participate in 37
unique episodes, with a high number of hospitals participating in as many as 46
episodes at any given time. The program covers over 3,500 Medicare fee forservice lives each quarter. As many as 3,500 physicians are on the target list for
gainsharing in this program. Dignity Health has had four successive quarters of
overall positive savings, translating to decreased expenditures for the Medicare
program from care redesign efforts.

GUIDING PRINCIPLES
Dignity Health shares a number of guiding principles toward new model design
that CMMI has offered in its request for information. For example, Dignity Health
agrees that there should be a focus on voluntary models that reduce burdensome

Seema Verma
Page 3
November 16, 2017

requirements and unnecessary regulations to allow providers to focus on
providing high-quality, patient-centered care. Dignity Health also shares CMMI’s
commitment to transparent model design and evaluation and looks forward to
continued engagement as CMMI builds on the experiences of previous alternative
payment model participation and continues to move Medicare payments from a
volume to value-based system.
In general, Dignity Health:








Supports voluntary, rather than mandatory, participating in alternative
payment models.
Supports episode-based bundled payment models that recognize hospitals
as the most appropriate initiator.
Supports the development of alternative payment models that feature
prospective payment methodologies that allow California hospitals to
build on experience with capitation under managed care.
Supports the robust use of risk adjustment — including for
sociodemographic status, where appropriate — to ensure providers caring
for more complex patients do not appear to perform poorly on quality and
cost measures under alternative payment models.
Supports a phased approach to financial risk that recognizes the significant
investment risks associated with the development of alternative payment
models in the early years of implementation.
Supports the removal of legal and regulatory barriers to clinical
integration, as well as modifications and waivers to Medicare policies that
deny hospitals the flexibility to provide the most efficient and clinically
appropriate care.

APM PARTICIPATION SHOULD BE VOLUNTARY
Dignity Health supports CMMI’s guiding principle of provider choice and
incentives that focus on voluntary models. Dignity Health supports voluntary,
rather than mandatory, APMs that promote alignment between hospitals and
physicians, improve the quality of care provided to patients, and lower costs. As
the number and scope of APMs increase, hospitals should be able to determine
which models are most closely aligned with their organization’s unique strategic
goals.
With the Bundled Payment for Care Improvement (BPCI) Initiative, CMS offered
providers with voluntary opportunities to assume financial and performance
accountability for episodes of care. As noted above, Dignity Health has actively
engaged in these opportunities and achieved positive experiences in improving the
coordination and delivery of care, meeting financial goals As the initial BPCI
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models near their completion date, Dignity Health continues to look for
opportunities to build on the successes of our participation in these and other
innovative payment strategies.
To that end, Dignity Health is encouraged that CMS has stated its intention to
build on the BPCI models with an anticipated new version of BPCI that would
qualify as an advanced APM under the Medicare Access and CHIP
Reauthorization Act (MACRA). The creation of such a model would be an
important incentive to bring hospitals, physicians and other providers to better
align efforts to improve care. Dignity Health urges CMS to pursue the creation
of new, voluntary advanced APMs, such as Advanced BPCI, that would
allow hospitals to capitalize on existing investments and advance
partnerships with clinicians across the care settings to provide better quality,
more efficient care.

HOSPITALS AS THE EPISODE INITIATOR
Dignity Health supports the development of models that recognize hospitals as the
most appropriate initiator in episode-based bundled payment models. Despite the
challenges, hospitals are better equipped than other providers to provide
infrastructure necessary to implement programs, including health information
technology and billing and coding systems. In addition, hospitals are experienced
in the necessary patient and family engagement and discharge planning programs
upon which to achieve efficiencies under these models. Hospitals are better suited
to take on the financial responsibility and be held accountable for an episode, and
are committed to working collaboratively with pre-care, physician and post-acute
care providers under new models to improve the quality and efficiency of care.

APMS SHOULD FEATURE PROSPECTIVE PAYMENT METHODOLOGIES
Dignity Health supports the development of APMs that feature prospective
payment methodologies, rather than retrospective payment methodologies.
However, in order for a prospective payment model to succeed, providers need
real-time claims processing and data. Improvements in CMS systems will result in
more robust participation in these types of innovative payment models, and will
give participating providers better tools to target and track both payment and care
improvements. Dignity Health looks forward to working with CMMI to develop
models with prospective payment methodologies that support patient-centered
care that allows for individualization of service delivery, and improved care
coordination that accommodates acute, post-acute and chronic care management.
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QUALITY AND COST MEASURES SHOULD BE RISK-ADJUSTED
Dignity Health strongly urges the robust use of risk adjustment — including
adjustment for sociodemographic status, where appropriate — to ensure providers
are not penalized simply because they care for more complex patients. The
evidence continues to mount that sociodemographic factors beyond providers’
control — such as the availability of primary care, physical therapy, easy access
to medications and appropriate food, and other supportive services — influence
performance on outcome measures. For example, a January 2016 report issued by
the National Academy of Medicine (NAM) found evidence that a wide variety of
social risk factors may influence performance on certain health care outcome
measures, such as readmissions, costs and patient experience of care.
In addition, the Improving Medicare Post-Acute Care Transformation (IMPACT)
Act required the Department of Health and Human Services Office of the
Assistant Secretary for Planning and Evaluation (ASPE) to conduct a study on the
issue of on the issue of risk adjustment for SDS on quality and resource use
measures, and to incorporate them as feasible and appropriate through future
rulemaking. The ASPE report, demonstrates that clinicians, hospitals and postacute providers alike are more likely to score worse on CMS pay-for-performance
programs when they care for large numbers of poor patients.
The NAM and ASPE reports provide evidence-based confirmation of what
hospitals and other providers have long known – patients’ sociodemographic and
other social risk factors matter greatly when trying to assess the performance of
health care providers. Unfortunately, failing to adjust measures for
sociodemographic factors when necessary and appropriate can adversely affect
patients and worsen health care disparities because the penalties divert resources
away from hospitals and other providers treating large proportions of vulnerable
patients. It also can mislead and confuse patients, payers and policymakers by
shielding them from important community factors that contribute to worse
outcomes.
Dignity Health urges CMMI to incorporate sociodemographic adjustment
into any quality or cost measures used to assess performance in future
alternative payment models.
FINANCIAL RISK CALCULATIONS SHOULD RECOGNIZE UPFRONT INVESTMENTS
Dignity Health understands taking on financial risk is an important incentive for
hospitals and clinicians to provide more efficient care. However, CMS has
consistently failed to recognize – and reward – the initial investment providers
make to initialize participation in these types of programs. Instead, CMMI should
consider a broader approach towards risk that recognizes and rewards movement
toward participation in APMs with increasing steps toward risk. For example, in
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the early years of the EHR Incentive program, early adopters were rewarded for
meeting lower thresholds or even “report only” for ePrescribing, PQRS/GPRO,
and Meaningful Use programs, incentivizing those who made the initial
investment early, providing them with additional dollars to fund their EHR
programs.
In this phased-approach towards risk, Dignity Health urges CMS to recognize the
significant up-front investment that must be made by providers who develop and
implement APMs. Providers who participate in these strategies are required to
already invest substantial time, energy and resources to develop the clinical and
operational infrastructure necessary to manage patient care under these models.
An analysis by the American Hospital Association estimated start-up costs of
$11.6 million for a small accountable care organization and $26.1 million for a
medium accountable care organization. Despite this significant up-front financial
investment, CMS has not yet developed a methodology to accurately capture the
substantial costs associated with implementing successful APMs. Dignity Health
urges CMMI to develop such a methodology to quantify and capture upfront investments in APMs as financial risk in future models.

LEGAL AND REGULATORY BARRIERS
Both federal and California state law create serious barriers to clinical integration,
which is essential to creating efficiencies and improving care under APMs.
Clinical integration depends on hospitals, doctors, nurses and other caregivers
working as a team to ensure patients get the right care, at the right time, in the
right place. Shared savings and gainsharing provide important mechanisms for
aligning providers' interests to decrease health care costs while improving quality
as the health care industry transitions from payment based on volume to one
based on value.
However, both federal and state laws create serious barriers to achieving these
goals. As Congress recognized last year, the Stark Law — which was originally
enacted to ban physicians from referring patients to facilities in which the
physician has a financial interest (self-referral) — has developed and expanded
over the years so as to now ban or impede arrangements designed to encourage
hospitals and doctors to work together to improve patient care at reduced cost in a
clinically integrated model. By requiring that compensation be fixed in advance
and based only on hours worked, the Stark Law effectively prevents — or, at best,
creates substantial barriers to — payments tied to achievements in quality and
efficiency. In addition, the anti-kickback statute and civil monetary penalties
create further barriers and complications. If efficiencies and outcomes are to be
improved, the financial interests of members of the health care team need to be
aligned — protection for these efforts must cut across the fraud and abuse laws.
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In addition, California has its own set of state laws designed to prevent health care
fraud and abuse, including its own anti-kickback laws (California Business and
Professions Code § 650); prohibitions on payment for patient referrals (Health
and Safety Code § 445); physician self-referral prohibitions (Health and Safety
Code § 650.01 et seq.; Labor Code § 139.3(3) (applicability to workers’
compensation payments); and antitrust laws, including the Cartwright Act
(Business and Professions Code §§ 16700-16770). While these state laws may be
similar to their federal counterparts, they differ substantially from the federal laws
both in their scope and the specific conduct prohibited, necessitating that any
transaction or arrangement be separately analyzed for compliance with California
law.
Finally, California is uniquely challenged by one of the strongest bans on the
corporate practice of medicine in the United States, prohibiting all but a handful
of hospitals from employing physicians — thereby depriving hospitals of one of
the simplest and most straightforward means of aligning incentives between
hospitals and physicians. California’s corporate practice ban may be violated in
cases where a lay entity, such as a hospital, exerts control over a physician’s
medical judgment or profits directly from a physician’s practice of his or her
profession, thereby limiting hospitals’ ability to incentivize quality and resource
use through standardized, evidence-based practice. State law makes alignment
of incentives a significant challenge, therefore making flexibility at the
federal level of significant importance to California hospitals. The cost of
doing business is increased by the need for complex business agreements in
order to appropriately navigate a complex regulatory framework.
While Dignity Health understands that removing these barriers ultimately
requires legislative action, we urge the HHS Secretary to work with other
agencies and legislators to remove legal barriers to permit financial
arrangements designed to foster collaboration in health care delivery and
incentivize and reward efficiencies and improvements in care.
Additional modifications and waivers to Medicare policy are also required to
ensure that hospitals have maximum flexibility in providing efficient, high-quality
care. Dignity Health appreciates that the administration has expressed a
commitment to reducing regulatory burden on providers, and urges CMS to create
a regulatory environment that allows hospitals and their partners to be innovative
in transforming care delivery while meeting the needs of patients in their
communities.
Importantly, Dignity Health urges the agency to streamline and simplify program
waivers across all APMs where hospitals assume financial risk. Patients attributed
to episode payment model populations in hospitals are not always easily
identifiable, and creating variations on existing waivers makes administering and
operationalizing these programs even more complex. Allowing hospitals
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appropriate judgement in their use of standardized waivers, rather than creating
rigid criteria for application of such a waiver, would be a more prudent approach.
As these programs evolve, we cannot continue to tie ourselves up in regulatory
morass so much so that we paralyze our clinical care teams and their use of
clinical judgement. Thus, Dignity Health urges CMS to consider the following
additional policy modifications and waivers as it designs future alternative
payment models:
Hospital Discharge Planning Requirements
Current hospital discharge planning requirements that prohibit hospitals from
specifying, or otherwise limiting, the information provided on post-hospital
services inhibit the efficient coordination of care. Dignity Health urges CMS to
waive such requirements in models that hold participating hospitals financially
accountable for quality and costs for the entire episode of care so that the hospital
has the flexibility to direct patients to the most clinically appropriate next setting
of care.
IRF 60 Percent and Three-Hour Rules
The inpatient rehabilitation facility (IRF) prospective payment system “60 percent
rule” requires that at least 60 percent of all of an IRF’s patients (Medicare and
non-Medicare) have conditions or diagnoses that fall within a list of 13 specific
diagnostic categories, either as a primary diagnosis or as a qualifying
comorbidity. Given the design of certain APMs are expected to decrease the
volume of patients referred to an IRF, Dignity Health urges CMS to consider
waiving this requirement. In addition, under models that include a voluntary perdiem type payment method, the three-hour requirement for therapy should also be
waived for patients under the model.
Pre-Admission Home Evaluation Services
Home health agencies are prohibited from performing free pre-operative home
safety assessments for patients scheduled to undergo surgery. Future alternative
payment models should include a waiver of this policy and provide payment for
pre-admission visits, which would result in more informed post-acute care plans,
a decreased likelihood of falls and readmissions, and a more patient-centered care
plan. Our hospital-affiliated home health agencies are especially adept at working
with clinicians to assess the patient’s care needs, including his or her ambulatory
limits or other functional impairments, and should not be prevented from working
collaboratively to generate a care plan at the pre-admission stage that helps
transition the beneficiary to the lower cost community-based setting as needed.
Home Health Homebound Rule
Dignity Health urges CMS to waive the requirement that a beneficiary is “homebound” in order to receive home health services under future alternative payment
models. CMS has previously stated that this requirement provides a way to help
differentiate between patients who require medical care at home versus patients
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who could more appropriately receive care in a less costly outpatient setting.
However, hospitals that assume financial responsibility under alternative payment
models would not have an incentive to direct patients to home health when a less
costly option, such as outpatient therapy, would also be clinically appropriate. In
contrast, they may find good clinical rationale for utilizing home health services
for non-homebound patients. In fact, CMS itself has acknowledged that waiving
the homebound requirement could result in lower episode spending in some
instances, such as helping a non-homebound beneficiary avoid a hospital
readmission. Again, CMS should allow physicians, working together with
participating hospitals, to determine the most clinically appropriate plan for a
patient’s post-acute care, unimpeded by regulatory barriers.
Transition Planning
The federal Anti-Kickback Statute should be waived to allow hospitals
participating in alternative payment models — including, without limitation,
home health providers — to assist with discharge planning for beneficiaries and to
coordinate care transitions. For instance, better transition planning, in particular
assessing readiness for in-home care services or other lower cost settings, is
critical to the success of many episode-based payment models.
SNF Three-Day Rule
Dignity Health urges CMS to waive the skilled-nursing facility (SNF) three-day
rule in future alternative payment models. Furthermore, as we have previously
stated in our comments on the Comprehensive Care for Joint Replacement Model,
we oppose policies to limit the waiver to certain performance years or to only
SNFs with at least a three-star rating in the Five-Star Quality Rating System on
the Nursing Home Compare website. In additional to the limited availability of
these SNFs in certain markets, we also have continued concerns about the
opportunities and challenges of the five-star ratings, in particular the limitation of
certain quality indicators for specific post-acute populations (e.g. reporting pain
post-orthopedic surgery). We believe this is an unnecessary requirement that only
holds the hospital accountable for what will at the end of the day, remain
beneficiary choice.
Additional Waivers. In addition, CMS should also waive certain payment
policies, at the option of awardees/conveners/facilitators, to improve the
performance of APMs. Specifically, Dignity Health urges CMS to:
1. Allow participants to use Home Health Agency services without
triggering a Home Health Resource Group bundled payment. Accessing
a modified form of the LUPA payment would allow participants to use only
those HHA services ordered by the Patient’s physician, on a per visit basis,
rather than a case rate.
2. Pay for DME supplies for in-home infusion therapy, to enable care in the
home for patients who otherwise are admitted to a PAC facility.
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3. Allow payment for dialysis in an outpatient setting (for non-ESRD
patients).
Legal Waivers. CMS should also consider instituting a number of legal waivers
to improve APMs, including:
 The Beneficiary Inducements Civil Monetary Penalty1 and the Federal AntiKickback Statute: Should be waived to permit APM participants to provide
items and services to beneficiaries for free or less than fair market value, as
part of care received under an APM and as part of a treatment goal, such as
prevention or adherence to a treatment regimen.
 The pre-admission home evaluation services for preoperative home safety
assessments. Currently, HHAs are prohibited from performing this free
service. A waiver of this policy would result in more informed post-acute
care plans, a decreased likelihood of falls and readmissions, and a more
patient-centered care plan. HHAs are especially adept at working with
clinicians to assess the patient’s care needs, including his or her ambulatory
limits or other functional impairments, and should not be prevented from
working collaboratively to generate a care plan at the pre-admission stage that
helps transition the beneficiary to the lower cost community-based setting
under an APM.
 The Federal Anti-Kickback Statute: should be waived to allow BPCI
participants, including and without limitation, home health providers, to assist
with discharge planning for beneficiaries and coordinate care transitions. This
will greatly improve transition planning, in particular the assessment of
readiness for in-home care services or other lower cost settings. Current
restrictions that prevent active coordination in transition planning obstruct the
BPCI’s goals of ensuring that patients are discharged to the setting that best
suits their needs.

CONCLUSION
Dignity Health appreciates the opportunity to respond to this RFI and hopes our
input is helpful. Please feel free to contact me if you have any questions.

Sincerely,

Clara Evans
Director
Public Policy & Fiscal Advocacy
1

See SSA § 1128A(a)(5).

November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201
Dear Administrator Verma:
Thank you for your thoughtful request for information from healthcare stakeholders, issued September
20, 2017, on a new direction for the Centers for Medicare & Medicaid Services (CMS) Center for
Medicare & Medicaid Innovation (CMMI). We wholeheartedly agree that CMS needs to promote
patient-centered care, test market-driven reforms that empower beneficiaries as consumers, provide
price transparency, increase choices and competition to drive quality, reduce costs, and improve
outcomes. We think the pivotal part of this effort is to place a greater emphasis on primary care and
preventive services by putting patients back in control of their care with assistance of a trusted primary
care physician who knows the patient, and therefore can be that patient’s guide through the often
complicated and expensive healthcare system.
The Direct Primary Care Coalition (DPCC) represents primary care physicians, healthcare associations,
employers, and others who support the advancement of state, federal, and private sector policies that
bring patients and physicians together to help promote better primary care. Direct Primary Care (DPC)
is a membership-based alternative payment model for in which patients, employers, or health plans pay
primary care providers in flat, simple periodic fees directly for unlimited access to primary care and
prevention services in a medical home environment. Today, about 700 DPC practices in 48 states
provide peerless access to great primary care to over 250,000 American patients. The DPC model is
offered directly to individual patients and families, through employers, who often self-insure for their
employee health benefits, through union plans, and working in conjunction with Medicare Advantage
(MA)
The DPCC believes that Americans of all ages and incomes should have access to high functioning,
affordable, comprehensive, accessible, personal primary care. We look forward to working with you to
help America’s seniors, the disabled, and low income patients have access to the best care America has
to offer.
Sincerely,

Jay Keese
Executive Director
Direct Primary Care Coalition
400 North Capitol Street, NW, Suite 585, Washington, DC, 20001
www.dpcare.org (202) 624-1450

Direct Primary Care Coalition Response: Centers for Medicare & Medicaid Services
Innovation Center New Direction Request for Information (RFI)
Potential Models
Do you have comments on the guiding principles or Expanded Opportunities for Participation in
Advanced APMs?
The Direct Primary Care Coalition firmly believes that CMS should focus its attention on models
which increase the utilization of primary care rather than more expensive and often more
invasive parts of the healthcare system. We applaud CMS for looking to market-based
innovation models as Advanced APMs outside of fee for service (FFS). This will improve and
restore the physician-patient relationship and allow more choices in care, leading to improved
outcomes, lower costs, happier patients, and more satisfied primary care physicians. The key
to providing better care lies in placing a greater value on primary care. This will require CMS to
reverse decades of trend in FFS by choosing payment models that emphasize and pay more for
primary care. This reversal is necessary to create an environment where providers have the
time and flexibility to appropriately diagnose, treat, and prevent disease in the primary care
setting, which is more affordable and which patients prefer over hospitalization and specialty
care. Direct Primary Care is such an advanced payment model, and in this RFI we hope to
continue the dialogue with CMS as to how it can be applied appropriately in Medicare and
Medicaid.
Consumer-Directed Care & Market-Based Innovation Models
What Consumer-Directed Care & Market-Based Innovation Model designs should the
Innovation Center consider that are consistent with the guiding principles?
Direct Primary Care (DPC) is a membership-based alternative payment model for primary care
in which patients, employers, or health plans pay primary care providers monthly or periodic
fees directly for unlimited access to primary care and prevention services in a medical home
environment. Today, over 700 DPC practices in 48 states provide peerless access to great
primary care to about 250,000 American patients. The DPC model is offered directly to
individual patients and families, through employers who often self-insure for their employee
health benefits, through union plans, and working in conjunction with Medicare Advantage
(MA) plans in several states (Humana, Tufts Health Plan). A DPC option is not available to
beneficiaries in Fee for Service Medicare. Although many beneficiaries pay for these services
out of pocket, it’s often difficult for seniors and disabled Americans with lower incomes to
afford. As such, we are proposing that the Innovation Center test and evaluate several
different DPC models that allow for CMS to take primary care completely away from the
undesired incentives of FFS primary care and provide for comprehensive care in all other areas
not covered in primary care, using Medicare essentially as a wraparound insurance policy.
Direct Primary Care enhances patient experience and improves the Doctor-Patient Relationship.
DPC affords the patient more time with the doctor and allows the doctor the time to build a

relationship with their patients so they can better understand their health needs. With a fee
for service visit out of the picture as the essential payment mechanism for primary care,
providers and patients are free to share information in any format they choose. As such, DPC
encourages multiple modalities of communication and data sharing between patients and their
physicians, including telemedicine, virtual visits, patient portals, and direct digital messaging.
DPC arrangements are paid for by individuals, employers, health systems, or health plans
(including Medicare Advantage and Medicaid MCOs). DPC is always defined by a Direct
Agreement between doctor and patient, or employer or payer on the patient’s behalf for
medical services completely outside of insurance, third party fee for service billing.
Cost Reductions and Savings Claims data from employers using DPC arrangements for their
employees has shown that it can reduce the overall cost of care in two distinct areas. First,
greater access to affordable primary care reduces the need for more expensive care in other
parts of the system, such as specialty care and hospitalization. In Nevada, inpatient hospital
admissions were shown to be reduced by 37% 1. Iora Healthcare has found the DPC model
reduces downstream costs by roughly 18%, driven mainly by 30-40% drops in hospital
admissions, ER visits, specialist visits, and procedures, resulting in a net drop of total spend
around 12% because spending on primary care goes up. This is significantly higher than any of
the results of the various CMMI primary care programs run by CMS and Patient Centered
Medical Home evaluations in the literature. Iora is a large DPC company based in Boston, MA
which operates 25 practices in 8 different markets across the US, including in Seattle, Phoenix,
Tucson, Denver, New York, Boston, Hartford, and Hanover (NH). Over 90% of Iora patients are
“sponsored” by self-insured employers, union trusts, or by health plans through the Medicare
Advantage program. Other DPC providers have shown similar results, with reductions in the
cost of care of up to 20% 2 having been reported in the Puget Sound area and a 25.4 %
reduction in claims costs plus reduction in risk scores reported by a large employer in
Colorado.3 Secondly, DPC arrangements greatly reduce administrative burden because they
eliminate the administrative costs associated with collecting claims, co-pays and co-insurance.
DPC providers have time to spend with their patients to provide them with expert advice on
seeking additional care outside of these agreements as well. This results in arming patients
with the information they need to be good consumers of care. DPC providers can afford the
time needed to help them find the appropriate services throughout the system.
DPC in Statute – DPC medical home arrangements were defined in the Affordable Care Act4 as
a delivery reform in which primary care services can be offered in combination with a qualified
health plan to provide benefit which meet AHA Essential Health Benefits requirements. In
rulemaking HHS pointed to state laws, and noted that DPC practices were not insurance, but
primary care services. Additionally, laws passed in 23 state legislatures generally define DPC as
an arrangement for primary care services paid for by periodic fees outside the state insurance
regulations. Many of these statutes are based on the Washington state Direct Practice Act of
2007 (48.150 RCW), which was also referenced in the HHS rulemaking on DPC Medical Homes.
1

Iora Claims Database, Las Vegas NV
Qliance, Journal American Board of Family Medicine, Nov. 2015
3
Nextera/Digital Globe Case Study June 1 – Dec. 31, 2015
4 (PL 111-148) §1301 (A) (3)
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Do you have any suggestions on the structure, approach, and design of potential ConsumerDirected Care & Market-Based Innovation Models? Please also identify potential challenges or
risks associated with and of the suggested models.
Medicare Direct: A Proposal for a Direct Primary Care (DPC) Medical Home Model in
Medicare. We would propose the CMS Innovation Center test a range of four potential DPC
models in Medicare, which we call Medicare Direct, outlined below. In Medicare, (or eventually
Medicaid), the principal feature of the DPC medical home demonstration would be for CMS to
provide the beneficiary with services of a primary care provider (PCP), through a direct
agreement between the patient and provider, which would outline all essential services
covered, and state the rights and responsibilities of the patient and CMS in the relationship.
Thus, creating a true level of equality in decision-making about primary care between patient,
provider, and payer—in this case CMS. We believe these demonstrations will drive up primary
care utilization dramatically, reduce administrative burden, improve care, provide CMS with
overall reductions in the cost of care, and virtually illuminate cost sharing in primary care for
Medicare beneficiaries. We look forward to working with CMS and CMMI to put the model to
the test to see if the improvements in care, patient satisfaction, and administrative burden that
DPC patients in the private markets and MA experience can be realized in Medicare.
CMMI Should Test Two DPC Models, with Two Payment Methodologies. We see two distinct
DPC models, with two payment variations in each model within the Medicare Direct program.
Track 1 would be a flat monthly per member per month (PMPM) fee model, and Track 2 a risk
sharing model, in which a portion of the PMPM fee is at-risk based on the total cost care for the
provider’s Medicare beneficiaries. Standard Payment variations in each would include: A.)
direct to beneficiary payment (D2B), earmarked specifically for primary care services to be
provided by a DPC provider participating in the program, and; B.) a direct to provider (D2P)
payment on behalf of the patient. It is important to note that we see both models in DPC as
being at full risk for fees. Physicians in DPC accept monthly fees for all primary care services. If
patients are not satisfied with care or treatments, patients are free to leave the practice at any
time. We view this as a very high level of financial and performance risk associated with APMs
as defined in MACRA (PL 114-10). Note: There is a preference among some in the DPC
Community for CMS to test a model in which Medicare would directly pay providers a marketbased flat fee not determined by a federal agency, and allowing the patient to bear some
responsibility for a portion of the fee. We understand the political challenges that such a
program would face. Allowing some patient responsibility for a portion of the monthly fees
would test whether consumer skin in the game produces better care in Medicare .

Overview of proposed Medicare Direct models:
1. Flat Fee Payment Model, this is ideal for the small clinic (1-5 providers) with smaller
patient panel sizes, likely to be more averse to taking on additional levels of risk. In

this model, Medicare would simply pay a flat fee for agreed upon primary care
services outlined in an agreement between the patient and provider. The program
would be evaluated over the course of a three-year period, and if outcomes are
improved and CMS return on investment (ROI) data are sufficient to show the CMS
actuary that the program meets CMMI criteria outlined in the ACA5, then the
arrangement would become a permanent payment model for the practice. A survey
of DPC practices show that today the average monthly fee is approximately $70 for
patients of all ages and acuities. DPC services are typically age rated, with Medicare
age beneficiaries being at the top of the scale. As such we would propose that fees
would start at $100 per member per month (PMPM).
2. Flat Fee Payment + Shared Savings Model, aimed at larger practices, more likely
wanting to take on an additional level of risk for the total cost of care. In this model,
we would see practices go at partial risk for their fees. Providers would still receive
the same $100 PMPM. However, up to $25 PMPM of that fee would be at-risk if the
total cost of care exceeds a risk-adjusted benchmark and the provider would be able
to earn up to $25 PMPM in shared savings above the $100 PMPM if the total cost of
care is below the risk-adjusted benchmark. Like the flat fee model, the program
would be evaluated over the course of a three-year period, and if outcomes are
improved and CMS return on investment (ROI) data are sufficient to show the CMS
actuary that the program meets CMMI criteria outlined in the ACA, then the
arrangement would become a permanent payment model for the practice. While
we understand the challenges behind such a concept, we think CMS may also want
to explore a shared savings program not only with providers of care but with DPC
patients as well.
Payment Methodologies:
3. Direct to Beneficiary: We believe the direct to beneficiary (D2B) payment is the
model many DPC providers would prefer, but we understand the need to account
for patient levels of ability, number of DPC providers in a given area, and other
factors, such as the lead time it might take for CMS to develop a process for such
payments. We believe the direct to beneficiary payment model will allow for greater
choice among providers, particularly in areas of the country with growing numbers
of DPC practices, such as Seattle, Philadelphia, and Denver, and would provide more
incentive for PCPs to convert to DPC to try the model. We also understand the
general political climate around the idea of creating a “voucher” in Medicare. This is
in no way intended to be a voucher or payment to a beneficiary that would leave
Medicare without further responsibility. To the contrary, it’s Medicare rewarding
the patient with the highest level of care possible and giving the patient more
choices along with the responsibility of determining what kind of care is best for him
or her. This payment methodology would only entail a direct payment to the

5

Section 1115A of the Social Security Act (as added by section 3021 of the Affordable Care Act)

beneficiary for primary care services, leaving a richer, fuller Medicare insurance
benefit not only intact, but improved.
4. Direct to Provider: The Second payment model would be a pass-through PMPM
payment from CMS direct to the DPC practice—D2P. It is critical that this payment
be made on behalf of the patient, for an agreed upon set of services outlined in the
direct agreement between patient and provider, and that the patient still retains the
right to change providers or leave the program when they desire. CMS needs to
avoid the temptation to act as a traditional insurer and force new task orders or
requirements of patients or PCPs in this model. The direct agreement needs to be a
contract between CMS and Provider on behalf of the patient. When contracts are
revisited there would be an opportunity to make changes.
Qualified DPC Practices: DPC practices are diverse by nature and provide many different ranges
of primary care services. Services provided by DPC providers are always outlined in a direct
agreement, or contract between provider and patient, or payer on behalf of the patient.
However, these advanced practices do have some major elements in common. First among
them is that DPC practices tend to have reduced patient panel sizes that afford providers the
opportunity to spend more time with patients, and the ability to build a long-standing
relationship. This has been shown to be one of the key elements in providing better outcomes.
While panel sizes vary from as few as 200 to 1,000 per physician, there is definitely a point at
which the sheer number of patients becomes a roadblock to giving the best possible care. As
such, we would suggest that CMS consider the idea of instituting a per-physician cap of 1,000
total patients (both Medicare and other payers) as a maximum for participation in this program.
Other attributes of a DPC practice that are common are extended hours, direct contact with the
provider by phone or email, use of other telehealth services and patient portals, and general
ability to do diagnoses and treatment outside of the office visit setting. These should also be
considered as attributes of practices that would qualify for such a program. While there is
currently no certification or accreditation process, the DPCC is working with its members on
addressing these issues in a manner that will allow us to ensure patients are in fact getting the
level of quality care service expected from a DPC provider. We would be very interested in
exploring these options further with CMMI and DPCC will take a leadership role in the
development of a stakeholder-led effort to help better define what separates a DPC practice
from a standard FFS-based primary care offering.
Measures: A reasonable set of agreed upon primary care measures, including patient
satisfaction, would be reported on an annual basis to CMS in this program. We do not envision
requiring practices to share claims data for primary care services because there are none
generated in DPC. Medicare claims data from other parts of the system, however, would be
the key data set used to evaluate outcomes and costs for the program in primary care. The
ultimate test of how patients are doing with their primary care provider is largely found in how
much they are using other parts of the health system, in which Medicare will have claims. Data
would ideally be shared with providers on a real-time basis, so that providers know when
patients are seeking care outside of the DPC environment without informing the practice.
Patients would of course be free to see other PCPs, but Medicare cost sharing would apply,

unless urgent care is needed outside the geographical area. CMS might consider having patient
participants simply opt into sharing their claims information through the Blue Button program,
but the more real-time the data can be shared, the better the care coordination efforts will
work. While we want to avoid unnecessary documentation that can be attained from other
sources, some DPC practices have developed a mechanism for batch submission of the ICD-10
codes for risk-adjustment purposes which could be applied to such a program.
Marketing: As a consumer directed approach to improving care in the Medicare program this
Medicare Direct will obviously need to be marketed to beneficiaries. We see three distinct
ways to make beneficiaries aware of the DPC program evolving in this program.
1. Existing Patients: DPC practices often see many Medicare eligible patients. These
patients pay out of pocket to secure the services of the DPC practice, and essentially
pass any savings from improvement of their own health status back to the federal
government. So, existing patients of DPC providers joining the program should
immediately be given the opportunity with a notice from CMS that their provider has
joined the DPC program, and that the fees they have been paying will be paid for by
CMS.
2. CMS Outreach to Beneficiaries: Since we do not want to limit this demonstration to
existing DPC practices only, we would envision working on a marketing strategy with
CMS to develop materials and resources to describe the benefits available in the
Medicare Direct program. CMS would distribute materials to beneficiaries and
providers in a given area with a list of eligible DPC providers in the program. Convening
a body of stakeholder experts to help CMS develop materials and a marketing strategy
is a role that the Direct Primary Care Coalition would be happy to play a part in. Our
members are physicians, associations, vendors, and other groups involved in DPC
marketing today and would qualify as experts in the field.
3. Provider Outreach to Beneficiaries: Providers who chose this practice model tend to
be entrepreneurial in nature. As such, they will want to take an active role in
marketing to patients in Medicare, as they do today with individual patients, and
employer groups. We would need to be sure that any Medicare rules around the
restriction of marketing to patients are addressed. There are certainly learnings to be
had in this arena from MA plans who undertake their own direct marketing strategies
for benefices. These can likely be replicated and appropriately adjusted for primary
care services.
4. Other Stakeholders in the Care Continuum: We also see a role for other providers in
the care continuum to suggest to patients that they consider Medicare Direct. Since
DPC especially suits the needs of patients with multiple chronic conditions, hospitalists,
Pharmacists, FQHCs, community health workers should all be informed of the Medicare
Direct patients, be educated on its benefits, and have access to CMS materials about

the program. Employers, Unions, and brokers working with employees making a
transition to Medicare, and other advisors can also be of assistance in marketing.
Waivers Needed Under §1115A of the Social Security Act as amended by §3021 of the ACA
Waiver of Medicare Opt Out Requirements Necessary. Payment of fees for DPC services is not
provided for Medicare beneficiaries in fee-for-service arrangements; most providers in DPC opt
out of Medicare since CMS prohibits Medicare providers from billing patients in FFS in any
other payment arrangement than the Medicare fee schedule. 6 This is the primary provision of
the Medicare statute that we would request to be waived using CMMI Demonstration
authority. Ideally, CMS would not require any Medicare provider to “opt out” to participate in
this demonstration. Likewise, any physician currently opted out to practice DPC in private
market should be waived back in barring any existing sanctions that would make the provider
otherwise ineligible to opt back in. We believe §3021 gives CMS the waiver authority needed to
fix these issues around the opt out provisions.
HSAs and Direct Primary Care. DPC is not compatible with Health Savings Accounts. This is
becoming a significant barrier to the growth of DPC arrangements, particularly among
employers who are increasingly likely to offer High Deductible Health Plans (HDHP) paired with
HSAs as a part of the benefit mix. Last year, HSA penetration expanded to 21 million Americans
after an astounding one year growth in HSA accounts of 23 percent. While §3021 may not
provide CMMI the authority to waive the internal revenue code, we would seek your help
working with the Administration to correct this interpretation. This will help providers seeking
to participate in a Medicare or Medicaid DPC Demonstration achieve a more balanced payer
mix outside of CMS, and helping improve status as a multi-payer delivery model.
Marketing Restrictions. Restrictions on physicians and other providers marketing to patients
directly need to be waived in this program. Any restrictions on CMS marketing to beneficiaries
about specific practices would need to be addressed as well.
Medicare Advantage (MA) Innovation Models
Do you have any comments on the guiding principles or Medicare Advantage (MA) Innovation
Models?
Iora Primary Care operates DPC practices in conjunction with two Medicare Advantage
(MA) plans in four states currently. Two Boston area practices are designed to
exclusively serve the 65+ year-old members of Tufts Health Plan Medicare Preferred
HMO plans and Tufts Health Plan Senior Care Options plan. Iora Primary has three
practices in Denver, seven practices in Arizona, and four in the Washington area
designed specifically for older adults, 65 years old and older who have a Humana
6
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Medicare Advantage Plan. Beyond a team-based primary care focus, the Iora Primary
Care teams provide wellness classes and groups like yoga and diabetes. These are
successful programs operating in Medicare Advantage, which would not be impacted by
the Medicare Direct DPC proposal. However, there could be some shared learning
about measurements and marketing between the two programs. In MA, just as in the
program we envision in Medicare Direct, the direct agreement needs to be a contract
between plan, CMS and provider on behalf of the patient.
State-Based and Local Innovation, including Medicaid-focused Models
Do you have any comments on the guiding principles or State-Based and Local Innovation,
including Medicaid-focused Models?
Ultimately, the same DPC models we propose for Medicare could be applied to
Medicaid. However, we believe Medicare will provide a greater opportunity to test
payment and delivery models first, and that lessons learned there will provide an
appropriate roadmap for expanding DPC into Medicaid, which we all recognize presents
some significant challenges in payment arrangements and basic population construct.
That said, the state of Michigan has passed a provision in its 2017 budget to provide for
a Medicaid DPC pilot 7 and we hope that CMS will work with the state to implement
that pilot. There was a large scale DPC practice, Qliance, which provided DPC
membership with Medicaid plan customers for Coordinated Care, a Centene Medicaid
managed care organization (MCO) operating in Seattle, WA. At the height of the
program in 2014, there were as many as 30,000 WA state Medicaid lives in DPC. The
program had extremely high patient satisfaction scores, provided improved care for
beneficiaries, and reduced costs for the plan. However, the program was discontinued
due to a series of disputes between the practice and plan, which ultimately led to the
closure of Qliance, which at the time had a majority of lives in Medicaid. Learning from
this, we believe that a balanced payer mix is critical for the success of DPC or any other
delivery reform. Therefore, any Medicaid DPC program should focus on providers who
can accept patients in Medicaid, but also have patients in private payers and Medicare.
Data sharing is also critical. In any agreement with an MCO, the direct agreement needs
to be a contract between plan, state and provider on behalf of the patient.
Performance data and patient data needs to be shared between plan and provider.
Finally, an appeals process involving the state Medicaid agency needs to be in place so
that any disputes between plan and practice can be resolved using regular channels.
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Disability Policy Consortium
November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd
Baltimore, MD 21244
Submitted via: CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
On behalf of the Disability Policy Consortium (DPC), I am pleased to submit my comments in response to the
Request for Information (RFI) regarding the new direction of the Innovation Center (IC).
Introduction
DPC is a consumer-led organization whose mission is to advance the rights of persons with disabilities throughout
the Commonwealth of Massachusetts. I am a policy analyst with DPC; however, my comments are not limited to my
experience with DPC. In addition, I serve as: (1) the co-chair of the Disability Advocates Advancing Our Healthcare
Rights (DAAHR). DAAHR is a Massachusetts-based statewide a coalition of disability, elder, healthcare, and legal
services organizations and people with disabilities, grounded in a partnership between the Disability Policy
Consortium (DPC) and the Boston Center for Independent Living (BCIL). DAAHR’s focus is to advocate at the
state and the federal levels to ensure that consumer input is reflected in health care reform; (2) the Chair of the
Massachusetts One Care Implementation Council, which I have chaired since the start of the Financial Alignment
Initiative (FAI) in Massachusetts; and, (3) the Vice-Chair of MassHealth’s Implementation Council for its Delivery
System Reform Incentive Payment (DSRIP) program. In these positions, I have collaborated closely with MassHealth
and the Centers for Medicare and Medicaid Services to support and to test innovative new approaches, and to promote
broad Medicaid payment and care delivery reform to infuse the Medicaid program and its providers and health plans
with a focus on quality, outcomes and lower costs through an outcomes-focused delivery system under value-based
payment models and through improved transparency.
Comments on Guiding Principles
DPC understands and appreciates the need to establish a modernized set of principles to represent the new direction
of the IC. We believe that the IC’s guiding principles reflect a strong understanding of the health care market, including
the economics of the industry. We hope that these principles help to facilitate the development of a new and successful
generation of programs and results. We are specifically referring to these principles: (1) choice and competition in the
market; 2) provider choice and incentives; (3) patient-centered care; (4) benefit design and price transparency; (5)
transparent model design and evaluation; and (6) small-scale testing.

We are concerned, however, that the IC’s set of guiding principles does not express the fundamental role of the
government, which is to address the flaws in the marketplace and the government’s commitment to those who may
be left behind. We respectfully ask you to expand the principles to include: (1) putting quality of life for beneficiaries
above all else; (2) addressing the health disparities that exist in this country; and, (3) demonstrating respect for
Medicaid’s role in serving the poor while also ensuring that Medicaid supports job coaching, training, and supportive
employment. In our view, Medicaid should not be tied to any work requirement for any category of persons.
Comments on Focus Areas
In order that the market be driven by the appropriate incentives, it is essential that CMS define in a manner that
centers on patient, choice, control and quality of life. The true market-driven approach will be based on patient
satisfaction.1 Return on Investment (ROI) must be understood, not only as monetary return, but also societal. There
is direct value in reducing inequity across populations to address historical disparities. ROI, can often be difficult to
measure directly when discussing Long-Term Service and Supports (LTSS) or other services such as dental care.
It should also be understood that the pure market economy choice and competition rules may adversely affect patients
with Medicaid as their primary insurer. Medicaid exists to meet the gap in access to healthcare resulting from marketdriven commercial plans.
DPC understands why the need for the IC to focus on these eight areas including: (1) increased participation in
Advanced APMs; (2) Consumer-Directed Care & Market-Based Innovation Models; (3) Physician Specialty Models;
(4) Prescription Drug Model; (5) Medicare Advantage (MA) Innovation Models; (6) State-Based and Local Innovation;
including Medicaid-focused Models; (7) Mental and Behavioral Health Models; and; (8) Program Integrity.
We are concerned, however, that this list of focus areas does not specifically address the burgeoning need upon states
to finance long-term services and supports (LTSS) for their residents and to advance rebalancing. We respectfully ask
you to expand the focus areas to address the challenge of providing long-term services and supports (LTSS) for all
ages.
The current Medicaid system continues to be institutionally biased, leaves relatively poorer states with relatively poorer
access to LTSS, and perpetuates a broken relationship with Medicare. The current system also leaves to
impoverishment.
More specifically, we ask that you advance mechanisms to help states to increase their role in providing LTSS to
persons with disabilities and seniors, while encouraging states to rebalance spending in favor of home-and-community
based services (HCBS). Block grants, however, are not the solution for states to address LTSS, as this solution would
lead to an erosion of state spending on LTSS.
We encourage you to revisit Community Living Assistance and Supports (CLASS), a proposal designed to help adults
age 18 and over with disabilities pay for long-term services and supports (LTSS). This country still needs CLASS to
meet the increasing demand for LTSS.
Comments to the Center: Key Lessons from the Massachusetts One Care Program
As the Chair of the Massachusetts One Care Implementation Council, I would also like to share my insights, and
recommendations for consideration. The Council, and the larger disability community in Massachusetts believe One
Care provides the greatest space to advance population-based systems transformation in the delivery of integrated
person-centered care to consumers with complex needs. The Massachusetts One Care Implementation Council is the
1

https://www.medicaid.gov/medicaid/quality-of-care/improvement-initiatives/health-disparities/index.html
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consumer-led advisory group to MassHealth on the development and implementation of the state’s FAI
demonstration project for dually-eligible persons. In Massachusetts, the demonstration is known as One Care. The
Council was created in partnership between disability advocates in Massachusetts and MassHealth to ensure robust
dialogue and input from consumers over the course of the state’s demonstration. The Council membership is 51%
consumers and or family members, with remaining membership comprised of community-based organizations.
The Council plays a unique role in supporting transparency and innovation in within One Care. The Council played
a pivotal role early in the demonstration when financing for the demonstration was in jeopardy several years ago. The
Council has been active in supporting different methods in growing One Care to scale, pressing for evidence-based
practice in rebalancing spending and continues to seek a more value-based purchasing strategy. We are also
committed to ensuring the mission of One Care to bending the cost curve while also promoting consumer choice,
control and the principles of independent living movement and recovery movements.
In addition to MassHealth, the Council works closely with Commonwealth Care Alliance and Tufts Unify, the two
plans in the state, in striving to seek different models of person centered care that emphasize investment in MLTSS
and peer led recovery services. Medicare-Medicaid Coordination Office and Center for Medicare and Medicaid
Innovation is a key ally in the work of the Council. A member of Medicare-Medicaid Coordination Office participates
in the monthly One Care meetings, providing insights and learnings from other states as well as hoping the Council
remain focused on the larger vision of CMMI to promote integration, improvement of care and reduced cost. In
addition to participation in Council meetings, the DC office has also been an important partner to both MassHealth
and consumers in our mutual endeavor. It is not an exaggeration to state that leadership from CMMI has been a fair
and impartial mediator and promoter of collaboration at the state level, helping all parties involved to keep our vision
fixed on the goals of the demonstration. We are very cognizant of the need and the opportunity to reduce preventable
Emergency Department visits, hospitalizations and secondary conditions.
Because of the vital role played by CMMI we believe it important to weigh in on the changes being proposed to the
approach of the office.
1. We believe One Care, while not perfect, can serve as a model for a population-based approach to consumers
with complex needs. We would encourage CMS to adopt the key features of One Care including:
• On-going consumer guidance based on the One Care Implementation Council;
• Incentives to rebalancing spending, while providing adequate financing;
• Requiring plans to offer the option of having a conflict-free LTSS coordinator participate as a full member
on their care team. The goal of this role is to support greater integration of medical and LTSS to improve
health outcomes, quality of life and reduce cost;
• A system of risk adjustment that is population based;
• A commitment to independent living philosophy and recovery principles;
• Oral health is a benefit included in one care;
• Behavioral health; and,
• Zero cost-sharing-Incentivizing consumer engagement by doing away with any cost-sharing provisions
that might act as barriers to accessing care. Cost-sharing not only places undue hardships on consumers,
but also increased burden on seeking providers.2
https://www.kff.org/medicaid/issue-brief/the-effects-of-premiums-and-cost-sharing-on-low-income-populations-updated-review-ofresearch-findings/
2
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2. A major flaw of One Care is that it does not require plans to take proactive steps to reduce institutionalization
of their members. We believe essential that states and healthcare entities be held responsible for rebalancing
spending away from costly institutional medical services is crucial. We request that CMS include in systems
transformation recommendations put forward by the National Center for Independent Living 2017 report. 3 In
the case of One Care, this would include requiring plans to implement programs modeled after Money Follows
the Person (MFP) and holding states accountable to the Community First Choice Option.
3. Another flaw of One Care is that it does not include requirements for plans to address social determinants
of health. One Care, should have included in its financing, risk adjustment formulas. Housing is a primary need
of one care members yet One Care plans have the option of offering their members access to low threshold
housing. Plans should be required to demonstrate investment in low threshold housing supports and innovative
financing strategies to promote housing for consumers who are chronically homeless.
4. We applaud the emphasis of CMS on increasing transparency on cost and quality to inform consumer
choice. The One Care Implementation Council has been seeking access to such data and would welcome the
opportunity to partner with CMS as well as MassHealth in how this data is defined and disseminated. Consumers
should be key partners in working with CMS and states in developing these models.
5. We agree that new models of design should promote choice and competition in the market. Giving consumers
and healthcare providers, as well as other providers in the system the tools and information needed to make
decisions that are in the best interest of consumers and the sustainability of the Medicaid and Medicare systems
is key. However, we urge CMS to be cautious in defining quality, outcomes and costs, particularly when
designing systems for consumers with complex needs.
6. We request CMS follow the guidance put forward by the National Committee for Quality Assurance (NCQA) as
outlined in the 2015 report on care of consumers with complex needs. The report recommends the development
of infrastructures needed to “deliver and measure recommendations for developing the infrastructure necessary
to deliver and measure person-centered, goal-based, integrated care to consumers with complex needs.” 4
Recommendations put forward by NCQA include:
•
•
•
•

Develop and implement models of care that incorporate individuals’ goals and preferences in care plans.
Require organizations responsible for arranging LTSS to demonstrate their capability to provide personcentered, integrated care.
Explore avenues to eliminate barriers to integration and facilitate collaborative assessment and care
planning across disciplines, specialties and care settings.
Support the development, testing and implementation of quality measures that reflect what is most
important to people.5

7. CMS should require states to move away from Fee-For-Service (FFS) payment methodologies and begin
implementing alternative payment models. The One Care Implementation Council has been requesting
MassHealth to pilot Alternative Payment Methodologies since its inception. The Council is particularly
interested in incentivizing the procurement of Durable Medical Equipment (DME). DME is a vital service of
LTSS. This, particularly true for people with complex chronic conditions that need Complex Rehabilitation
https://www.ncil.org/wp-content/uploads/2017/06/Policy-Priorities-July-2017.pdf
https://www.ncqa.org/Portals/0/HEDISQM/Research/Policy%20Report_Final%20Report_TSF%202-1.pdf
5 https://www.ncqa.org/Portals/0/HEDISQM/Research/Policy%20Report_Final%20Report_TSF%202-1.pdf
3
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Technology (CRT) to participate in the community and reduce incidence of preventable Emergency Department
visits, hospitalizations and secondary conditions resulting from inadequate CRT.
8. Massachusetts has taken a population approach to the duals demonstration. The state purposefully targets high
cost, high need vulnerable populations 21-64, too often the highest utilizers and highest costing residents of the
Commonwealth.
This population includes consumers like myself, living with a high-level spinal cord injury and autonomic
conditions, and other members of the Council who are autistic, or have a variety of other conditions including
behavioral health needs.
We ask that CMMI continue investing the development of person-centered programs that serve the diverse needs
of vulnerable populations with complex needs. We hope CMMI will continue its commitment to promoting equity in
access to medical, behavioral health and LTSS, and reject any models that perpetuate inequalities and actively work
to implement models that will reduce disparities. 6

DPC appreciates the opportunity to weigh in as CMMI begins to define its path forward.
We look forward to working with you to ensure the needs of low-income consumers and patients with complex
health needs are considered. Please do not hesitate to contact me should you have any questions or if you would like
additional information.
Sincerely,

Dennis G Heaphy MDiv, MEd, MPH
Disability Policy Consortium
Policy Analyst

6
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Disability Rights Education & Defense Fund

November 20, 2017

Submitted via email to: CMMI_NewDirection@cms.hhs.gov

Ms. Seema Verma
Centers for Medicare & Medicaid Services
Department of Health and Human Services
P.O. Box 8016
Baltimore, MD 21244-8013
Re: Informal Request for Information Seeking New Direction to Promote
Patient-Centered Care and Test Market-Driven Reforms
Dear Administrator Verma,
The Disability Rights Education and Defense Fund (DREDF), founded in 1979 by
individuals with disabilities and parents of children with disabilities, is a leading national
law and policy center that works to advance the civil and human rights of people with
disabilities through legal advocacy, training, education, and public policy and legislative
development.1 We are committed to increasing accessible and equally effective
healthcare for people with disabilities of all ages so they can live productively in their
communities, free of persistent health disparities that affect the length and quality of
their lives. We greatly appreciate the opportunity to respond to the Center for Medicare
and Medicaid Innovation’s (CMMI) Request for Information (RFI) on the future direction
of the Innovation Center.2 We hope to serve as a partner for the Innovation Center as it
creates new models that improve healthcare quality, lower costs, and empower
consumers, and develops guiding principles for establishing new models
I.

Introduction

As we outlined below, people with disabilities face unique challenges in the Medicare
and Medicaid programs. By partnering with disabled beneficiaries and their advocates,
we believe CMMI can make substantial improvements in patient care consistent with the
forward-thinking principles laid out in this RFI. We agree with CMMI that transparent,
small-scale models with patient-centered and provider-focused designs can meet the
complex needs of vulnerable patient populations, including people with disabilities and
multiple chronic conditions.3 The common thread among the delivery models that we
1

See more about our work at https://dredf.org.
See https://innovation.cms.gov/Files/x/newdirection-rfi.pdf
DREDF also wishes to acknowledge the substantial research, writing, and thought contribution of Joe
Liss, a student at Yale Law School, in our comments, as well as the Solomon Center for Health Law and
Policy at Yale Law School, at https://law.yale.edu/solomon-center. Any errors or omissions in this
response are entirely attributable to DREDF.
3 Ibid, Section II, Subsection A: “Guiding Principles”
2
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raise and support here are that they all have existing or unexplored potential to increase
integration of long-term services and supports with acute and preventive healthcare. We
also take this opportunity to affirm those guiding principles that are especially consistent
with the values and needs of the disability community.
In particular, we think that increasing clinician flexibility, especially as part of the primary
care-focused Accountable Care Organization (ACO) models, to coordinate and provide
both medical and non-medical services at home and in the community has the potential
to improve healthcare quality and reduce long-term healthcare costs. In this respect,
DREDF envisions ACO models that can follow and build on the best integration
practices developed in the dual eligible financial alignment demonstrations, for which we
also express support below. With respect to ACOs, we specifically ask CMMI to:
•
•
•

Increase the availability of upfront investments in ACOs that provide services at
home and in the community, where patients want them most;
Measure ACOs on and reward ACOs for their ability to keep beneficiaries in the
community, which lowers healthcare costs and improves patient quality-of-life;
Tear down legal and regulatory barriers that inhibit cooperation and the free flow
of information between ACOs and home health agencies (HHAs), community
organizations, and community-based care providers.

We also see potential in the development of PACE models directed at younger people
with disabilities provided that there are sufficient guardrails and monitoring mechanisms
to ensure patient-centered, individualized community-based care that comports with the
prior solicited goals of younger people with disabilities. DREDF also sees great
significant benefit in recognizing specialty physician models as APMs when the models
focus less on narrow specific diagnoses, and more on functional limitations among
patient populations, allowing providers to focus on providing and coordinating the
multiple levels of medical and LTSS interventions that such patients need to stay in the
community. CMMI policies that will support these models include incorporation
functional impairment information within electronic health records (EHRs), and
establishing ways to informally solicit and incorporate feedback from the disability
community and advocates within the model development process.
II.

Relevant Principles

As discussed below, we recommend that CMMI pursue the above design changes,
models, and policies consistent with principles that are both laid out in the RFI and
central to the disability community. In particular, DREDF stresses the importance of
fully-informed beneficiary choice, which for the disability community automatically
imports the need for fully accessible modes of communication for individuals with vision,
hearing, and other communication disabilities. In addition, we emphasize the need for
transparency, patient-centered care with strong consumer protections, systems
testing and readiness (emphasizing network adequacy and continuity of care), as well
as oversight of all prior principles.
We hope to serve as a resource in a continued dialogue between CMS, providers, and
patients about how to improve the Medicare and Medicaid programs through CMMI’s
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important work. Please do not hesitate to reach out to me with any questions.
The Challenge
Americans with disabilities make up one of the United States’ largest minorities. More
than 25 percent live in poverty and only about 20 percent have gone to college.4 Sixtyfive percent of non-elderly disabled Medicare beneficiaries have a cognitive or mental
impairment, compared to less than 30 percent of elderly Medicare beneficiaries.5
People with disabilities want to live at home in the community, where they can continue
to have social, economic and cultural opportunities, control over multiple aspects of their
lives, and feel safe and comfortable if they have appropriate community-based services
and supports. However, the complex needs of people with disabilities and chronic
conditions and the frequently uncoordinated efforts of Medicare, Medicaid, state and
local public assistance, local community services and private charities make getting
access to necessary services at home a daily challenge. Thirty-five percent of nonelderly disabled Medicare beneficiaries have Medicaid coverage as well and must learn
how to navigate the myriad rules of both insurance programs. Furthermore, non-elderly
people with disabilities have Medicare spending that is more than $3,000 per capita
higher than elderly beneficiaries; importantly, these higher costs are either borne
privately or by Medicaid in conjunction with the Medicare program. And a full 21 percent
of non-elderly disabled beneficiaries have no supplemental health insurance coverage,
as compared with only 12 percent of elderly Medicare beneficiaries.6
Lawmakers and researchers have noted that disability is both a cause and a
consequence of poverty as people with disabilities receive lesser education and fewer
economic opportunities, while low-income individuals and families experience social
determinants of health such as lack of housing, healthcare, and food security that leave
them at greater risk of acquiring disabilities.7 Breaking the cycle similarly involves
meeting the health and health-related needs of people with disabilities so that they can
live productive lives, including employment for many younger people with disabilities.
Integrated care is already a goal in many federal and state public programs – including
in many of CMMI’s current models – and should be a featured goal in all the private
programs in which the federal government invests.

Prioritizing Home and Community-Based Services (HCBS)
Services delivered at home and in the community allow people with disabilities of all
ages to live in their home and remain integrated with their communities. In particular,
many state Medicaid programs offer home and community based services (HCBS).
While the types of services offered differ substantially across Medicaid programs
4

See https://dredf.org/about-us/
See https://www.kff.org/medicare/issue-brief/medicares-role-for-people-under-age-65-with-disabilities/
6 Ibid
7 US Senate, Committee on Health, Education, Labor and Pensions, Majority Committee Staff Report,
“Fulfilling the Promise: Overcoming Persistent Barriers to Economic Self-Sufficiency for People with
Disabilities,” September 18, 2014.
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nationwide,8 disabled Medicare beneficiaries without Medicaid may lack access to a
menu of community-based services and supports, which can include meal preparation,
transportation assistance, supervision, and other assistance with simple and complex
activities of daily living. According to the Medicaid and CHIP Payment Access
Commission (MACPAC), “Recent data on Medicaid’s [Long-Term Services and
Supports] expenditures suggests that efforts to promote HCBS are producing their
intended results,” including decreasing costs and keeping beneficiaries in home-based
care settings that they prefer.9 In 2014, Medicaid spent $80.6 billion in HCBS.10
As CMS notes on its website, however, HCBS programs face many challenges,
including access to providers, access to qualified caregivers, caregiver turnover, and
caregiver burnout.11 For the disability community, there are also concerns around
maintaining autonomy, achieving reliable caregiving back-up systems for personal
assistance, and the constant need to find and maintain suitable accessible housing
where personal assistance services can occur. CMMI has already identified “a critical
gap between clinical care and community services in the current health care delivery
system,” and introduced the Accountable Health Communities (AHC) model to attempt
to fill that gap.12 As the Department of Health and Human Services (HHS), CMS, and
CMMI well know, many issues substantially affecting health and healthcare have their
complex roots far from the hospital or physician office. Research from the Robert Wood
Johnson Foundation (RWJF)13 and Centers for Disease Control and Prevention
(CDC),14 among others, has made clear both that care in the community is vital to
improving health outcomes in an efficient manner and that we have a great deal to learn
about which strategies have the greatest impact. HHS has faced this issue head-on by
making addressing social determinants of health one of its Healthy People 2020 goals.15
Given the need to improve whole-patient, community-based care and the opportunity for
Medicare and Medicaid savings from better beneficiary health, a new wave of smallscale models present an unparalleled opportunity to allow individual clinicians –
cooperating with their patients – to try numerous strategies to improve home-based care
and see which have the greatest impact on cost and quality outcomes while prioritizing
patient-centered care and consumer choice.
We support CMMI’s renewed focus on encouraging innovative, patient-centered, and
provider-led models. Given substantial patient demand for remaining in the community
and the large opportunities that lie beyond the four walls of medical facilities, new CMMI
models and modifications to existing work should change incentives to reward whole
patient, community-based care.
III.
8

Policy Proposals

See https://www.macpac.gov/subtopic/home-and-community-based-services/
Ibid
10 See https://www.medicaid.gov/medicaid/hcbs/index.html
11 See https://www.cms.gov/Outreach-and-Education/American-Indian-Alaska-Native/AIAN/LTSS-TACenter/info/hcbs.html
12 See https://innovation.cms.gov/initiatives/ahcm
13 See https://www.rwjf.org/en/library/research/2016/10/defining-and-measuring-a-culture-of-health.html
14 https://www.cdc.gov/socialdeterminants/
15 See https://www.healthypeople.gov/2020/topics-objectives/topic/social-determinants-of-health
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As part of what we hope will be an iterative and inclusive model development process,
we outline, below, several ways to leverage existing models and to create new ones to
incentivize high quality care through community-based services. People with disabilities
will benefit from patient-centered care that breaks down regulatory barriers and allows
clinicians to care for the whole patient. We hope that beyond these ideas, disabled
beneficiaries can engage with CMMI to make sure models meet patient needs.
A. Informally integrate beneficiaries and their advocates into the complex
and heretofore opaque model development process
The average CMMI model must overcome substantial bureaucratic hurdles on the way
from a simple idea to a deployable, measureable change to the existing healthcare
incentive structure.
• First, from a design perspective, CMMI staff must do heroic work getting even the
best ideas off the ground. Building a deployable model is particularly challenging,
given the well-documented complexity of Medicare’s arcane policies,16 even
small changes to which could have large impacts on vulnerable patient
populations.17 CMS’ data systems continue to rely, at least in part, on COBOL,18
a computer programing language developed prior to 1960 and well-documented
in the Museum of American History.19
• Second, models face myriad bureaucratic hurdles. Any model must undergo
internal CMMI review, review across CMS, review across HHS, and review by
the Office of Management and Budget (OMB) and other government-wide
partners. While such review assures models are as comprehensive as CMMI can
make them, it makes quick deployment an ongoing challenge.
As such, CMMI faces two main challenges when it comes to incorporating patient
feedback in the model design process:
• First, patients – and, frankly even experienced advocates – can experience
difficulty grasping the complex issues CMMI faces deep in the intricacies of its
design work.
See The House Ways and Means Committee’s Modernizing Medicare for the 21st Century at
https://waysandmeans.house.gov/UploadedFiles/Combining_A-B__Medigap_White_Paper.pdf; the
Committee for a Responsible Federal Budget’s Modernizing the Medicare Benefit at
http://www.crfb.org/blogs/modernizing-medicare-benefit; the Robert Wood Johnson Foundation and
Health Affairs’ Restructuring Medicare at
http://healthaffairs.org/healthpolicybriefs/brief_pdfs/healthpolicybrief_95.pdf; and the Kaiser Family
Foundation’s Modifying Medicare’s Benefit Design at https://www.kff.org/medicare/report/modifyingmedicares-benefit-design-whats-the-impact-on-beneficiaries-and-spending/. DREDF cites these source to
recognize gaps and issues within Medicare’s structure and operation, not to endorse the specific policy
prescriptions proposed in every report.
17 See http://www.medicareadvocacy.org/medicare-benefit-redesign-proposals-to-restructure-could-hurtmore-than-help/
18 See CMS Pricer guidelines at https://www.cms.gov/Medicare/Medicare-Fee-for-ServicePayment/PCPricer/Guidelines.html and a CMS solicitation documented on a third-party site at
https://www.g2xchange.com/statics/solicitation-cms-seeks-cobol-programming-support-for-cms-nch-datarepository-mqa-and-medpar.
19 See http://americanhistory.si.edu/cobol/afterward
16
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•

Second, CMMI is limited in how much information it can release before complex
models reach the end of thorough government vetting.

However, we agree with CMMI that only patient-centered models can effectively engage
clinicians to provide patients the services they need where and when patients need
them. In order to help CMMI obtain patient feedback while respecting the complexity of
CMMI’s work and the thoroughness of government review, we recommend that CMMI
develop an informal patient review process:
• First, at the beginning of the model development process, reach out to patient
advocacy groups and ask them to help find a diverse panel of beneficiaries in
CMMI’s target patient population; for example, if developing a model in oncology,
disability advocacy groups can help locate cancer patients, including cancer
patients with other disabilities such as mental health, mobility, or developmental
disabilities, or other chronic conditions with functional needs, such as Deafness.
Individuals from diverse socioeconomic, geographic, and ethnic backgrounds
may face different challenges or benefit from interventions tailored to their
communities. Engaging a variety of advocacy groups will help CMMI find a broad
cross-section of patients with both expected and unexpected comorbidities that
are exacerbated by the interplay of disability with a variety of other personal
characteristics.
• Second, CMMI staff can ask – either in person or in writing – both targeted and
open-ended questions to better understand what patients are currently missing or
concerned about in their medical care. For example, some patients may face
issues of coordination among multiple specialists, while others may be more
concerned about patient and caregiver education or support. Such informal focus
groups can help CMMI understand what issues beneficiaries in their target
patient population(s) think are most important, which can help inform model
quality measures, participant application requirements, and evaluation questions.
Focus groups can also help CMMI to identify unknown additional barriers faced
by specific subgroups within the patient population that are sufficient to interfere
with CMMI’s goals for the project
• Third, CMMI can ask advocacy organizations to help reconvene informal focus
groups as CMMI encounters new design problems or focuses on disease
categories (e.g. narrowing a cardiovascular model to focus on particular heart
conditions).20 Each focus group will remain informal and questions can stay at a
high-level.
• Finally, CMMI can release factsheets with each new model or model update
explaining how it incorporated informal beneficiary feedback, in ways both large
and small, and how ongoing feedback can be provided.
As we emphasized above, such focus groups do not require CMS to give away any
operational details or pledge to undertake any particular action. Additionally, advocacy
20

DREDF advocates for CMMI to incentivize payment models that will focus on interventions needed by
people with functional impairments common across a number of diagnostic categories, but recognizes
that there is also benefit to models that focus on evidence-based acute and medical interventions for
particular diseases. Nonetheless, we strongly believe that such models need to recognize the diversity of
patients that experience any specific disease, and not establisha falsely homogenous patient population.
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organizations can help connect CMMI with diverse affected beneficiaries, maximizing
the returns CMMI gains from its investments in outreach work. Finally, CMMI can use
simple accessible factsheets to help consumers, including LEP consumers with
disabilities, understand how their voices were heard and how ongoing feedback can be
provided. Thus, CMMI can create a complete, informal feedback loop that helps to
assure the development of models with patient concerns at the center.
B. Increase the availability of upfront investments in Accountable Care
Organizations (ACOs) that provide services at home and in the
community, where patients want them most
Providers looking to help patients by providing both medical and non-medical services
at home and in the community face at least two known and substantial constraints:
Rigid regulations prohibit Medicare from paying for such services and provider
investments in improving patient well being take time to pay off. By expanding the
availability of up-front investments in ACO infrastructure, CMS can help clinicians
provide the type of care that clinicians want to provide and that patients need to receive.
CMMI’s Advance Payment ACO model provided 36 physician-led Medicare Shared
Savings Program (MSSP) ACOs with up-front payments to invest in improving care
quality. While the model recouped $38 million in advanced payments through ACO
shared savings and showed reductions in certain key spending categories, such as
inpatient care, the model did not immediately work as intended. CMMI had yet to recoup
$30 million in advanced payments as of its final evaluation report, and no performance
year showed costs significantly lower than in comparison groups. Evaluators concluded
that “[t]ransforming multiple physician-led practices into a cohesive entity to improve
quality and reduce Medicare spending growth is a process that may take longer than
the evaluation period.”21 CMMI has continued to refine its initial advance payments work
through the ACO Investment Model, which particularly targets ACOs in rural areas.22
We think CMMI can make key changes to the advance payments concept – building
upon its ACO Investment Model work – that will help improve results:
• Increase the performance period to at least five years to allow more time for
investments in improved care quality to mature;
• Require provider participants to participate in an Advanced Alternative Payment
Model (Advanced APM), such as the Medicare ACO Track 1+ Model, 23 which will
allow CMMI to recover a portion of advance payments even from participants
with higher-than-expected costs through downside risk;
• Target high-cost beneficiaries who are likely to gain the most benefits by
assigning advance payments based on the number of beneficiaries who
commonly experience health and health disparities (e.g., live in rural areas, are
low-income, and/or are disabled), rather than assigning advance payments
based simply on practice size or total patient panel; and
21

See pages viii through xi at https://innovation.cms.gov/Files/reports/advpayaco-fnevalrpt.pdf
See https://innovation.cms.gov/initiatives/ACO-Investment-Model/
23 See https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-Instruments/Value-BasedPrograms/MACRA-MIPS-and-APMs/Medicare-Accountable-Care-Organization-ACO-Track-1+-ModelWebinar-slides.pdf
22
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•

Require model provider participants – as part of their application – to work with
both public and private providers of community assistance and services (e.g.
independent living centers, aging and disability resource network organizations)
in their area on a strategy to understand and care for the whole patient.

Providers know that, among the nation’s most vulnerable Medicare beneficiaries, there
are enormous opportunities to decrease costs and improve quality simultaneously.
However, success will require an up-front investment backed both by a substantive plan
of action that leverages existing community resources and a strategy for CMMI to see a
real return on its investment. Currently, government-dictated payment categories and
coding restrict provider flexibility to truly meet patients where they are and discourage
firsthand provider consultation with patients on their broader health-related needs.
CMMI’s commitment to flexible, patient-centered models provides a tremendous
opportunity to break through this logjam and allow clinicians to invest in broader
community-based care.
C. Measure ACOs on and reward ACOs for their ability to keep
beneficiaries in the community, which lowers healthcare costs and
improves patient quality-of-life
DREDF’s work with and among the disability community, including many individuals
who are Medicare and/or Medicaid beneficiaries, has made one thing clear: Americans
with disabilities of all ages prefer to live in the comfort and safety of their communities,
with appropriate services and supports. At home, beneficiaries have access to friends
and family, community activities, and their own possessions. They have control over
their own schedules and patterns of life in the same way as people without disabilities.
They have greater capacity to avoid the drain on assets and feelings of isolation that
come with institutional living. Therefore, one obvious measure of any primary carefocused model’s success is the ability to both keep patients in and return patients to
their communities.
Among the roughly 30 quality measures on which MSSP ACOs will be evaluated in
2017, there are at least two measures of readmissions and three of hospital
admissions.24 CMMI uses many of these quality measures in the ACO 1+ Model, as well
as the Next Generation ACO Model and the ACO Investment Model. In other words,
across these models, CMMI recognizes the advantages of avoiding institutional settings
of care. However, neither the Center for Medicare’s MSSP nor CMMI’s many ACO
models measure the base outcome of keeping patients in the community with
appropriate services and supports, or the prior necessary condition of accurately
assessing and providing the level of services and supports needed by beneficiaries.
Therefore, we recommend that CMMI add measures similar to the following to its ACO
models and connect performance to increased shared savings payments:
• Risk-adjusted change in percentage of beneficiaries who spend fewer than ten
days in institutional settings during the year;
24

See https://www.cms.gov/Medicare/Medicare-Fee-for-ServicePayment/sharedsavingsprogram/Downloads/MSSP-QM-Benchmarks-2016.pdf

CMMI RFI
November 20, 2017
Page 9 of 19
•
•
•

Risk-adjusted percentage of disabled beneficiaries who spend fewer than ten
days in institutional settings during the year;
Risk-adjusted percentage of beneficiaries who are both disabled and dual eligible
who spend fewer than ten days in institutional settings during the year; and
Risk-adjusted percentage of beneficiaries who spend fewer than ten days in an
institutional setting in a year among those who spent at least ten days in an
institutional setting in the prior year.

We believe that CMS possesses sufficient claims data – through admission and
discharge dates for claims for payment under the Inpatient Prospective Payment
System (IPPS) and Inpatient Rehabilitation Facility (IRF) payment system, as well as
from claims for payment under the Skilled Nursing Facility Prospective Payment System
(SNF PPS) per diem payments – to calculate these claims-based measures. We only
propose ten days and using risk-adjusted percentages as a starting point. Moreover we
assume CMMI both would structure such quality measures to reduce the risk of cherrypicking, and would incorporate provider reporting and CMS monitoring elements to
discourage cherry-picking of beneficiaries who have a history of institutionalization,
since those are the beneficiaries who would most benefit from explicit community quality
measures, and who offer the greatest potential cost savings when served appropriately
in the community. We urge CMS and CMMI to expeditiously review what measure
parameters would be most effective and informative, and we urge CMS and CMMI,
especially in the early years of using these measures, to try out a variety of claims
based measures. Additionally, as CMS improves the Transformed Medicaid Statistical
Information System (T-MSIS)25 and as CMS refines its Medicare location of services
claims data, we urge CMMI to also integrate days spent in non-Medicare covered longterm care facilities into the above measures.
In summary, patients want to remain in their homes, and we urge CMMI to both
measure which ACOs – and other primary-care focused models – are succeeding in
helping beneficiaries to meet that goal and to reward those clinicians who do.
D. Tear down legal and regulatory barriers that inhibit cooperation and the
free flow of information between ACOs and home health agencies
(HHAs), community organizations, and community-based care providers
For some disabled beneficiaries in the community, home health agencies (HHAs)
provide essential medical services. However, HHAs face role restrictions and myriad
state and federal regulatory requirements that make it tough to provide the highest
quality care for vulnerable beneficiaries.26 Furthermore, given the limits on what nonmedical services HHAs can provide, local private and public agencies as well as
25

See https://www.medicaid.gov/medicaid/data-and-systems/macbis/tmsis/index.html
See, for example, HHA regulations in Massachusetts
(http://www.mass.gov/eohhs/docs/masshealth/regs-provider/regs-homehealthagency.pdf), licensing
requirements in Michigan (http://www.michigan.gov/lara/0,4601,7-154-63294_72971_75375---,00.html),
the Connecticut Department of Public Health’s rules on HHA licensure
(http://www.ct.gov/dph/lib/dph/agency_regulations/sections/pdfs/title_19._health_and_safety/phc/chapter_
iv/19-33._home_health.pdf), and rules and regulations for HHA in Pennsylvania
(http://www.health.pa.gov/migration/documents/bcplc/hha/rules_regulations.pdf).
26
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privately hired personal care assistants have stepped into the breech to help family
members care for disabled loved ones.
ACOs share with HHAs the goals of keeping patients in the community and making sure
patients have sufficient resources to maintain preventative and other healthy behaviors
between visits (e.g. medication adherence, regular meals, physical activity) that improve
outcomes and decrease medical costs. However, even under current CMS and HHS
Office of the Inspector General (OIG) waivers, ACOs may be limited in their ability to
share data with or make payments to HHAs and other, non-CMS enrolled communitybased organizations (e.g. independent living centers, private charities). HHAs and local
community-based groups outside the ACO’s formal network are still essential to
providing excellent beneficiary care.
For example, Next Generation ACOs – which are among the most advanced in the
CMMI portfolio – may only distribute shared savings payments to ACO participants and
preferred providers. Further, the Next Generation ACO waiver document fails to discuss
data sharing and electronic health records at all.27
We urge CMMI to expand waiver authority with the delivery of community-based
services in mind. In particular, we urge CMMI to either change or clarify its rules so as
to:
• Provide clear procedures for medical providers inside and outside the ACO to
share electronic health record information (using uniform and blanket patient
permission forms where possible);
• Provide clear procedures for ACO participants to share non-medical information
about patients with, and receive non-medical information from, community-based
organizations from which the patient is already receiving assistance;
• Help ACOs pay HHAs to provide additional, more complex health maintenance
and personal assistance tasks needed by beneficiaries but that Medicare does
not currently cover, even while HHAs continue to bill Medicare under fee-forservice (FFS) for covered services;
• Allow ACOs to pay as needed for public and private community-based
organizations to provide personal assistance services, such as personal care and
chore assistance, that Medicare does not cover, but that are essential to an
individual with disabilities staying safely in the community; and
• Consider how ACOs, in partnership with HHAs or community-based service
organizations, could address transitional and permanent housing needs since
housing is such a critical social determinant of health.28
By removing regulatory barriers, CMMI can help ACOs build broader community-based
networks that help care for the whole patient. We note that – to varying degrees and
extents – CMS and OIG’s current waivers may allow ACOs to undertake some of these
27

See https://www.cms.gov/Medicare/Fraud-and-Abuse/PhysicianSelfReferral/Downloads/AmendedACO-Model-Waivers.pdf
28 P. Braveman, M. Dekker, S. Egerter, T. Sadegh-Nobari, and C. Pollack, “Housing and Health,” Robert
Wood Johnson Foundation, May 2011, https://www.rwjf.org/en/library/research/2011/05/housing-andhealth.html.
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payment transfer and data sharing tasks; where that is the case, we urge CMMI to
make those flexibilities clearer to both ACO participants and potential community
partners. ACL, CMS, and others – for the dual-eligible financial alignment initiatives –
have worked to develop best practices around health plans and community-based
partners, which could also prove useful in the ACO context and should be made
available.
While, as discussed above, upfront investment and changes to quality measures that
focus on community-based services will have a more substantial and direct impact,
reducing regulatory barriers with home-based and community-provided services in mind
can improve care quality and lower costs.
E. Incentivize the Identification of Functional Impairment Information in
Electronic Health Records29
In 2014, an estimated 53 million people with disabilities over age 18 lived in the United
States, or 23 percent (23%) of the population. An estimated 14 percent (14%) of people
within the adult U.S. population have a complex activity limitation that affects their ability
to participate in society, including maintaining a household, working, and pursuing
hobbies. People with disabilities or complex activity limitations are likely to be at greater
risk for health and health care disparities than the general population.30
Research has shown that people with disabilities are more likely than the general
population to experience difficulties or delays in getting the health care they need, not
have had an annual dental visit, have high blood pressure, use tobacco, or be
overweight. Women with disabilities are more likely not to have had a mammogram in
the past two years or to have been screened for cervical cancer in the past three
years.31 They also have higher death rates from breast cancer than women without
disabilities. Studies show that people with disabilities also die from lung cancer at higher
rates than the general population.32 Health and health care disparities among people
with disabilities can be attributed in part to complex barriers to care that contribute to
difficulties or delays in getting needed health care and increase the likelihood of poor
DREDF has written extensively on this issue, most recently in the Issue Brief, “The Case for Including
Functional Limitation Measures in Electronic Health Records,” March 2016. This section of our comments
is primarily taken from the Issue Brief
30 Complex activity limitation affects their ability to participate in society, including maintaining a
household, working, and pursuing hobbies; see Altman, Barbara & A. Bernstein, Disability and Health in
the United States, 2001-2005” (Hyattsville, MD: National Center for Health Statistics, 2008). Complex
activity limitation is captured through four measures: any limitations in social or leisure activities, any
difficulty or inability to work, self-care limitation (reflected by any ADL or IADL limitation), and an overall
combination measure, which reflects any individual or combination of limitations in the first three
measures.
31 Sze Y. Liu, Melissa A. Clark, “Breast and Cervical Cancer Screening Practices among Disabled
Women Aged 40–75: Does Quality of the Experience Matter?” Journal of Women’s Health 17(8)
(2008):1321–1329.
32 Ellen P. McCarthy, Long H. Ngo, Richard G. Roetzheim, Thomas N. Chirikos, Donglin Li, Reed E.
Drews, Lisa I. Iezzoni, “Disparities in Breast Cancer Treatment and Survival for Women with Disabilities,”
Annals of Internal Medicine 145.9 (2006):637–45; Lisa I. Iezzoni, Long H. Ngo, Donglin Li, Richard G.
Roetzheim, Reed E. Drews, Ellen P. McCarthy, “Treatment Disparities for Disabled Medicare
Beneficiaries with Stage I Nonsmall Cell Lung Cancer,” Arch Phys Med Rehabil, 89.4(2008):595–601.
29
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health outcomes. Identified barriers include lack of provider awareness and training,
lack of accessible medical offices and facilities, and a dearth of accommodations such
as accessible medical and diagnostic equipment, lifting assistance, or Sign Language
interpreters. Certain inflexible policies also create barriers to care such as the inability of
a provider to extend a patient visit to ensure time for lifting assistance on to an exam
table or effective communication for someone with a speech or cognitive limitation.33
A 2015 study has shed additional light on these problems by analyzing in some detail
the underlying causes of health disparities among people with disabilities. Authors found
that, “Population-level differences in health outcomes...are related to a history of wideranging disadvantages, which are avoidable and not primarily caused by the underlying
disability.”34 Another recent study illustrates certain of these avoidable disadvantages. In
2014, 256 specialty providers were asked if they would accept a referral of a large
patient who used a wheelchair and required transfer assistance. The study revealed
that 22 percent (22%) of the specialty provider offices could not accommodate this
patient, 4 percent (4%) were architecturally inaccessible and 18 percent (18%) couldn't
assist the patient to transfer onto an exam table. Gynecology was the subspecialty with
the highest rate of inaccessible practices (44%).35 Such lack of accessibility and
impairment-related accommodation is commonplace not only among specialty
providers, but also among primary care practices, diagnostic centers and facilities,
clinics, and hospitals. These barriers frequently prevent patients from obtaining needed
care and treatment.36
In light of the changing regulatory landscape and a growing understanding of the
underlying causes of health and health care disparities among people with disabilities, it
is increasingly important to consistently identify and record physical, mental and/or
cognitive functional limitations in electronic health records (EHR). This data is required
in order to understand and plan for the prevalence of functional limitations among the
patient population and to be able to cross reference it for research and policy purposes
with population health and other demographic information such as race/ethnicity,
gender, age, and LGBT status. Including functional limitation queries in the EHR would
significantly benefit research into the health care disparities experienced by people who
have intersectional bases for discrimination and unequal treatment such as disability
and another demographic characteristic because such cross-analysis cannot currently
be carried out without reliable information about the prevalence of functional limitation.
Moreover, the medical diagnostic codes that are presently included in medical records
do not offer a solution because a single diagnostic code can be associated with wide
variance in functional capacity and does not correspond to or represent the level or
National Council on Disability, “The Current State of Health Care for People with Disabilities,”
September 30, 2009.
34 Gloria L. Krahn, Deborah K. Walker, Rosaly Correa-De-Araujo, “Persons with Disabilities as an
Unrecognized Health Disparity Population,” American Journal of Public Health 105 S2 (2015): S198S206.
35 T. Lagu, N.S. Hannon, M.B. Rothberg, A.S. Wells, K.L. Green, M.O. Windom, K.R. Dempsey,
P.S. Pekow, J.S. Avrunin, A. Chen, and P.K. Lindenauer, “Access to Subspecialty Care for Patients With
Mobility Impairment: A Survey," Annals of Internal Medicine 158 (2013):441-446.
36 National Council on Disability, “The Current State of Health Care for People with Disabilities,”
September 30, 2009.
33
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degree of a given individual’s functional limitation. Information on functional need is
critical to trigger provider administrative processes that result in needed
accommodations before and during a patient’s health care visit such as lifting
assistance, assignment to an exam room with an adjustable height exam table, an ASL
interpreter, or extended exam time.
Several years ago, LifeLong Medical Care, a Federally Qualified Health Center located
near San Francisco, in Alameda County, California, decided to embed functional
impairment questions in the health center’s registration form in order to alert primary
care staff that some patients required accommodations so they could receive maximum
benefit from health care. These questions are included in the clinic’s electronic health
record and can be flagged in individual patient records.
Jan. – Dec. 2015
Language Interpreter Needed

Unduplicated Patient Count
63337

Long Appointment Only

26

Sign Language Interpreter

NA

Mobility Assistance

2281

None

30555

Support for Low Vision or Blindness

39

(blank)

62

Grand Total

3359638

TABLE 1. LifeLong Medical Care Disability and Language Assistance Data – 2015
Table 1 sets forth some categories of information that LifeLong collects and data
showing the number of patients requesting certain spoken language or disability
assistance or accommodations who visited either one of LifeLong’s ten primary care
clinics, health care practitioners located at several supportive housing sites, a dental
practice or two school-based sites in Alameda County during 2015.
According to LifeLong, during 2015 about 9 percent (9%) of unduplicated patients who
visited the various sites in Alameda County indicated that they needed some type of
language or disability assistance or accommodation. (LifeLong also collects data on
patients who need Sign Language Interpreters, but that data was not available at the
time this Issue Brief was being written.) About 7.5 percent (7.5%) indicated a solely
disability-related accommodation need, excluding Sign Language interpreters. LifeLong
records show that 22 individuals had more than one disability or language

37

LifeLong includes a query about language interpretation needs along with disability accommodation
questions in the EHR.
38 LifeLong Medical Care also collects information on patients who require Sign Language interpreters,
but that data was not available at the time this Issue Brief was finalized.
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accommodation need.39 These data are important because they likely represent the first
time that functional limitation questions not only have been embedded in electronic
health records, but that also identify some specific areas of disability assistance patients
require in the clinical setting. While more study is needed to understand how LifeLong
uses the identified functional accommodation information, and indeed whether these are
the best questions to ask to collect the needed information, these early data highlight
the importance of initiating the inquiry and embedding responses in patient records so
clinic staff can plan and prepare adequately for patient visits.40
Furthermore, we know from extensive reports from the disability community that unless
the need for disability accommodations is proactively recorded in the patient’s medical
record, provider offices simply cannot or will not provide required accommodations, thus
denying access for some people with disabilities to even the most common health
measures such as weight measurement and routine prevention procedures such as
cervical cancer screening.41 By recording the presence of a functional limitation,
providers can more readily prepare for visits by such patients and take steps to ensure
that they receive appropriate diagnostic tests and needed treatment and care.
DREDF strongly supports including either the American Community Survey (ACS) set of
six disability questions or other equivalent functional limitation measures in electronic
health records. While this information is necessary purely from the standpoint of
providing effective medical services to people with disabilities, as outlined above, it will
also be both easier to obtain with, and invaluable for, the integration of LTSS services
within primary and specialist healthcare models. Many healthcare providers tend to
prioritize diagnostic information given their training and acute care orientation. LTSS
providers prioritize functional impairment information, which is typically achieved
through the observed and reported need for assistance with basic and instrumental
activities of daily living. In an integrated healthcare model where primary/specialist and
LTSS professionals are working together, LTSS providers will help ensure that accurate
and current functional limitation data is maintained in the EHR of a person with a
disability, which will in turn enable primary/specialist providers to receive electronic
alerts on the need for accommodations that will in turn assure that a beneficiary
receives effective preventive and acute care interventions when needed. An EHR that
contains LTSS information also sets the stage for far better care coordination across the
broad range of medical, social, and behavioral health needs that must be met before
people with disabilities and chronic conditions can avoid costly institutionalization and
sustainably remain in the community.42 Some models, such as the ACOs, already allow
the model entity to financially invest in care coordination in innovative ways.
39

Email communication with Kathryn Stambaugh, Geriatrics Service Director, LifeLong Medical Care,
Berkeley, California, March 10, 2016, unpublished data.
40 DREDF is currently engaged in further analysis and research on the actual impact of the disability
questions on how patient care is delivered and experienced.
41 Intended as an advocacy and educational tool, DREDF produced a video series entitled Healthcare
STORIES that features people with disabilities telling their personal stories about their health care
experiences. The narrators describe the barriers to care they experience when health care providers are
not adequately prepared for their visit and when necessary accommodations are not provided. The series
can be viewed at: http://dredf.org/healthcarestories/2014/02/05/barriers%e2%80%8e-solutions/
42 B. Chernoff, “How Coordinated Care Improves Lives and Manages Costs” Scan Foundation
Perspectives on Aging with Dignity, January 2016. See
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F. Maintain benefits guardrails and incorporate beneficiary cooperation
when designing any PACE flexibility model
The PACE Innovation Act of 2015 (PIA) provided CMMI the flexibility to test expansion
of the PACE model to beneficiaries under age 55 and to those who do not require a
nursing home level of care.43 We strongly support PACE’s goal of keeping beneficiaries
who could be sent to nursing homes in the community, and we think PACE
organizations could serve as an opportunity to allow the private sector to explore how
best to provide non-medical community-based services that contribute greatly to
younger beneficiaries with disabilities’ overall health and quality of life. However, we are
concerned that PACE’s capitated payment model gives PACE organizations
disincentives to assure patients get necessary care, or encourages fiscal incentives in
the delivery of care that will run counter to expressed consumer choice and patientcentered care. The PACE Protocol and ongoing state and federal monitoring assure
that patients receive such needed interventions.44
Therefore, we recommend that CMMI and other partners within CMS and HHS both
assure that guardrails and monitoring remain in place and incorporate beneficiary
feedback into creating any PACE model. We also recommend that innovative PACE
models for younger people with disabilities maintain a primarily focus on those
individuals who do require a nursing home level of care since these are individuals with
significant medical, LTSS, and coordination needs, but that the models also be given
some degree of flexibility that will allow them to take on a minority percentage of
individuals who may stop short of a nursing home level of care but who experience
ongoing risk factors in their lives that may make higher or variable levels imminent.
Similarly, PACE models should be given some flexibility to accommodate individuals
with significant disabilities and degenerative conditions who may on occasion need to
enter a nursing or rehabilitation facility for a longer period of time to stabilize functional
capacity, but who retain the capacity and strong desire to return to the community. A
patient-centered care PACE care model will place individual wishes and health
assessments above arbitrary rules that allow beneficiaries to be dropped from a PACE
program.
We specifically recommend that, for any PACE organizations participating in a model
under PIA, CMS (1) maintains and increases monitoring activities, such as site visits
and other evaluations; (2) works with PACE organizations to advertise to patients and
their caregivers where they can report problems at their PACE organizations and
provide patients and caregivers a way to track whether and how CMS has responded to
those concerns; (3) develop progressive remediation compliance plans and penalties
for PACE organizations found to be non-compliant with consumer choice and patientcentered care standards; (4) establishes built-in mechanisms to safeguard continuity of
http://www.thescanfoundation.org/sites/default/files/perspectives_how_coordinated_care_improves_lives
_and_manages_costs_january_2016.pdf
43 See https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-MedicaidCoordination/Medicare-Medicaid-Coordination-Office/PACE/PACEInnovationAct.html.
44 See 81 FR 54667 at https://www.federalregister.gov/d/2016-19153/p-68 81 FR 54669 at
https://www.federalregister.gov/d/2016-19153/p-86.

CMMI RFI
November 20, 2017
Page 16 of 19
beneficiary care and LTSS services during periods of leadership or financial transition in
the PACE organization; and (5) apply protections that CMS has built into its HCB
settings rule to model participants.45 While we understand that CMS did not directly
apply the HCB settings guardrails to PACE organizations,46 we think many of the
protections included in those guardrails to ensure that community-based settings do not
establish institutional and collective policies and practices of operation are equally
applicable to the PACE organizations in their capacity as providers of community-based
services.
Additionally, we recommend that CMMI and other CMS partners incorporate feedback
from beneficiaries and their advocacy organizations into discussions and decisions
about any PACE model. For example, CMS should solicit feedback on the outcomes
younger beneficiaries with disabilities would like to see from PACE; find ways to
measure those outcomes; and hold PACE organizations accountable for the results.
CMS should also work with beneficiaries to determine what issues they most frequently
have when interacting with PACE organizations and build protections against those
concerns into any PACE model. Finally, we recommend that CMS directly enquire after
all beneficiaries who elect out of PACE during the model to make sure that PACE
organizations did not push those beneficiaries out; refuse to cover needed services (e.g.
drugs or nursing home care); or otherwise encourage less healthy beneficiaries to seek
care from other provider types.
We think PACE can provide coordinated, community-based care that helps
beneficiaries, but beneficiaries’ concerns must be at the forefront of any PACE model
development efforts.
G. Recognize as APMs specialty physician models that propose a focus on
patient populations with functional limitations
DREDF also sees significant benefit in recognizing specialty physician models as APMs
when the models focus less on narrow disease-specific diagnoses, and more on
functional limitations among patient populations, allowing providers to focus on
providing and coordinating the multiple levels of medical and LTSS interventions that
such patients need to stay in the community. For example, a specialty physician model
could have the aim of maximizing functional independence and capacity to remain in the
community for individuals with mobility disabilities and complex musculoskeletal
impairments. Patients could be assigned to specialist providers or provider groups in
the areas of orthopedics, rehabilitation such as physiatrists who would be in overall
charge of the model, working with LTSS providers and care coordinators to help keep
assigned patients functional and active in their homes. Eligible beneficiaries would not
have to have a specific diagnoses. Rather qualification could be based on a flexibly
applied range of health characteristics such as having a mobility disability and needing
a nursing home level of care, have functional impairment levels of quadriplegia, or one
of a number of diagnoses or chronic conditions that affect musculoskeletal strength.
The model would ultimately save money by improving patient heath and outcomes
45
46

See 79 FR 2948 at https://www.federalregister.gov/d/2014-00487/page-2948.
See http://www.npaonline.org/summary-cms-final-rule-hcbs.
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through intensive outpatient treatment and appropriate LTSS interventions rather than
institutionalization.
Quality measures could include the percent of patients who remain in the community, a
reduction in hospital admissions and readmissions, as well as patient satisfaction
scores. One means of evaluation could involve offering an opportunity for relevant
provider specialists to sign up for the model. Those specialists would then be
randomized into treatment and control groups. Control providers would be paid to report
data only on patients with comparable ADL and IADL scores, while treatment providers
would enter the program and work with a provider team that includes LTSS providers
and access to care coordination. The incentive would arise from providing upfront
payments to each practice in the form of a monthly fee (billed through a CCM-like
HCPCS code) that would cover additional outpatient services. CMMI would then
reconcile total spending (including the outpatient fee) against risk-adjusted benchmarks
(calculated using prior year data and location-specific trend factors) for those patients.
CMMI would pay savings to those practices that managed to keep total costs below
predicted costs and meet quality goals; and CMMI would recover funds from practices
whose actual spending exceeded predicted costs or who did not meet quality goals.
Episodes of care could last for a defined period of time.

H. Continue to Support Dual Eligible Financial Alignment Demonstration
The Medicare-Medicaid Financial Alignment Initiative (FAI) is currently in the middle of a
multi-year implementation period and cannot be characterized as a “new direction,” but
DREDF strongly calls for ongoing CMMI support of the FAI since many of the state
demonstrations under the FAI feature the patient-centered care and beneficiary
empowerment, choice, and outcome improvements emphasized by the RFI. In
particular, many of the demonstrations have sought to achieve integration not only of
Medicare and Medicaid services in ways that will benefit dual-eligible beneficiaries, but
also LTSS and medical care. Multiple stakeholders, including states, plans, providers,
and consumer advocacy groups have placed very significant resources designing,
implementing, refining, and monitoring the demonstrations. The data already gathered,
as well as data still to be gathered as best and promising practices are tested over a
period of years with a patient population that has disproportionately high levels of care
needs and costs within both Medicare and Medicaid, cannot be easily replicated.
Rather than reinvent the wheel, DREDF recommends that CMMI recognize and help
disseminate information and practices from the RAI demonstrations among potential
qualifying Advanced Payment Model participants and other prospective providers and
plans. CMMI should encourage existing and potential model design participants to
integrate LTSS components needed by beneficiaries with disabilities into CMMI model
proposals. The FAI demonstrations are a vital source of information about different
LTSS integration practices, outcome data, and the evolution and implementation of
standards for soliciting and meeting patient needs and preferences. Ultimately, people
with disabilities will have genuine choice when they can choose among different
provider models that may differ in details of healthcare delivery, but that uniformly
adhere to a core set of principles respecting patient autonomy, encourage the free flow
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of accessibility information, and recognize key consumer rights such as grievance and
complaint rights. The FAI demonstrations have, to varying degrees of success,
established these goals for themselves and can serve as invaluable models on how to
meet the needs of beneficiaries with complex conditions and disabilities.

Conclusion
People with disabilities and chronic conditions can present unique challenges for the
Medicare and Medicaid programs. By partnering with disabled beneficiaries and their
advocates, we believe CMMI can make substantial improvements in patient care
consistent with the forward-thinking principles laid out in this RFI. As outlined above and
with the goal of increasing the availability of services in the community, we recommend
that CMMI pursue the following design changes, models, and policies:
•
•
•
•
•
•
•
•

Informally integrate beneficiaries and their advocates into the complex and
heretofore opaque model development process;
Increase the availability of upfront investments in Accountable Care
Organizations (ACOs) that provide services at home and in the community,
where patients want them most;
Measure ACOs on and reward ACOs for their ability to keep beneficiaries in the
community, which lowers healthcare costs and improves patient quality-of-life;
Tear down legal and regulatory barriers that inhibit cooperation and the free flow
of information between ACOs and home health agencies (HHAs), community
organizations, and community-based care providers;
Include functional impairment information within the electronic health record;
Maintain benefits guardrails and incorporate beneficiary cooperation when
designing any PACE flexibility model;
Recognize as APMs specialty physician models that propose a focus on patient
populations with functional limitations; and
Continue to support duals initiatives and push the information discovered there,
especially around the critical nature of LTSS integration and findings on
assessing and satisfying unmet care needs.

We hope to serve as a resource in a continued dialogue between CMS, providers, and
people with disabilities about how to improve the Medicare and Medicaid programs
through CMMI’s important work. Such an iterative process will hopefully include both
formal opportunities for comment and informal opportunities to get real consumers and
their day-to-day concerns in front of CMMI staff and leadership. We share with CMMI’s
dedicated staff the passion for improving the lives of beneficiaries with disabilities and
members of our community each and every day.
Again, we sincerely value CMMI’s work and the opportunity to comment on this RFI. We
look forward to doing even more to improve care quality through patient-centered
models of care. Please do not hesitate to contact me with any questions.
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Sincerely,

Silvia Yee

CMS Innovation Center
7500 Security Boulevard
Baltimore, Maryland 21244
October 20, 2017
Dear Director,
The Diverse Elders Coalition (DEC) writes in response to the CMS Innovation Center
request for information on a potential new direction for the Center. We welcome
innovation but encourage CMS to ensure that any new model designs take into account
the unique needs of racially and ethnically diverse Americans, American Indians and
Alaska Natives, and LGBT older adults.
305 Seventh Avenue
15th Floor
New York, NY 10001
T 646-653-5015
F 212-366-1947
diverseelders.org
facebook.com/diverseelders
twitter.com/diverseelders

MEMBER ORGANIZATIONS

National Asian Paciﬁc Center
on Aging
National Hispanic
Council on Aging
National Indian
Council on Aging
Services and Advocacy
for GLBT Elders
Southeast Asia Resource
Action Center

As the U.S. population grows, it will increasingly become more diverse. By 2040, one
in three older Americans will be a person of color or an American Indian/Alaska
Native1. Our nation’s population is also aging. In 2050, the population aged 65 and
over is projected to be 83.7 million, almost double its estimated population of 43.1
million in 20122. Additionally, although largely invisible until very recently, LGBT
older adults make up a significant (and growing) share of both the overall LGBT
population and the larger 65+ population3.
These diverse older adults face some of the most extreme barriers to aging with dignity
and in good health. Latinos, African Americans, and American Indians/Alaska Natives
are more likely to be uninsured relative to whites. People of color also face increased
barriers to accessing care, receive poorer quality care, and experience worse health
outcomes4. And LGBT older adults experience discrimination, fear and uncertainty in
the healthcare setting: 65% of transgender adults feel that there will be limited access to
healthcare as they grow older5.
As the CMS Innovation Center engages consumers and tests out new models for
service delivery, the DEC and its member organizations encourage you to collect
comprehensive, disaggregated data on race, ethnicity, sexual orientation, and gender
identity of the people you serve. This will allow CMS, providers, and partner
organizations to better identify the populations in greatest need for services and
conduct culturally and linguistically competent outreach to those populations.
-----1. US Census Bureau: THE NEXT FOUR DECADES: The Older Population in the United
States: 2010 to 2050. https://www.census.gov/prod/2010pubs/p25-1138.pdf
2. US Census Bureau: An Aging Nation: The Older Population in the United States.
https://www.census.gov/prod/2014pubs/p25-1140.pdf
3. Movement Advancement Project: Understanding Issues Facing LGBT Older Adults.
http://lgbtmap.org/file/understanding-issues-facing-lgbt-older-adults.pdf
4. Kaiser Family Foundation: Disparities in Health and Health Care: Five Key Questions and
Answers. https://www.kff.org/disparities-policy/issue-brief/disparities-in-health-and-healthcare-five-key-questions-and-answers/
5. SAGE: Out & Visible: The Experiences and Attitudes of LGBT Older Adults, Ages 45-75:
https://sageusa.org/files/LGBT_OAMarketResearch_Rpt.pdf

The Diverse Elders Coalition (DEC) advocates for policies and programs that improve aging in our communities as racially and ethnically diverse people,
American Indians and Alaska Natives, and LGBT people. Founded in 2010, the DEC focuses on reforming public policies to better serve older people of color and LGBT elders,
connecting diverse elders to policy discussions on aging and health, and increasing awareness on the issues that shape our communities.

When collecting consumer data by race and ethnicity, models should include a
maximum number of race data elements, with at least the same number used in the
detailed groups included within the 2010 Census5. This is especially important for the
Asian American and Pacific Islander community, as the 2010 Census included nine
check-box options and two additional write-in options to ensure the largest count
possible. An option for American Indians and Alaska Natives to write in the name of
their tribe would also allow CMS to explore the health disparities and different needs of
those populations, a historically underrepresented group in research6. Additionally, data
on consumers’ sexual orientation and gender identity, including opportunities for
transgender and gender variant individuals to identify as such, will assist CMS in
recognizing the unique health concerns of the LGBT communities.

305 Seventh Avenue
15th Floor
New York, NY 10001
T 646-653-5015
F 212-366-1947
diverseelders.org
facebook.com/diverseelders
twitter.com/diverseelders

We are encouraged by the inclusion of patient-centered care in the guiding principles
for the CMS Innovation Center’s new direction. Patient-centered care can both reduce
healthcare costs and improve health outcomes for patients. However, African
Americans and Latinos are twice as likely as whites to rely upon a hospital outpatient
department as their regular source of care, rather than a doctor’s office where
opportunities for patient-centered care are greater7. This is due to a number of factors,
including higher rates of uninsured patients in communities of color, and a limited
availability of primary care physicians in some communities of color. The Diverse
Elders Coalition urges CMS to not take any new direction that further limits our
communities’ access to quality, affordable patient-centered care, and we hope that the
CMS Innovation Center will in fact work to improve access to care for diverse elders.

National Asian Paciﬁc Center
on Aging

We are grateful for the opportunity to help shape the CMS Innovation Center for the
older adults who need care today and the generations who will need care in the future.
If you have any questions about the comments that we have submitted, please feel free
to call me. Thank you very much for your time and consideration.

National Hispanic
Council on Aging

Sincerely,

MEMBER ORGANIZATIONS

National Indian
Council on Aging
Services and Advocacy
for GLBT Elders
Southeast Asia Resource
Action Center

Jenna McDavid
National Managing Coordinator
Diverse Elders Coalition
cc: Seema Verma, Administrator, Centers for Medicare and Medicaid Services
Eric Hargan, Acting Secretary, U.S. Department of Health and Human Services
----5. Pew Research Center: What Census Calls Us: A Historical Timeline.
http://www.pewsocialtrends.org/interactives/multiracial-timeline/
6. Diversity in Clinical and Biomedical Research: A Promise Yet to Be Fulfilled:
http://journals.plos.org/plosmedicine/article?id=10.1371/journal.pmed.1001918
7. Kaiser Family Foundation: Eliminating Racial/Ethnic Disparities in Health Care: What are
the Options? https://www.kff.org/disparities-policy/issue-brief/eliminating-racialethnicdisparities-in-health-care-what/
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RESPONSE TO CMS INNOVATION CENTER’S RFI ON NEW DIRECTIONS1
BRYAN DOWD, PH.D.
UNIVERSITY OF MINNESOTA

Thank you for the opportunity to respond to this RFI. I have been working on CMSrelated projects for almost forty years and have a strong interest in preserving and improving the
Medicare program. The design of the Medicare program impacts not only current and future
beneficiaries, but also Americans enrolled in commercial insurance and Medicaid, and thus the
entire U.S. health care system.
The U.S. health care system does many things well. In particular, it is staffed by
hundreds of thousands of dedicated, well-intentioned people who want the best health outcomes
for their patients. As the largest and most expensive government-sponsored health insurance
plan, the goal of the Medicare program must be to help bring those good intentions to fruition.
We cannot expect health plans and health care providers to work actively against their economic
interest. We must set clear goals and then align incentives to match those goals.
The U.S. health care system faces a number of serious problems. My current thinking
about the future of health care in the U.S. is shaped by three major research findings:
1. Health insurance increasingly is unaffordable. One analysis has the trends in median
family income and average health insurance premiums crossing as early as 2033.
2. Health care acquired conditions are the third leading cost of death in the U.S.
3. A third of the care delivered to patients is medically useless.
These trends cannot continue, and since they cannot continue we must ask, “What will
happen instead?” Unless we are prepared to settle for lower levels of health or shoulder the
burden of even greater inefficiency, we must find ways to get more health for the money we’re
spending or less spending for the current level of health. The affordability issue makes the latter
alternative more attractive. In order for that to happen, someone must care about cost. It could
be health plans (public and private), employers, consumers, or providers.
There are three categories of initiatives that we might pursue:
1. Supply-side initiatives (largely provider payment reform)
a. Salaried or capitated providers
b. Medicare Shared Savings Program
c. Accountable Care Organizations
d. Pay for performance
e. Bundling
f. Improved information for providers
1

I have written this memo without formal references to improve its readability. If there is any interest in a more
formal version, I would be happy to provide it with complete citations.
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2. Demand-side initiatives (that impact consumers)
a. Premium competition
b. Reference pricing
c. CDHPs and HDHPs
d. Coinsurance rather than copayments
e. PPOs and narrow networks
f. Tiering (drugs, hospitals, physicians, etc.)
3. Other (two examples from a potentially long list)
a. Improved health promotion and disease prevention by consumers
b. More aggressive antitrust enforcement
As health care becomes increasingly unaffordable, none of these initiatives are bad ideas.
They all should be given a fair chance to succeed. Success, in turn, depends on two factors:
information and incentives. Any initiative must begin with accurate measurement of price and
quality and include incentives that are sufficient to induce the pursuit of greater efficiency.
Recent efforts at CMS/CMMI have focused largely on supply-side initiatives and I am
assisting in some of those efforts. Among the various supply-side initiatives, poor performing
providers typically face losing a portion of their revenue for the patients they have treated. My
experience, over the past forty years, suggests that providers will be more responsive to
initiatives in which poorly performing providers face losing the entire patient to a more efficient
provider. The key to the latter initiatives is consumer choice. It might be choice of a health plan,
a health care provider, or a treatment.
Consumer choice among health plans has been the focus of studies since the mid-1980s.
We know that consumers are capable of making health plan choices based on the out-of-pocket
premiums and benefit packages offered by competing health plans.
We know less about consumer choice of providers based on out-of-pocket costs and
provider characteristics. The early PPO literature is informative, and recent studies of reference
pricing and tiered provider cost-sharing offer some encouragement.
Except for the choice among drugs, we know very little about consumer choice among
treatments based on out-of-pocket costs and characteristics of the treatment. Hopefully, valuebased insurance design (VBID) minimally could reduce barriers to the consumption of costeffective care, but one must ask, “If a health plan can save more than a dollar by spending a
dollar reducing the consumer’s out-of-pocket cost for a cost-saving treatment, why don’t they
just do it?” Do they really need encouragement from a multi-year multi-million dollar program?
The real barrier to VBIDs may be consumer “churn” among health plans that drives a wedge
between a health plan’s investment in coverage of cost-saving treatments and the return on
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investment that happens later when the consumer may be enrolled in a different plan. This might
be one area where mandated benefits could increase efficiency.
Consumer directed health plans (CDHPs), mentioned specifically in this RFI, usually
refer to benefit designs with large deductibles. But CDHPs are a rather blunt instrument, and
have been found to reduce the consumption of both high value and low value services.
In contrast, beneficiary choice among competing health plans already is at work in the
Medicare program, and as a result the Medicare Advantage (MA) plans’ market share has
increased to approximately one-third of Medicare beneficiaries nationwide, and the cost of the
prescription drug benefit (Part D) continues to come in under budget. But there is a problem
with the MA system. Except for the 25 percent tax on the additional benefits offered to
beneficiaries from MA plans whose costs are less than fee-for-service (FFS) Medicare’s costs in
the same market area (and possible spillovers from MA providers to FFS Medicare providers),
the Medicare program gains very little from health plan competition.
Ever since the widespread introduction of private health plans into the Medicare program
in the early 1980s, analysts have recommended that private (MA) plans and FFS Medicare
compete on a level playing field. Both public and private health plans would submit riskadjusted bids to provide the entitlement benefit package to their enrollees, and the government’s
contribution to premiums would be set equal to the lowest or second lowest bid. That system,
sometimes referred to as “premium support” or “competitive pricing,” is not a voucher. This
point cannot be made too often or too forcefully. Competitive pricing guarantees that the
beneficiary can obtain the entitlement benefit package from a health plan that has passed muster
on a set of well-vetted quality measures. Information on both quality and out-of-pocket
premiums is readily available to beneficiaries using the systems currently in place. CMS
demonstrated twenty years ago that it was perfectly capable of running a competitive pricing
system.
When I was helping Abt Associates provide technical assistance to CMS for the
Competitive Pricing Demonstration projects in the mid-1990s, there were legitimate complaints
about the adequacy of the Adjusted Average Per Capita Cost (AAPCC) risk adjustment system.
Recent independent assessments the Hierarchical Condition Category (HCC) risk adjustment
system largely have laid those concerns to rest.
During the 1990s, the best studies comparing the quality of care delivered by capitated
health plans versus FFS systems were based on Medicare data. Comprehensive reviews of the
literature found quality of care in the two systems to be largely equivalent. Medicare HMOs did
a little better on preventive care measures, while FFS Medicare did a little better on chronic care.
Those results have been replaced by more current assessments which almost universally find that
quality of care in MA plans is superior to that in FFS Medicare. The difference, and the spillover
of practice styles from MA plans to FFS Medicare, resulted in a group of well-respected Harvard
researchers proposing that the Medicare program purposely subsidize MA plans to encourage
3

beneficiaries to choose them over FFS Medicare. Personally, I do not think the Medicare
program should favor either public or private plans, but should offer them to beneficiaries on a
level playing field. At any rate, I no longer can find any rationale for protecting FFS Medicare
from direct price competition with MA plans in a way that reduces the Medicare program’s cost.
Under competitive pricing, the health plans and their in-network providers have an
incentive to maintain the health of their enrollees as efficiently as possible. The beneficiaries
have an incentive to choose more efficient health plans, and the Medicare program reaps the
savings. Medicare expenditures are found disproportionately in areas with high FFS costs, and
generous supplementary benefits offered by MA plans to beneficiaries in those areas suggest that
MA plans can provide the entitlement benefit package for far less that FFS Medicare in those
high cost areas. In other areas, FFS Medicare might well be the low bidder.
Rather than sharing the savings from this system with providers as under current shared
savings models, a portion of the savings from competitive pricing could be shared with
beneficiaries in the form of more generous entitlement benefits. Enhancement of the entitlement
benefit package at the national level would be both more efficient and more equitable that
rewarding only beneficiaries in high FFS cost areas with generous supplementary benefits.
Competitive pricing also address a problem identified recently by MedPAC – that FFS
Medicare’s market share might become too small in some markets to provide a reliable basis for
the MA benchmarks.
Among the demand-side initiatives, above, it is worth noting that MA plans already can
implement many of those strategies. Their ability to do so is part of what gives them a cost
advantage over FFS Medicare. If FFS Medicare is to survive, it must be allowed to adopt some
of those same strategies.
A long-standing impediment to creating incentives for informed and incentivized
consumer choice in FFS Medicare has been the pervasive presence of Medigap coverage. If
CMS tried to create out-of-pocket, point-of-purchase differentials between efficient and
inefficient medical practices, for example, those efforts would be stymied by Medicare coverage
that neutralized the consumer’s incentive to choose the more efficient providers. This was a
problem in the Medicare PPO demonstration projects in the 1990s.
One way around that problem is, again, to share the savings with the consumer. Shared
savings could take the form of premium rebates or enhanced benefits within FFS Medicare.
Some aspects of the Next Generation ACO (NG ACO) model may provide an interesting test of
rewarding beneficiaries for prospectively aligning themselves with an NG ACO providers.
These observations point towards a test of tiered provider cost-sharing in FFS Medicare.
I currently am leading an evaluation of tiered cost-sharing of primary care clinics at the State of
Minnesota, funded by the Robert Wood Johnson Foundation. That program puts higher cost
clinics in higher tiers of higher deductibles, copayments, and maximum out-of-pocket expenses.
That system may not be feasible in Medicare unless restrictions are placed on Medigap policies,
as discussed above. In Medicare, the tiers probably would have to be distinguished by
4

progressively greater beneficiary rewards (shared savings), rather than penalties, although
penalties could be feasible if they were applied to the Part B premium, rather than to point-ofpurchase cost-sharing. In any case, shared savings would be a more politically palatable way to
design a demonstration.
Beneficiaries would voluntarily and prospectively align themselves to primary care
medical practices, rather than being retrospectively and empirically aligned. The practice would
have the ability control their access to a set of specialists and hospitals. The primary care
practice would be required to publish lists of the specialists and hospitals to whom they refer
beneficiaries prior to open enrollment and those referral networks would have to be stable over
the course of the enrollment year. Coverage of out-of-network providers could be purchased at
additional out-of-pocket cost, but after allowing for emergency care, any provider attempting to
bill the patient would have to receive permission from the primary care practice (thereby
eliminating the problem of “drive-by” care delivered by out-of-network providers to unconscious
patients).
The total annual average risk-adjusted cost of care would be computed each year for each
primary care practice. Practices then would be placed in a tier of beneficiary rewards for the
coming year. Beneficiaries choosing high cost practices would receive no rewards, while
beneficiaries choosing the lowest cost practices would receive Part B premium rebates (issued by
the government) representing savings shared by the beneficiary and the Medicare program.
Medicare would publish a list of participating primary care practices and the amount of rebates
awarded to their aligned beneficiaries. The reward for the primary care practices would be
increased patient volume, rather than a share of the savings. The Medicare program not only
would share in the immediate savings, but lower costs of FFS Medicare also would result in
lower payments to MA plans if competitive pricing is not adopted.
As part of this effort, primary care practices in FFS Medicare should be allowed to
market their practices. For example, they should be allowed to tell beneficiaries that they are a
“step therapy” practice, and the beneficiary can expect treatment of their condition to begin with
the least expensive, least invasive, and least dangerous approach that is likely to be effective.
The beneficiary also could be told that the practice rarely recommends any of the treatments on
the Choosing Wisely list.
These changes to health plan and provider payments may seem far-fetched or even
infeasible. But which is more far-fetched – offering public and private health plans to Medicare
beneficiaries on a level playing field or having the Medicare program consume thirty to forty
percent of the federal budget?
The Medicare program often has been a leader in innovative payment reforms, including
the DRG and RBRVS payment systems. So which is more far-fetched – having the Medicare
program demonstrate to private payers how to align goals with payment incentives, or having
average health insurance premiums equal median family income in 2033?
Again, thank you for eliciting ideas from the field and good luck with your efforts.
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November 20, 2017
Submitted Electronically via Email: CMMI_NewDirection@cms.hhs.gov
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Request for Information: CMS Innovation Center New Direction
Dear Administrator Verma:
Thank you for the opportunity to provide input on the future directions of the Center for Medicare &
Medicaid Innovation (the Innovation Center) and, more broadly, on CMS’s work to promote value
throughout the health care system. As representatives of America’s largest employers, the DRIVE
Health Initiative – a campaign launched by the Pacific Business Group on Health (PBGH) and The
ERISA Industry Committee (ERIC) – urges you to promote value-based care policies to improve
health care and lower costs. Since its launch in May 2017, the DRIVE Health Initiative has undertaken
a number of activities to inform policymakers and urge the government to promote specific marketoriented, value-based purchasing strategies. To date, the DRIVE Health Initiative has called on
President Trump to promote value-based care policies, and made specific recommendations to the U.S.
House of Representatives Ways & Means Health Subcommittee and CMS on alternative value-based
payment models that should be implemented by Medicare and Medicare Advantage plans.
Value-Based Care Strategies Are Key
The key to fixing the health care system is value-based purchasing strategies. The current
misalignment in spending and outcomes can be alleviated with market-based strategies such as
appropriate financial incentives, competition, information transparency and consumer engagement –
key principles of value-based care. Value-based care provides the greatest opportunity to curb health
care costs. Unless the government acts to eliminate policy barriers and leverage its influence as the
largest single purchaser of health care, the efforts of patients, providers and private purchasers to
operate under the market principles of informed choice and appropriate financial incentives will
continue to be inhibited. With strong leadership, this Administration can dramatically accelerate the
pace of change starting with targeted deregulation and market-based purchasing strategies.
We strongly believe that innovation is needed to improve our health system, and we support the
Innovation Center’s intentions to promote innovative provider payment, benefit design and patient care
models. The Innovation Center is a key lever for CMS to improve care for Medicare beneficiaries and
to drive system transformation more broadly. We recommend that the Innovation Center’s new
direction include work to:
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•

•

•

•
•
•

Articulate a clear vision that shows how the Innovation Center’s new direction will lead to
robust system transformation toward value-based payment and care delivery.
o A clear and consistent signal from CMS will best enable providers, purchasers, payers,
and other stakeholders to invest in and commit to the infrastructure and redesign needed
for a high-value system.
Work with purchasers and other stakeholders to draw lessons from the private-sector, and to
design and test aligned or collaborative cross-sector models.
o A greater degree of alignment of payment models and incentives to improve care
delivery offered by payers and purchasers is a critical step in supporting real system
transformation and enabling successful models to take hold.
Adopt a rapid-cycle innovation and evaluation process.
o In doing this, the Innovation Center should ensure that pilots have a large and
representative sample of providers so evaluation results are useful in deciding whether
models should be scaled.
o Furthermore, evaluation models should be transparent and use a consistent set of
outcomes to enable comparison.
Build innovative models on a foundation of robust, patient-centered information that includes
the true outcomes important to patients, such as through condition-oriented measure sets
centered on patient-reported outcomes, patient experience, and functional status.
Rapidly develop or implement robust information systems and performance measures to
support care redesign, consumer choice, and value-based payment.
Ensure that consumer-directed models including value-based insurance design provide
sufficient information about cost and quality, and effectively promote high-value care.

The Employers Centers of Excellence Network
We have one specific recommendation for your consideration. As noted in our July 12, 2017, letter to
CMS in response to the Request for Information on how changes may be made to existing regulations
to put patients first, promote greater consumer choice, and enhance the quality and affordability of
health care, we shared information about the Employers Centers of Excellence Network (ECEN). This
program is administered by PBGH and is available to large employers who want to provide their
employees with high quality, high value surgical care for hip replacements, knee replacements, spine
care, and bariatric surgery. We recommend that the Innovation Center consider a “centers of
excellence” program built upon the successful ECEN model.
ECEN selects top-tier facilities and negotiates a single bundled payment rate for each specific
procedure to be applied to all care associated with that procedure including pre- and post-operative
care. ECEN’s negotiated amounts save employers on average 10-15% of what they would have paid
under traditional fee-for-service, and the prospective bundled payment gives physicians the freedom to
provide services in ways they think will achieve the best outcomes.
Furthermore, patients who choose to use one of the centers of excellence receive a financial incentive
in the form of waived deductible and coinsurance, as well as coverage of travel costs. ECEN collects
performance data on outcomes of care for all patients, including clinical outcomes, patient-reported
outcomes, and patient experience, to ensure that patients are getting the care they need.
The results from the ECEN program have been striking. For one participating employer, less than 1%
of ECEN patients experienced re-admission due to surgical complications compared to over 6% of
patients who received care at a community hospital, and all ECEN patients were able to go directly
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home after surgery, while over 9% of community hospital patients needed care at a skilled nursing
facility (SNF). Additionally, for this employer, 52% of patients recommended for spine surgery by
home providers were found by an ECEN center of excellence to not be appropriate surgical candidates;
savings from avoiding unnecessary surgery alone are estimated at $1.3 million.
Medicare Centers of Excellence Programs
We strongly encourage the Innovation Center to build on private-sector innovation by exploring the
development of voluntary centers of excellence (COE) programs in Medicare. We hypothesize that a
well-designed Medicare COE program would offer:
•
•
•
•

Better health outcomes than typically achieved in traditional Medicare.
Lower beneficiary expenses through reduced cost-sharing.
Reduced program costs through more appropriate and higher quality care.
Industry-wide quality and affordability improvements due to healthy competition among
providers.

This is an opportune time to consider a COE pilot, since it would be consistent with the guiding
principles that the Innovation Center announced in its Request for Information,1 including:
•
•
•
•

“Choice and competition in the market – Promote competition based on quality, outcomes, and
costs.”
“Provider Choice and Incentives – Focus on voluntary models, with defined and reasonable
control groups or comparison populations . . .. Give beneficiaries and healthcare providers the
tools and information they need to make decisions that work best for them.”
“Patient-centered care – Empower beneficiaries, their families, and caregivers to take
ownership of their health and ensure that they have the flexibility and information to make
choices as they seek care across the care continuum.”
“Benefit design and price transparency – Use data-driven insights to ensure cost-effective care
that also leads to improvements in beneficiary outcomes.”

The following are the most important steps in developing a COE program:
•
•
•
•
•

Identify specific procedures or conditions for which there is a high degree of variation in
quality outcomes, patient experience, and total cost of care.
Establish a set of criteria to distinguish consistently high performing providers.
Determine appropriate financial incentives for providers and patients.
Provide technical assistance to providers.
Conduct robust evaluations and monitor results, including patient experience and patientreported outcomes.

Medicare COEs and Voluntary Bundled Payment Programs
The procedures and conditions that are most commonly included in COEs – orthopedics, cardiac care,
cancer care, and diabetes – are among those that affect many Medicare beneficiaries and constitute a
large proportion of Medicare spending.
1

https://innovation.cms.gov/Files/x/newdirection-rfi.pdf
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A COE pilot would enable the Innovation Center to test bundled payment models as part of a
comprehensive quality improvement program rather than a standalone test of a new provider payment
model. This approach does not necessitate complex changes in payment or quality oversight. For
instance, it may be possible to extend established programs like BPCI to minimize administrative
complexity. In addition, the voluntary nature of a COE pilot (for providers as well as beneficiaries)
would address the Innovation Center’s concerns about “mandatory” bundled payment models.
Key design elements of a COE program model include a prospectively determined bundled price,
stringent quality criteria for selecting facilities, qualification of individual clinicians (e.g., surgeons)
within a facility, high expectations for quality measurement and collaboration, and favorable benefit
design to encourage patients to choose a COE provider. From our experience, the Innovation Center’s
primary challenges are likely to be development of criteria and processes by which COEs apply and
are selected, and design of appropriate patient cost-sharing incentives.
CMS and Private-Sector Collaboration
We would be happy to work with the Innovation Center to share detailed information about ECEN’s
design and results, and to provide input on how the ECEN model could be adapted to meet the needs of
Medicare beneficiaries. We know you have a strong interest in real world market-based solutions.
Many of the large employers we represent have developed successful strategies for controlling health
care costs and improving quality.
These strategies include innovations in provider payment, delivery system improvement, and consumer
engagement. Value-based purchasing ensures patients receive better care and can make more informed
choices, providers are rewarded for efficient and effective care, purchasers are paying for what works,
and businesses can invest in jobs and innovation. The DRIVE Health Initiative is here to work with
you to re-energize America’s economy by achieving an efficient and value-based health care system.
Thank you for the opportunity to offer our perspective on the Innovation Center’s new direction and
the best way to achieve our shared goals of an affordable, accessible health care system that puts
patients first. If you would like to discuss our recommendations or ideas in more depth, please contact
us.
Sincerely,
The DRIVE Health Initiative

William E. Kramer
Executive Director for National Health Policy
Pacific Business Group on Health
575 Market Street, Suite 600
San Francisco, CA 94105

Annette Guarisco Fildes
President and Chief Executive Officer
The ERISA Industry Committee
1400 L Street NW, Suite 350
Washington, DC 20005
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Blvd; Baltimore, MD 21244-1850
Via: Electronic Submission
Re: CMS Request for Information: Innovation Center New Direction

Dear Administrator Verma:
We appreciate this opportunity to comment on the Centers for Medicare and Medicaid
Services’ (CMS or the Agency) on the Request for Information: Innovation Center New
Direction (“RFI”). Our comments were prepared with the support of staff from the newly
established Duke-Robert J. Margolis, MD Center for Health Policy at Duke University.
ABOUT THE DUKE-MARGOLIS CENTER
The Robert J. Margolis, M.D., Center for Health Policy was established in January 2016
with a founding gift from Duke University School of Medicine alumnus Robert J.
Margolis and his wife Lisa, through the Robert and Lisa Margolis Family Foundation.
The Duke-Margolis Center brings together capabilities that generate and analyze
evidence across the spectrum of policy to practice, supporting the triple aim of health
care– improving the experience of care, the health of populations and reducing the per
capita cost. The Center’s activities reflect its broad multidisciplinary capabilities, fueled
by Duke University’s entrepreneurial culture. It is based at the Fuqua School of
Business, with staff and offices in both Durham and Washington, DC, and collaborates
with experts on health care policy and practice from across the country and around the
world.
Our letter offers insight in how CMMI can achieve the goals of the RFI based on two
core parts of the Center’s mission. First, we identify evidence-based strategies for
health care payment models that support better care at a lower cost, alongside
evidence and tools to enable clinicians and other health care professionals to succeed
in these models. Second, we outline opportunities to increase the value of biomedical
innovation to patients – including both better health outcomes and lower overall health
care costs. We know these are also key goals of the new administration, and our work
offers broad insight into how CMMI can help achieve them.
I. COMMENTS ON GUIDING PRINCIPLES
We appreciate your attention to physician concerns in implementing the Medicare
Access and CHIP Reauthorization Act of 2015 (MACRA) and other payment reforms.
This has resulted in additional flexibility and exemptions from payment models that may
not be a good fit. Combined with the RFI, it also gives us a better sense of potential new
directions, such as enhanced patient engagement and competition on value. While

there are good reasons for these new directions, the shift has contributed to a general
feeling that the pace of payment reform may be slowing, at least temporarily. We
encourage CMS to build on these principles and initial steps to accelerate the pace of
effective reform and help more clinicians move into Advanced Alternative Payment
Models (Advanced APMs or AAPMs).
Similarly, while CMS has emphasized the importance of clear pathways to AAPMs for a
more diverse range of clinicians, there is no clear pathway for many clinicians to move
into APMs from the Merit-based Incentive Payment System (MIPS). Some do not regard
the MIPS measures available to them as reflective of important opportunities for highvalue care in their practices that could help them set up for MIPS participation. We
would encourage CMS to do more to create coordinated MIPS measures and APM
pathways, particularly for physicians practicing in areas of specialized care.
Comments on #5: Transparent Model Design and Evaluation
Better, More Efficient Evidence Development on Payment Reforms
Supporting the policy goals described in the proposed rule requires better evidence on
what works and what does not. The transition to value-based payment has been slow
and difficult for many health care organizations and health plans in part because of the
limited evidence on which interventions work (and under what circumstances they
succeed).
As part of a broader Duke-Margolis Payment Reform Evidence Hub, we built an
inventory of payment reform evaluations. The inventory included all publicly available
payment reform evaluations that we could find—355 in total—conducted by commercial
plans, Medicare, Medicaid, and other state programs. The results of our analysis
appeared in a Health Affairs Blog post: Identifying Gaps in Payment Reform Evidence
(April 2017).
Our inventory found that CMS and the Innovation Center conducted most of the publicly
available evaluations, highlighting the important role that CMS plays as a market leader
in payment reform and as a critical supporter of evidence on its impact. These
evaluation efforts should continue to support public and private payment reform activity.
In particular, more evidence on private-sector payment reforms could support more and
more effective private-sector innovation.
However, our results show the limits of current evidence. Payment reforms may work
differently for different patient populations, such as patients at younger ages, or patients
in Medicare Advantage plans with different tools available to influence care and
outcomes. As a result, evidence is needed for other plans and context beyond
traditional Medicare.
There are examples of evidence from private plans, with the Alternative Quality
Contract—with example studies from 2011, 2012, and 2013—and from Blue Cross Blue
Shield-Massachusetts and the CareFirst Patient Centered Medical Home evaluations as
notable exceptions. While many private plans report improvements in costs and quality,

they typically do not conduct rigorous evaluations that establish cause. More meaningful
and timely evaluations of public and private payer initiatives are critical; and are
increasingly feasible with progress in electronic data systems and meaningful
performance measurement.
Collaborative efforts like those undertaken by the Health Care Payment Learning and
Action Network, along with employer and payer collaborations like those involving the
Integrated Healthcare Association, the Pacific Business Group on Health, the Coalition
for Payment Reform, and the Payment Reform Evidence Hub, can advance both
meaningful performance measurement and evidence to support further public and
private payment reform initiatives. Further, there are opportunities for CMS to
encourage broader public and private efforts to encourage evaluations, especially
among multi-payer initiatives.
Accountable Care Organization (ACO) Performance: What Do We Know and What
Are the Implications?
The Duke-Margolis Center collaborates annually with Leavitt Partners to conduct an
annual rapid analysis of the Medicare Shared Savings Program (MSSP) results. In our
analysis of the 2015 results, we found that most ACOs performed well on the MSSP
measures of quality and outcomes, but that far fewer organizations simultaneously
achieved significant shared savings. Certain ACO features were associated with
success in both outcome and spending performance. Our upcoming 2016 analysis finds
similar results. We review some of those results and their implications here.
Organizations that have participated in the program for longer are more likely to
generate and earn shared savings. This makes sense as care redesign is challenging
and persistence is important—organizations need to analyze their care processes,
identify opportunities to improve, and develop new models. As organizations
implementing substantial care improvements may take time to produce savings after
adopting a payment model, evaluations will need to allow for time in judging the success
of the model. When judging success, CMS should consider that a payment model is an
incentive for organizations to start the hard work of care redesign. When they do that
work, they will need support. CMS should leverage existing initiatives, such as the
Transforming Clinical Practice Initiative or Quality Improvement Organizations, to
provide operational guidance on how to succeed.
Our research also shows smaller organizations often have higher rates of success in
achieving shared savings in ACO models, calling into question whether consolidation is
required for organizations to coordinate care and achieve economies of scale. There
may be many reasons for this effect—smaller organizations often have less
bureaucracy and could move more quickly, or may have less existing infrastructure that
they need to support by billing for those services (like hospital beds or imaging).
However, support remains critical, both to keep small organizations from consolidating
and to make establishing an ACO viable for many small organizations. It costs $1
million on average to develop the infrastructure for an ACO, and small organizations
may need advance payments and additional assistance. Such assistance could include

making the MSSP program more complementary with other programs, such as primary
care payment reforms and episode payment models. Support for smaller organizations
could also come through reducing the regulatory and reporting burdens, and to
encourage alignment between Medicare, private insurance, and state ACO features like
performance measures, benchmarks, and data sharing. All these steps would increase
the financial support and reduce the costs for smaller organizations to succeed as
ACOs.
Our research also consistently finds that physician group-led ACOs are more likely to
generate shared savings, regardless of size. One explanation is that such organizations
can get a relatively large financial benefit from preventing hospitalizations and reducing
the costs of needed specialized care; in contrast, hospital-based ACOs in FFS payment
arrangements with shared savings do get to share in the savings, but may lose any net
revenues from the avoided care.
Given their success, CMS should continue encouraging physician groups to participate
in multiple models. Many physician-led ACOs consist largely or fully of primary care
groups, who can thrive in both primary care payment reforms and ACO models.
Allowing them to participate in both, like they can currently with the Comprehensive
Primary Care Plus (CPC+) and the Medicare Shared Savings Program, provides added
support for their primary care reforms and provides incentives for population health and
smarter spending. Any new payment reform initiatives for primary care or specialized
care groups should similarly enable such combined participation. The additional
revenues from overall patient shared savings can provide a significant additional
incentive for practices to choose not to consolidate with hospital-based systems.
Many ACOs continue to participate in the shared savings track, which allows them to
learn how to succeed under this new model. While many ACOs have learned to
succeed with one-sided risk, staying in the model may produce diminishing returns and
force Medicare to bear the risk for higher costs. Indeed, we are seeing that ACOs in
two-sided risk arrangements (whether MSSP tracks 2 and 3 or the Pioneer and Next
Gen programs) are likely to produce net program savings for Medicare. Policy options to
achieve this goal include requiring organizations – particularly larger organizations – to
transition from Track 1 to a downside risk arrangement. The new Track 1+ is a valuable
option especially for smaller organizations. Track 3 or the Next Generation ACO model
(or a similar CMMI program) would enable risk-bearing organizations including larger
organizations to move further away from FFS payments, and could support transitions
to more complete risk-bearing in the Medicare Advantage program.
Measurement that Matters
The Meaningful Measures initiative offers an exciting opportunity to re-imagine a quality
measurement strategy and framework that better aligns with and supports
improvements in care, reduces burden, and provides information for beneficiaries and
health plans that can help promote transparency and competition.

CMS should continue to build on prior work that has attempted to achieve these goals,
particularly the National Academy of Medicine’s Vital Signs report, the AHIP/CMS Core
Quality Measures Collaborative, and the Health Care Payment Learning and Action
Network (measurement and episode payment reports). CMS should continue to build on
these efforts as a way to achieve public-private alignment of measures and the lowcost, timely availability of data needed to support and improve on them. More work
around alignment is also needed, especially regarding state and employer engagement
on performance measurement. Differing requirements by states and employers of
private payers makes it challenging to achieve measure alignment. CMS should look at
the promising approaches to address this problem by the Integrated Healthcare
Association, Pacific Business Group on Health, Catalyst for Payment Reform, and
others.
In addition to measure alignment efforts, CMS has additional opportunities to refine how
we think about measurement. First, a number of the measures in use today were
developed in a fee for service context. As we move towards value-based payment,
there is an opportunity to envision a new measurement strategy and a set of measures
that are better suited to APMs, such as patient reported outcomes. The MACRA
measure development plan gives CMS a structure under which to do this. Second,
unlike private payers who encounter member turnover, CMS is in the unique position of
being able to work with beneficiaries and track beneficiary outcomes and health status
longitudinally from the time an individual enters the Medicare population through their
end of life. Focusing on broad beneficiary level outcomes that transcend time and care
settings (and which apply to both traditional Medicare and Medicare Advantage) will
allow CMS to truly assess the quality of health care delivered.
The challenge moving forward is to develop and implement a meaningful measurement
strategy and a set of measures that are relevant and useful to Medicare beneficiaries
while reducing the burden on clinicians. In collaboration with others, we are undertaking
work in this area to support your initiative, and we look forward to sharing our findings
and recommendations.
II. COMMENTS ON THE POTENTIAL MODELS
There is a great need for physician-focused APMs in specialized areas of care, to
provide more support for specialists to implement new care models that can improve
patient outcomes and lower costs. To achieve these goals, it is important for CMS to
design and implement condition-focused episode payment models that better support
individual patient needs, moving beyond the traditional focus on procedure-based and
facility-focused models.
Comments on #3: Physician Specialty Models
Providing Options for Chronic Degenerative Joint Disease
There is a particular need for physician-focused APMs in specialized areas, especially
those that move beyond procedure-based and facility focused models. One example is
the American College of Surgeons and Brandeis University episode-based payment
model, recommended for limited testing by the Physician-Focused Payment Model

Technical Advisory Committee (PTAC). This model can help CMS test condition-based
episode models for specialized conditions that promote coordinated, team-based care.
Here, we provide an example of how alternative payment models can be tailored to
support better care for osteoarthritis (OA). This osteoarthritis model is based on a
philosophy and structure that could integrate with the ACS-Brandeis episode-based
model. It reflects a high-priority area for care improvement in Medicare, given the
substantial health burden and Medicare costs associated with treatment for the
condition and its complications. As well, there are opportunities to build on the initial
bundled payment reforms involving joint replacement procedures. Additional work will
be needed on model design and implementation; our comments here are intended to
illustrate the strategic direction.
Osteoarthritis is a good candidate for APMs because of its prevalence, impact on
patient health, and cost. More than 30 million US adults have osteoarthritis, it is the top
cause of US adult disability, and OA, along with other non-traumatic joint disorders
directly cost more than $80 billion per year. Further, osteoarthritis is complicated
because of it presents with substantial comorbidities—at Duke Health, half of patients
with osteoarthritis are obese, and half have a behavioral health comorbidity such as
depression. Moreover, despite consensus on clinical practice guidelines, they are not
generally and reliably implemented.
Inconsistent implementation of guidelines leads to uncoordinated care between primary
care providers, specialists, and ancillary providers, without clarity on which provider has
primary responsibility for the patient. Many patients also receive inappropriate care.
Many OA patients undergo joint replacement—an end stage treatment for the
condition—without their providers exploring non-operative treatment options. An OA
payment model would make non-operative options more viable for patients who may not
need surgery and improve outcomes for those who are good surgical candidates
OA experts at Duke, the Dell Medical School at University of Texas-Austin, and other
institutions are developing OA care models that encourage highly-coordinated,
comprehensive, longitudinal management of lifestyle and behavioral health; provide
standardized, step-wise treatment by non-operative and surgical means; and are
personalized to the patient. For example, the Duke model relies on a “Primary
Osteoarthritis Provider”, or POP – that is equipped to coordinate the OA patient’s care
in concert with the care team, including physicians, surgeons, APPs, and allied health
professionals. A POP would provide better support for patient lifestyle changes and
behavioral health through targeted patient education, prescriptive exercise, diet
guidance, behavioral health counseling, and pain coping skills instruction. POPs could
work within an orthopaedic surgery practice, or through other forms of collaboration.
The skills needed to bring together the care model would build on those of physical
therapists, occupational therapists, or athletic trainers.
These OA care models have support from many orthopedic care specialists and could
result in increased OA care quality (adherence to and follow-through with practice

guidelines) outcomes (improved function, reduced pain), patient satisfaction (high touch
coordination from a single provider coordinating with the broader care team), and
provider satisfaction (appropriate skills matching to enable providers to be practicing at
the top of their licenses). OA costs could be reduced by shifting the bulk of the nonsurgical management and coordination into the scope of the POP, which is lower cost
than a surgeon; reducing surgical utilization through increased coordination and care
quality; and improving surgical candidacy and surgical outcomes for those who do
undergo joint replacement through increased coordination and care quality, beyond the
cost reductions that can be achieved through focusing on improving the surgical
episode alone.
A payment model that supports this care model would shift current FFS payments to a
more prospective payment approach, potentially starting with a patient-level case
payment to an orthopaedic surgery practice or other accountable OA specialized care
group to support the non-operative and operative management of a population of
patients with OA of the hip or knee. This would account for the expected increase in
non-operative OA costs, as current levels of non-operative care are less than OA
clinical practice guidelines outline. The increased non-operative costs could be offset by
lower provider costs (e.g. physical therapist vs orthopaedic surgeon or physician
assistant), reduced surgical utilization, and reduced post-op costs, among other means.
Similar payment models could be developed with specialist leadership for other chronic
conditions that require coordination between specialist care, primary care, behavioral
health, and other areas, such as cardiovascular disease, diabetes, and chronic
gastrointestinal conditions. CMS has already taken an important step in this direction
with the oncology care model and the Comprehensive ESRD Care Pilot Program. .
However, these models raise important implementation issues, such as determining
exactly where the condition-focused APM “starts” and “ends” for a patient with other
conditions as well, and how to implement them in a way that matches other payment
reforms. Still, such models could be a valuable complement to primary care payment
reforms, such as the CPC+ model or direct primary care, and physician-led ACO
models.
Need to Support New Care Models for People with Serious Illness
Another area for development of specialized care APMs involves high-risk patients with
multiple or complex conditions. Substantial research has uncovered the need to
improve care for people with serious illnesses, especially through coordinated, patientcentered care in the community and home. Improving outcomes for people with serious
illnesses is incredibly complex, though, as it involves medical and social services from a
wide variety of providers and caregivers.
One of the current barriers to better care for such patients is that the fee-for-service
payment model does not reward organizations who deliver better care for these
patients, as better care for serious illness patients would mean doing fewer services that
are highly reimbursed (like procedures) and doing more of services that are not

reimbursed (like talking with patients and families and coordinating care). Alternative
payment models should help overcome these challenges. For example, Accountable
Care Organizations (ACOs) offer an important strategy for improving care for serious
illness populations given the incentives ACOs have to deliver effective, efficient, and
coordinated care that improves outcomes and quality of life without increasing costs.
While ACOs have great potential in improving serious illness care, there remain
substantial opportunities for additional specialized payment models to support such
patients. In particular, there are not active models focused on serious illness care
(although two models are currently under review by the Physician-Focused Payment
Model Technical Advisory Committee [PTAC]).
Similarly, payment models might be developed for other major categories of Medicare
beneficiaries who are primarily managed by specialists, and who have distinct
opportunities for care improvement under new payment models. The Comprehensive
ESRD Care (CEC) pilot program is an example of a model that advances this direction
of care. The recently released results for the first year of the Comprehensive ESRD
Care model showed that all organizations saved money compared to their benchmark
and 92 percent received a shared savings bonus. Net of the bonus payments, the
program saved almost $1,500 per beneficiary. In addition to the savings results, the
quality measures for these organizations were generally better than expected, including
the impact on beneficiary mortality rates. Given these positive results, there is potential
to extend this type of model to other complex populations, either condition-based or
more general serious illness.
One challenge is that introducing new payment models will not be enough by itself.
Clinicians and health care organizations need support to develop the competencies
needed to succeed in these new patient-focused care and payment models. There is a
lack of evidence about how to build these competencies, which can help organizations
develop them more rapidly and at a lower cost. There are promising efforts that outline
the range of competencies that organizations need, including the Vital Directions paper
on accountable care competencies and the Accountable Care Atlas. Further work will
be needed to build these competencies.
Beneficiary Engagement in Payment Reform Models
Payment reform should not be limited to the provider side. Patients who are interested
and able need better tools to help make decisions about which providers to use. These
will ideally go beyond individual payment reforms so that patients can have a consistent
set of measures to use in decision making. To be meaningful, these measures should
include patient-reported outcomes for a broad range of Medicare beneficiaries, such as
osteoarthritis or other common conditions.
Another opportunity to engage beneficiaries is to allow them to share in savings for the
model. This will provide incentives for patients to choose a lower-cost, high quality
provider system for their primary care, specialized care, or overall care. This type of
patient incentive could build on the existing steps implemented, such as through the

Value-Based Insurance Design pilot for Medicare Advantage or the beneficiary payment
for participation in the Next Gen ACO model. It will be difficult to achieve widespread
improvements without the engagement of patients.
Comments on #4: Prescription Drug Models
Alternative Payment Models for Drugs and Other Medical Products
In April 2017, Duke-Margolis formed a first-of-its-kind consortium to address key
practical issues in advancing value-based payment (VBP) arrangements for
pharmaceuticals, medical devices, and innovative gene technologies. The VBP
Consortium was created to address rising concerns over a medical product pipeline with
many innovative and potentially curative therapies that also raise concerns about rising
costs and the relationship between pricing and value.
The Consortium Advisory Group—composed of patient advocates, payers,
manufacturers, and providers, as well as experts on regulatory affairs, law, and policy—
works to develop approaches to payment reform that support better outcomes for
patients and better value across the system. Workgroups explore unique challenges
and innovations for advancing value-based payment in chronic-use pharmaceuticals,
medical devices, and gene therapies, while the Consortium also addresses common
issues across these domains and identifies strategies for addressing barriers that have
prevented additional progress. The Consortium is producing issue papers and other
resources to provide practical solutions to legal and regulatory barriers, data and
operational challenges, and financing high-cost therapies. Additionally, the group is
developing a conceptual framework for structuring VBP arrangements, facilitating
stakeholder input and support through a series of expert workshops, and exploring other
innovative approaches leading to greater value.
Our comments below integrate the above work of the VBP Consortium and an
additional analysis of the current legal and regulatory environment and its potential
impact on the advancement of VBP arrangements. The results of our analysis will be
available in an upcoming Duke-Margolis White Paper: Overcoming the Legal and
Regulatory Hurdles to Value-Based Payment Arrangements for Medical Products, in
which we describe why key legal issues are barriers to meaningful VBP arrangements
involving medical products and identify specific, practical steps to address them (to be
posted in November 2017).
Value-Based Payment Arrangements
Biopharmaceutical and medical device innovation is rightly considered a critical pillar of
the United States health care system. Rapid innovation in these industries promises to
produce transformative therapies that will change the lives of patients with diseases
previously considered intractable or in need of costly management of symptoms and
complications. Simultaneously, however, payers and patients have grown increasingly
cost-conscious. As a result, stakeholders are calling for new reimbursement models for
biopharmaceutical and medical device products (together referred to as “medical
products”) that help bring overall costs down and better align payments for these
medical products with the value they generate for patients.

In contrast to a fee-for-service (FFS) payment basis, in which total payments are
generally tied to the volume and intensity of services, VBP arrangements for medical
products are intended to align pricing and/or payments more closely to value in a
population (i.e., outcomes relative to costs). Implementation of VBP arrangements for
medical products might be meaningfully viewed on a spectrum, beginning with
payments that remain FFS-based but that are adjusted based on expected value, such
as with evidence (indication)-based pricing. This spectrum extends to outcomes-based
contracts (OBCs) that link payments to that product’s actual performance or value in a
patient or a population. These payments can encourage greater shared efforts to
improve outcomes for the patient population treated, including such steps as developing
better evidence on how treatments work and can be improved in real-world settings,
and advancing innovative care models based on better alignment of manufacturers and
providers around health outcomes.
VBP arrangements for medical products are still in their infancy. Their slow
development and adoption in the U.S. is attributable to numerous factors, including the
lack of consensus on what constitutes “value,” agreement on best measures, availability
and sharing of data, and other operational challenges. Some of the most notable
hurdles involve current U.S. laws and regulations designed to address appropriate
concerns about overuse, misuse, and excess spending associated with medical
products in FFS payment systems. These aspects of the current U.S. statutory and
regulatory landscape not only complicate VBP implementation, but in some cases
prevent their adoption.
In particular, stakeholders have frequently identified at least three regulatory and
statutory `barriers’, as posing significant limitations on the expanded adoption of VBP
arrangements. These are (1) the U.S. Food and Drug Administration’s (FDA) regulation
of manufacturer promotional communications (2) the anti-kickback statute (AKS), and
(3) the Medicaid Drug Rebate Program’s Best Price calculation (MBP) requirement. All
of these barriers, described briefly below, could benefit from clarification of current
guidance and regulatory and legislative reform in order to foster a more certain and
supportive environment for a substantial shift from FFS to VBPs for medical products.
FDA Regulation of Manufacturer Communications
A fundamental principle underlying the success of any VBP arrangement is the ability of
the contracting parties to communicate and share reliable if imperfect evidence, which
might include data on costs and comparative effectiveness, product utilization impact
reports, clinical outcomes, and other quality and economic metrics. Due to the
importance of this bilateral exchange, FDA’s regulatory authority over medical product
labeling and regulation of manufacturer promotional communications has important
implications on the successful development and execution of VBP arrangements.
Stakeholders have expressed concern that regulatory uncertainty surrounding the
FDA’s rules and policies on manufacturer communications and activities related to
unapproved uses of approved or cleared medical products (commonly known as “off
label” uses) impedes the widespread adoption of VBP arrangements. While the FDA’s

proposed policy on HCEI dissemination greatly expands a manufacturer’s ability to
share HCEI about an approved drug with payers without increasing their regulatory risk
for violating FDA regulations, additional aspects would benefit from clarification and
revision.
Anti-kickback Statute
Compliance with the federal fraud and abuse Anti-Kickback Statute (AKS) is another
area of substantial concerns for VBP contracts. Because the AKS was promulgated
prior to the rise of VBP arrangements, its safe harbors do not generally contemplate
arrangements that shift away from volume-based payment to promote better care and
lower costs in a more coordinated delivery environment. This is challenging for the
implementation of VBP arrangements since their potential for increased value often
depends on some degree of coordination and sharing of resources between the
contracting parties. As health care reform increasingly shifts towards value-based
reimbursement, regulatory and legislative responses are need to address the limitations
of the AKS for VBP arrangements.
Medicaid Best Price
The Medicaid Drug Rebate Program’s Best Price calculation (MBP) requirement is
another regulatory concern that stakeholders commonly cite as impeding the
development and adoption of innovative VBP arrangements involving pharmaceutical
products. MBP is broadly defined to include “the lowest price” made available by the
manufacturer to “any wholesaler, retailer, provider, health maintenance organization,
nonprofit entity, or governmental entity within the United States.” Unlike AMP, MBP is
not an average. It could be set by a single transaction in the quarter. Because of these
systemic impacts on a manufacturer’s Medicaid payments, MBP is widely viewed as
limiting the discounts that can be provided in VBP arrangements – a key element of
VBP arrangements involving drugs. Reforms to the MBP could enhance legal certainty
for stakeholders and spur innovation in VBP arrangements.
NEXT STEPS
We look forward to further steps by CMS to build on the RFI and principles, to support
more and more effective steps to engage providers and patients in effective payment
reform approaches. Should CMS or others have any additional questions about the
feedback we provided or wish to discuss how we may be of further assistance, please
contact a member of our team (listed below).
Authors from Duke-Margolis Center:
Mark McClellan – Director, Duke-Margolis Center
Gregory Daniel – Deputy Director, Duke-Margolis Center
Chad Mather – Vice Chairman of Practice Innovation, Department of Orthopaedic
Surgery, Duke University School of Medicine
William Jiranek - Vice Chairman, Department of Orthopaedic Surgery, Duke University
School of Medicine
Arti Rai – Co-Director, Duke Law Center for Innovation Policy, VBP Consortium
Advisory Group Member

Thomas Barker – VBP Consortium Advisory Group Member
Aparna Higgins – Senior Policy Fellow, Duke-Margolis Center
Jonathan O’Donnell – Manager, Practice Innovation Unit, Department of Orthopaedic
Surgery, Duke University School of Medicine
Mark Japinga – Senior Research Assistant, Duke-Margolis Center
Marianne Hamilton Lopez – Research Director, Value-Based Payment Reform, DukeMargolis Center
Robert Saunders – Research Director, Payment and Delivery Reform, Duke-Margolis
Center
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Dear Ms. Bassano,
Edenbridge Health  welcomes the opportunity to submit comments on the Center for Medicare and
Medicaid Innovation’s (CMMI) informal request for information (RFI) related to its plans for a new
direction.
Edenbridge Health is a mission-driven, for-profit care delivery organization founded in 2016 with the
mission of providing comprehensive, integrated, community-based, and person-centered care to the
frail elderly. Our care delivery model is built upon the foundation of the successful Program of
All-Inclusive Care for the Elderly (PACE) model.  While Edenbridge Health is still in the development
stage and not yet directly serving any participants, we believe that expanding access to PACE to the
Medicare-only population nationwide will not only have a positive impact on healthcare costs, but also
allow this population access to a higher quality of care. In addition, even in our early stage of
development, Edenbridge Health has begun discussions with a variety of community stakeholders who
would actively support the development of a Medicare-only pilot program designed to expand the reach
of PACE.
Edenbridge Health is a member of the National PACE Association (NPA), and we support in
  full the

comments submitted by NPA and, in particular, want to emphasize our
  support

 for
  NPA’s

recommendations related to a PACE Pilot for
  Medicare-only

 Beneficiaries.
Referring to NPA’s comment letter on which Edenbridge Health had significant opportunity to provide
input, we believe that the existing PACE model is an excellent foundation for the creation and
implementation of the PACE and PACE-like variations explained in detail in NPA’s letter. Just as the
currently operational PACE model addresses the complex, comprehensive needs of a nursing-home
eligible population age 55 and over, the PACE and PACE-like

 models

 outlined

 by
  NPA

 would

 expand

 the

availability of
  the
  PACE

 model

 to
  several

 other

 complex,

 high-cost,

 high-need

 populations.

 These

populations include:

 (1)
  Medicare-only

 beneficiaries

 who

 technically

 are
  eligible

 to
  enroll

 in
  PACE

 but
  for

whom current

 PACE

 requirements

 related

 to
  3-way

 program

 agreements,

 Part

 D,
  and PACE

 premiums

restrict enrollment

 to
  fewer

 than

 300;

 (2)
  the
  target

 population

 for
  the
  Person

 Centered

 Community

Care Model

 who

 are
  individuals

 that

 are
  twenty-one

 and

 older

 with

 mobility

 limitations;

 (3)
  at
  risk,

medically complex

 beneficiaries;

 (4)
  beneficiaries

 with

 intellectual

 and/or

 developmental

 disabilities;


and (5)
  beneficiaries

 with

 behavioral

 health

 conditions.

 Rather

 than

 repeating

 the
  details

 of
  these

 PACE

and PACE-like

 models

 in
  our
  letter,

 we
  refer

 you

 to
  NPA’s

 comment

 letter

 and

 related

 Adapted

 PACE

Protocol and

 At-Risk

 Medically

 Complex

 framework

 for
  more

 detail.

 Here

 we
  would

 like
  to
  elaborate

 on

our specific

 interests

 in
  a  PACE

 Pilot

 serving

 Medicare-only

 beneficiaries.


 Medicare-only

 Beneficiaries

PACE Pilot:
Focus area:

 (1)
  Consumer-Directed

 Care

&
  Market-Based

 Innovation

 Models,

 and,

 (2)
  State-Based

 and

Local Innovation, Including Medicaid-Focused Models
The majority

 (or,
  90%)

 of
  participants

 in
  traditional

 PACE

 are
  dual

 eligible

 beneficiaries,

 given

 that

 (1)


 have

 not
  elected

 PACE

 as
  a  Medicaid

 state

 option

 (preventing

 Medicare-only

Nineteen states

 accessing

 PACE

 services),

 and,

 (2)
  PACE

 requirements

 related

 to
  Medicare-only

beneficiaries from

D
  premiums

 and

 premiums

 for
  non-Medicare

 covered

 services

 in
  PACE

 prevent

beneficiaries’ Part

 from

 enrolling

 in
  PACE

 in
  large

 numbers.

A
  PACE

 pilot

 directed

 at
  Medicare-only

Medicare beneficiaries

 promote

 consumer

 choice

 and

 enhance

 Medicare

 beneficiaries’

 access

 to
  PACE.

 We

beneficiaries would

 proceed

 with

 a  pilot

 including

 the
  following

 three

 components:

recommend CMMI
  two-way

 program

 agreements

 in
  states

 that

 have

 not
  elected

 PACE

 as
  an
  option:

A

1. Allow for

 between

 a  PACE

 organization

 and

 CMS

 would

 provide

 Medicare-only

two-way agreement

 to
  PACE

 in
  the
  19
  states

 which

 have

 not
  elected

 PACE

 as
  a  state

 option.

beneficiaries access

 organizations

 to
  develop

 Part

D
  coverage

 options

 for
  Medicare-only

 individuals.

2. Allow PACE

 organizations

 greater

 flexibility

 to
  set
  premiums

 for
  non-Medicare

 services

 for

3. Allow PACE

Medicare-only participants.

 access

 to
  PACE

 in
  states that

 have not
  elected

 PACE

 as
  a  Medicaid

Expanding Medicare beneficiaries’

 require all three components of the pilot. For PACE organizations in states that already
option would

 only

 components

 2 and 3 are needed to enhance Medicare

 beneficiaries’

 access

 to
  PACE.

have PACE,

 the
  opportunity

 to provide comments to the CMMI RFI. If you have any questions, 
We appreciate
   do
 not hesitate
 
      me.

please
to contact
Sincerely,

Stephen E. Gordon, MD, MBA
Chief Executive Officer, Founder
Edenbridge Health

PDF export

Survey name (ID): Centers for Medicare & Medicaid Services: Innovation Center New Direction
(429625)

Date submitted submitdate

11-20-2017 12:35:12

Identifier
In response to this Request For Information (RFI), which selection below
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do you most closely identify?
Please specify organization represented.
Guiding Principles & Expand Opportunities for Advanced APMs

EdLogics, LLC

Provisions of this RFI
Guiding Principles
While existing partnerships with healthcare providers, clinicians, states, payers
and stakeholders have generated important value and lessons, CMS is setting a
new direction for the Innovation Center. We will carefully evaluate how models
developed consistent with the new directions can complement what we are
learning from the existing initiatives. The Innovation Center will approach new
model design through the following guiding principles:
1. Choice and competition in the market – Promote competition based on
quality, outcomes, and costs.
2. Provider Choice and Incentives – Focus on voluntary models, with defined
and reasonable control groups or comparison populations, to the extent possible,
and reduce burdensome requirements and unnecessary regulations to allow
physicians and other providers to focus on providing high-quality healthcare to
their patients. Give beneficiaries and healthcare providers the tools and
information they need to make decisions that work best for them.
3. Patient-centered care – Empower beneficiaries, their families, and
caregivers to take ownership of their health and ensure that they have the
flexibility and information to make choices as they seek care across the care
continuum.
4. Benefit design and price transparency – Use data-driven insights to
ensure cost-effective care that also leads to improvements in beneficiary
outcomes.
5. Transparent model design and evaluation – Draw on partnerships and
collaborations with public stakeholders and harness ideas from a broad range of
organizations and individuals across the country.
6. Small Scale Testing – Test smaller scale models that may be scaled if they
meet the requirements for expansion under 1115 A(c) of the Affordable Care Act
(the Act). Focus on key payment interventions rather than on specific devices or
equipment.
The Innovation Center is interested in testing models in the following eight focus
areas: (1) Increased participation in Advanced Alternative Payment Models
(APMs); (2) Consumer-Directed Care & Market-Based Innovation Models; (3)
Physician Specialty Models; (4) Prescription Drug Models; (5) Medicare
Advantage (MA) Innovation Models; (6) State-Based and Local Innovation,
Yes [Y]
including Medicaid-focused Models; (7) Mental and Behavioral Health Models;
and (8) Program Integrity. However, the Innovation Center may also test models
in other areas.

Potential Models
Expanded Opportunities for Participation in Advanced APMs
In April 2015, Congress passed the Medicare Access and CHIP Reauthorization
Act of 2015 (MACRA) that repealed the Sustainable Growth Rate formula for
updating the Medicare physician fee schedule, and replaced it with a series of
fixed statutory updates and a Quality Payment Program that includes the MeritBased Incentive Payment System (MIPS) and Advanced APMs. CMS administers
the Quality Payment Program, and the Innovation Center bears primary
responsibility for development of policies and operations relating to Advanced
APMs. Eligible clinicians who are Qualifying APM Participants (QPs) for a year
from 2019 through 2024 receive a lump sum APM incentive payment and,
beginning for 2026, a differentially higher update under the Medicare physician
fee schedule. Eligible clinicians who are QPs for a year are also not subject to
the MIPS reporting requirements and payment adjustment.
CMS expects that the number of eligible clinicians choosing to participate in
Advanced APMs will grow over time. To facilitate this growth, CMS seeks
comment on ways to increase opportunities for eligible clinicians to participate
in Advanced APMs and achieve threshold levels of participation to become QPs.
CMS has received feedback from the healthcare provider community on the
extensive and lengthy process that is required for a model to qualify as an
Advanced APM. CMS seeks feedback from stakeholders on ways the
Administration can be more responsive to eligible clinicians and their patients,
and potentially expedite the process for providers that want to participate in an
Advanced APM. CMS also seeks guidance from the stakeholders on ways to
capture appropriate data to drive the design of innovative payment models and
strategies to incentivize eligible clinicians to participate in Advanced APMs.

Do you have comments on the guiding principles or Expanded
Opportunities for Participation in Advanced APMs?

We agree with the guiding principles and
believe this is a great way to start. We also
feel that there are some real opportunities
with patient-centered care to improve
health outcomes and lower costs.
What Expanded Opportunities for Participation in Advanced APMs model
designs should the Innovation Center consider that are consistent with
the guiding principles?
Do you have suggestions on the structure, approach, and design of
potential Expanded Opportunities for Participation in Advanced
No [N]
APM models? Please also identify potential challenges or risks associated
with any of these suggested models.
What options might exist beyond FFS and MA for paying for care delivery
that incorporate price sensitivity and a consumer driven or directed
focus and might be tested as a model and alternative to FFS and MA?
How can CMS further engage beneficiaries in development of Expanded
Opportunities for Participation in Advanced APM models and/or
participate in new models?
Are there payment waivers that CMS should consider as necessary to
help healthcare providers innovate care delivery as part of a model test?

No [N]

CD-MB

Consumer-Directed Care & Market-Based Innovation Models
CMS believes beneficiaries should be empowered as consumers to drive change
in the health system through their choices. Consumer-directed care models
could empower Medicare, Medicaid, and CHIP beneficiaries to make choices
from among competitors in a market-driven healthcare system. To better inform
consumers about the cost and quality implications of different choices, CMS may
develop models to facilitate and encourage price and quality transparency,
including the compilation, analysis, and release of cost data and quality metrics
that inform beneficiaries about their choices. CMS will consider new options for
beneficiaries to promote consumerism and transparency. For example,
beneficiaries could choose to participate in arrangements that would allow them
to keep some of the savings when they choose a lower-cost option, or that
incentivize them to achieve better health. Models that we are considering testing
include allowing Medicare beneficiaries to contract directly with healthcare
Yes [Y]
providers, having providers propose prices to inform beneficiary choices and
transparency, offering bundled payments for full episodes of care with groups of
providers bidding on the payment amount, and launching preferred provider
networks. CMS solicits feedback from patient and consumer advocacy groups,
the healthcare provider community, as well as experts in the technology
industry, and other stakeholders that can provide creative ideas on how to
operationalize these principles in models that best serve patients in terms of
cost, quality, and access to care.

Do you have comments on the guiding principles or Consumer-Directed
Care & Market-Based Innovation Models?

The relationship between health literacy
and healthcare costs is clear. As CMS seeks
new models of care and programs that
require consumers to make informed
decisions regarding their health and
healthcare services, improving the health
literacy of the population is critical. CMS
must ensure that any program targeting
consumer decision making includes
requirements regarding a strategy and
approach to improve health literacy. There
are now technological approaches that can
provide these educational resources to
measure and improve an individual’s health
literacy. These programs should educate not
just regarding health and health conditions,
but also how a consumer’s health plan
works, appropriate site of care, selecting a
provider, advanced directives and other
important areas of the healthcare system
that an individual must be conversant with
in order to successfully make the decisions
being asked of them.
What Consumer-Directed Care & Market-Based Innovation
We believe, as stated above, that any design
Model designs should the Innovation Center consider that are consistent should include a component to ensure that
with the guiding principles?
health literacy is appropriately addressed.
Do you have suggestions on the structure, approach, and design of
potential Consumer-Directed Care & Market-Based Innovation Models?
Please also identify potential challenges or risks associated with any of
these suggested models.

Yes [Y]
There is a risk that has been seen with the
introduction of other consumer-based
models that the consumers and their ability
to understand and act in an appropriate
manner within the new model is hindered
by their lack of health literacy. Therefore, it
is important that any consumer-directed
innovation model(s) provides the
appropriate resources to ensure the
consumers understand how to best work
within that model.

We believe there are a number of models
and approaches, including price and quality
What options might exist beyond FFS and MA for paying for care delivery transparency and the use of technologies,
that incorporate price sensitivity and a consumer driven or directed
that can demonstrate success in this area if
focus and might be tested as a model and alternative to FFS and MA?
appropriate resources and information are
provided to the consumer in a manner they
find useful and engaging.
By providing appropriate health literacy
How can CMS further engage beneficiaries in development of Consumerimprovement tools that themselves are
Directed Care & Market-Based Innovation Models and/or participate in
engaging and likely to result in behavior
new models?
change.
Are there payment waivers that CMS should consider as necessary to
help healthcare providers innovate care delivery as part of a model test?

Yes [Y]
We believe that various payment waivers
are necessary as a means to engage
providers and consumers.

Physician Specialty Models

Physician Specialty Models
• Physician Specialty Models
The Innovation Center is interested in increasing the availability of specialty
physician models to improve quality and lower costs and engage specialty
physicians in alternative payment models, especially for independent physician
practices. One potential option may be to include specialty physician
management of a defined population of beneficiaries with complex or chronic
medical conditions, including multiple chronic conditions. This may include the
specialist serving as the primary source of care and providing care coordination
for medically complex beneficiaries. Another option may be paying healthcare
providers for limited episodes of care based on quality measure performance and
competitive pricing. For cancer care in particular, a model could test full
prepayment for Medicare and Medicaid beneficiaries, with care provided in
collaborative networks, possibly incorporating elements from the existing
Oncology Care Model. CMS solicits feedback from the provider community,
patient and consumer advocacy groups, and other stakeholders regarding their
best ideas for new physician specialty models and appropriate quality measures.

No [N]

• Physician-Focused Payment Model Technical Advisory Committee (PTAC)
Recommended Models
In addition to creating MIPS and Advanced APMs, MACRA also creates
incentives for physicians to participate in Alternative Payment Models (APMs),
including the development of physician-focused payment models (PFPMs).
Section 101(e)(1) of MACRA creates the Physician Focused Payment Model
Technical Advisory Committee (PTAC). PTAC makes comments and
recommendations to the Secretary on proposals for physician-focused payment
models submitted by individuals and stakeholder entities. The Secretary may
choose to recommend Innovation Center testing of models recommended by
PTAC.

Do you have comments on the guiding principles or Physician Specialty
Models?
What Physician Specialty Models designs should the Innovation Center
consider that are consistent with the guiding principles?
Do you have suggestions on the structure, approach, and design of
potential Physician Specialty Models? Please also identify potential
challenges or risks associated with any of these suggested models.

No [N]

What options might exist beyond FFS and MA for paying for care delivery
that incorporate price sensitivity and a consumer driven or directed
focus and might be tested as a model and alternative to FFS and MA?
How can CMS further engage beneficiaries in development of Physician
Specialty Models and/or participate in new models?
Are there payment waivers that CMS should consider as necessary to
help healthcare providers innovate care delivery as part of a model test?

No [N]

Prescription Drug Models

Prescription Drug Models
CMS wants to test new models for prescription drug payment, in both Medicare
Part B and Part D and State Medicaid programs that incentivize better health
outcomes for beneficiaries at lower costs and align payments with value. Models
that better align incentives and engage beneficiaries as consumers of their care
can continue to improve patient outcomes while controlling drug costs. Models
that contemplate novel arrangements between plans, manufacturers, and
stakeholders across the supply chain, including, but not limited to innovative
No [N]
value based purchasing arrangements, and models that would increase drug
pricing competition while protecting beneficiaries’ access to drugs are of
particular interest.

Do you have comments on the guiding principles or Prescription Drug
Models?
What Prescription Drug Model designs should the Innovation Center
consider that are consistent with the guiding principles?

Do you have suggestions on the structure, approach, and design of
potential Prescription Drug Models? Please also identify potential
challenges or risks associated with any of these suggested models.

No [N]

What options might exist beyond FFS and MA for paying for care delivery
that incorporate price sensitivity and a consumer driven or directed
focus and might be tested as a model and alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Prescription Drug Models and/or participate in new models?
Are there payment waivers that CMS should consider as necessary to
help healthcare providers innovate care delivery as part of a model test?

No [N]

Medicare Advantage (MA) Innovation Models

Medicare Advantage (MA) Innovation Models
CMS wants to work with Medicare Advantage (MA) plans to drive innovation,
better quality and outcomes, and lower costs. CMS seeks to provide MA plans
the flexibility to innovate and achieve better outcomes. CMS is currently
implementing an MA plan model, the Medicare Advantage Value-Based
Insurance Design (VBID) model, that provides benefit design flexibility to
incentivize beneficiaries to choose high-value services; but this model could be
modified to provide more flexibility to MA plans and potentially add additional
states. More generally, CMS is interested in more models in the MA plan space
and regulatory flexibility as necessary for purposes of testing such models. CMS
is potentially interested in a demonstration in Medicare Advantage that
incentivizes MA plans to compete for beneficiaries, including those beneficiaries
Yes [Y]
currently in Medicare fee-for-service (FFS), based on quality and cost in a
transparent manner. CMS is also interested in what additional flexibilities are
needed regarding supplemental benefits that could be included to increase
choice, improve care quality, and reduce cost. Additionally, CMS seeks
comments on what options might exist beyond FFS and MA for paying for care
delivery that incorporate price sensitivity and a consumer driven or directed
focus and might be tested as alternatives to FFS and MA.

Do you have any comments on the guiding principles or Medicare
Advantage (MA) Innovation Models?
The relationship between health literacy
and healthcare costs is clear. As CMS seeks
new models of care and programs that
require consumers to make informed
decisions regarding their health and
healthcare services, improving the health
literacy of the population is critical. CMS
must ensure that any program targeting
consumer decision making includes
requirements regarding a strategy and
approach to improve health literacy. There
are now technological approaches that can
provide these educational resources to
measure and improve an individual’s health
literacy. These programs should educate not
just regarding health and health conditions,
but also how a consumer’s health plan
works, appropriate site of care, selecting a
provider, advanced directives and other
important areas of the healthcare system
that an individual must be conversant with
in order to successfully make the decisions
being asked of them.
What Medicare Advantage (MA) Innovation Model designs should the
Innovation Center consider that are consistent with the guiding
principles?

We believe there are many designs that will
work well under these guiding principles.
Again, we wish to reiterate that health
literacy and the improvement of health
literacy must be a core component of any
model.

Do you have suggestions on the structure, approach, and design of
potential Medicare Advantage (MA) Innovation Models? Please also
identify potential challenges or risks associated with any of these
suggested models.

Yes [Y]

There is a risk that has been seen with the
introduction of other consumer-based
models that the consumers and their ability
to understand and select from competing
health plans is hindered by their lack of
health literacy. Therefore, it is important
that any Medicare Advantage Innovation
Models provides the appropriate resources
to ensure the consumers understand how to
best work within that model.
What options might exist beyond FFS and MA for paying for care delivery
that incorporate price sensitivity and a consumer driven or directed
focus and might be tested as a model and alternative to FFS and MA?

How can CMS further engage beneficiaries in development of Medicare
Advantage (MA) Innovation Models and/or participate in new models?

CMS should incorporate consumer-focused
groups and surveys of consumers to
understand their ability to make these types
of decisions and determine what programs
can be put in place to improve health
literacy.

Are there payment waivers that CMS should consider as necessary to
help healthcare providers innovate care delivery as part of a model test?

Yes [Y]
While we do not have the expertise to
comment on specific payment models, we
believe there is a need for waivers to allow
for the incentivizing of providers and
consumers.

State-Based and Local Innovation, including Medicaid-focused Models

State-Based and Local Innovation, including Medicaid-focused
Models
States play a critical role in innovation and delivery of high quality care. CMS
wants to partner with states to drive better outcomes for people based on local
needs. CMS and the Innovation Center have worked with states on a variety of
initiatives including the State Innovation Models, Innovation Accelerator
Program, Strong Start and Medicaid Incentives for the Prevention of Chronic
Diseases Model. These efforts and a variety of successful State-led models
provide lessons learned for advancing innovation. Through this model focus
area, States could drive reform and innovation. Healthcare providers and states
would work with CMS to develop state-based plans and local innovation
initiatives to test new models. Models would vary based on the needs and goals
Yes [Y]
of each state for improving care and lowering costs, but could include providing
states with more flexibility for multi-payer reforms as well as increasing
opportunities for physicians serving Medicaid and CHIP populations to
participate in value-based payment models. Models specific to Medicaid
populations would also be considered. CMS would rely on authority under
sections 1115 and 1115A of the Act in developing and implementing such
models.

Do you have any comments on the guiding principles or State-Based and
Local Innovation, including Medicaid-focused Models?

The relationship between health literacy
and healthcare costs is clear, particularly in
Medicaid. As CMS seeks new models of care
and programs that require consumers to
make informed decisions regarding their
health and healthcare services, improving
the health literacy of the population is
critical. CMS must ensure that any program
targeting consumer decision making
includes requirements regarding a strategy
and approach to improve health literacy.
There are now technological approaches
that can provide these educational
resources to measure and improve an
individual’s health literacy. These programs
should educate not just regarding health
and health conditions, but also how a
consumer’s health plan works, appropriate
site of care, selecting a provider, advanced
directives and other important areas of the
healthcare system that an individual must
be conversant with in order to successfully
make the decisions being asked of them.
There are a number of different models that
What State-Based and Local Innovation, including Medicaid-focused
have the potential to improve health
Model designs should the Innovation Center consider that are consistent outcomes and reduce costs. Each of these
with the guiding principles?
models must consider health literacy as a
core component in order to be successful.
Do you have suggestions on the structure, approach, and design of
potential State-Based and Local Innovation, including Medicaid-focused
Yes [Y]
Models? Please also identify potential challenges or risks associated with
any of these suggested models.
Any consumer-based approach must
integrate new health literacy tools that are
researched based as to engagement,
improvement in health literacy, and
outcomes.
What options might exist beyond FFS and MA for paying for care delivery
that incorporate price sensitivity and a consumer driven or directed
focus and might be tested as a model and alternative to FFS and MA?
How can CMS further engage beneficiaries in development of StateBased and Local Innovation, including Medicaid-focused Models and/or
participate in new models?

By providing new health literacy tools that
are researched based as to engagement,
improving in health literacy and outcomes.

Are there payment waivers that CMS should consider as necessary to
help healthcare providers innovate care delivery as part of a model test?

Yes [Y]
We believe there should be incentives for
the consumer to change behavior.

Mental and Behavioral Health Models

Mental and Behavioral Health Models
CMS is actively exploring potential models focused on behavioral health,
including focus areas such as opioids, substance use disorder, dementia, and
improving mental healthcare provider participation in Medicare, Medicaid, and
CHIP through models that enhance care integration and/or utilize episode
payment. CMS is interested in stakeholders’ views of the best payment models
and state and local interventions to improve care in these areas.

Do you have any comments on the guiding principles or Mental and
Behavioral Health Models?

Yes [Y]

The relationship between health literacy
and healthcare costs is clear. As CMS seeks
new models of mental and behavioral health
that require consumers to make informed
decisions regarding their health and
healthcare services, improving the health
literacy of the population is critical. CMS
must ensure that any program targeting
consumer decision making includes
requirements regarding a strategy and
approach to improve health literacy. There
are now technological approaches that can
provide these educational resources to
measure and improve an individual’s health
literacy. These programs should educate not
just regarding health and health conditions,
but also how a consumer’s health plan
works, appropriate site of care, selecting a
provider, advanced directives and other
important areas of the healthcare system
that an individual must be conversant with
in order to successfully make the decisions
being asked of them.
What Mental and Behavioral Health Model designs should the Innovation
Center consider that are consistent with the guiding principles?
Do you have suggestions on the structure, approach, and design of
potential Mental and Behavioral Health Models? Please also identify
potential challenges or risks associated with any of these suggested
models.

No [N]

What options might exist beyond FFS and MA for paying for care delivery
that incorporate price sensitivity and a consumer driven or directed
focus and might be tested as a model and alternative to FFS and MA?
Particularly in the areas of mental and
behavioral health, CMS should incorporate
consumer-focused groups and surveys of
How can CMS further engage beneficiaries in development of Mental and consumers to understand their ability to
Behavioral Health Models and/or participate in new models?
make these types of decisions and navigate
the mental health system to determine what
programs can be put in place to improve
health literacy.
Are there payment waivers that CMS should consider as necessary to
help healthcare providers innovate care delivery as part of a model test?

No [N]

Program Integrity

Program Integrity
CMS is seeking comment on ways that CMS may reduce fraud, waste, and abuse
and improve program integrity. The costs and effectiveness of different
approaches to program integrity could be tested to help CMS find the ideal
balance between burdens on patients and additional workload created for the
physician and effectiveness of the review. Such an approach could be tested as No [N]
part of a new model and/or be layered on top of other models.

Do you have comments on the guiding principles or Program Integrity?
What Program Integrity model designs should the Innovation Center
consider that are consistent with the guiding principles?
Do you have suggestions on the structure, approach, and design of
potential Program Integrity models? Please also identify potential
challenges or risks associated with any of these suggested models.

No [N]

What options might exist beyond FFS and MA for paying for care delivery
that incorporate price sensitivity and a consumer driven or directed
focus and might be tested as a model and alternative to FFS and MA?
How can CMS further engage beneficiaries in development of Program
Integrity models and/or participate in new models?
Are there payment waivers that CMS should consider as necessary to
help healthcare providers innovate care delivery as part of a model test?
Comments Suggestions

No [N]

Are there any other comments or suggestions related to the future
direction of the Innovation Center?

No [N]
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Fully Integrating Annual Wellness Visits (AWV) with Chronic Care
Management (CCM) Fulfillment Delivered by Telemedicine Option
CMMI Category: Physician Specialty Models –Internal Medicine
1. Do you have comments on the guiding principles or Physician Specialty Models?
In reference, to the CMMI guiding principles, we understand the position of the CMMI
Innovation Center and the guiding principles provided. We welcome the opportunity to pitch a
new intervention strategy that we strongly believe will make a difference in the health market
for consumers and providers.
Our proposed care Model involves fully Integrating AWV’s with the CCM monthly program,
then pushing greater adoption of the AWV-CCM Program by authorizing the entire process to
be completed over the telephone with existing patients. Our Model supports the guiding
principle of Provider Choice and Incentives in that this model would deploy as an “opt in”
program for the physicians to voluntarily participate. In addition, we believe our Model is
patient-centric as it starts with a telephonic Annual Wellness Visit, and then clinical care follow
up is directed through the CCM monthly phone calls. Per CMMI request, this model is position
for small scale testing in one geography, and then scaling the program once value is proven
and reproducible.
In reference, to Physician Specialty Models, we believe our Model has the opportunity to
harness the unique disease management skills of internal medicine physicians (and specialists
with an internal medicine training foundation) and extender team-members to deliver improved
quality and cost outcomes. Internal Medicine physicians are the specialists in organ system
based disease, especially diseases like diabetes, heart disease, metabolic syndrome, asthma,
heart disease. These are the diseases that are responsible for greater than 50% of our total
health care spend nationally. This model targets the top specialists in chronic care toward the
greatest total cost opportunity in the market.
2. What Physician Specialty Models designs should the Innovation Center consider
that are consistent with the guiding principles?
Our suggested new care Model involves fully Integrating AWW’s with CCM monthly program,
then pushing greater adoption of the AWV-CCM Program by authorizing the entire process to
be completed over the telephone with existing patients. Our Model increases provider
ownership and accountability as the patients would be separately enrolled and measured and
the practice would be separately incented for specific quality and value outcomes. Specific
measured outcomes would be utilization related, like recurrent admissions, ED visits, pharmacy
costs, and care quality related, like overall lab control (A1C Control, LDL Control, blood
pressure Control).
This Model would enhance patient engagement through regular and scheduled touch points
with the greater care team and improved physician patient relationship through better

communication and partnership. We believe this Model will deliver better care for the 65yo and
older population at an overall reduced cost of care, particularly for pre-diabetics, diabetics,
hypertensives, and asthmatics. We believe this program will be beneficial for commercial
insurance programs after a first chronic disease is diagnosed (from a very specific list of
diseases). We suggest a three practice pilot of this integrated Model supervised by internal
medicine physicians and delivered by their care team in one geography. The approach we
recommend would specifically increases convenience and satisfaction of the beneficiaries by
eliminating copays on the CCM monthly telephone appointments. We also believe the AWV
should be a requirement for ongoing Model enrollment.
3. Do you have suggestions on the structure, approach, and design of potential
Physician Specialty Models? Please also identify potential challenges or risks
associated with any of these suggested models.
The structure and approach of our proposed model would be an “opt in” program based on
the structure of the existing AWV and the CCM reimbursement design. Currently, the
enrollment into the CCM is cumbersome, an often initiates without a thorough discussion with
a provider. This leads to misaligned expectations then to a lack of patient engagement and
lack of provider satisfaction follows. Our proposed model of fully Integrating Annual Wellness
Visits (AWV) with Chronic Care Management (CCM) by a Telemedicine Option will be well
received by the patient and the provider team. This program when publicized and supported
should be a revenue windfall for the practice as the AWV is well reimbursed.
4. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might
be tested as a model and alternative to FFS and MA?
Not immediately applicable to the model we propose.
5. How can CMS further engage beneficiaries in development of Physician Specialty
Models and/or participate in new models?
CMS should solicit more providers and health systems to submit their Innovative ideas that
advance care quality and value. CMS should make investments in the programs that work for
a greater segment of the population. CMS should share lessons learned and approaches with
each state Medicaid plan. CMS should make the AWV mandatory for all patients greater than
65yo.
Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
As mentioned, for the suggested Model of Fully Integrating Annual Wellness Visits (AWV) with
Chronic Care Management (CCM) using Telemedicine to get traction, CMS should waive all
CCM monthly co-pays and allow both parts of the AWV to be completed over the phone.
These small items will help the provider deliver innovation and the patient not be
inconvenienced in the process.
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Fully Integrating Annual Wellness Visits (AWV) with Chronic Care Management
(CCM) Fulfillment Delivered by Telemedicine Option
CMMI Category: Physician Specialty Models – Internal Medicine
1. Do you have comments on the guiding principles or Physician Specialty Models?
In reference, to the CMMI guiding principles, we understand the position of the CMMI Innovation Center and
the guiding principles provided. We welcome the opportunity to pitch a new intervention strategy that we
strongly believe will make a difference in the health market for consumers and providers. We seek to increase
relationship based proactive preventive care and pre-disease management, while concurrently reducing total
spend by CMS and raising the quality outcomes for the Medicare population.
Our proposed care model involves fully Integrating AWV’s within the existing constructs of the CCM monthly
program, then pushing greater adoption of the AWV-CCM program by authorizing the entire process to be
completed over the telephone with existing patients. We would structure a new payment E/M code for the
Telemedicine AWV which would be reimbursed federally at 10% less than the current subsequent AWV G
code.
Our Model supports the guiding principle of Provider Choice and Incentives in that this model would deploy
as an “opt in” program for the physicians to voluntarily participate. In addition, we believe our model is
patient-centric as it starts with a telephonic Annual Wellness Visit, which more patients would be able to
receive, and then immediately follows with relationship based clinical care follow up and disease
management directed through the CCM program monthly phone calls. Per CMMI request, this model could
be immediately positioned for small scale beta testing in one urban and one rural geography, and then scale
the program once value is measured, proven and reproducible.
In reference to the Physician Specialty Models category, our model has the opportunity to harness the unique
proactive disease management skills of internal medicine physicians (and specialists with an internal medicine
training foundation) and their care extender team-members to deliver improved quality outcomes at reduced
cost by identifying unknown and unmanaged diseases, like diabetes/prediabetes and metabolic syndrome,
and subsequently delivering better medical care now that the condition is realized by both patient and
physician. Internal medicine physicians are the specialists in organ-system-based disease, especially
diseases like diabetes, obesity, metabolic syndrome, hypertension, and heart disease. These clusters of
diseases are arguably responsible for greater than 50% of our total health care spend nationally. This model
points the top specialists in chronic care management toward the greatest total cost opportunity in the
market in a proactive strategy emanating from the foundation of the repeatable telephonic AWV.
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2. What Physician Specialty Models designs should the Innovation Center consider that are
consistent with the guiding principles?
Our suggested new care model involves fully Integrating AWW’s with the CCM monthly program, then
pushing greater adoption of the AWV-CCM Program by authorizing the entire process to be completed over
the telephone. This AWV-CCM Program model saves money and provides better care outcomes. As per the
attached spreadsheet, despite the projected uptick in AWV adoption, overall the savings are substantial,
combining the 10% reduced reimbursement for the Telephonic AWV with broad savings downstream
generated by diagnosing and better managing diabetes/prediabetes (see attached model calculations and
cited studies in foot notes). Independent data shows that each diabetes patient currently costs approximately
$7900 per year; managing their disease more effectively is estimated to reduce this annual cost to $2717 per
year. About 21% of patients over 65yo are diabetic, so CMS would SAVE $15.308 billion by identifying
diabetic patients via the AWV, then managing their disease more effectively. The net saving to CMS is
approximately $13.6 billion for all of the above and will only increase as the baby boomers live longer.
Our model also increases provider/physician ownership, accountability, and engagement as the patients
would be separately enrolled by the practice improving engagement; the physician team would be separately
incented for the specific quality and value outcomes through MIPS. Each end goal would be achieved from
proactively caring for the diseases identified at the AWV early, directly, and telephonically. Specific measured
outcomes would be the utilization related measures, like recurrent admissions, ED visits, pharmacy costs, and
care quality related measures, like overall lab control (A1C control, LDL control, and blood pressure control).
Our model would enhance patient engagement also through regular and scheduled telephonic touch points
with the greater care team (CCM) and improved physician patient relationship through better communication
and partnership – all at reduced costs of traditional Emergency Room/Urgent Care visits. This model will
deliver better care for the 65yo and older population at an overall reduced cost of care, particularly for prediabetics, diabetics, and hypertensives. We believe this program will be beneficial for commercial insurance
programs also after a first chronic disease is diagnosed (from the specific list of diseases). We suggest a
multi-practice pilot of this integrated model supervised by internal medicine physicians and delivered by their
care team.
Finally, the approach we recommend would specifically increase convenience and satisfaction of the
beneficiaries if CMMI could petition for eliminating copays on the CCM monthly program telephone
appointments. The copays are confusing for both patient and provider clinic and are an obvious obstacle to
patient understanding and program adherence. We believe the repeatable telephonic AWV will be the annual
foundation for this for ongoing wellness model creating outcomes success.
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3. Do you have suggestions on the structure, approach, and design of potential Physician
Specialty Models? Please also identify potential challenges or risks associated with any of these
suggested models.
The structure and approach of our proposed model would be an “opt in” program like the structure of the
existing AWV and the CCM reimbursement design but would not require specific documentation regarding
patient concurrence. The patient would demonstrate their willingness to be in the program by participating
with the telephonic AWV and subsequent CCM follow up care calls. Currently, the enrollment into the CCM is
cumbersome, an often initiates without the patient having a thorough discussion with a provider. Further, the
documentation requirement from the patient (to have consented to participate) is overkill documentation. The
free standing, cold calling method currently used to seek patient consent for CCM program onset consent
leads to misaligned expectations, then to a lack of patient engagement. A lack of provider satisfaction soon
follows. Having the CCM initiated by the telephonic AWV negates this cold calling consent gathering to join
the CCM program. Our proposed Model of fully Integrating Annual Wellness Visits (AWV) with Chronic Care
Management (CCM) Fulfillment Delivered by Telemedicine Option will be well received by the patient and the
provider team based on the telephonic options and the linkage directly to the CCM program. The two
payment programs fit nicely together in the consumer’s eyes.
What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
Not applicable to the model here proposed which is focused on FFS Medicare and Medicare Advantage.
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4. How can CMS further engage beneficiaries in development of Physician Specialty Models
and/or participate in new models?
CMS should solicit more patients to submit their innovative ideas from their pain points. Patients ultimately
get to make the judgments here on what programs advance care quality, convenience, and value particularly
around telemedicine and AWV’s and the CCM Program. CMS should make incremental investments in the
programs for which consumers find value, and then work to scale to a greater segment of the population to
measure total impact to cost and utilization. CMS should share lessons learned and approaches and
outcomes with each state Medicaid plan and encourage their use. CMS should make the AWV mandatory for
all patients greater than 65yo to initiating the CCM program. This should be a requirement for the
Medicare/Medicaid dual coverages members as well.
Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
As mentioned, for the suggested Model of Fully Integrating Annual Wellness Visits (AWV) with Chronic Care
Management (CCM) Fulfillment Delivered by Telemedicine Option, CMS should waive all CCM monthly copays and allow both parts of the AWV to be completed over the phone. These small items will help the
provider deliver innovation and value, and the patient will not be inconvenienced in the process. In summary,
this proposed model could be revised using different assumptions and measures (see attached spreadsheet),
including the adding of other costly diseases. The takeaway here is evident: that better managing diabetes by
early AWV diagnosis produces a 10-fold ROI (saving $13-18 billion by spending $1.654 billion in authorized
AWV billing codes already committed).
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Positive Economic Impact of AWV by Phone
CMS Cost
In Millions

AWV
Baseline cost using current AWV
utilization rate
Telephonic AWV option

14% Utilization

$783

10% reduction in
reimbursement

$704

($79)

$2,516

$1,733

Positive change in utilization

50% Utilization
(+13.9 Million AWVs)

Management of diabetes cost
avoided by discovering cases
through AWV

13.9Mn Patients,
21% diabetic
~ $5,200 saved per
drabetic

CMS Net Savings

Change in CMS Cost
In Millions

($15,308)

($13,654)

Currently (baseline):
AWV (G0438/G0439)

% Completed
$

144.50

blended rate

14%

CMS, $ Billion/yr
0.783

($783 Mn = Current spend) BASELINE
Cumulative
Diff. vs
baseline
-0.079

AWV (G0438/G0439)

$

130.00

blended rate, -10%

14%

0.704

Line item
Diff. vs
baseline
-0.079

Projected:
50% Completed annually:

$

130.00

blended rate, -10%

50%

2.516

1.733

1.654

NEW SPEND more AWVs

Weighted $ diff per
patient

Add'l AWVs,
millions

-15.308
-20.074

-13.654
-18.420

MANAGING
DIABETES

-7.001

-25.421

Ann. $ per life 2

BENEFITS OF MORE AWV
Identify uncontrolled Diabetes
Annual $, Types I & II
" " incl. 6.6% borderline
NEXT DISEASE STATE ($ data TBD)

Annual $, Hypertension
Total

SAVINGS (10%)

Cost of
Unmanaged
Disease

Cost of
Managed
Disease

2,717
2,717

%
diabetic 1
21.2%
27.8%

Ann. $ per life
Unmanaged
Managed
$
1,500 $
750

% hyper
tensive
67%

$
$

7,900
7,900

$
$

-$1,099
-$1,441
Weighted $ diff
per patient
-$503

(NET savings, managing diabetes/BP among add'l AWVs)

13.9
13.9
Add'l AWVs,
Mn
13.9

-25.421

Footnotes:
1 www.cms.gov/Research-Statistics-Data-and-Systems/Research/MCBS/Downloads/Diabetes_DataBrief_2017.pdf
2 www.diabetes.org/advocacy/news-events/cost-of-diabetes.html?referrer=https://www.google.com/
2 www.diabetesincontrol.com/the-true-cost-of-diabetes-and-preventing-it/
* Add $1,000 for expected single Urgent Care /ED visit per year.
www.diabetes.org/assets/pdfs/basics/cdc-statistics-report-2017.pdf

Assumptions:
14%
50%
Diff.(millions)
AWV elig. pop'n (Mn)
38.7
5.4
19.4
13.932
38.7 million: www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Dashboard/MedicareEnrollment/Enrollment%20Dashboard.html
www.cms.gov/Newsroom/MediaReleaseDatabase/Press-releases/2015-Press-releases-items/2015-07-28.html
42.5 million in 2015 http://www.ncpssm.org/Medicare/MedicareFastFacts

This analysis is intended to illustrate for CMS the annual costs (and cost savings) of eDoc4U's approach.
Think of it as four components, which accumulate from a current benchmark established at the top:
1. BENCHMARK: Currently 14% of Medicare patients receive an Annual Wellness Visit (AWV), costing CMS $783 million
2. eDoc4U proposes to conduct AWVs entirely by telephone (no office visit) for existing patients, and suggests a new billing code be created
that pays 10% less than current benchmark. If all existing AWVs were completed this way, CMS would pay $704 million, saving $78 million
today on the 14% expected this year (based on last year).
3. The goal is to increase the AWV completion rate beyond 14%, eventually getting as high as 80+%. For estimating purposes, increasing to
50% accomplishment is assumed. This would cost $2.516 billion, an increase of $1.733 billion vs benchmark. Combined with the 10%
reimbursement cut, CMS spends net NEW $1.654 billion to increase from 14% to 50%.
4. THIS IS THE KEY. Independent data shows that each diabetes patient costs $7900 per year; managing their disease more effectively is
estimated to reduce that to ~$2717 per year. About 21% of patients are diabetic, so CMS would SAVE $15.308 billion by identifying diabetic
patients via the AWV, then managing the disease. The net saving to CMS is approximately $13.6 billion for all of the

above.
[If you include borderline (pre-diabetic) patients, CMS saves another $4.8 billion (total $18.4 billion net).]
The model can be revised using different assumptions and measures, including adding other costly diseases. The takeaway is that better
managing diabetes only produces a 10-fold ROI (saving $13-18 billion by spending $1.654 billion).

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
November 20, 2017
RE: Centers for Medicare & Medicaid Services: Innovation Center New
Direction

Dear Administrator Verma,
Edwards Lifesciences is pleased to respond to the Centers for Medicare &
Medicaid Services' (CMS') request for information (RFI) on the new direction of
the CMS Innovation Center, released on September 20, 2017.
Edwards Lifesciences is the global leader in the science of structural heart
disease and hemodynamic monitoring. Our technologies address patient
populations in which there are significant unmet clinical needs, such as structural
heart disease, heart valve disease, and advanced monitoring of the acutely ill.
Hence, we have a sincere interest in ensuring that changes to the Medicare and
Medicaid payment and delivery landscape do not compromise patient access to
life-saving medical technologies and services, and promote high quality care for
all beneficiaries.
The purpose of the RFI is to seek input on a new direction for the Center for
Medicare and Medicaid Innovation (CMMI) that will focus on promoting patientcentered care and testing market-driven reforms. CMS would like CMMI to
implement reforms that “empower beneficiaries as consumers, provide price
transparency, increase choices and competition to drive quality, reduce costs,
and improve outcomes.”
We support the transition from volume to value and the continued march
towards a value-based system that emphasizes quality over quantity.
However, we recognize and agree with CMS on the importance of re-evaluating
the direction of CMMI and providing providers and other stakeholders with the
chance to participate in delivery system reforms that improve the quality of care
and lower costs for beneficiaries. We also recognize that innovative medical
technologies play a critical role in assisting providers to achieve these goals. At
Edwards Lifesciences, we have a rich history of developing innovative products
Edwards Lifesciences LLC
One Edwards Way  Irvine, CA USA  92614
Phone: 949.250.2500  Fax: 949.250.2525  www.edwards.com

and procedures that also help achieve many of these goals. These include our
Transcatheter Heart Valve Replacement line of products (SAPIEN), minimally
invasive heart valves (Edwards INTUITY Elite), and critical care technologies that
support enhanced surgical recovery protocols and sepsis management.
Comments Regarding CMMI Guiding Principles
In the RFI, CMS outlines how CMMI will approach new model design through six
guiding principles. We would like to express our strong support for, and provide
specific comment on, the following three principles: (1) provider choice and
incentives; (2) small-scale testing; and (3) transparent model design and
evaluation.

Provider Choice and Incentives
We believe that when testing models, it is important to allow physicians to
choose whether to participate in a program. Although mandatory models may
increase the number of participants in alternative payment arrangements, if
providers are not well-informed of and invested in the model, they will be less
incentivized to participate as effectively as possible, which in turn may have a
negative impact on the quality of care to beneficiaries. We support voluntary
model participation and believe that allowing physicians to opt-in will improve the
quality of care and overall performance of these models.
Small-Scale Testing
With small-scale demonstrations, CMMI can test and improve programs and
initiatives prior to large-scale implementation. We believe it is important to take
the time to understand the intricacies of a model’s payment mechanism(s), how
providers and other stakeholders react to a model, and to understand any
unintended consequences before implementing a large-scale operation. We
support small-scale testing that allows specialty physicians to participate in an
alternative payment model (APM). By providing a larger number of specialists
with the opportunity to participate in APMs, a more diverse patient population will
fall under these arrangements and receive higher quality of care. We also believe
that including more specialty physicians in small-scale models will allow for more
unique and innovative collaborations between providers and life sciences
companies that will ultimately improve patient care and outcomes.
Transparent Model Design and Evaluation
We support CMMI’s guiding principle of transparent model design and
evaluation. To design and test a model that will have the greatest positive impact
on patient care, it is important to have meaningful engagement with a variety of
stakeholders and provide an opportunity for stakeholders to submit feedback on

the design of a model. As a global leader in the science of structural heart
disease and hemodynamic monitoring, we are well-positioned to engage in
meaningful conversations about models that focus on structural heart disease,
heart valve disease, and advanced monitoring of the acutely ill. Moreover, our
critical care and hemodynamic monitoring technologies can help meet the
objectives of episode of care initiatives. These technologies facilitate
implementation of Perioperative Goal-Directed Therapy (PGDT) which allows
care providers to optimize a patient’s fluid volume. Therefore, we believe that we
can provide insights to improve the design of future models and are hopeful that
CMMI will take the opportunity to engage with us and other stakeholders in the
near-term.

Comments Regarding CMMI Potential Future Models
Medicare Advantage (MA) Innovation Models
We are encouraged by CMMI’s commitment to provide Medicare Advantage
plans with the flexibility to innovate and achieve better outcomes. MA is wellpositioned to serve as a testing ground for innovative benefit designs and
delivery mechanisms that achieve better health outcomes at lower costs. We
believe that CMMI should examine testing MA innovation models beyond the
Value-Based Insurance Design (VBID) concept, with a particular focus on models
that incorporate and promote new and innovative technologies.
Consumer-Directed Care & Market-Based Innovation Models
We support incorporating patient-centered principals in design of CMMI models.
Patient preference information (PPI) is being increasingly recognized as a
valuable source of data regarding patient-centered risk tolerance given probable
benefits. Furthermore, patient-centered metrics assist physicians and patients to
make more informed care decisions. FDA has committed to include patient
perspectives during regulatory decision-making, and is engaging patients in a
variety of ways during the regulatory process. We believe a similar level of
engagement with patients and consideration of PPI would benefit CMMI in the
development of coverage models.

Feedback on Current CMMI Demonstrations
In Administrator Verma’s September 19, 2017 article in the Wall Street Journal,
she wrote that the agency will be evaluating all CMMI models to determine what
is and is not working and which models should and should not continue. We
would like to express our appreciation to Ms. Verma and CMS for taking the time
to evaluate each model. There is emerging evidence that some of these models,
including bundled payments, may have unintended consequences that can result

in lower quality of care to patients. This was noted in a recent JAMA publication
evaluating the impact of the BPCI hip and knee replacement episode. In this
publication Dummit et al found evidence suggesting that episode participants
treated or sought a less costly mix of patients1. As the authors point out, this
warrants additional scrutiny to ensure that patients for whom care is more costly
continue to have adequate access to care under a bundled payment approach.
We encourage CMS to continue to study the impact of bundled and episode of
care programs on patient outcomes and to gain additional experience before
undertaking more mandatory episode payment models.

Model Design
The major costs in a 90-day cardiac valve bundle are centered on the index
admission. From our own internal research we believe this amounts to 80% for
surgical aortic valve replacement (AVR) and for transcatheter AVR2,3. The
remaining 20% is spread across post-acute care, readmissions, and physician
services. Although there may be efficiencies and cost savings to be found in
reducing hospital readmissions and better coordination of post-acute and other
outpatient care, all of those costs, combined, still do not make up the majority of costs
in a valve bundle. As a result we believe the opportunities to change practice and
realize savings in a bundled payment landscape for cardiac valves replacement
is minimal.

Episode Duration in Bundled Payment Models
Given the episode duration of CMMI’s bundled payment models (i.e., 30-, 60-, or
90-day bundles), we are concerned that providers may be incentivized to
undertreat patients who are at high-risk for readmissions and/or require costly
post-acute care services. To achieve savings, providers may wait to recommend
necessary services until after the bundle has ended. This would almost certainly
lead to a reduction in the overall quality of care.
To reduce provider incentives of undertreatment, we recommend that episodes
not be a strict, 90-day post-discharge period, but rather be determined over an
appropriate duration of time, where the chance of undertreatment to patients is
reduced. The benefit of many medical technologies, including many of our
products, are realized over the life of the patient and not a three-month period.
The risk of focusing on short-term costs could allow for stinting on care either in
the form of selecting lower utility and lower cost devices or limiting treatment
options if a patient requires more intensive or costly resources in the 90-day
episode period.
1

Dummit LA et al. Association Between Hospital Participation in a Medicare Bundled Payment Initiative and Payments
and Quality Outcomes for Lower Extremity Joint Replacement Episodes. JAMA. 2016 Sep 27;316(12):1267-1278
2
Reifenberger M, Moore M. Surgical aortic valve replacement 90-day episode of care analysis.
3
Clancy S, D’Attilio D, Davis T. Episode of care costs for Transcatheter Aortic valve replacement in the United States.

At Edwards Lifesciences, we go through great lengths to demonstrate the longterm durability of our heart valve products. However, valve durability is only truly
proven over many years of study. We note that our Carpentier-Edwards
PERIMOUNT aortic valve now has over 20 years of excellent durability data.
However, the value proposition of longer durability, which is critical to patients, is
reduced when the focus is on 90 days of care. We encourage CMS to consider
the different benefits of increasing an episode’s duration in a bundled payment
model.

Risk Adjustment and Provider Burden
The measures of quality and spending used in pay-for-performance and shared
savings models can penalize physicians, hospitals, and other providers that
provide care to patients who have complex conditions or risk factors that require
more healthcare services or make it harder for providers to achieve good
outcomes. We are concerned that CMMI’s current bundled payment models not
only create provider incentives to undertreat high-risk, costly patients, but also
inflict additional burden on the provider.
A provider may have some patients that require the level of care that will result in
savings, and at the same time, have other patients that are far more clinically
complex that require additional care resources, which will ultimately result in
losses under a bundled payment model. To reduce provider burden, we
recommend that CMS engage providers and relevant stakeholders on ways to
improve model design and create flexibility for a diverse, clinically complex,
patient population, including appropriate and flexible risk adjustment. We believe
that bundled payment models can be properly designed to improve patient care
and allow for provider flexibility, but only with the necessary protections for all
patients.

Summary

We encourage CMS to consider our comments and recommendations articulated
throughout our response to the RFI. Despite our concerns with existing
models we fully support innovative ideas and payment models that improve
health care quality and reduce overall health care costs.

We also offer the following specific comments to help guide CMS and CMMI’s
efforts to transform healthcare for the future:



Continue to transition from a system focused on volume to value;



Provide opportunities for providers to voluntarily participate in APMs,
particularly opportunities for specialty providers to fully understand the impact
on patient care;



Engage stakeholders in the model design and evaluation process to remain
transparent and improve the structure of a model;



Create bundled payment models with flexible episodes (i.e., beyond the
typical, 90-day episode) and risk-adjustment; and



Reduce provider burden by engaging with providers and stakeholders prior to
model development and testing.

We thank you again for this opportunity to comment on the new direction of
CMMI and would value opportunities to discuss further in the future.
If you have questions, please contact Matt Reifenberger.
Sincerely,

Matt Reifenberger
Manager, Global Health Economics and Reimbursement
Edwards Lifesciences

eHealth, Inc.
1615 L Street, NW Suite 540
Washington, DC 20036
www.ehealth.com

John D. Desser
Sr. Vice President, Government Affairs and Public Policy

November 20, 2017
Submitted via email to CMMI_NewDirection@cms.hhs.gov
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality and
Director, Center for Medicare & Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244
Dear Ms. Bassano:
Re: CMS Innovation Center Informal Request for Information on New Directions

eHealth appreciates the opportunity to comment on the Center for Medicare and Medicaid Innovation’s
(CMMI) Request for Information (RFI) on a new direction for patient-centered care and to test marketdriven reforms that empower beneficiaries as consumers, provide price transparency, increase choices
and competition to drive quality, reduce costs, and improve outcomes. eHealth is a public company,
operating its consumer online marketplace www.eHealthlnsurance.com, and is a web-based broker that
has helped enroll millions of individuals and families into coverage through its consumer-centric
website over the last 16 years. We are equally proud of the work we have done to enroll hundreds of
thousands of Medicare-eligible individuals into Medicare Advantage, Medicare Part D prescription drug
and Medicare supplement coverage through our best-in-class consumer-centric website and customer
care centers.
As the Innovation Center considers ways in which it can foster an affordable, accessible healthcare
system that puts patients first, we believe there are a number of commonsense steps and reforms that the
Center can take that will leverage our (and other) private sector expertise to transform and improve the
consumer experience of enrolling in health insurance coverage. We at eHealth believe that it should be
easy for every American to find affordable, quality health insurance every day. We look forward to
working with the Innovation Center to achieve this goal.
I.

Inclusion of Web-Based Brokers in Innovation Center Pilots

eHealth, Inc.
1615 L Street, NW Suite 540
Washington, DC 20036
www.ehealth.com

At the outset, we would like to emphasize the value proposition that web-brokers, like eHealth, bring to
the enrollment experience. Through our proprietary enrollment technology, eHealth annually enrolls
hundreds of thousands of Medicare beneficiaries in Medicare Advantage and Medicare Part D
prescription drug plans – and we accomplish this with lower costs and higher user satisfaction than
would otherwise be possible without private sector innovation. Through our website
(eHealthInsurance.com; eHealthMedicare.com) and call centers, Medicare beneficiaries can get quotes
from leading health insurance carriers, compare plans side-by-side, and apply for Medicare Advantage,
Medicare Part D prescription drug and Medicare supplement coverage.
The world-class shopping experience that eHealth provides Medicare beneficiaries would not be
possible without private-sector innovation. Moving forward, as the Innovation Center examines various
reforms to further innovate in the program, we encourage the agency to further leverage its private
sector partners in providing low-cost, highest-quality service to the Medicare population. In particular,
as the Innovation Center pilots various projects, we urge the Center to leverage the enrollment expertise
of eHealth and other brokers to provide consumers a seamless enrollment experience.
For Medicare enrollees, eHealth offers an end-to-end consumer enrollment capability that is not
otherwise available through CMS’s normal enrollment channels. Our consumer interface offers world
class call centers, an unmatched shopping experience, and “omni-channel” customer access. Enrollees
are presented with innovative content and tools to aid in this enrollment experience – from our first-inits-class drug tool and doctor finder to enrollment videos, eBooks, and curated articles. Our one-of-akind, unbiased decision support tools include:
•

A prescription drug tool that allows beneficiaries to input their medications and then outputs
the total out-of-pocket costs for every Part D prescription drug plan and Medicare
Advantage/Part D prescription drug plan plan in our portfolio. This tool also takes into account
pharmacy choices and retail versus. mail fulfillment cost differences, as well as preferred and
non-preferred pharmacies.

•

A physician lookup tool that allows a beneficiary to input their physicians and then receive an
output of all the plans in our portfolio that those physicians participate in so they can make the
best decision for their needs. This tool takes the hassle away from the beneficiary of having to go
to every carrier’s website individually which would take much more time, and could lead to user
error from having to learn each carriers’ tool.

eHealth, Inc.
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Washington, DC 20036
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•

Our eHealth Medicare Recommendation Platform is a one-of-kind, unbiased tool that
develops a personalized plan recommendation for each consumer based on their plan
preferences, healthcare needs, and geography.

•

Our Medicare.com website is a beneficiary friendly resource for content that helps consumers
find answers to the most common questions beneficiaries have about Medicare. This site has
been written in plain English and in an easy to understand format.

As the Innovation Center pilots new ways to put consumers first, we urge you to include private sector
partners like eHealth, to enable consumers take even more ownership over their own healthcare.
II.

Testing Innovative Solutions to Reduce Burdensome Requirements and Unnecessary
Regulations

In its RFI, the Innovation Center expressed interest in testing models that provide more flexibility to
Medicare Advantage plans and states, in order to add value to the Medicare Advantage program. One
commonsense step the Innovation Center could take is to adopt a national standard training program for
purposes of broker-plan certification. Under current rules, our broker agents must annually certify with
every Medicare Advantage and Part D prescription drug plan eHealth works with, resulting in each of
our broker agents taking upwards of 35-40 different trainings from August through October each year.
This process is time consuming, costly, and diverts resources that could otherwise be focused on
improving the consumer experience. The Innovation Center should pilot a single, nationwide training
program which could substitute for each individual carrier training.
There are other practical steps the Innovation Center could take to reduce overall regulatory burden,
particularly as it pursues the overall goal of shifting Medicare beneficiaries from fee-for-service to
Medicare Advantage. For example, under the current Medicare Marketing Guidelines, agent brokers are
prohibited from enrolling individuals in coverage on an outbound call. In other words, if eHealth calls a
beneficiary and the beneficiary wants to enroll in a particular plan, eHealth is prohibited from processing
this enrollment unless the member hangs up and calls back into eHealth. The Innovation Center should
pilot an outbound call enrollment pilot to test whether or not this improves the consumer experience and
increases enrollments in the Medicare Advantage program.
III.

Permitting Web-Based Brokers to Submit Materials Directly to CMS

Web brokers, like eHealth, are currently subject to lengthy review times and constant back-and forth
between broker and carrier, and carrier and CMS, due to the inability of web brokers to submit
marketing materials directly through HPMS. In September 2011, CMS proposed operating a pilot
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program whereby carriers would be permitted to designate and give authority to specific “coordinating
entities” to submit materials directly through HPMS. However, this pilot never came to fruition.
As CMS seeks to further innovate in the MA and Part D programs, and promote private sector
competition and innovation, permitting web-brokers to directly submit materials to CMS for review will
improve efficiencies, review periods, and thus improve overall user and beneficiary experience. We
encourage CMS to re-launch the 2011 pilot to test this innovative program.
IV.

Test Alternatives to the Open Enrollment Period

Each year, between October 15th and December 7th, millions of Medicare beneficiaries enter “open
enrollment” during which they must shop for and select a plan. Not only does this period occur at an
arbitrary time of the year for any given beneficiary, but it results in a dramatic demand on enrollment
systems as agents, brokers, and Medicare Advantage and Part D prescription drug plans struggle to meet
the enrollment demands of millions of Medicare beneficiaries.
eHealth believes that the most commonsense solution for a 21st century Medicare program is not a
single annual open enrollment period, but instead to tie enrollment to a defined period around an
individual’s birthday. Under this model, an individual would be eligible to sign up for coverage during a
period customized for them, ensuring the time period is memorable, and accomplishing the goal of
spreading enrollment periods over the course of a year.
For beneficiaries, the annual open enrollment period occurs at an arbitrary time of year and punishes
individuals who miss signing up during this time. For issuers and brokers, it requires an influx of
seasonal labor and ultimately results in a poorer consumer experience than if the enrollment period was
spread out throughout the year. Creation of a 30-60 day open enrollment period tied to each individual’s
birthday would solve the issue of inappropriate enrollments, reduce the need for seasonal labor, reduce
the stress on agents, brokers and issuers seeking to enroll millions of individuals in a plan during a
single enrollment period, and create a more commonsense and pleasant experience for Medicare
beneficiaries. We encourage the Innovation Center to consider testing this pro-consumer, commonsense
reform.
V.

Inclusion of Distribution Partners in Medicaid Managed Care

Finally, under current rules and regulations, agent brokers like eHealth are locked out of participating in
the Medicaid managed care market to the detriment of the program and its enrollees. As the Innovation
Centers considers ways in which it can improve the consumer experience, reduce costs, and help put
consumers back in charge of their own healthcare, the Innovation Center should pilot a project under

eHealth, Inc.
1615 L Street, NW Suite 540
Washington, DC 20036
www.ehealth.com

which agent brokers are able to market to and enroll Medicaid-eligible individuals in managed care
organizations. Agents and brokers currently assist Dual Eligible Medicare beneficiaries in enrolling in
Medicare Advantage plans and this would be the next logical expansion.
Thank you for your attention to our comments. We would be pleased to answer any questions that you
may have.
Sincerely,

The Elder Justice Coalition
A National Advocacy Voice for Elder Justice in America
John B. Breaux, Honorary Chair • Robert B. Blancato, National Coordinator

November 20, 2017
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Baltimore, MD 21244-8016
Submitted electronically to CMMI_New Direction@cms.hhs.gov

Re: Innovation Center New Direction—Request for Information

The Elder Justice Coalition (EJC) appreciates the opportunity to provide our perspective on the
Innovation Center New Direction. The EJC has a long-standing interest in work of CMS, the
Medicare and Medicaid programs, long-term care facilities, and their connection to elder
abuse, neglect, and exploitation.
We applaud your stated goal of a “direction to promote patient-centered care and test marketdriven reforms that empower beneficiaries as consumers, provide price transparency, increase
choices and competition to drive quality, reduce costs, and improve outcomes.”
The EJC, through national and grassroots advocacy, educational briefings, media outreach,
research, and information dissemination seeks to:
Increase public awareness of the tragedy of elder abuse, neglect and exploitation at the local,
state, and national levels.
Increase awareness, support, and funding for the Elder Justice Act in the Senate and House of
Representatives as a comprehensive approach to addressing elder justice issues.
Monitor and appropriately influence other relevant legislation and regulations that pertain to
the prevention of elder abuse, neglect and financial exploitation, and related federal programs
serving older adults.
The growing crisis of elder abuse, neglect, and exploitation affects every state and territory.
The need to coordinate efforts to end this blight resides with every federal agency and every
federal program and demonstration that include older adults. This coordination should include
CMS/CMMI and the Administration for Community Living with its administration over Adult
Protective Services programs, for example. According to the Department of Justice, there are
more than six million victims of elder abuse per year; roughly one of every ten persons over 60
will end up a victim of elder abuse. Victims of elder financial abuse lose at least $2.9 billion per
year, which can include entire life savings and leave individuals destitute and in need of public
1612 K Street NW Suite 200 • Washington, D.C. 20006
www.elderjusticecoalition.com • info@elderjusticecoalition.com

programs such as Medicaid and Supplemental Security Income. One-half of those with
dementia will fall victim to elder abuse, neglect and/or exploitation. This situation is dire and
getting worse as the boomer generation ages.
Elder Justice Act funding from previous years has led to the creation of the National Adult
Maltreatment Reporting System (NAMRS). This has enabled the Administration on Aging to
collect data and we are looking forward to regular reports that will inform us on elder abuse
prevalence, Adult Protective Services (APS) front line responses, and gaps in our abilities to
prevent and treat elder abuse. But we need to secure data on abuse from other sources as
well, and CMMI can assist with this by ensuring that any relevant abuse, neglect, and
exploitation data is gathered during its demonstrations. This data collection is essential to
discover and understand trends and for researchers to learn about perpetrators and victims.
The work of CMMI should also include appropriate attention to efforts such as public
awareness of elder abuse and linking victims with support services and law enforcement.
prosecution of perpetrators.
The EJC submits these comments to address several of the issues and principles described in
the RFI and others that relate to prevention of elder abuse, neglect and exploitation that are
important to strengthening any demonstration. Our focus is often on the poorest and the
sickest older adults; victims of elder abuse have much higher morbidity rates, and many
become impoverished or financially impaired because of exploitation. We also note that we
support many of the models for serving low-income older adults and individuals with disabilities
currently being tested by CMMI.
Our thoughts on the issues:
•

•

•

Choice and competition in the market. We believe that promoting competition based
on quality, outcomes, and costs are important goals. We also strongly believe that the
work of CMMI should include the development of models that address elder abuse,
neglect, and exploitation as a part of the quality and cost of care. If abuse and
exploitation can be better prevented and identified, the quality of care will improve, and
the cost of care will go down.
Provider choice and Incentives. One important consumer protection is allowing
beneficiaries to keep continuity with their providers and their care plan. This can help
ensure that providers are able to identify changes that could be related to abuse,
neglect or exploitation.
Patient-centered care. We support beneficiary and consumer empowerment;
consumers deserve understandable information and easily used tools about any
demonstration to ensure that they are not mislead or misinformed about the
ramifications of their involvement. Caregivers must be appropriately included in CMMI
models and beneficiary care. The State Health Insurance Assistance Programs (SHIP)
should be utilized when possible to help beneficiaries understand their care choices.
Beneficiaries need a place to turn if they feel that they have been exploited by
providers. An ombudsman program is an effective way to address this need. Finally,

•
•

any beneficiary who is a victim of abuse of any kind should be able to withdraw from a
demonstration.
Involvement of stakeholders and experts. Involvement of stakeholders and experts is
very important and should include those with expertise in protecting older adults from
abuse, neglect, and exploitation.
Transparent model design and evaluation. We strongly support transparent model
design and broad stakeholder participation in in all stages of the planning and
implementation of the project. Rigorous evaluations are also necessary.

The EJC also supports additional consumer protections that would keep beneficiaries from
being harmed. We support effective appeals and grievance processes and ombudsman
programs that will assist beneficiaries in navigating a demonstration and that also can identify
and address systemic issues.
Thank you for your consideration of our comments and recommendations.
Sincerely,
Robert Blancato
National Coordinator
Elder Justice Coalition

November 2017
Centers for Medicare and Medicaid Services
CMS Innovation Center

Centers for Medicare & Medicaid Services: Innovation Center New Direction

Dear Administrator Verma:
We write to you, on behalf of the members of the Eldercare Workforce Alliance (EWA or
Alliance), to comment on the Request for Information regarding the CMS Innovation Center’s
New Direction. EWA is a coalition of 31 national organizations representing the
interdisciplinary care team--older adults, family caregivers, direct care workers, and health care
professionals. The Alliance appreciates the opportunity to comment on the future of the CMS
Innovation Center.
Within the next 15 years, one in five Americans will be over age 65 and today, among
Americans aged 65 years and older, as many as three out of four persons have multiple chronic
conditions. Yet, there is a critical workforce shortage—of both health care professionals and
direct care workers—to be adequately prepared to care for older adults.
The Alliance appreciates the opportunity to comment and commends CMS on including many
guiding principles that value the workforce that cares for older adults. We offer the following
comments on the future of the Innovation Center and look to work with the administration to
continue to build and sustain a stable, quality workforce, and provide needed services for older
Americans across the country. Specifically EWA would like to highlight the following areas of
the CMS’ new direction for the future of the Innovation Center.
1. Comments on the Guiding Principles and Focus Areas
a. Choice and Competition in the Market- Promote competition based on
quality, outcomes, and costs.
Workforce Quality, Outcomes and Costs
A key component of assessing the quality of care received by beneficiaries lies in
understanding the health care workforce. High-quality care for older adults, many of whom
have multiple complex chronic conditions, requires a health care team with a diverse range
of skills for addressing this population’s physical, mental, cognitive, and behavioral needs.
The Eldercare Workforce Alliance encourages any quality measure effort to focus on key
workforce measures, including recruitment, training, retention, and compensation, as well
as ways to evaluate and support participation in interdisciplinary teams.
The Alliance strongly believes that data collection is an important part of measuring and
otherwise assessing the workforce ability to care for older adults. We need to measure the
quality of the workforce in the following areas:
1

•
•

•
•

Include measures that reveal whether care is person and family-centered as well as
coordinated;
Include quality metrics for practitioners and providers that promote quality care and
recognize the complexity of caring for older adults with multiple chronic conditions,
including those who have cognitive impairment, and support the need to work
collaboratively with family caregivers;
Track and assess the geriatrics, gerontological, and eldercare training and education of
the workforce; and
Track and assess recruitment and retention practices and workforce data.

Collecting this information is critical to ensuring any quality measures initiative is meeting
the needs of older adults.
b. Patient-Centered Care- Empower beneficiaries, their families, and
caregivers to take ownership of their health and ensure that they have
the flexibility and information to make choices as they seek care across
the care continuum.
Empowering Beneficiaries and Families With Patient-Centered Care
EWA believes that new models should be consumer-centered and committed to a teambased approach with the organizational redesign required to support it, the consumer, and/or
his/her family caregivers at the center of the care team.
Family caregivers are the backbone of our long-term care system for older Americans. Due
to demographic changes, the demand for family caregivers of adults over the age of 65 is
increasing significantly but we do not have an eldercare system properly equipped to support
them. Family caregivers need more recognition, training, and support in order to provide
high-quality care to their loved ones and maintain their own health and well-being. At the
same time, the health care workforce needs enhanced training to identify, assess, and engage
family caregivers. A family-centered health care delivery system that addresses the needs
of family caregivers and integrates their role in the health care team is vital to supporting
family caregivers.
c. Benefit Design and Price Transparency- Use data-driven insights to
ensure cost-effective care that also leads to improvements in beneficiary
outcomes.

Benefit Design: The Diverse Needs Dual Eligible Older Adults
EWA believes we must ensure that the millions of America’s low-income seniors have
access to the high quality health care and long-term care, services and supports (LTSS) they
need and deserve.
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Older adults make up the majority (58.8 percent) of the more than 10 million people who,
because of their age or disability status and income level, are enrolled in both Medicare and
Medicaid for coverage of critical medical and non-medical, supportive services. Due to their
eligibility for both of these programs, these consumers are often referred to as individuals
who are dually eligible, or some similar variation. Many of the older adults who are dually
eligible are frail or have multiple chronic conditions, and in trying to get their often
complicated and unique care needs met, they and their family caregivers must navigate our
nation’s confusing health care and LTSS systems and the separate Medicare and Medicaid
programs, and the coordination and quality of their care, services and supports may suffer.
We must provide high quality, coordinated, person and family-centered health care and
LTSS to older adults who are dually eligible for Medicare and Medicaid, while helping to
control costs. We believe central to providing that quality care is a well-trained and
supported workforce. But we can’t accomplish this unless individuals and organizations
across the country get involved and speak up.
d. Small Scale Testing- Test smaller scare models that may be scaled if they
meet the requirements for expansion.
Designing Models of Care
EWA is committed to addressing our nation’s eldercare workforce crisis by building a
caring and competent workforce. To do this, we must address recruitment, retention,
training, and compensation issues across the workforce, and provide information and
support to consumers and family caregivers. Further, care models should provide wellcoordinated, person-directed and family-focused services across settings. We strongly
recommend that, as part of the design and implementation of all pilot projects and
demonstrations. Here are the 12 principles EWA has developed to guide care model
development;
• Be consumer-centered and committed to a team-based approach and the
organizational redesign required to support it, with the consumer, and/or his/her
family caregivers at the center of the care team.
• Make certain that interdisciplinary care team members are allowed and encouraged
to practice to the full extent of their knowledge, training, and skills and work
together to provide well-coordinated care, as each team member plays a valuable
role in providing quality care.
• Build in incentives for social, physical and mental health systems service providers
to work together to deliver culturally competent, well-coordinated care.
• Include quality metrics for practitioners and providers that promote quality care and
recognize the complexity of caring for older adults with multiple chronic conditions,
including those who are cognitively impaired, and support the need to work
collaboratively with family caregivers.
• Provide resources and supports to family and other informal caregivers that consider
their physical and mental health and well-being and support them in their caregiving
role.
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•
•
•

•
•
•

•

Ensure that the training and education (content and modalities of delivery) are
adequate and appropriate for preparing and sustaining a quality eldercare workforce.
Track and assess the training and education of the workforce, as well as recruitment
and retention practices and workforce data.
Infuse the concepts related to the care and support of older adults and their families
into all trainings such as supporting collaboration and team work and pain and
symptom management, and create incentives for workforce training specifically
focused on the unique social, physical and mental health care needs of older adults.
Fully engage private-sector and state partners (e.g., credentialing and licensing
boards, universities and community colleges) to ensure that the workforce is
competent to care for older adults.
Provide training opportunities for members of the care team, including family
caregivers, so they are fully competent to deliver interdisciplinary geriatric care
within a redesigned healthcare system.
Ensure that the workforce is trained to provide culturally-competent care that
addresses the variety of languages, ethnicities, cultures, and health beliefs of older
adults and is effectively able to serve all older adults regardless of their race, sexual
orientation, gender identity, disability status, and geographical location.
Acknowledge that workforce compensation is a means to increase the stability,
effectiveness, and efficiency of the eldercare workforce.

2. Model Designs the Innovation Center Should Consider
Support Improved Care Coordination and Transitions in Model Design
Care coordination has emerged as a promising element of successful health care and longterm service delivery models. It unites a team of providers to meet individual needs,
improves health care access and outcomes, and synchronizes the variety of long-term
services and supports. In these models, a care coordinator works closely with the
individual, family caregivers, primary care provider, and other health care professionals to
improve communication, resulting in improved individual well-being and outcomes.
Initiatives aimed at improving care coordination are especially timely. The prevalence of
multiple chronic conditions and functional impairment within the aging population is
increasing. Older individuals with multiple chronic conditions need health care that is well
coordinated with any needed long-term services and supports. At the same time, the Center
for Medicare & Medicaid Innovation (CMMI), is tasked with testing and rapidly
disseminating innovative health care delivery models and alternative payment structures
over the next eight years to improve quality while reducing cost.
Eighty percent of Americans 65 and older have one chronic condition, and almost 50%
have multiple chronic conditions. For individuals with certain chronic illnesses who are
hospitalized, 33 to 50% are re-hospitalized within 90 days. The 15 percent of Medicare
enrollees with both chronic conditions and functional limitations who need long-term
services and supports account for one-third of Medicare spending. Care coordination can
help to improve care for this population, and reduce the cost of treating them, if the most
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effective elements of care coordination models are identified, and challenges are addressed.
The best care coordination models have much to contribute toward the goals of the ACA
and CMMI; they are well-coordinated, and person- and family-centered, across service
settings, and promote better communication and interaction among the respective members
of the interdisciplinary team, individual, and family caregiver. EWA believes that CMMI’s
objectives can only be achieved if quality – quantified by results such as reduced
hospitalizations and improved quality of life – remains a major focus of the models tested.
EWA supports the following care coordination models;
• Care Management Plus (CMP)
• Geriatrics Resources for Assessment and Care of Elders (GRACE)
• Guided Care
• Home Based Primary Care (HBPC)
• Improving Mood-Promoting Access to Collaborative Treatment (IMPACT)
• Program of All-Inclusive Care for Elderly (PACE)
• Better Outcomes for Older Adults Through Safe Transitions (BOOST)
• The Bridge Model
• Care Transitions Intervention (CTI)
• Interventions to Reduce Acute Care Transfers (INTERACT II)
• Re-Engineered Discharge (Project Red)
• Transitional Care Model (TCM)
3. Suggestions on Structure, Approach, and Design of Potential Models
The Importance of Team Based Care for Approach to Potential Models
We know that the best way to care for older adults with multiple chronic conditions is
through interdisciplinary team care. There is a strong argument that geriatric team care can
lead to a cost savings due to a reduction in such issues as re-hospitalization, polypharmacy,
falls, and other geriatric syndromes. To optimize effectiveness and efficiency, a wide range
of health care providers—direct care workers, nurses, pharmacists, physicians, physical
therapists, psychologists, and social workers—along with consumers and family caregivers
at the center of the team, must all work together to provide quality care.
EWA supports efforts to integrate mental and behavioral health services for older adults within
interdisciplinary primary care teams. Supporting demonstration projects that feature innovative
care models, outreach teams, and service integration in settings where older adults can most
easily access mental and behavioral health services will also help to build a more efficient,
effective care delivery system.
The Department of Veterans Affairs (VA), through the Veterans Health Administration (VHA),
has long been a leader in geriatrics and gerontology. The commitment of the VHA to specialize
in the care of older veterans has allowed for the development, testing, and training of specialized
programs focused on older patients. VA research on older adults is critical to creating better
models of care and improving the patient experience in all settings of care. Continued
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investments in geriatrics and gerontology programs within the VA will support the innovation
needed to meet the growing needs of the aging veteran and U.S. population overall.

4. Suggestions for the Future Direction of the Innovation Center

The Importance of Addressing the Workforce Shortage Through Model Innovation: A Key
Focus to Address The Future of Us All As We Age
Though the number of older adults nationwide is rapidly increasing, there is a pronounced
shortage of health care providers with geriatrics training and inadequate support for family
caregivers. The current health care workforce overall is not large enough to meet older
patients’ needs. The scarcity of workers specializing in the care of older adults – the
eldercare workforce is even more prominent. It is estimated that by 2030, 3.5 million
additional health care professionals and direct care workers will be needed.
However, many older adults are surprisingly unaware of this shortage. According to a recent
poll conducted by The John A. Hartford Foundation, over half (55%) of older adults remain
unaware of the shortage, with another 16% unsure and only 29% aware of it. However, 93%
of poll participants thought that medical and nursing students should be required to take
classes and training in taking care of older adults. These results clearly show the widespread
consensus for the need for an expanded eldercare workforce as well as the need for geriatrics
competencies for all providers. The need will only increase, as America ages. Ten thousand
Americans turn 65 every day and will do so for the next twenty years – and an unprecedented
number of adults, 19 million, will be over 85 by 2050.
Already the U.S. is dealing with an acute shortage of direct-care workers; a shortage that
will only worsen over the next 20 years as millions of Americans will need long-term health
care. Home care occupations are projected to be the top two fastest-growing occupations in
the nation within the next decade. To ensure that direct-care workers are able to provide the
highest-quality care to all long-term care consumers, these positions should offer
comprehensive training, certification, appropriate supervision, and career advancement
opportunities; livable, family-sustaining wages; affordable health insurance and other
benefits; as well as balanced workloads and full-time hours if desired.
EWA also believes that extending federal minimum wage and overtime protection to this
essential workforce can bolster worker recruitment and retention, thereby improving quality
of care. A strong eldercare workforce and support for family caregivers is imperative to
providing quality care for older adults.
Geriatric Workforce Enhancement Programs
The Title VII and VIII geriatrics workforce program, known as the Geriatrics Workforce
Enhancement Program (or GWEP), is administered by the Health Resources and Services
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Administration. The GWEP is the only federal program that aims to develop a health care
workforce that maximizes patient and family engagement while improving health outcomes
for older adults. It equips the primary care workforce with the knowledge and skills to care
for older adults and builds community networks to address gaps in health care for older
adults through individual, system, community, and population level change. In July 2015,
HRSA announced 44 three-year grant funded programs located in 29 states.

Expanding Access to Healthier Living Supports and Identifying the Chronically Ill
Population
The prevalence of multiple chronic conditions and functional impairment within the aging
population is increasing. Today, the 15 percent of Medicare enrollees with both chronic
conditions and functional limitations who need long-term services and supports account for onethird of Medicare spending. Care coordination can help to improve care for this population;
addressing both chronic condition and functional limitation needs in a way that supports
beneficiary goals and preferences.
Because of this increasing prevalence of older adults with functional impairment, we are
encouraged to see the Committee is interested in studying the impact of using functional
limitation to improve payment structures.
Improvement in health care delivery for individuals with chronic disease, including older adults,
is facilitated in part by the development of quality measures that specifically target the unique
needs of these individuals. However, the current landscape does not have sufficient measures
that can be used to assess the quality of care received by this vulnerable population.
EWA believes that HHS should include the development of measures that focus on health
outcomes for individuals with chronic disease in its quality measures plan. In addition to the
measure areas included in the Policy Options document, we propose two other areas for
consideration: Home and Community Based Services and Workforce.
Home and Community-Based Services
Older adults should be able to receive high-quality care to help them live independently in
their homes and communities. To meet this goal, an interdisciplinary team is key to
providing the necessary medical, behavioral, and social supports needed for older adults to
live well.
In addition to health professionals, direct-care workers (home health aides and personal care
aides) and family caregivers play a critical role in home care. This care provided by family
caregivers and direct-care workers must be supported by a broader eldercare workforce that
is trained with the skills and knowledge to meet older adults’ unique needs. Unfortunately,
as detailed in two recent Institute of Medicine reports, interdisciplinary health care teams
with special training in geriatrics and gerontology will likely be in critically short supply to
meet the burgeoning demand, unless we take sufficient steps to prepare for immediate and
future workforce needs.
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Direct care workers—including nursing assistants, home health aides, and personal care
attendants—provide critical support to older adults in need of long-term services and
supports, providing 80 percent of paid hands-on services delivered. To meet the demand for
services and address high rates of turnover—particularly for the home care services that
enable older adults to remain living at home—direct care worker jobs should offer
comprehensive training, certification, and career advancement opportunities.
With the appropriate training, supervision, and support, some home care workers can play
an enhanced role in improving the safety and quality of care for older adults and family
caregivers. Wages would also be commensurate to the Advanced Direct Care Worker’s
training and experience and higher than those of current direct care workers, creating an
incentive to remain in this field. We recommend fostering Advanced Direct Care Worker
(DCW) roles to help meet the current and future demand for a high-functioning eldercare
workforce.
Any proposals focused on expanding access to high-quality care in the home should
recognize these realities and include components directed at ensuring we have the
workforce necessary to meet patient need.
If you have any questions or would like to further discuss any of these topics, please contact
EWA Executive Director Amy York.
On behalf of the members of the Eldercare Workforce Alliance, we thank you for this
opportunity to submit comments on these important ideas for chronic care reform in the
Medicare program and your commitment to improving the lives of older adults.

Sincerely,

Nancy Lundebjerg, MPA
EWA Co-Convener

Michèle J. Saunders, DMD, MS, MPH
EWA Co-Convener
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Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Baltimore, MD 21244-1850
Dear Administrator Verma,
On behalf of the Electronic Health Record Association (EHRA), we are pleased to
provide written comments in response to the Centers for Medicare & Medicaid
Services (CMS): Innovation Center New Direction Request for Information (RFI). EHRA
appreciates the opportunity to leverage the experience of our member companies in
support of your goal for a new direction that fosters an affordable, accessible
healthcare system that puts patients first.
EHRA and our member companies have seen first-hand that health information
technology (IT) and electronic health records (EHRs) can play a critical role in delivery
system reform and the successful transition to value-based care. This role
encompasses both the standardization of data used for evaluating physician
performance and facilitating information exchange between providers, patients, and
other healthcare stakeholders.
Because of the foundational nature of health IT in payment model development and
implementation, it is important that healthcare providers and organizations have
access to the technology needed to participate. One way to facilitate this is to
harmonize the technology requirements of new payment models with the
requirements related to certified EHR technology (CEHRT) already incorporated into
other programs, such as Advanced Alternative Payment Models (Advanced APMs) and
the Merit-Based Incentive Payment System (MIPS). If additional technology
capabilities are needed for a program, aligning those technical needs with criteria
included in CEHRT, as opposed to defining ad hoc prescriptive functional
requirements, will help reduce vendor burden in developing new features and
implementing them in customer systems.
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For example, Medicare Shared Savings Program (MSSP) participants only need to use a certified EHR,
and were not required to adopt additional certified functionality. This alignment with pre-existing
programmatic requirements promotes adoption amongst providers and allows health IT vendors to
scale development efforts.
As CMS moves in a new direction that promotes patient-centered care and tests market-driven reforms
that empower beneficiaries as consumers, provide price transparency, and increase choices and
competitor to drive quality, reduce costs, and improve outcomes, EHRA anticipates that technology and
information systems will continue to play a pivotal role in the success of these models. In preparation
for these changes and throughout the development of new models, the Association encourages CMS to
collaboratively engage with health IT developers to ensure that the technology we are delivering to
providers aligns with the needs of the models.
As an association, we would welcome the opportunity to collaborate with CMS and other stakeholders
in the development of these payment models and to lend our experience working with physician
implementation of health IT when considering methods for increasing eligible clinician participation in
Advanced APMs.
Sincerely,

Sasha TerMaat
Chair, EHR Association
Epic
HIMSS EHR Association Executive Committee
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Hans J. Buitendijk
Cerner Corporation

Nadeem Dhanani, MD, MPH
Modernizing Medicine

David Heller
Greenway Health

Cherie Holmes-Henry
NextGen Healthcare

Joseph M. Ganley
McKesson Corporation

Rick Reeves, RPh
Evident
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A bout the EHR A ssociation
E s tablished in 2 004, the E lectronic H ealth Record (E HR) A ssoc iation is c omprised of more than 3 0 c ompanies that
s upply the vas t majority of E H Rs to phys icians’ prac tices and hos pitals ac ross the U nited States. T he E HR Association
operates on the premis e that the rapid, wides pread adoption of E H Rs will help improve the quality of patient c are as
well as the produc tivity and s us tainability of the healthc are s ystem as a key enabler of healthc are transformation.
T he E H R A ssociation and its members are c ommitted to s upporting s afe healthcare delivery, fos tering c ontinued
innovation, and operating with high integrity in the market for our us ers and their patients and families.
T he E H R A ssociation is a partner of H I M SS. For more information, vis it www.ehra.org.
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November 20, 2017
Ms. Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
P.O. Box 8010
Baltimore, MD 21244-1850
RE: Request for Information – Innovation Center New Direction

Submitted via: CMMI_NewDirection@cms.hhs.gov

Dear Administrator Verma:
ElevatingHOME is a new industry organization launched to unify America’s for-profit and not-for-profit
home-based health (home health and hospice) care providers, and to advocate for high-quality, costeffective care. Home-based care providers are critical components of value-based health care. These
providers improve the health and wellbeing of patients, and address some of the most significant
challenges in health care today including medication management, uncoordinated care, and high rates
of unnecessary hospital and emergency department utilizationi. In addition to being an efficient service
delivery model, patients continue to prefer their home and community for their careii and, as a result,
Medicare beneficiaries are increasingly utilizing home health services.
With this request for information (RFI), the Innovation Center has an opportunity to advance key health
improvement goals and to support vulnerable Medicare beneficiaries by developing and testing models
that puts home health at the center of care. ElevatingHOME’s recommendations below promote homebased care in all new models in order to meet patients’ choices and needs. In addition, ElevatingHOME
offers specific programmatic recommendations for improving patient-centered care. Specifically, we
offer here three specific areas for consideration: principles for promoting and integrating home-based
care in current and new innovation models and Medicare programs; recommendations for specific
innovations; and specific recommendations for improving Medicare program integrity. We look forward
to working with the Centers for Medicare and Medicaid Services Innovation Center (“Innovation
Center”) to achieve this goal.
In its March 2017 report, MedPAC notes that the total number of home health users increased slightly in
2015, while the average number of episodes per home health user declined by 0.6 percentiii. During the
same time, performance on home health quality measures improved, with the share of beneficiaries

ElevatingHOME
2121 Crystal Drive, Suite 750, Arlington, VA 22202

reporting improvements in walking and transferring increasing; and the share of beneficiaries
hospitalized during their home health episode decreasingiv. By strengthening and supporting homebased care providers, the home-based care industry is improving patient outcomes, preventing and
reducing unnecessary utilization of hospital and emergency department use, and preserving Medicare
funding for the taxpayer and beneficiaries.
Home health patients are more vulnerable than other Medicare beneficiaries: 85 percent have three or
more chronic conditions, as compared to only 62 percent of all Medicare beneficiariesv. Additionally, 48
percent of home health beneficiaries report fair or poor health, and 41 percent are in somewhat or
much worse health than last year, as compared with 27 percent and 22 percent respectively for the
general Medicare populationvi. It is important to note that 27 percent of home health users report a
serious mental illness, including depression or other mental disordersvii.
Ensuring that these disproportionately vulnerable and medically complex patients have access to care in
their homes and communities is a common-sense, cost-efficient way to provide them needed support.
Already, home-based care providers are leading the transition from pay-for-performance to value-based
purchasing. Home health providers participate in a range of payment and delivery system models,
including managed care, accountable care organizations, and bundled payment models. In nine states,
all home health agencies participate in an innovative value-based purchasing demonstration program
that incentivizes quality through a risk and reward structure. The data also point to significant cost
savings for the Medicare program when patients enter home health care following a hospital stay as
compared to a patient discharged to other settings.

ElevatingHOME’s principals for promoting and integrating home-based care
1) Protect access to home-based care services
The Innovation Center must design all models so that patients who need and can receive care in a homebased setting are able to access it, regardless of where they live or the complexity of their condition.
Quality metrics must reflect a robust measurement of “access to home-based care.”
Access barriers happen when a beneficiary is unable to receive home-based services because no
agencies serve their specific neighborhood, no agency will accept the patient because they do not have
sufficient staff to meet the patient’s specific needs, or an agency has admission policies that discourage
the admission of challenging, high-cost patients. In order to ensure that patients can get the care they
need, payment models must align incentives, reward quality and appropriately adjust for the underlying
risk of remote or hard-to-serve patients.
In addition, the Innovation Center should develop and test measures of “access to home health
services” that accurately represent a patient’s ability to choose between a range of high quality
providers and receive services in a timely manner. Access to home health is difficult to measure because
patients who are eligible for Medicare home health services may also receive care in another, more
intensive setting when home health services are not available. Access to home health care is limited
whenever a homebound individual requires skilled care as ordered by a physician and yet is unable to
access services and fully receive the Medicare home health benefit. These factors are not accurately
captured in existing access measures such as zip code coverage.
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2) Ensure participation of high quality agencies
The Innovation Center should reward improvement and quality in home-based care, with a focus on
serving patients who are vulnerable, low-income, or who have multiple chronic conditions.
The Innovation Center should develop models specifically aimed at patients with high medical
complexity, greater needs, or experiencing more social determinants of health, and should evaluate
payment for other factors related to a patient’s socioeconomic and/or sociodemographic status such as
if an individual has a willing and able caregiver. These multiple vulnerabilities mean that these patients
are harder to serve and can cause their provider to score lower on measures of quality and resource use.
Without appropriate risk adjustment, the value and quality of care provided to vulnerable patients will
be undervalued and understated relative to other providers.
To ensure the robust participation of high-quality home-based care agencies in new CMS payment and
delivery models, the Innovation Center must appropriately compensate agencies for the care they
provide and the mix of patients they serve. CMS has stated a goal to achieve a system which, on
average, pays appropriately for the care needed by patients and is appropriately adjusted to meet their
unique needs. However, changes applied nationwide will result in significant variation between actual
costs and payments both for individual patients and individual agencies. Care must be taken to ensure
that individual agencies can participate and be appropriately reimbursed for serving their patients.
Unfortunately, after years of rebasing and reductions in payment—and despite increased demand for
home health services across all delivery models—CMS continues to propose reductions in
reimbursement that will impact access for patients. Many agencies, particularly those in rural, hard-toserve areas, cannot sustain additional cuts. Continued payment cuts to home-based care run counter to
the high-quality, patient-preferred care option delivered at a lower cost to Medicare (over institutionalbased care). New models must not impose additional cuts on home health agencies and, in fact, must
provide strong financial incentives for their robust participation.
While CMS maintains that the home health margins are too high against an unspecified standard, our
members’ experience is that Medicare payment rates already do not keep pace with the cost of caring
for complex patients and maintaining a qualified and trained workforce. Further, existing payments fail
to take into account the many other factors that are required to deliver and maintain high quality,
patient-centered care. These costs include high labor, staff training costs, and investments in health IT.
•

•

Investment in new technologies can improve access to careviii, improve care coordination,
patient support and real-time monitoring.ix New technologies may also be used to improve
coordination with caregivers and community-based organizations. However, these
technologies—and other costs associated with training staff and routine updates—require
significant and ongoing investment and are not reimbursed.
New data collection and reporting requirements require additional technology, workforce and
training. A 2015 Pricewaterhouse Cooper’s cost trend reportx cited that increasing technology
costs account for 2 percent growth in administrative costs alone, per year.

3) Integrate home-based care into all value-based purchasing models
The Innovation Center must include home-based care agencies at the center of value-based purchasing
models.
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ElevatingHOME supports a fully integrated care network convened by home agencies including all
clinical providers and medical services needed by patients to lead to reduced rehospitalizations and
effective transitions from acute care settings to home. Qualified home-based care providers should have
the flexibility to design benefits and services as needed for their patients to allow for more
comprehensive and patient-centered care. This flexibility would include the ability to waive restrictions
on eligibility for home health services, limits on the amount, frequency and duration of home health
services, and the prohibition on free preoperative home safety assessments.
Home health agencies participating in the Comprehensive Joint Replacement (CJR) demonstration have
seen significant success in the quality outcomes of their referred patients based on consistent therapy
protocols developed with the orthopedic departments and improved coordination between clinicians.
Outcomes in the programs identified have shown an average almost of 14.5% reduction of
rehospitalizations in first year of implementation, a reduction of 11% of costs over previous fee-forservice costs and higher quality outcomes for patients. The Innovation Center can expand upon the
impact of these successful collaborations by allowing home health agencies to actively pursue and
coordinate care transitions across their communities.
4) Promote regulatory simplicity and reporting while reducing fraud
The Innovation Center should promote policies that tackle waste, fraud and abuse—without adding to
the regulatory burden on home health agencies.
Home-based care providers are subject to a range of complex and duplicative regulations that limit
innovation and access. The Innovation Center should ease the regulatory burden. These modifications
include:
•
•
•

Revising face-to-face encounter documentation requirements,
Targeting through data collection instead of wide sweeping, broad brush program
implementation, and
Development of a quality threshold for participation.

As one example, the excessive documentation related to the “face-to-face encounter” requirement
negatively affects agencies—and patient access to care. The implementation of this provision has been
deeply flawed and inconsistent, and the impact on home health agencies and beneficiaries has been
profoundly negative. The face-to-face encounter is between a physician and a patient—home health
agencies are not able to control this event nor ensure appropriate documentation. Yet, home health
agencies are subject to non-payment if the documentation requirements are not fulfilled. A dramatic
and significant increase in the rate of “improper payments” to home health agencies occurring
immediately upon implementation of the face-to-face documentation requirement is sufficient evidence
of the adverse impact on the home health industry. For example, in 2013, the year prior to the start of
Face-to-Face, the improper payment rate for home health care was about 17.3 percent. Following the
implementation of Face-to-Face, improper payment rates skyrocketed to 51.4 percent in 2014 and 59
percent in 2015.5 Recently, the improper payment rate for 2016 was reported as 42 percent. This
reduction was linked to the policy change made to face-to-face encounters that previously required
physicians to provide a qualifying narrative on the patient’s homebound statusxi. However, this was not
the only aspect of face-to-face that has significant challenges.

4

At the same time, the Innovation Center can test a wide range of data-driven policies to combat waste,
fraud and abuse, such as a home health moratorium, outlier caps and other data-driven tools—to target
real abuses rather than burdening all agencies while hunting for bad actors in the program.
To qualify for participation in new models, the Innovation Center can develop a quality threshold for
participating agencies (e.g., a minimum of 3.5 stars as reported in the most recent version of Home
Health Compare). The willingness to take on an additional level of risk, and considerable vetting
involved in application and approval for participation new model, should permit significant reduction in
regulatory and documentation burden on agencies selected for participation. Suggested documentation
requirements to be waived for participating agencies include Face-to-Face and Pre-Claim Review
Documentation.
5) Waive antiquated rules that limit access to care
The Innovation Center should test the impact of waiving the antiquated “homebound” requirement on
access to home-based care.
As the Innovation Center looks for ways to provide choice and consumer-driven care, it is appropriate to
let patients choose the location of their services, including in the home as medically appropriate. But the
traditional Medicare home health benefit package is extremely ridged and limits the use of home-based
care to only those patients determined to be homebound and in need of skilled services. This means
that beneficiaries whose mobility is extremely limited but who are not technically “homebound” cannot
utilize the home health benefit. This change should be made in the context of traditional Medicare but it
is critical that the “homebound” requirement also be waived in new delivery models and other bundled
models. This will allow new delivery systems to harness the efficiencies of care in the home for a wider
population of beneficiaries as well as reduce the need for services in more costly settings.
6) Support investments in technology
The Innovation Center should support reimbursement models that increase the use of technology in
home-based care in both Medicaid and Medicare, including waiving requirements that prohibit the
“home” from being an originating site of care for telehealth.
The Innovation Center should support initiatives to provide telehealth services to patients in their home.
Removing barriers to care for patients who have mobility or transportation limitations and promotes
patient-centered approach that will improve adherence to treatment and/or therapy plans, avoid rehospitalization, potential original hospitalizations, all while providing care in a more affordable way. This
element is a vital integration component of advancing health care delivery systems. There is no more
logical setting in which to support and promote remote care technologies than outside the walls of an
institutional setting such as a hospital or physician office.
Today, the home is not recognized as a site eligible for reimbursement. What is more, many home
health agencies are not eligible for reimbursement under current payment models. This limits the
amount of care that could be provided remotely by home health, hospice and palliative care providers,
among others. Medicare should also reimburse for home-based primary care providers or nurse
practitioner visits via telehealth when the visits are initiated by home health. To achieve the maximum
impact of telehealth on improving care for patients, certified home health and hospice agencies should
be included in the definition of eligible providersxii. It is also important that delivery systems
appropriately reimburse telehealth services to include set up, patient education and visit fees.
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Further, preparing for value-based purchasing requires significant investment in new infrastructure.xiii
Providers must acquire/update data systems and analytics, invest in connections to community
partners, build business acumen through talent recruitment and training, and develop and deploy
evidence-based clinical guidelines. CMS’ experience with other value-based purchasing initiatives
demonstrates the need for these investments during the period of transition. It is vital that payment
accurately reflects the administrative, as well as, clinical costs of care.
7) Ensure transparent and standard data collection
The Innovation Center should make all appropriate effort to ensure uniform data collection and that data
collection systems can talk to each other.
New data collection and quality measurement should not place an undue burden on providers. In
addition, data systems should allow apples-to-apples comparisons about quality and value, particularly
as home health is a different service than other services in value based care models. However, it is
critical to ensure that the data collected in quality programs is comparable to other measures and across
programs. This will mitigate the reporting burden on providers and also allow an apples-to-apples
comparison of quality outcomes.
ElevatingHOME strongly supports transparent quality reporting for hospice providers.
Several quality performance data submissions in Merit-Based Incentive Payment System (MIPS) focus
on end-of-life care. However, hospice quality reporting is still an emerging field and should align with
the nascent Hospice Evaluation and Assessment Reporting Tool (HEART) program and also in the
Hospice Compare Star Ratings System. ElevatingHOME urges the Innovation Center to support the
continued development and testing of evidence-based measures of end-of-life care and palliative care,
including the Measuring What Matters project spearheaded by the American Academy of Hospice and
Palliative Medicine, the Hospice and Palliative Nurses Association and other organizations.
Currently, the National Quality Forum (NQF) Palliative and End-of-Life Care Project are considering
measures that address palliative and end-of-life care. However, the current NQF process typically takes
seven to nine years to yield validated measures for CMS use. The Innovation Center should consider the
end-of-life and palliative care measures and draw from the growing body of research underway to
support these efforts. In addition, new models must implement data measures for hospice and end-oflife care that are consistent with other reporting programs. Consistency of measures throughout quality
measures will allow for great model comparison and consumer education. Further, this will allow
agencies to better align their quality assessment and performance improvement (QAPI) initiatives with
targeted outcomes.
8) Reject utilization management policies that delay care
The Innovation Center should explicitly prohibit policies that limit access to care in all models they
consider.
Utilization management tools, such as prior authorization, dramatically increase the paperwork burden
on providers but add little value for identifying and preventing fraud. Instead, they create unnecessary
administrative hurdles between physicians and their patients—and puts health care decisions in the
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hands of health plans and contractors, rather than the medical care team. Care decisions should remain
with the clinical care teams and not the health plans and contractors.
ElevatingHOME recommendations for specific innovations
1) Home Health Agency Convened Fully Integrated Care Network
Last year, ElevatingHOME shared with the Innovation Center a proposal for a fully integrated care
network convened by home agencies including all clinical providers and medical services needed by
patients to lead to reduced rehospitalizations and effective transitions from acute care settings to home.
Care coordination between the multiple providers would include health record interoperability
established as the network of providers is formed. The proposed demonstration would reduce costs
while improving care coordination and patient outcomes and satisfaction. The proposed demonstration
focuses on achieving the Triple Aim goals as well as targets better care coordination and reductions in
primary and rehospitalizations through effective transitions from acute care to home.
Home health agencies have demonstrated in individual programs across the country reduced
readmission rates, improved patient outcomes and reduced overall cost of care, as well as bundles
through comprehensive joint replacement (CJR).xiv The intent is to expand upon the impact of these
successful collaborations by allowing home health agencies to actively pursue and coordinate care
transitions across their communities.
The demonstration project would utilize a modified version of Bundled Payments for Care Improvement
Initiative model 4. This model would offer a single, prospectively determined bundled payment to the
home health agency convening the care network that encompasses all services furnished by the
hospital, physicians, and other practitioners during the episode of care tied to the diagnosis and care
plan established on the outset of care. Physicians and other practitioners would submit “no-pay” claims
to Medicare and are paid by the home health agency out of the bundled payment. Payments created by
the bundle would be less than the fee for service cost of care, but would be established based on the
frailty and health condition of the patient as established by the Hierarchical Condition Category (HCC)
risk adjustment model, as used by Medicare Advantage and PACE. It would model a prospective
payment, with an adjust look-back payment for those patients significantly outside of risk margins.
2) Value-Based Purchasing for Post-Acute Care
Much like the two physician tracks under MACRA (MIPS and APMs), there should be two tracks in postacute care. CMS should attach financial rewards and penalties to the standard home health prospective
payment system (PPS) model (Home Health or Post-Acute Care Value Based Purchasing), and should
allow the use of telehealth and other innovations. But more importantly, CMS should build upon and
streamline Bundled Payment for Care Improvement Model 3 (BP3). CMS should test total post-acute
care bundles that have all the benefits of BP3, but none of the hindrances.
BP3 has enabled home health agencies to undertake important interventions that are difficult to
accomplish under PPS. These include leveraging remote patient monitoring; engaging social workers,
health coaches, and nutritionists; facilitating and following-up after primary care or other clinical
appointments; and following up after the home health agency (HHA) has discharged the patient. With
the ability of post-acute providers (PACs) to engage in gainsharing, BP3 has enabled PACs to develop
productive relationships with hospitals, primary care providers, group practices, community-based
providers, and other organizations critical to an integrated care approach.
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One of the most significant challenges for BP3, is that the Medicare Severity Diagnosis Related Group
(MS-DRG) is many times not known at the time of a post-acute admission. As a result, some PACs would
not know if their case was eligible for BP3 until as long as 45 days after admission. This makes managing
care under BP3 challenging at best.
After BP3 expires in September 2018, CMMI should allow qualified home health agencies the option of
managing a PAC bundle, or all MS-DRGs, instead of using the standard episodic PPS payment. All
program rule waivers (three-day hospital stay, telehealth and post-discharge home visit) should
continue. Not only will this likely reduce utilization and reduce the cost of post-acute care, but it will
enable a greater level of collaboration between acute care and post-acute care providers, since there is
shared incentive to manage care and costs effectively. Finally, it will enable the flexibility and innovation
in care design and delivery (e.g. telehealth, remote patient monitoring, assistive technologies) that are
severely hindered in the standard Medicare PPS model.
3) Bridging care between treatment, palliative care and hospice
Palliative care and hospice are important steps on the continuum of care for patients and caregivers
during advanced illness and end-of-life. Patients increasingly choose palliative care and hospice, and
support for the programs continue to grow.
Yet Medicare payment policy does not support a seamless path between services for patients and
caregivers, resulting in a paperwork burden, delays in care, and complexity for patients. ElevatingHOME
supports reforms that will help ease this complexity and result increased use and appropriate payment
of these critical end-of-life services. To accomplish this goal, the Innovation Center must pursue datadriven payment reforms. Initial steps include:
• Data collection on patients who seek concurrent curative and palliative care outside the
traditional Medicare benefit. These data will provide information on how and why these
patients engage curative care in addition to hospice care, and what the complimentary services
are.
• Administrative action to enhance information exchange between all Medicare providers
regarding a beneficiary’s hospice election and a transparent system to coordinate claims
processing and provider responsibility.
• Enhance care in the last seven days by aligning payment structures to appropriately incentivize
high levels of coordinated care; specifically, by the nurse practitioners, social workers and
registered nurses.
4) Expanded Opportunities for Participation in Advanced APMs
Home based-care has already begun participating in several Advanced Payment Models (APMs) .
However, while APMs allow for new ways to pay health care providers for the care they give Medicare
beneficiaries, these models require the cooperation of multiple partners. Successful implementation will
rely upon appropriate engagement of these critical partners on topics such as quality measures, data
transfer, payments and care coordination.
Home health care is already serving as a valuable partner in some APMs, including the Comprehensive
Care for Joint Replacement (CJR) model. MS-DRG 470 is the most common diagnosis code in home
health care. Based on data analysis conducted by Dobson | DaVanzo, when home health care is the first
setting post-acute the average Medicare episode payment is $5,000 less than the average across all
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settings, while the average readmissions rate for home health care was also below the average across all
settings.
In the same vein, home health has shown an ability to be an important partner in the care of patients
with cardiac disease. Though less prevalent than major joint replacement among home health users, a
number of pilots and studies have shown that home health care interventions for patients with acute
myocardial infarction (AMI), coronary artery bypass grafting (CABG), and heart failure (HF) may lead to
lower 30-day readmission rates and improved outcomes.xv
Another opportunity for promoting advanced and palliative care is to develop an APM that promotes
this type of care, such as Sutter HealthCare at Home’s Advanced Illness Management Program or Penn
Home Care and Hospice’s CLAIM: Comprehensive Longitudinal Advanced Illness Management program.
CMS should adjust their pipeline of APMs to facilitate their development and adoption.
ElevatingHOME strongly encourages CMS to refrain from creating additional regulations that would
place any barriers in the way of physicians partnering, contracting and/or coordinating with home
health and hospice providers as part of any APM that may be developed.
Development and implementing an APM that would fit advanced APM requirements takes time,
investments and, ultimately, provider or entity risk. While the lump sum bonus (for those who qualify
for the advanced APM track) serves to encourage APM adoption, limited provider types, particularly
those who treat advanced illness, currently have limited opportunities to particulate.
Additionally, the time necessary from submission of a model to implementation and ultimately provider
participation is quite extensive. Currently, this timeline was not aligned with the early adoption lumpsum bonus, which is not reflective of providers’ willingness to become early adopters, but rather a result
of CMS limiting the options to participate.
The Innovation Center should allow for additional provider types, including home-based care providers
to fully participate and develop APMs and additionally, to still apply for early adoption lump-sum
bonuses.
5) Quality Measurements in Advanced Payment Models (APMs)
ElevatingHOME believes tying payments to quality will drive high-value health care; however, there
remains much to be learned about the appropriate design of these payment models. HHAs are required
to report a significant amount of standardized data, and the reporting process is rigorous. The data will
identify the significant ability of HHAs to achieve positive health outcomes. CMS and the Innovation
Center must use the lessons learned from these state demonstrations to frame how HHAs can
participate in other value-based purchasing models in the future.
Notably, the IMPACT Act is making significant strides in the development of patient assessment across
settings. The thoughtful analysis of these quality metrics and appropriate stakeholder engagement in
developing meaningful quality and resource use measures could provide the foundation for significant
changes to post-acute quality and payment policies. ElevatingHOME and its members are working with
policymakers to implement key provisions of the IMPACT Act, which established a detailed process to
collect critically important data and analyze and synthesize it across post-acute care settings.
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A CMS/stakeholder process should be initiated to incorporate this data collection to ensure uniform
data collection, true interoperability and that efforts do not needlessly conflict or place an undue
burden on providers. Significant effort will be needed to align these data systems in a way that allows
fair comparisons about quality and value, particularly as home health is a slightly different service than
others.
It is critical to ensure that the data collected in all models and structures, will be comparable to other
measures and across programs. This will mitigate the reporting burden on providers and also allow an
apples-to-apples comparison of quality outcomes.
The Innovation must develop a transparent and comprehensive approach to quality metrics and ensure
quality measures are aligned across reporting programs. In particular, new models should support a
uniform patient assessment that builds on the structure determined by the IMPACT Act implementation.
It is also important to allow sufficient time for robust stakeholder engagement on the appropriate
measures for home health quality and improvement when integrating home health into new models.
6) In-Home Care Management for High-Risk Patients
The Innovation Center should undertake a demonstration that provides in-home care management to
Medicare patients with at least two serious chronic conditions and/or diagnosed mental illness that are
at a high risk of hospitalization without active care management. Under such a demonstration,
community-based home healthcare providers with demonstrated care management capabilities would
be held accountable for the total cost of care. These “In-Home Care Management Entities” would
contract with and coordinate care with the patient’s primary care provider, behavioral health providers
and specialists. They would be responsible for all costs related to the patient’s conditions, including
hospitalizations. All program rule waivers (three-day hospital stay, telehealth, and post-discharge home
visit) should be allowed.
In-home care management that connects a home health agency to a patient’s primary care provider has
the potential to dramatically improve health and reduce hospital admissions. Medicare pays for home
care episodes of care or for bundles after a discharge and pays for 20 minutes per month of chronic care
management services (with a patient co-pay). However, Medicare does not pay for continuous in-home
care management for patients with chronic diseases and/or mental illness. As increasing numbers of
Medicare enrollees present with multiple chronic conditions and mental illness, managing conditions in
the home will be essential to reducing the enormous costs and complications associated with
hospitalizations. Home health agencies have paid a vital role in the success of ACOs and other bundled
initiatives in bringing down the rates of rehospitalization and improved care transitions. Examples
include Sutter’s Integrated Care Management (ICM) program that reduced their readmissions by 40
percent within the first yearxvi and Centura Health at Home’s Telehealth initiative that reduced readmissions from 19 percent to just six percent in one yearxvii.
7) Consumer-directed respite care
Currently, the Medicare hospice benefit includes a respite benefit. The respite benefit requires the
patient to receive facility-based care. In-home hospice providers are required to transfer the patient
from their homes to assisted living facilities to receive the respite benefit. This transfer from home to
facility is very disruptive for hospice patients. Particularly for dementia patients, such transfers are
disorienting and stressful for both the patient and the caregiver. Facility based care agitates the patient
and may increase the risk of falls.
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The Innovation Center should pursue programs that allow the patient and caregiver to elect in-home
respite services. The hospice provider could provide 24-hour home health aide services, which would be
less expensive than facility based care. In-home care is much less disruptive for the patient and less
stressful for the caregiver in need of respite.
8) Education of patients and families about the role of hospice and end-of-life care
Additional education is needed to support patients and families and to ensure that they are aware of the
services available to them. Studies have shown that caregivers reported the first discussion of the illness
being incurable and of hospice as a possibility occurred within 1 month of the patient's death in many
cases (23.5% and 41.1%, respectively).xviiiAdditionally, the Family Evaluation of Hospice Care (FEHC)
showed that family member perceptions of the quality of end-of-life care did not vary by length of stay
but rather the perception of being referred “too late” was associated with unmet needs, higher
reported concerns, and lower satisfaction. These results suggest that family members' perception of the
timing of hospice referral—not the length of care—is associated with the quality of hospice care.
The Innovation Center can support patient end-of-life choices by:
• Developing a sustained information campaign and hospice specific materials for patients and
caregivers.
• Providing incentive payments to providers for having end-of-life conversations.
• Supporting State Health Insurance Programs (SHIPs) and other Medicare benefit counselors to
provide patients and caregivers information about what Medicare covers.
9) Develop a Hospice Special Needs Plan
ElevatingHOME is supportive of the development of a Medicare Advantage Special Needs Plan model for
the hospice population referred to hereafter as the “HSNP” model, as proposed to the Innovation
Center by Compassus.
Under this model the HSNP will be responsible for all patient care of a hospice beneficiary from the
initial enrollment in hospice until death. HSNP will build on the current model of the hospice benefit
which achieves high levels of patient satisfaction year after year and has a remarkable track record of
cost savings for the Medicare program. The new model goes further by addressing two weaknesses of
the hospice benefit: unrelated care and the out-of-hospice episodes of care that follow live discharges.
These weaknesses result in fractured coordination and significant disruptions in continuity of care,
resulting in failure to achieve true patient-centered care.
Under the HSNP model, the HSNP will be accountable for:
•
•
•

Hospice: Care and expenditures as provided under today’s FFS model;
Unrelated: Episodes of care unrelated to the terminal illness, which are not currently included in
the hospice benefit or payment;xix and,
Live discharge: Out-of-hospice episodes of care that follow live discharges until the beneficiary’s
death or re-enrollment in hospice.xx
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The HSNP episode payment and care model encompasses the period from first-time initial enrollment in
hospice until the beneficiary’s death for the hospice population.

ElevatingHOME Specific Recommendations for Improved Program Integrity
Stratify the Improper Payment Rate
The home health industry is repeatedly accused of “improper payment rates” and false implications that
the majority of home health care is fraudulent. To provide transparency and accountability, the
improper payment rate should be stratified to show that the bulk of the improper payment comes from
a lack of or insufficient documentation.
The innovation Center should stratify the improper payment rate for home health services section by
improper documentation, overpayment, underpayment and inappropriate care in the yearly Medicare
Fee-For-Service Improper Payment Report. ElevatingHOME suggests that the rate disclose the
percentage of the rate related to:
• Documentation (incomplete or lacking)
• Overpayment
• Underpayment
• Inappropriate Care
•
Dr. Shantanu Agrawal, former Deputy Administrator and Director of the CMS’ Medicare Integrity
Program Office, stated in his May 24, 2016 testimony before the U.S. House of Representatives
Committee on Energy and Commercexxi that the majority of the 59 percent of improper payments were
because of poor or incomplete documentation.

Other important investments
In addition to developing and testing new models of care that improve access to home-based care, the
Innovation Center has the opportunity to advance core policy objectives critical to the patients we
serve. These include:
•

•

Address the need for behavioral health services
The Innovation Center should test models that pay for the integrated coverage of behavioral
health services for chronically ill patients in home-based settings which, in addition to improving
patient health outcomes, can improve care coordination and decrease costs. This could be
accomplished through the delivery of behavioral health services in the home or via telehealth
with the home as an originating site.
Improve access to home-based care for “duals”
The Innovation Center is uniquely positioned to identify opportunities to leverage data between
Medicare and Medicaid, to account for differences in the program benefits, and to examine the
unique needs of beneficiaries who are dually eligible for both programs.
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•

Promote access to care through investments in the workforce
The Innovation Center should test the impact on access and delivery of home-based care that
results from allowing Advanced Practice Registered Nurses to practice to their full license to
increase timely access to home health services.

ElevatingHOME looks forward to working with CMS as it implements a ‘new direction’ for the Centers
for Medicare and Medicaid Innovation. Thank you again for the opportunity to comment and look
forward to future collaboration. Please contact Joy Cameron, Vice-President of policy and innovation
with any questions.
Sincerely,

Tracey Moorhead
President and CEO
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Submitted by email — CMMI_NewDirection@cms.hhs.gov
November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, D.C. 20201
Re:
Request for Information: Center for Medicare and Medicaid Services –
Innovation Center New Direction
Dear Ms. Verma:
Eli Lilly and Company (Lilly) appreciates the opportunity to provide input on the Centers
for Medicare & Medicaid Services (CMS) Innovation Center (CMMI) New Direction Request
for Information (RFI) released on September 20, 2017.1 Lilly is one of the country’s
leading innovation-driven, research-based pharmaceutical and biotechnology corporations.
Our company is devoted to seeking answers for some of the world’s most urgent medical
needs through discovery and development of breakthrough medicines and technologies
and through the health information we offer. Ultimately, our goal is to develop products
that save and improve patients’ lives.
CMS’ decision to redirect the CMMI’s focus and work is much-needed. CMMI should follow
the objectives outlined in statute and focus on efforts to achieve better quality in Medicare
and Medicaid while maintaining patients’ access to innovation. Lilly offers the following
comments to encourage CMMI to implement its new direction through the following steps:






1

Establish new guardrails and principles for CMMI demonstration projects
Propose new policy solutions to enable Value Based Arrangements
Institute program integrity provisions within the 340B program
Create new model designs for future CMMI demonstrations
Develop integrated care for mental health and substance abuse disorders

Available at: https://innovation.cms.gov/Files/x/newdirection-rfi.pdf
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1. Establish new guardrails and principles for CMMI demonstration projects.
Lilly supports principles that drive toward improving quality of care, patient-centricity, and
the delivery of innovative treatment options - to that end, we urge CMMI to incorporate the
following precepts when developing, implementing and assessing future model designs:







Prioritize and preserve patient access to innovative therapies –critical elements to
improving patient health outcomes and reducing overall healthcare costs
Meaningfully engage with patients, providers, manufacturers and other
stakeholders in the development of appropriate polices to improve the value of
health care. One example could include a patient/physician advisory group which
publicly provides feedback on all proposed demonstrations in advance of
publication.
Communicate transparently and comprehensively with stakeholders throughout the
model design and evaluation process
Pursue new model designs and model modifications that reflect a holistic approach
to cost containment and value.
Develop future demonstration programs with a scope and approach that align with
legal constraints that Congress established when authorizing CMMI. Future
demonstrations must be developed within the spirit of the statute from which it was
created – to test small-scale, voluntary models which, if successful, Congress can
then consider taking to scale.

Lilly is a member of both the Pharmaceutical Research and Manufacturers of America
(PhRMA) and Biotechnology Innovation Organization (BIO) trade groups. We were active
participants in the development of and are supportive of each group’s comments on the
RFI. Specifically, we are aligned to the principles and guardrails outlined in the PhRMA and
BIO RFI comment letters.
2. Propose new policy solutions to enable Value Based Arrangements
Since 2013, Lilly has engaged with several national and regional insurers and PBMs across
multiple therapeutic areas to pilot Value Based Arrangements. We see an opportunity for
innovative biopharmaceutical companies to partner with others to create and implement
value based solutions as our system transitions from a fee-for-service to a value based
model. Value Based Arrangements has the potential to connect pharmaceutical
reimbursement structures with real world patient outcomes, helping the related health
care industries make a leap toward value based care.
Lilly defines a Value Based Arrangement as a formal agreement (with a payer) that
augments the standard rebate structure with the use of a value measure that includes deidentified patient level date for the purposes of determining a performance linked rebate.
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Today, within the traditional rebate structure there are two types of agreements we
pursue. One type is an actuarial based agreement. Actuarial-based agreements are financial
in nature and are not tied to a clinical metric. The metrics in an actuarial based agreement
include script fills, aggregate medication use, or a per-member per-month metric.
Actuarial-based agreements are used in place of a clinical outcome because the clinical
outcome may not be available. The second type of agreement is an outcomes-based
agreement. An outcomes-based agreement includes performance metrics based on an
observed measured patient impact of a patient taking a prescription medicine. This could
include HbA1c2 levels or re-hospitalization rates.
As outlined in the industry white paper, “Promoting Value Based Contracting
Arrangements” published January 29, 2016 by Lilly and Anthem, current government price
reporting requirements combined with the Anti-Kickback Statute serve as barriers that
limit the scope and level of impact in these contracts.3 These constraints require Value
Based Arrangements be designed with narrower risk corridors and minimal financial,
temporal, or operational uncertainty.
a. Government Price Reporting Barriers to Value Based Arrangements
Current government price reporting requirements required as a condition to participate in
Medicare and Medicaid pose barriers that prevent pharmaceutical manufacturers from
scaling Value Based Arrangements in the marketplace.
The prices charged or related price concessions offered in a Value Based Arrangement
make it challenging for manufacturers to accurately report to federal healthcare programs
due to the temporal nature of a Value Based Arrangement, extrapolation calculations make
from a sample to a broader population, and the role of non-product interventions. Because
the Department of Justice has been particularly aggressive in its investigation of
manufacturer price reporting, and because of the high False Claims Act and Civil Money
Penalty risks, manufacturers are particularly unwilling to take risks that could later result
in allegations of misreported prices.
b. Cross-Period or Temporal Bundles
In at least one guidance document, CMS has recognized the potential need to identify and
allocate price concessions achieved under a “temporal” or “cross-period” bundle.4 Because
a Value Based Arrangement typically evaluates a product’s performance over time, this
bundling guidance could be implicated. That is, because the performance of a product
under a Value Based Arrangement occurs in one time period and payment occurs in
HbA1c is the hemoglobin A1c test which provides an individual’s average level of blood sugar over the past 2 to 3
months. https://www.webmd.com/diabetes/guide/glycated-hemoglobin-test-hba1c
http://healthaffairs.org/blog/2016/01/29/discovering-new-medicines-and-new-ways-to-pay-for-them/ (last visited
November 8, 2017)
4 72 Fed. Reg. 39,159 (Preamble to the Final AMP Rule implementing revisions made by the Deficit Reduction Act of
2005).
2
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another, it is difficult for a manufacturer to know whether to include the price concession
achieved under a Value Based Agreement in the correct quarter for which an ASP, Best
Price, AMP or 340B ceiling price is calculated and/or reported. This uncertainty opens
manufacturers up to risk of misreporting prices or to onerous pricing recalculations or
restatements. This is particularly worrisome for manufacturers when there is no wellestablished mechanism for repayment, as is the case for ASP-based reimbursement or
340B pricing.
c. Non-Product Items and Services with a Value Based Arrangement
A pharmaceutical company that has a Value Based Arrangement in place with a payer or a
PBM may include non-product items and services such as adherence programs, patient
monitoring, etc. If the agreed upon outcome in a Value Based Arrangement is not achieved,
and Lilly is required to pay an additional rebate, have we reduced the net cost of the service
for the payer or PBM. These non-product items or services could be considered
constructive price concessions or non-product bundles. Again, the appropriate price
reporting treatment of these items or services is not clear in the price reporting guidance
and poses significant legal risk to manufacturers who might seek to engage in Value Based
Arrangements.
Exempting Value Based Arrangements from the Medicaid Best Price (which would also
result in exclusion from the Part B Average Sales Price) would provide for a uniform
approach across manufacturers, more stable Medicaid pricing, and reduced legal risk for
manufacturer who face potential False Claims Act and Civil Money Penalty liability in the
event an enforcement agency disagrees with a manufacturer’s practices.
Exemption from Best Price alone is not sufficient. Some products are subject to an
alternative AMP calculation (specifically infused, injected, instilled, implanted or inhaled
drugs (5i drugs) that are not generally dispensed by retail community pharmacies). 5i
drugs might also be Part B (i.e., physician administered) drugs. Because current CMS
practice is to substitute ASP-based reimbursement with AMP-based reimbursement for
Part B drugs, it is important that the AMP and ASP calculations are subject to the same
rules, unless there is a good reason for those government prices to treat the same
transactions differently.
d. Proposed CMS Policy Solutions to Enable Value Based Arrangements
CMS could take the following actions to address the government price reporting challenges:
 CMMI Demonstration: CMS could consider a non-mandatory CMMI Demonstration
that would allow manufacturers to obtain waivers of certain legal provisions that
impede broader deployment of Value Based Arrangements.
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 Value Based Arrangements Pricing Guidance: CMS could (and indeed, must)
issue clearer guidance related to the appropriate treatment of Value Based
Arrangements.
 Value Based Arrangements Ombudsman. A new Ombudsman could be
established for Value Based Arrangements in the agency. This approach would
formalize the mailbox created by CMS Medicaid in 2016.
 Fast Track Guidance Process. This would apply across legal risk areas posed by
Value Based Arrangements. The process would require the creation of a multiagency commission with CMMI, OIG, FDA, and DOJ jointly engaged.
3. Institute program integrity provisions within the 340B program
CMS is seeking feedback on ways to reduce fraud, waste, and abuse and improve program
integrity through the Innovation Center. One issue that would greatly benefit from
program integrity efforts that align with those goals is duplicate discounts within the 340B
program.
Lilly seeks to serve and support vulnerable patients and aims to ensure the population for
whom the 340B program was enacted to help, continues to benefit as originally intended.
Given the 340B programs dramatic and rapid expansion has veered far off course from
Congress’ goal of ensuring access to affordable drugs for the uninsured or vulnerable, and
instead has allowed profiteering from entities whose participation in 340B was never
contemplated by Congress – we believe this would be a good area for further examination.
The 340B program needs administrative reform in several key areas in order to limit these
market distortions.
For example, Lilly recommends CMMI study ways to address the duplicate discount
prohibition as established by the 340B Drug Discount Program. Although the 340B statute
seeks to avoid duplicate discounts by prohibiting covered entities from billing Medicaid for
a unit of a drug purchased at the 340B price, it remains possible for a manufacturer to sell a
unit of a drug to a covered entity at the discounted 340B ceiling price, only to subsequently
receive a rebate invoice from a state Medicaid program for a Medicaid rebate on that same
unit – resulting in a duplicate discount. Covered entities are statutorily required to have
mechanisms in place to avoid this; however, it is well documented that current methods
are often inaccurate and incomplete. Although largely under the purview of HRSA, covered
entity compliance with the duplicate discount prohibition requires CMS and HRSA to work
together to improve accuracy of reporting mechanisms and rebate invoices. We ask that
the agency consider a requirement that the BIN/PCN used for managed Medicaid claims be
unique similar to the requirement in place since 2012 for Medicare Part D claims.
In order to ensure that state Medicaid programs are accurately and appropriately seeking
rebates on both Medicaid FFS and MCO utilization – while excluding products purchased at
the 340B price – it is necessary that state Medicaid programs report certain summary-level
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utilization data points to manufacturers to invoice for rebates. These summary-level data
are verifiable by both states and manufacturers on the basis of claims-level data. In fact, in
a June 2016 report, the Office of Inspector General (OIG) recommended that CMS require
states to use claim-level methods to identify 340B claims when collecting Medicaid
rebates.5 With this in mind, CMMI should develop a demonstration project through which
to test ways to improve program integrity within the 340B program related to the
duplicate discount prohibition by encouraging improved state compliance and reporting.
4. Create new model designs for future CMMI demonstrations
a. Consider a new demonstration that tests whether treatments and
services linked together through mobile health technology can generate
savings for people with chronic conditions such as diabetes.
Despite significant advances in therapy over the past several years, many people with
diabetes still find it challenging to access appropriate care and achieve their treatment
goals. Diabetes remains the seventh leading cause of death in the United States. An
estimated 20 million people in the United States are diagnosed with diabetes, at a cost of
more than $245 billion per year in the US.6 In many cases, fragmentation within the
diabetes treatment ecosystem makes it difficult for patients to actively manage their
disease. However, innovative advances in digital/mobile health technology can create
integration across multiple treatments in ways that may improve outcomes for patients
and create demonstrable savings at the same time. Many diabetes stakeholders are
investing in new technologies – including connected devices, mobile health apps and data
sharing – to satisfy unmet needs for people with diabetes and to improve outcomes.
Mobile health technology can integrate diabetes devices and drugs together into
“connected systems” that give people with diabetes and their providers new insight to
support successful self-management. For example, continuous glucose monitoring
produces a stream of data that, when shared with a healthcare professional, can be used to
develop individualized dosing algorithms to mitigate both the long-term risk of
hyperglycemia as well as the short-term risk of severe hypoglycemic events that can occur
when taking insulin. According to a recent study that quantified the costs associated with
emergency department visits or inpatient hospitalization for hypoglycemia, average per
person costs were $1,965 for emergency room visits and $11,632 for inpatient admissions.7
Additionally, based on 8,100 National Electronic Injury Surveillance System-Cooperative
Adverse Drug Event Surveillance cases, an estimated 97,648 emergency department visits
State Efforts to Exclude 340B Drugs from Medicaid Managed Care Rebates. Office of Inspector General. June 2016.
Centers for Disease Control a
nd Prevention. National Diabetes Statistics Report: Estimates of Diabetes and Its Burden in the United States, 2014.
Atlanta, GA: U.S. Department of Health and Human Services; 2014.
http://www.cdc.gov/diabetes/pubs/statsreport14/national-diabetes-report-web.pdf
7 Basu, Sanjay MD, PhD; Berkowitz, Seth A. MD, MPH; Seligman, Hilary MD, MAS. The Monthly Cycle of Hypoglycemia: An
Observational Claims-based Study of Emergency Room Visits, Hospital Admissions, and Costs in a Commercially Insured
Population. http://journals.lww.com/lwwmedicalcare/Fulltext/2017/07000/The_Monthly_Cycle_of_Hypoglycemia__An.1.aspx. July 2017.
5

6
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for Insulin-related hypoglycemia and errors (IHEs) occurs annually, and almost one-third
result in hospitalization.8 By creating visibility into multiple clinical outcomes related to
diabetes management - such as HbA1c, time-in-range, and hypoglycemia - mobile health
technology may help mitigate these health risks and reduce utilization of low-value care.
Mobile health technology may also generate savings by encouraging providers and care
systems to complement traditional care models with telehealth services and other less
expensive sites of care. Teleheath services make it easier for people with diabetes to
receive care at alternative sites, which are less expensive for payers and purchasers and
also lead to lower out-of-pocket costs for patients when compared to traditional sites such
as the emergency department and other hospital-based clinics. According to a recent
analysis, patient savings can range from $300 per year for an individual to over $1,000 per
year for a family of four.9 At the same time, other studies have suggested that a single
telehealth visit can result in $24 in savings per patient, along with high rates of patient
satisfaction.10
Despite the promise of this technology, novel reimbursement methodologies for digitally
connected treatment systems do not yet exist within the Medicare program. Additionally,
in the case of diabetes treatment, Medicare reimbursement for currently available drugs
and devices straddle different parts of the Medicare benefit, which can discourage uptake
among patients and providers. We ask CMS to consider a pilot that tests whether digitally
connected treatments can improve program costs and lead to better overall disease
management for patients with diabetes or other chronic conditions. Such a pilot could test
whether treatments and services linked together through mobile health technology can
lead to optimized dosing strategies, more effective case management services, improved
adherence to prescribed treatments and services, and a lower incidence of emergency and
inpatient costs, e.g. due to complications from uncontrolled hypoglycemia. Additionally,
CMS should test whether a more cohesive form of payment for an entire “connected
system” could create an improved patient and provider experience that improves disease
management. Because such case management would also require a significant investment
of time and resources by healthcare providers, we also ask the agency to consider a new,
provisional code within the pilot that would allow providers to be reimbursed for services
associated with creating appropriate interventions. Without a viable pathway for
reimbursement of both the connected system and of the time investment required of HCPs,
the benefits of the newest advances in the treatment of chronic conditions may not be fully
realized.

Andrew I. Geller, MD, Nadine Shehab, PharmD, MPH, Maribeth C. Lovegrove, MPH, Scott R. Kegler, PhD, Kelly N.
Weidenbach, DrPH, Gina J. Ryan, PharmD, BCPS, CDE, and Daniel S. Budnitz, MD, MPH. National Estimates of Insulinrelated Hypoglycemia and Errors Leading to Emergency Department Visits and Hospitalizations.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4631022/pdf/nihms731980.pdf.
9 Urban Institute. Payment Methods and Benefit Designs: How They Work and How They Work
Together to Improve Health Care. https://www.urban.org/sites/default/files/07_alternative_sites_of_care.pdf. April 2016
10 Healthcare Informatics. “Study: Telemedicine Can Lower Costs for Health Systems by $24 per Patient”.
https://www.healthcare-informatics.com/news-item/telemedicine/study-telemedicine-visits-can-lower-costs-healthsystems-24-patient
8
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b. Encourage flexibility for new programs that improve adherence rates
for patients with chronic conditions
As we have recently noted in our response to the CY2018 Part D Draft Call Letter, Lilly
applauds the agency’s new incentives for more widespread uptake of Medication Therapy
Management within the Part D program. CMS has taken a positive step towards improving
such incentives for Part D Plans with the Enhanced MTM Model. MTM interventions are
essential to CMS’s goal of improving drug adherence and generating better care for patients
with multiple chronic conditions. Better medication adherence can have a significant and
positive impact on patient care, while also reducing costs over the long term. As
recognized in a study from the Congressional Budget Office (CBO)11, adherence to -- and
appropriate utilization of -- prescribed therapies could result in a reduction in Medicare’s
spending on medical services. Additionally, a 2012 study by IMS Health found that better
use of medicines could eliminate up to $213 billion in US health care costs annually
(representing 8 percent of the nation’s health care spending), and nearly half of this savings
came from improved outcomes related to medication adherence.12 Importantly, MTM
consultants may also improve patient safety through the identification of adverse drug
event risks among those taking multiple medications at the same time.
Unfortunately, however, many prescription drug plans (PDPs) are discouraged from
actively supporting MTM programs. Prescription drug plans, by their very structure, are
not situated within the healthcare system to realize the financial benefits associated with
better adherence and improved outcomes – despite the upfront investment involved in
administering these programs. With this in mind, we believe that the agency has missed an
opportunity to optimize the benefits of the Enhanced MTM Model by restricting PDPs and
pharmacy providers from collaborating with biopharmaceutical manufacturers to improve
program performance. Manufacturers are well-positioned to assist PDPs and pharmacies
given decades of research into adherence, the promotion of health literacy, and a clear
understanding of a patient’s experience living with a chronic condition. CMS could easily
address any concerns it may have related to manufacturer involvement in MTM programs
by requiring PDPs to clearly outline in their model applications how it plans to utilize any
manufacturer support. We believe CMS’s past concerns about manufacturer involvement
in these activities are misplaced and ask the agency to create flexibility to grant PDPs and
pharmacies the option to work with manufacturers on improving program outcomes. This
type of manufacturer support would not promote preferential treatment of a particular
product, but rather would educate Medicare beneficiaries about the health benefits of
remaining on therapy. Finally, we agree with comments made by PhRMA CMS could foster
better alignment across all stakeholders in the healthcare delivery system, by creating a

11Congressional

Budget Office. “Offsetting Effects of Prescription Drug Use on Medicare’s Spending for Medical Services,” November
2012, p.1. CBO’s study estimated that a one percent increase in the number of prescriptions filled by beneficiaries would cause
Medicare’s spending on medical services to fall by about one-fifth of one percent.
12 IMS Health. Avoidable Costs in US Healthcare.
http://www.imshealth.com/files/web/IMSH%20Institute/Reports/Avoidable_Costs_in%20_US_Healthcare/IHII_AvoidableCosts_2013.p
df
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shared savings bonus for PDPs based on the percentage of Part A and B savings realized
through the successful administration of MTM programs.
c. Consider new approaches that align incentives across all stakeholders
in the Medicare Advantage market
Part of the evolution towards value-based care involves providers sharing in a portion of
risk with payers. In the Medicare Advantage (MA) market in particular, it is not uncommon
for certain provider groups – aligned to an MA plan sponsor either contractually or as an
owned-subsidiary – to enter into capitated agreements with the plan on a per-member permonth (PMPM) basis for both medical and pharmacy costs.
While the goal of these arrangements is to promote more efficient care delivery, this type of
risk-sharing has also led to the creation of “preferred drug lists” within some at-risk
integrated health systems. More centrally managed health systems may use notifications
within their electronic medical record platform to discourage the use of certain treatments.
These treatment protocols may be appropriate if they are aligned to the formularies of
Medicare plan sponsors; however, if a health system’s “preferred drug list” conflicts with a
CMS-approved formulary appearing on Medicare PlanFinder, beneficiary access to certain
therapies may be inappropriately restricted. These discrepancies are more likely to occur
if at-risk providers are not exposed to the lower prices negotiated between manufacturers
and plan sponsors. Most capitated agreements between plans and providers are based on
historical utilization patterns and current treatment costs, and do not presently account for
the value demonstrated by a treatment or service in reducing overall costs. This type of
fragmentation runs counter to the agency’s goals related to value-based reimbursement
models.
Given these concerns, we ask the agency to consider new models that promote
coordination across all stakeholders involved in the delivery of high-value care. For
example, the agency should consider an enhancement to the current Value-based Insurance
Design (VBID) demonstration that allows for gainsharing agreements between MA plans
and aligned health systems. Such a policy change would permit aligned systems to share in
a percentage of the savings realized by MA plans that have successfully implemented VBID
in various markets. This approach could be initially focused in regions where health
systems are more likely to take on partial risk for the cost of care, and where health system
decision-making tends to be more centralized. Within these markets, there may be a
higher risk of beneficiary access restrictions, regardless of whether a given treatment is
included on a plan sponsor’s formulary or may have a demonstrated ability to lower overall
system costs. By aligning incentives and improving coordination between MA plans and
affiliated providers, CMS can improve Medicare beneficiaries’ access to high-value therapy.
Furthermore, adherence rates may increase if MA plans and providers groups have a
shared stake in promoting high-value care.
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5. Develop Integrative Care for Mental Health and Substance Abuse Disorders
Lilly applauds the Innovation Center’s efforts to explore models in the mental and
behavioral health space, including considerations around addressing opioid addiction,
substance use disorders and dementia and related conditions. Lilly recommends CMS
consider the impact of innovative treatments in improving health outcomes and reducing
other healthcare interventions and expenses, the role of early detection for timely initiation
of care and treatment, the importance of providing support to caregivers of patients with
these conditions, and as expressed throughout the course of this letter, the importance of
engaging a broad range of stakeholders in development and delivery of behavioral health
models, as the develop models in this important space.
Further, as consideration of opioid abuse and addiction models progresses, Lilly advocates
those efforts ensure patients suffering from pain or addiction are able to receive the right
treatment at the right time with the right support, without stigma. We recognize that while
there is a serious opioid epidemic, there is also a lesser discussed chronic pain epidemic.
We encourage the Innovation Center to work in partnership with other organizations
engaged in addressing America’s opioid crisis to advance understanding of the complex
diseases of pain and addiction, ensure optimal use of existing therapies, and enable the
development of and access to innovative treatment options.
*************************
Lilly is grateful for the opportunity to comment on this solicitation request. We sincerely
appreciate your thoughtful consideration of the issues presented above and look forward
to working with you in the future. Please don’t hesitate to contact me with any questions.
Sincerely,

Derek L. Asay
Senior Director, Government Strategy

Dear Ms. Verma,
Congratulations on your selection to lead CMS.
I look forward to your review and approval of the application for transitional
add on payment for the NEW drug Triferic by RMTI. Pleas make millions of
patients improve and feel better by promoting Triferic out of the bundled
payment system and give it transitional add on payment for the new
therapy that it is.
Mr. Slavitt was of the opinion that Triferic is equivalent to the current 0ff
label IV iron therapy for iron replacement for anemia in dialysis patients. He
views Triferic as an IV iron equivalent. Please educate yourself on the
incredible benefits of Triferic iron maintenance versus current therapy of
iron replacement with IV iron. The benefits are many and to many to list
here (I would be happy to list in a follow up email). Triferic is NOT AN IRON
REPLACEMENT DRUG. IV therapy is 20 years old and is simply a toxic
therapy for iron REPLACEMNT. This therapy causes many adverse effects
including toxic iron storage and exponential rise in infections during the
past 20 years.
Triferic is IRON MANAGEMENT as indicated by FDA approval.
The proof that this is a NEW drug which qualifies for add-on approval is in
the reduction of ESA required by the patients. If Triferic was simply an IV
iron replacement one would expect the ESA dosage to remain about the
same. However, clinical trials indicate that Triferic reduces the need for
ESA from 35% to as much as 65%. If Triferic was simply an IV iron
replacement this reduction would not be possible. Triferic is a NEW DRUG
that finally provides FDA indicated iron maintenance for a very large patient
population.
Lastly, President Trump is demanding reduction in government costs and
drug costs. He is fighting for them. Triferic should be his first drug homerun.
Approval of the add-on payment will raise the current cost for patient iron
maintenance by raising the bundle payment for dialysis. However this
increase would be minor compared to the drastic cost reductions CMS
would realize through 35% or greater ESA reduction. ESA is the largest
cost dialysis drug by far. Drastic reductions in its use would significantly

lower the cost to the dialysis providers. This cost savings would then save
CMS millions of dollars in costs.
Millions of patients are looking to you for immediate help to bring better
health to them through the use of Triferic iron management versus off label
IV iron replacement. It is an incredible difference. Triferic is A NEW DRUG
THERAPY deserving of additional add-on payment.
Good luck with your Senate Conformation this week.
My Best Regards,
Joe Emaus

Submitted electronically at CMMI_NewDirection@cms.hhs.gov.
November 20, 2017
On behalf of EmblemHealth, we appreciate this opportunity to respond to the Request for
Information (RFI) entitled “Centers for Medicare & Medicaid Services: Innovation Center New
Direction” posted on the Center for Medicare and Medicaid Innovation’s (CMMI or “the
Innovation Center) website on September 20, 2017. EmblemHealth is the largest communitybased nonprofit health plan in the country, and with our partner ConnectiCare, serves
approximately 3.1 million individuals who live in New York, Connecticut, New Jersey, and
Massachusetts. The RFI is of critical importance to these individuals, who have come to rely on
our innovative approach to providing high quality health care services.
This RFI requests recommendations for demonstration projects consistent with the agency’s
“new direction” for the Innovation Center. Our response below includes recommendations for
projects that fit within the Centers for Medicaid & Medicaid Services’ (CMS) proposed
framework, and an attached summary chart links our proposals to the principles described in the
RFI.

Increased Participation in Advanced Alternative Payment Models (APMs)
1. Proposed Project: Reducing Disincentives for Clinicians Working in Medicare
Advantage Plans to Participate in APMs
Description: CMS has stated that the Medicare Access and CHIP Reauthorization Act of
2015 (MACRA) prohibits it from providing credit for clinicians’ work in plan networks for
determining eligibility as qualified providers (QP) in APMs. Crediting physicians for their
work with Medicare Advantage plans is consistent with MACRA’s goals to disseminate and
promote health plan innovations that are moving Medicare and the health care system away
from volume and towards the delivery of higher quality, more cost-effective care. The
agency recently announced its intention to “to test the effects of expanding incentives for
eligible clinicians to participate in innovative alternative payment arrangements under
Medicare Advantage”.1 We appreciate CMS’s willingness to move forward with this
demonstration and suggest an approach below.

1

See page 1055 of the 2018 CMS Quality Payment Program Final Rule posted on November 2, 2017 found at
https://s3.amazonaws.com/public-inspection.federalregister.gov/2017-24067.pdf
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Design Elements: The demonstration should allow clinicians in Medicare Advantage planprovider arrangements meeting the MACRA Medicare Option’s nominal risk, quality
measurement, and electronic health records criteria to receive credit for determining their
eligibility for APM bonuses. CMS should evaluate these arrangements to assess impacts on
quality and cost compared to Advanced APMs under the Medicare Option.
Existing Barriers: Section 1833(z)(2) of the Social Security Act established by MACRA
creates eligibility standards for QPs to receive bonus payments from their participation in
APMs. In 2019 - 2020, providers must demonstrate at least 25 percent of their Medicare Part
B payments (or a related percentage of Medicare beneficiaries served by the physician) are
attributable to APM arrangements. This threshold percentage increases in future years and
participation in Medicare Advantage networks offering risk-based payments may count
toward meeting it. However, even in these later years QPs must receive at least 25 percent of
Part B revenues through APMs outside of Medicare Advantage plans to receive the bonus
payments.
Supporting Evidence: Numerous studies find Medicare Advantage plan arrangements with
clinicians keep beneficiaries healthy and reduce costs. For example:


A study in the American Journal of Managed Care found Medicare Advantage enrollees
have readmission rates that are 13 – 20 percent below beneficiaries in Original
Medicare.2



Another study in Health Affairs found Medicare Advantage enrollees were more likely to
get services such as coronary bypass surgery in accordance with national guidance, and
are less likely to visit the emergency room.3



New research demonstrates that Medicare Advantage plan innovations are “spilling over”
into Original Medicare, reducing costs throughout the program. One recent peerreviewed study4 notes a 10 percent increase in MA take-up is associated with a 2.4 - 4.7
percent reduction in hospital costs in Original Medicare. A 2016 analysis appearing in
Health Affairs5 found spillover is responsible “for 11 percent of the recent traditional
Medicare spending slowdown.”

We are attaching a bibliography of additional research demonstrating the effectiveness of
Medicare Advantage programs.

2

Lemieux, Jeff Sennett, Cary Wang, Ray et al. Hospital Readmission Rates in Medicare Advantage Plans. American
Journal of Managed Care 18(2): 96-104. February 2012.
3
Ayanian, John Z. Landon, Bruce E. Newhouse, Joseph P. et. al. Analysis of Medicare Advantage HMOs Compared
with Traditional Medicare Shows Lower Use of Many Services During 2003-09. Health Affairs 31 No. 12: 1-9.
December 2012.
4
Baicker, Katherine, Chernew, Michael, Robbins, Jacob. “The spillover effects of Medicare managed care:
Medicare Advantage and hospital utilization.” Journal of Health Economics Vol 32 1289-1300. September 2013.
5
Johnson, Garrett, Jose F Figueroa, et. al, “Recent Growth In Medicare Advantage Enrollment Associated With
Decreased Fee-For-Service Spending In Certain US Counties”. Health Affairs 35, No. 9 (2016): 1707–1715
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Consumer-Directed Care & Market-Based Innovation Models
2. Proposed Project: Expand Use of Decision Support Tools in Original Medicare
Description: The project would test vendor-based tools that have proven effective in
promoting greater use of preventive services and reducing overall cost trends, which may
include:






Additional beneficiary incentives to receive preventive screenings, demonstrate
adherence with medication therapies, participate in care coordination and disease
management, and engage in other health improving behaviors. Rewards could include a
reduction in Part B premiums for individuals who meet performance thresholds that are
described to each beneficiary before the measurement period.
Access to lifestyle counseling.
Making internet-based decision support tools available to beneficiaries that provide
updated information on progress towards a healthier lifestyle.
Reduced cost-sharing for prescription drugs and/or other services targeted to the
individual’s condition.

Design Elements: The project should be voluntary for Original Medicare beneficiaries in the
demonstration area (e.g., county or metropolitan statistical area (MSA)). The Innovation
Center could issue an RFP to vendors to develop programs with the elements described
above. The project should be evaluated based on beneficiary satisfaction and evidence of
cost-savings compared to a control group of Original Medicare beneficiaries in the same area
with similar risk profiles.
Existing Barriers: The demonstration could implicate uniform benefits requirements (see
more below) for beneficiaries enrolled in Part D plans. The project may also require CMS to
contract with new vendors, which could be subject to federal contracting requirements.
Supporting Evidence: Care Management Solutions, a subsidiary of ConnectiCare and
EmblemHealth, has contracted with the State of Connecticut to provide similar services to its
employees. An analysis of this program appearing in the April 2016 edition of Health
Affairs6 found medical cost trend declined significantly from 13.8% in year 1 to 3.8% in year
two, concluding “the use of targeted services and adherence to medications for chronic
conditions increased, while emergency department use decreased, relative to the situation in
the comparison states”.

Physician Specialty Models
3. Proposed Project: Create Hospital Bundles for Certain High-Cost Services
6

Hirth, Richard A., et. al, “Connecticut’s Value-Based Insurance Plan Increased the Use of Targeted Services and
Medication Adherence.” Health Affairs, 35 No. 4 (2016). See also V-BID Center brief “V-BID in Action: A Profile
of Connecticut’s Health Enhancement Program.” (Feb. 21, 2017) Found at http://vbidcenter.org/v-bid-in-action-aprofile-of-connecticuts-health-enhancement-program-2/
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Description: CMMI’s Bundled Payments for Care Improvement demonstration is currently
testing value-based payment (VBP) reforms for several Medicare covered services. CMMI
has recently proposed eliminating two bundled payment models while making two other
projects voluntary.
We continue to believe mandatory models have value. Requiring providers to participate,
especially in areas of high concentration, is a powerful way to move VBP forward in the
public programs and commercial insurance markets. CMMI should consider where using
this tool could significantly improve care while reducing costs. For example, no projects are
currently underway for the delivery of anesthesia, imaging, and orthopedics where research
indicates services may be overused.
Design Elements: CMMI should consider models based on health plan proposals including
mandatory approaches when evidence is available that prescribers are not effectively
managing services targeted by the project. The project could be evaluated based on
comparisons beneficiary access, out-of-pocket costs, and taxpayer spending in demonstration
and other areas.
Existing Barriers: Payments to providers in Original Medicare are generally determined by
CMS pursuant to methodologies established by statute.
Supporting Evidence: Recent articles and studies7 have documented the costs of
overutilization of services including imaging. VBP may be a way of addressing this
problem.

4. Proposed Project: Strategies to Address Provider Shortages
Description: Provider shortages are problematic in many parts of the country, including
urban areas. For example, recent published reports indicate the number of psychiatrists
increased at just one-third of the rate of national population growth from 1995 – 2013.8
Others have noted an impending shortage of obstetricians and gynecologists (OB-GYN),
including in large metropolitan areas.9
Design Elements: CMMI should continue investing in creative strategies to address provider
shortages including telehealth, broader use of advanced nurse practitioners acting with their
scope of practice, and financial incentives offered through CMS’s payment mechanisms to
7

See for example, Kaiser Health News, “So Much Care It Hurts: Unneeded Scans, Therapy, Surgery Only Add To
Patients’ Ills” (October 23, 2017). Found at https://khn.org/news/so-much-care-it-hurts-unneeded-scans-therapysurgery-only-add-to-patients-ills/. See also American Journal of Managed Care, “Overuse of Imaging Adds $500
Million in Healthcare Costs, 500 More Cancer Cases a Year, Study Finds” (November 2014) found at
http://www.ajmc.com/journals/evidence-based-oncology/2014/november-2014/overuse-of-imaging-adds-500million-in-healthcare-costs-500-more-cancer-cases-a-year-study-finds.
8
See “US faces severe shortage of psychiatrists as demand grows – report” (September 9, 2015) found at
https://www.rt.com/usa/314777-us-shortage-psychiatrists-demand-grows/
9
See https://www.thecut.com/2017/07/ob-gyn-shortage-health-threat-doximity.html
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academic medical centers. Projects could be evaluated based on beneficiary access and
satisfaction over a multiyear period.
Barriers: Federal law limits the use of telehealth in urban areas in Medicare. Federal
payments to academic medical centers are determined based on CMS payment
methodologies defined by statute.
Supporting Evidence: Studies have found expanding access to telepsychiatry improves
beneficiary satisfaction in a cost-effective manner,10 and states are increasingly turning to
these strategies to improve access to care.11 Others are proposing solutions to the OB-GYN
shortage.12

Medicare Advantage Innovation Models
5. Proposed Project: Provide Greater Rebates to Medicare Advantage Plans in 95%
Quartile Counties
Description: The Affordable Care Act phased in significant changes to the calculation of
Medicare Advantage benchmarks on which plan funding is based. The law requires CMS to
divide the country into four quartiles based on the per capita costs of Medicare fee-forservice (FFS) beneficiaries. Medicare Advantage plans participating in areas with the
highest amount of Medicare FFS spending are reimbursed based on 95% of FFS per capita
costs, with the benchmark increased to 100% of FFS costs for plans earning at least 4 Stars
on CMS’s quality rating system.
By definition, this means the cost of the Medicare Advantage program can be no higher than
FFS in 95% Quartile counties.13 In practice, almost every enrollee in Medicare Advantage in
these areas reduces federal spending. While plans are able to share some of these savings
with their enrollees by reducing cost-sharing or improving benefits, increasing the percentage
of these beneficiary rebates in 95% Quartile counties offers additional promise for achieving
more taxpayer savings and growing enrollment in Medicare Advantage plans.
Design Elements: CMS could select several 95% counties to test whether increasing the
rebate percentage leads to more Medicare Advantage enrollment and therefore reduced
federal spending14 compared to other similar areas in this Quartile. While the model will
require additional upfront investments by the federal government by increasing rebate
percentages, this new spending should be more than compensated by savings due to
additional enrollment in Medicare Advantage plans.
10

See Hubley, Sam, et. al., “Review of Key Telepsychiatry Outcomes”, World J Psychiatry. 2016 Jun 22; 6(2): 269–
282. Abstract found at https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4919267/
11
For example, New York State recently proposed expanded telehealth standards to address the opioid epidemic.
12
See for example https://www.advisory.com/daily-briefing/2016/09/01/ob-gyn-shortage
13
Medicare Advantage plans may earn quality bonuses of up to 10% in some areas, but not in 95% Quartile
counties.
14
For example, the rebate percentage of 50%, 65%, and 70% depending upon the contract’s Star Rating could be
increased by 5 percentage points across-the-board.
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Existing Barriers: Sections 1853(n)(2) and 1853(o) specify how CMS calculates county
benchmarks. Section 1854(b)(1)(C) establishes the percentage of savings from plans bidding
below benchmark rates that fund beneficiary rebates.
Supporting Evidence: We estimate taxpayers paid approximately $850 less per Medicare
Advantage enrollee in 2017 in 95% Quartile counties compared to Original Medicare.15
Increasing enrollment in these areas by 25% could save taxpayers nearly $1 billion every
year.16

6. Proposed Project: Reverse EGWP Cuts to Plans Offered by Community-Based NonProfit Organizations
Description: CMS recently announced funding reductions to Medicare Advantage Employer
Group Waiver Plans (EGWP). The agency originally stated these cuts would phase in during
2017-2018 but decided to temporarily “pause” reductions in 2018 until it develops “a better
understanding of the impact the new payment methodology is having on beneficiaries.”
EmblemHealth has since provided the agency with evidence of the impact these cuts have
had on our enrollees. Due to the cuts implemented in 2017, we are no longer able to offer
Part D coverage to our primary EGWP customer and cost-sharing for out-of-network
coverage, urgent care, and care provided in emergency rooms has increased for many of our
enrollees. We made additional benefit changes in 2018 caused by the cuts, such as requiring
higher cost-sharing for inpatient hospital stays and services delivered by specialists.
However, we realize these effects may not be evident in other plans. We therefore suggest
the Innovation Center conduct a demonstration evaluating the effects of returning to the pre2017 bid-based system that is limited to EGWPs offered by non-profit Medicare Advantage
Organizations (MAOs) with headquarters in the same state as the employer-based group
using the plan. Limiting the bid-based approach in this manner should provide assurances
that the plan activities motivating CMS policies would no longer occur. As an added
protection, the community-based non-profit MAOs participating in the demonstration would
provide a signed attestation describing why its EGWP bid may differ from its individual
market plans in the same service area.
Design Elements: EGWPs offered by community-based non-profit MAOs would submit
annual bids as was true before 2017. CMS could evaluate program costs, medical loss ratios
(MLR), and beneficiary satisfaction compared to EGWPs offered by other MAOs.

15

EmblemHealth analysis based upon median bid statistics reported by the Medicare Payment Advisory
Commission on page 358 of its March 2017 Report to Congress and CMS data on FFS spending per county reported
in the 2017 Rate Calculation Data file.
16
Based on assuming a 25% increase in 4 million beneficiaries enrolled in non-EGWP, non-SNP Medicare
Advantage plans.
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Existing Barriers: CMS has generally not varied plan payment policies based upon the
factors described above. However, the agency’s EGWP waiver authority established under
Section 1857(i) of the Social Security Act permits the agency to pursue this approach.
Supporting Evidence: Our analysis of the CMS 2014 MLR public use file finds seven of the
10 contracts with high EGWP enrollment17 and MLRs of at least 95% were operated by
community-based non-profit plans. All but one of the remaining 18 contracts with MLRs
below 95% were operated by multistate and for-profit plans.

7. Proposed Project: Permit Medicare Advantage Plans to Use More Beneficiary Friendly
Materials
Description: CMS has developed numerous model materials that are often too complicated
for even the most sophisticated beneficiary. Plans creating their own materials are subject to
a lengthy and often overly bureaucratic review process. The demonstration should allow
plans to send simplified materials that include key elements determined by CMS. Plans
would continue to make the longer documents available upon request and on websites.
We greatly appreciate recent actions announced by CMS to reduce paperwork burdens on
Medicare beneficiaries and plans. For example, the agency recently permitted Part D plans
to take the recommended approach in the distribution of formularies, and the new Medicare
and Part D proposed rule released on November 16th would extend it to the Evidence of
Coverage. The demonstration could consider if there are other documents for which this
approach would be useful if the relevant provisions in the proposed rule are finalized.
Design Elements: The agency should permit MAOs to offer simplified materials to enrollees
in a select number of plan benefit packages (PBPs). The demonstration should evaluate these
PBPs against others offered by the MAO that continue to use the CMS models. Potential
metrics include numbers of grievances and appeals, beneficiary terminations, and/or other
evidence of enrollee dissatisfaction. CMS should consider permitting MAOs to permanently
use summary documents in all PBPs after evaluating the demonstration.
Existing Barriers: There are no statutory or regulatory barriers of which we are aware. We
understand that some may be concerned that the proposed changes would reduce the
information beneficiaries have to understand their rights and evaluate plan options.
However, we are convinced the demonstration would increase beneficiary awareness by
making materials more understandable and usable.
Supporting Evidence: A recent JD Power survey found only slightly more than half (54%) of
all Medicare Advantage enrollees report they understand how their plan works.18 The

17

Defined as more than 50% of the contract enrollment in EGWPs.
Cited in “Study: Only Half of Medicare Advantage Members Understand Their Plan” (August 10, 2017). Found
at http://www.healthleadersmedia.com/health-plans/study-only-half-medicare-advantage-members-understand-theirplan#.
18
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demonstration would build upon the federal government’s approach to use plain language19
in its materials.

8. Proposed Project: Expand Telehealth in Medicare Advantage Plans
Description: Health plans are increasingly working with providers to use telehealth to deliver
care where it is most convenient for patients. These initiatives also have value in the urban
areas we serve by increasing compliance with services that may be appropriately delivered
through telehealth and improving access to certain specialists. The Chronic Act passed in the
Senate should improve Medicare Advantage enrollee access to telehealth services by
permitting Medicare Advantage plans to incorporate telehealth into the basic benefit in plan
bids. CMMI should establish a demonstration to test this model if the Chronic Act is not
enacted.
Design Elements: CMS could choose several demonstration sites throughout the country that
include urban and suburban areas to test the model based on beneficiary access and
satisfaction.
Existing Barriers: Section 1852(a)(1)(B(i) defines “basic benefits” under Medicare
Advantage as “items and services… for which benefits are available under parts A and B to
individuals entitled to benefits under part A and enrolled under part B.” Section
1834(m)(4)(C) limits the delivery of telehealth services under part B to individuals residing
in a rural health professional shortage; areas not in MSAs; or from an entity participating in a
previous federal demonstration focused in Alaska and Hawaii.
Supporting Evidence: A recent study20 found 88% of telehealth visits documented in a
commercial claims database from 2011 – 2013 were for care that otherwise would not have
been delivered in person. These results highlight the potential for telehealth to improve
compliance with needed services and promote better outcomes.

9. Proposed Project: Require ESRD Providers to Accept Medicare FFS rates from
Medicare Advantage Plans
Description: The 21st Century Cures Act permits individuals with end-stage renal disease
(ESRD) to select a Medicare Advantage plan, effective 2020. However, market
concentration among dialysis providers creates significant challenges to ensuring treatment
can remain affordable and accessible to enrollees. A demonstration project providing
alternatives to CMS’s network adequacy standards such as requiring dialysis providers to
accept fee-for-service rates may help resolve these challenges and ensure beneficiaries can
best take advantage of Medicare Advantage plan disease management programs.
19

For example, please see http://www.plainlanguage.gov/index.cfm.
Ashwood, J. Scott, et. al., “Direct-To-Consumer Telehealth May Increase Access To Care But Does Not Decrease
Spending.” Health Affairs, VOL. 36, NO. 3 (March 2017). Abstract accessed at
http://www.healthaffairs.org/doi/full/10.1377/hlthaff.2016.1130
20
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Design Elements: CMS could design a demonstration to allow plans proving a good faith
effort to contract with dialysis providers to suggest alternative means of ensuring access to
these services. The agency could evaluate beneficiary outcomes and effects on federal
expenditures in these programs compared to those in Original Medicare to consider whether
to permit plans to continue using these techniques.
Existing Barriers: Network adequacy standards in the Social Security Act require Medicare
Advantage plans to make “benefits available and accessible to each individual electing the
plan within the plan service area with reasonable promptness and in a manner which assures
continuity in the provision of benefits.” Federal regulations (42 CFR 422.112(a)(10)) state
plan networks must be “consistent with the prevailing community pattern of health care
delivery in the areas where the network is being offered.”
Supporting Evidence: A 2016 analysis21 by Baylor University researchers found the 2011
Herfindahl–Hirschman Index was .46 for dialysis providers, almost two times as high as the
standard used by the Federal Trade Commission to consider markets as highly concentrated.
While the study concludes, “a decade of consolidation in the United States dialysis industry
did not (on average) limit patient choice or result in more concentrated local markets”, it also
noted, “However, because dialysis markets remained highly concentrated, it will be
important to understand whether market competition affects prices paid by private insurers,
access to dialysis care, quality of care, and associated health outcomes.”

10. Proposed Project: Expand the Medicare Advantage V-BID Demonstration to Other
States
Description: The Innovation Center is now testing whether Medicare Advantage plans
incorporating value-based insurance designs (V-BID) are able to provide more targeted and
valuable services for individuals with chronic conditions. The demonstration should be
expanded to other states.22
Design Elements: The demonstration would expand the existing demonstration project in
additional states based on plan interest in participating in the project. CMS should also
consider permitting Medicare Advantage plans greater latitude to apply V-BID strategies to
other conditions and tailor benefits and incentives to individuals based upon their conditions.
The demonstration could be evaluated on outcomes measures including inpatient hospital
admissions and readmissions and beneficiary access to non-institutional services (e.g.
outpatient prescription drugs) compared to Original Medicare enrollees living in the same
areas.
21

Erickson, Kevin F., et. al. “Consolidation in the Dialysis Industry, Patient Choice, and Local Market
Competition”. CJASN November 2016. Abstract found at
http://cjasn.asnjournals.org/content/early/2016/11/08/CJN.06340616.abstract
22
The new proposed Medicare Advantage and Part D rules would permit plans greater latitude in using V-BID
techniques. We strongly support this proposal and are currently evaluating whether the rules if finalized would
address the issues raised here.
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Existing Barriers: Law and regulation generally require Medicare Advantage plans to offer
uniform benefits and premiums to all enrollees. For example, section 1852(d)(1)(A) of the
Social Security Act requires Medicare Advantage plans to make “benefits available and
accessible to each individual electing the plan within the plan service area”. Section 42 CFR
422.100(d)(2) requires Medicare Advantage plans to offer “a uniform premium, with uniform
benefits and level of cost-sharing throughout the plan's service area.” Section 42 CFR
423.104(b)(2) applies the same requirement to Part D plans.
Supporting Evidence: As noted above, a recent Health Affairs study found V-BID strategies
improve compliance with preventive services and significantly reduce medical trend. The VBID Center at the University of Michigan projects these approaches in the ongoing
demonstration will lower out-of-pocket costs for Medicare Advantage enrollees with chronic
conditions while reducing federal spending.23

State-Based and Local Innovation, including Medicaid-focused Models
11. Proposed Project: Expand Coverage for Social Determinants of Health in Medicaid
Managed Care
Description: Research is increasingly demonstrating the impacts of social factors on health
care outcomes. For example, a recent Health Affairs blog24 noted findings by the Centers for
Disease Control that “60 percent of factors impacting premature death are based on a
combination of social/environmental factors (20 percent) and behavior (40 percent).”
Medicaid health plan projects addressing social determinants are proving successful at
addressing these issues through programs improving eating habits, arranging for housing,
conducting job training, and meeting other needs. While states may receive some federal
support for these programs, a CMMI project would likely find establishing a source of
dedicated funding for successful projects reduces federal Medicaid costs and spending in
other areas.
Design Elements: The demonstration should provide upfront funding for Medicaid health
plan-based programs approved by the agency. These programs should be evaluated for
impacts on beneficiary outcomes and federal spending on Medicaid, housing, and other
relevant areas.
Existing Barriers: The demonstration would likely include coverage of non-medical services
not included in the Social Security Act’s definition of Medicaid mandatory or optional
benefits.
23

University of Michigan Center for Value-Based Insurance Design, “Incorporating Value-Based Insurance Design
to Improve Chronic Disease Management in the Medicare Advantage Program” (August 2016). Found at
http://vbidcenter.org/wp-content/uploads/2016/08/MA-White-Paper_final-8-16-16.pdf
24
Garth Graham, John Bernot, “An Evidence-Based Path Forward To Advance Social Determinants Of Health
Data” (October 25, 2017). Found at
http://www.healthaffairs.org/do/10.1377/hblog20171025.721263/full/?platform=hootsuite
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Supporting Evidence: EmblemHealth operates nine Neighborhood Care locations throughout
New York City that help individuals of different cultures and primary languages navigate the
health care and social service system. For example, our Diabetes Prevention Program
offered by Neighborhood Care provides lifestyle advice for individuals with the condition
and is demonstrating real results for enrollees.25 Other health plans are also demonstrating
success in programs offering job training and housing assistance among other non-medical
benefits.

12. Proposed Project: Provide Additional Funding for Health Plan-Based Value-Based
Purchasing Designs
Description: The New York State Medicaid program is now in Year 3 of its Delivery System
Reform Incentive Payments (DSRIP) program, which provides incentive payments to
Performing Provider Systems (PPS) to move towards value-based purchasing (VBP)
programs. Health plan-based programs offer additional promise to achieving improvements
in beneficiary outcomes and cost-savings. The proposed demonstration should provide seed
funding and shared savings for projects meeting quality and cost containment goals.
Design Elements: The federal government should provide investments in Medicaid health
plan-based VBP programs. Participating plans would be required to pay back these
investments plus 5% after five years with additional savings shared between the plan and
CMMI. Plans failing to demonstrate improved outcomes or high levels of beneficiary
satisfaction would be required to share a greater portion of the savings. Quality metrics
should be developed in close consultation with health plans to ensure appropriateness for the
populations served.
Existing Barriers: The only barriers are likely federal budgetary constraints.
Supporting Evidence: A recent study26 finds Medicare Advantage VBP arrangements
improve care and reduce costs. Plan-based VBP programs are the model for MACRA
reforms to the Medicare physician payment system.
We appreciate this opportunity to respond to this RFI. Please contact Howard Weiss if you
would like to discuss the issues we have raised.

25

For example, 75% of the participants in the first six classes offered in our program lowered their blood sugar
levels.
26
Mandal, Aloke K. et al. Value-based contracting innovated Medicare Advantage healthcare delivery and improved
survival. American Journal of Managed Care 23(2): e41-e49.
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Appendix: List of Studies Demonstrating the Medicare Advantage Value Proposition
(Sorted from most to least recent)
Mandal, Aloke K. et al. Value-based contracting innovated Medicare Advantage healthcare
delivery and improved survival. American Journal of Managed Care 23(2): e41-e49. February
2017. Medicare Advantage plan value-based payment arrangements with providers show
evidence of improved care and lower costs.

Huckfeldt, Peter J., Escarce, Jose J., Rabideau, Brendan, Karaca-Mandic, Pinar, Sood, Neeraj.
Less intense post-acute care, better outcomes for enrollees in Medicare Advantage than those in
fee-for-service. Health Affairs 36(1): 91-100. January 2017. Medicare Advantage enrollees
“exhibited better outcomes than their FFS Medicare counterparts, including lower rates of hospital
readmission and higher rates of return to the community.”

Johnson, Garret, Figuero, Jose F., Zhou, Xiner, et. al. Recent Growth in Medicare Advantage
Enrollment Associated with Decreased Fee-for-Service Spending in Certain US Counties. Health
Affairs 35 No. 9: 1707-1715. September 2016. Medicare Advantage spillover is responsible “for
11 percent of the recent traditional Medicare spending slowdown.”

Callison, K.: Medicare Managed Care Spillovers and Treatment Intensity. Health Econ.
25(7):873-887, July 2016. A ten percent increase in Medicare Advantage market penetration is
associated with a 9.4 percent reduction in Original Medicare hospital costs for patients with
acute myocardial infarction.

Robert Graham Center. Understanding the Impact of Medicare Advantage on Hospitalization
Rates: A 12-State Study. March 2016. Medicare Advantage enrollees are ten percent less likely to
have avoidable hospitalizations than beneficiaries in fee-for-service Medicare.

Agency for Healthcare Research and Quality Healthcare Cost and Utilization Project. Statistical
Brief # 198: Hospital Stays in Medicare Advantage Versus the Traditional Medicare Fee-forService Program, 2013. December 2015. Medicare Advantage enrollees have reduced length of
hospital stays compared to beneficiaries in fee-for-service Medicare.

Soeren Mattke, Dan Han, Asa Wilks and Elizabeth Sloss. Medicare Home Visit Program
Associated With Fewer Hospital And Nursing Home Admissions, Increased Office Visits Health
Affairs, 34, no.12 (2015):2138-2146. December 2015. Medicare Advantage enrollees receiving
home-based health risk assessments were 14 percent likely to be admitted to the hospital and 1.3
percent less likely to be admitted to a nursing home, and 2 – 6 percent more likely to see a
physician than beneficiaries in fee-for-service Medicare.
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Sukyung, Chung, Lesser, Lenard I., Lauderdale, Diane S. et. al. Medicare Annual Preventive
Care Visits: Use Increased among Fee-for-Service Patients, But Many Do Not Participate.
Health Affairs, 34, No. 1: 11-20. January 2015. Rates of annual preventive care visits among
Medicare Advantage HMO enrollees exceed those in traditional Medicare by 20 percent.
Baicker, Katherine, Chernew, Michael, Robbins, Jacob. “The spillover effects of Medicare
managed care: Medicare Advantage and hospital utilization.” Journal of Health Economics Vol.
32 1289-1300. September 2013. A 10 percent increase in MA take-up is associated with a 2.4 4.7 percent reduction in hospital costs in Original Medicare.

Ayanian, John Z. Landon, Bruce E. Zaslavsky, Robert C. et. al. Medicare Beneficiaries More
Likely to Receive Appropriate Ambulatory Services In HMOs Than In Traditional Medicare.
Health Affairs 32 No. 7: 1228-1235. July 2013. Beneficiaries in Medicare HMOs were
consistently more likely than those in traditional Medicare to receive appropriate breast cancer
screening, diabetes care, and cholesterol testing for cardiovascular disease.

Ayanian, John Z. Landon, Bruce E. Newhouse, Joseph P. et. al. Analysis of Medicare Advantage
HMOs Compared with Traditional Medicare Shows Lower Use of Many Services During 200309. Health Affairs 31 No. 12: 1-9. December 2012. Medicare Advantage enrollees were more
likely to get services such as coronary bypass surgery in accordance with national guidance, and
are less likely to visit the emergency room.

Avalere Health. Dual Eligible Population Analysis for SCAN Health Plan: Hospitalizations and
Readmissions. March 2012. Medicare/Medicaid dual eligibles enrolled in a Medicare
Advantage plan had a 14 percent lower hospitalization rate, 25 percent risk-adjusted readmission
rate and achieved a $50 million reduction in costs compared to fee-for-service Medicare.

Lemieux, Jeff Sennett, Cary Wang, Ray et al. Hospital Readmission Rates in Medicare
Advantage Plans. American Journal of Managed Care 18(2): 96-104. February 2012. Medicare
Advantage enrollees have readmission rates 13 – 20 percent below beneficiaries in Original
Medicare.

Cohen, Robb, Jeff Lemieux, Jeff Schoenborn, and Teresa Mulligan. Medicare Advantage
Chronic Special Needs Plan Boosted Primary Care, Reduced Hospital Use among Diabetes
Patients. Health Affairs Vol. 31, No. 1: 110-119. January 2012. Beneficiaries with diabetes in a
Medicare Advantage special needs plan (SNP) had “seven percent more primary care physician
office visits; nine percent lower hospital admission rates; 19 percent fewer hospital days; and 28
percent fewer hospital readmissions compared to patients in fee-for-service Medicare.”
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Appendix Chart: Summary of EmblemHealth’s Proposed CMMI Demonstration Projects
Project
1. Reducing Disincentives for
Clinicians Working in Medicare
Advantage Plans to Participate in
APMs

2. Expand Use of Decision
Support Tools in Original
Medicare

3. Create Hospital Bundles for
Certain High-Cost Services

Description
Evaluation Criteria
Expanded Opportunities for Participation in Advanced APMs
Allow clinicians in Medicare
Quality, beneficiary satisfaction,
Advantage plan-provider
and cost-savings compared to
arrangements meeting the
FFS-based Advanced APMs
MACRA Medicare Option’s
participating under the Medicare
nominal risk, quality
Option.
measurement, and electronic
health records criteria to receive
credit for determining their
eligibility for APM bonuses.
Consumer-Directed Care & Market-Based Innovation Models
Test vendor-based tools that have
Beneficiary satisfaction and
proven effective in promoting
evidence of cost-savings
greater use of preventive services
compared to a control group of
and reducing overall costs of care. Original Medicare beneficiaries in
the same area with similar risk
profiles.

Physician Specialty Models
Expand mandatory bundling
Comparisons of beneficiary
models to Medicare-covered
access, out-of-pocket costs, and
benefits where research indicates
taxpayer spending in
services may be overused.
demonstration and other areas.

Alignment with RFI Principles











4. Strategies to Address Provider
Shortages

Beneficiary access and satisfaction 
over a multiyear period.

Promote creative strategies to
address provider shortages.

1

Choice and Competition in the
Market: Evaluates Medicare
Advantage and FFS-based
models on definable metrics.
Provider Choice and Incentives:
Permits physicians to focus on
quality instead of quantity
without concerns about
implications on payment.

Patient-Centered Care: Provides
beneficiaries with tools to make
good choices.
Transparent Model Design and
Evaluation. Establishes clear
evaluation criteria and control
groups.

Choice and Competition in the
Market: Supports innovative
models to improve quality and
reduce costs.
Transparent Model Design and
Evaluation: Establishes clear
evaluation criteria and control
groups.
Provider Choice and Incentives:
Supports provider training and
growth.

November 20, 2017
Project

5. Provide Greater Rebates to
Medicare Advantage Plans in 95%
Quartile Counties

Description

Evaluation Criteria

Medicare Advantage (MA) Innovation Models
Test whether beneficiary
Net savings compared to similar
incentives to enroll in Medicare
95% counties not included in the
Advantage plans participating in
Demonstration.
95% quartile counties reduce
taxpayer costs.

Alignment with RFI Principles
 Transparent Model Design and
Evaluation: Establishes clear
evaluation criteria.




Choice and Competition in the
Market: Supports competitive
forces including beneficiary
choice to reduce taxpayer costs.
Transparent Model Design and
Evaluation: Establishes clear
evaluation criteria and control
groups.

6. Reverse EGWP Cuts to Plans
Offered by Community-Based
Non-Profit Organizations

Evaluate the effects of returning to
the pre-2017 bid-based system
that is limited to EGWPs offered
by non-profit Medicare Advantage
Organizations (MAOs) with
headquarters in the same state as
the employer-based group using
the plan.

Program costs, medical loss ratios
(MLR), and beneficiary
satisfaction compared to EGWPs
offered by other MAOs.



Choice and Competition in the
Market: Supports additional
Medicare Advantage choices for
group plans.

7. Permit Medicare Advantage
Plans to Use More Beneficiary
Friendly Materials

Permits plans to use simplified
beneficiary materials including
key elements determined by CMS.

Numbers of grievances and
appeals, beneficiary terminations,
and/or other evidence of enrollee
dissatisfaction compared to other
plans offered by the MAO.



Choice and Competition in the
Market: Promotes competition
by improving the usefulness of
materials on which beneficiaries
depend to make choices.
Transparent Model Design and
Evaluation: Establishes clear
evaluation criteria and control
groups.



2
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8. Expand Telehealth in Medicare
Advantage Plans

Description
Permits Medicare Advantage
plans to incorporate telehealth into
the basic benefit in plan bids.

Evaluation Criteria
Comparison of beneficiary access
and satisfaction in Demonstration
and non-demonstration areas.

Alignment with RFI Principles
 Choice and Competition in the
Market: Tests value of
overcoming regulatory barriers to
promote innovative benefit
delivery.
 Patient-Centered Care: Provides
plans greater flexibility to offer
services in venues preferred by
beneficiaries.

9. Require ESRD Providers to
Accept Medicare FFS rates from
Medicare Advantage Plans

Permits plans proving a good faith
effort to contract with dialysis
providers to suggest alternative
means of ensuring access to these
services.

Beneficiary outcomes and federal
spending in these programs
compared to those in Original
Medicare.



Choice and Competition in the
Market: Tests tools to make
providers in concentrated
markets compete on quality and
cost.

10. Expand the Medicare
Advantage V-BID Demonstration
to Other States

Expand the existing demonstration
project in additional states based
on plan interest in participating in
the project.

Outcomes measures including
inpatient hospital admissions and
readmissions and beneficiary
access to non-institutional services
(e.g. outpatient prescription drugs)
compared to Original Medicare
enrollees living in the same areas.



Benefit Design and Price
Transparency: Tests innovative
benefit designs to improve
outcomes, increase competition.
Choice and Competition in the
Market: Provides beneficiaries
with new choices to meet their
needs.
Patient-Centered Care:
Encourage individuals to take a
greater role in their health care
through new benefit designs.





11. Expand coverage for social
determinants of health

State-Based and Local Innovation, including Medicaid-focused Models
Provides upfront funding for
Beneficiary outcomes and federal 
Medicaid health plan-based
spending on Medicaid, housing,
programs approved by the agency. and other relevant areas.

3

Patient-Centered Care: Tests
whether programs focusing on
individual well-being in areas
other than health improve
outcomes and reduce costs.

November 20, 2017
Project

Description

Evaluation Criteria

Alignment with RFI Principles
 Benefit Design and Price
Transparency: Assists in
determining whether public
investments in these areas make
sense.

12. Provide additional funding for
health plan-based value-based
purchasing designs

Provides investments in Medicaid
health plan-based VBP programs.
Participating plans would be
required to pay back these
investments plus 5% after five
years with additional savings
shared between the plan and
CMMI.

Outcomes and beneficiary
satisfaction.



4

Choice and Competition in the
Market:. Tests whether VBP
works for high-needs
populations.

SUBMITT D VIA

MAIL

November 20, 2017
Centers for Medicare & Medicaid Services Innovation Center
7500 Security Boulevard
Baltimore, MD 21244
R : Comment in Re pon e to RFI for Innovation Center New
Direction
Thank you for the opportunity to provide feedback on a new direction for the
CMS Innovation Center. piscopal SeniorLife Communities in Rochester, New
York, operates afordable senior housing, assisted living residences, skilled
nursing and memory care, and provides person-centered care and services at
each level of this continuum. SLC has been developing programming in
recent years that helps people age safely in the homes of their choice. By
expanding care coordination services in senior housing residences, that are
also ofered to seniors in the surrounding community, the potential cost
savings to the health care system is tremendous. We are very encouraged that
CMMI intends to consider testing such innovative approaches.
By incentivizing Medicare Advantage (MA) Plans to enroll groups of low
income seniors and individuals with a disability living in afordable housing
properties, CMS’s guiding principles of choice, patient-centered care and
data-driven care will be achieved for Medicare and Medicaid’s highest cost
population. By embedding care management teams within senior housing
CMS will increase Consumer-Directed Care, create informed Prescription
Drug consumers, and bring Mental and Behavioral Health supports to people
at the most efective location: where they live.
In addition, we believe that CMS’s Innovation Center should go beyond FeeFor-Service (FFS) and MA plans. By testing a multi-payer payment approach
funded by public and private payers CMS can evaluate how to increase
participation in data-driven, voluntary care management programs designed
to increase choice, improve care quality and reduce cost. A multi-payer pool
will preserve consumers’ choice of providers and insurers.
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We know that afordable housing organizations in California, Georgia, Illinois,
Massachusetts, Maryland, Michigan, Minnesota, New Jersey, New York, Ohio,
Oregon, Pennsylvania, Rhode Island, South Carolina, Tennessee, Texas,
Vermont, Virginia, and Washington are prepared to conduct small scale tests
of a “place-based” Medicare Advantage plan or a multi-payer approach. If
successful, these payment interventions could be rapidly scaled at the
hundreds of federally assisted afordable housing communities across the
country.
Over two million individuals aged 65 and over live in publicly subsidized
housing properties located in urban, suburban and rural communities across
the country. Findings from several studies conducted by The Lewin
Group/LeadingAge research team and funded by HUD, DHHS/ASP and the
MacArthur Foundation, indicate that over 70 percent of these elderly
residents are dual eligibles, have fve or more chronic conditions, are taking
multiple medications and incur higher Medicare and Medicaid expenditures
than their dual eligible peers living in the community but not in subsidized
congregate environments. This congregate housing setting, therefore,
provides a unique platform for identifying low income older adults with
various health care risks and targeting a range of preventative, chronic care
management, care coordination and transitional care services to delay or
avoid high cost utilization including emergency department and hospital visits
and nursing home placement. In addition to the economies of scale ofered by
many low-income older adults living under the same roof, many of these HUD
and/or state subsidized sites have housing-based service coordinators
dedicated to helping these residents age successfully in their communities.
Over the past decade, LeadingAge has documented a growing number of
senior housing plus services programs designed to provide wellness services
and service coordination. The most ambitious is the Support And Services at
Home (SASH) model that was developed in Vermont. Currently over 140 HUD
202, USDA Rural Development Section 515, tax credit and public housing
authority buildings are part of the SASH network and are directly linked to the
medical homes and ACOs that were created by the state’s health care reform
initiative. Originally part of the 8-state Multi-payer Advanced Primary Care
Practices (MAPCP) demonstration program, each property has a service
coordinator and part-time wellness nurse per 100 residents dedicated to
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assessing the service needs and goals of individuals who are willing to
participate in the program, developing individual and community-wide healthy
aging plans and engaging in evidence-based prevention and health promotion
activities, health monitoring and coaching and care coordination with primary
care providers and other health and social services providers. Findings from a
four-year evaluation of this program, conducted by the LeadingAge and RTI
research team and funded by ASP /HUD, has found promising results
including an ongoing reduction on the growth of Medicare expenditures for
the SASH participants relative to non-SASH participants and another control
group in New York.
SASH incorporates all six of CMS’s guiding principles. SASH is a PatientCentered model that is voluntary, protects provider choice, and provides the
tools and information consumers need to make decisions that work best for
them. For example, SASH has increased advance directives by 40%. SASH
focusses on Mental and Behavioral Health by partnering with mental health
agencies on programs such as the Zero Suicide initiative. Very low-cost
interventions have led to a reduction in systolic blood pressure for 70% of the
SASH Hypertension Management participants.
These fndings and promising results from several other studies, including a
study of multiple senior housing properties that partnered with UPMC in the
Pittsburgh area (Castle, 2009), led HUD to fund a $15 million randomized
control trial of a service coordinator/wellness nurse model in 40 HUD 202/tax
credit properties in 7 states. The Lewin Group, LeadingAge and the National
Well Home Network are currently assisting HUD in implementing this RCT.
ABT Associates has been awarded the independent evaluation contract for this
three-year demonstration.
One of the challenges to scaling this model is the lack of sustainable fnancing
for this program. While HUD and/or housing operators currently support
service coordinator positions in approximately 40 percent of housing
properties nationwide, there is no such funding for nurses nor is the service
coordinator support suficient for the level of service coordination provided in
programs like SASH or the HUD RCT. SASH was able to access Medicare
funding for their teams during the demonstration period and the state has
continued to provide support through a CMS-approved All Payer Model.
LeadingAge is currently working with LTQA and several Senior Care
Organizations (Medicare Special Needs Plans for dual eligibles) in
Massachusetts to explore the potential for SCOs to pull resources to fund a
housing- based demonstration. LeadingAge has also had discussions with a
number of managed care plans and ACOs about the potential for them to
partner with senior housing properties to more eficiently and efectively
manage the care of their Medicare benefciaries living in their properties.
We agree with LeadingAge that there is great potential for afordable senior
housing properties to partner with Medicare Advantage Plans to improve care
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coordination, address social determinants of health and reduce costs for the
Medicare program. Last year the Bipartisan Policy Center Senior Health and
Housing Task Force recommended that the Centers for Medicare and
Medicaid Services (CMS) launch an initiative that coordinates health care and
long-term services and supports (LTSS) for Medicare benefciaries living in
publicly assisted housing to test the potential of improving health outcomes of
a vulnerable population and reducing health care costs.
The piscopal SeniorLife Communities would like to see CMMI support a
targeted demonstration to explore how Medicare Advantage Plan benefts
could be expanded to cover a wellness/service coordination function for
elderly and younger disabled residents of afordable housing. Several options
could be explored including coverage for individuals enrolled in Advantage
Plans or a housing-based beneft that would be targeted to the property as a
whole through a multi-payer approach.
I would welcome the opportunity to discuss these new directions with CMS,
HUD, LeadingAge, afordable housing providers, other stakeholders and
benefciaries. SASH was designed in collaboration with Medicare
benefciaries living at the pilot site and many housing providers have the
capacity to bring benefciaries to the table to design new payment models.
Thank you for the opportunity to provide feedback.

John Broderick
Vice President, Senior Life

equalityhealth.com
521 South 3rd Street Phoenix, AZ 85004 602.252.7900

November 20, 2017
Ms. Seema Verna
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7400 Security Boulevard
Baltimore, MD 21244
Submitted via email to CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction

Dear Administrator Verma:
Equality Health appreciates the opportunity to comment on the future of the Center for Medicare &
Medicaid Innovation (the Innovation Center). We view the Innovation Center as a critical tool to
advancing the nation’s health care delivery system. We are pleased to see that the Administration is
taking a closer look at the Innovation Center’s future as there is significant potential to build on the
work that has already been done and to drive the nation’s health care ecosystem and providers
toward value-based care models.
Equality Health, LLC is an Arizona-based integrated, holistic delivery system focused on improving
care delivery for underserved populations through culturally-sensitive programs that improve
access, quality, and patient trust. Through an integrated technology and services platform, a
culturally competent provider network and unique cultural care model, Equality Health helps manage
care plans, and health systems improve care for diverse populations while simultaneously making
the transition to risk-based accountability.
In response to the request for information (RFI) on the future direction of the Innovation Center,
Equality is pleased to put forth our recommendation for consideration keeping our targeted
membership in mind.
To summarize:
We call on CMS to adopt an advanced Alternative Payment Model (APM) demonstration project in
Medicaid that could create an additional avenue for primary care, specialists and behavioral health
providers to become advanced APM qualifying participants.

Additional details are provided below.
There is an urgent need for additional advanced APMs. Under MACRA, certain qualifying models
can become eligible for advanced APM status. The statute defines bonus-eligible advanced APMs
to Innovation Center demonstration projects, MSSP, ACOs and demonstrations required by federal
law. In addition, advanced APMs must participate in a quality program comparable to MIPS; use
certified electronic health records technology (CEHRT), and bear more than nominal financial risk
or be a qualifying medical home.
Under current regulations and sub-regulatory guidance, only a handful of models qualify as
advanced APMs. The majority of these models are Innovation Center demonstrations. The
existing models, all built upon Part B, show promise but have thus far exhibited mixed results and
modest success. Currently, no Medicare Advantage (MA) or Medicaid arrangements count as
advanced APMs and MA or Medicaid risk does not count toward an organization’s risk threshold.
However, the limited number of models in Medicare Part B does not offer sufficiently attractive or
numerous options for integrated provider groups who want to get out of MIPS and into advanced
APMS. CMS clearly needs to swiftly adopt new advanced alternative payment models to remedy
this problem.
We believe that the fastest and most equitable way to do this is to create an advanced APM
demonstration project for physical and behavioral health providers participating in risk contracts in
Medicaid that gives added incentive payments to provide high-quality and cost-efficient care.
CMS should design a demonstration project to compare the cost and quality of care delivered in
risk contracts between managed Medicaid plans and integrated health delivery systems and care
models to the cost and quality of care delivered in non-managed Medicaid plans. Understanding
the impact of advanced APM solutions will play a significant role in transforming health care
delivery for years to come, and can serve as an opportunity for states, providers, and payors to
build the infrastructure and experience needed for value-based care.
This Medicaid APM option would then become a “qualifying model” under the MACRA statute by
virtue of being an Innovation Center demonstration. Furthermore, once within the Innovation
Center, CMS can use waiver authority to modify the existing Medicare Part B revenue to include
Medicaid revenue, creating a modified revenue threshold.
Payment models that create incentives for providers to participate in risk-bearing relationships
allow for innovative care models with measurable outcomes. Cherokee Health Systems, a
Federally Qualified Health Center and Community Mental Health Center, is a national leader in
integrating primary and behavioral health care in an integrated service delivery model that
consistently produces positive outcomes with a patient population that is largely uninsured or
underinsured. Their operations are structured to allow providers to focus on meeting the needs of
their population, through integrated behavioral health and primary care, using outreach workers,
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including school health sites and employing telehealth and other modalities to meet population
needs. Their innovative approach, partnered with a capitated payment arrangement, has
improved coordination of care, filled gaps in care, and prevented redundant prescribing. 1
Creating incentives for health care providers to participate in risk-bearing relationships in
Medicaid will be one step forward in accelerating the opportunities for CMS to partner with
states to accelerate the integration and coordination of physical and behavioral health care and
drive better whole health outcomes for people based on local needs. Additionally, this could
lead states to drive reform and innovation through more engaged provider and payor
partnerships, which would allow for the use of risk or capitated payments to invest in providing
integrated health care and to treat social determinants of health and reduce health disparities.
A few additional considerations to highlight for CMS. Any process CMS adopts for the APM
demonstration should improve administrative efficiencies and minimize reporting burdens on
physicians and physician groups. Behavioral health providers experience similar burdens as
primary care. Self-reporting, attestation, and auditing should be sufficient to protect the trust
funds from fraud, waste, and abuse, as is the practice in current Medicare models.
The Innovation Center may need to deploy additional waiver authority to address Stark Law
concerns, as it has done with the traditional Medicare models.
In summary, rapid introduction of a Medicaid advanced APM option will facilitate a faster
transition to value-oriented care across the country and will provide clinicians with valuable new
opportunities to advance their risk-bearing capabilities that create equitable access to quality
care for diverse individuals in medically underserved communities. Medicaid APMs could be a
important national strategy to reduce health disparities thus having enormous economic and
societal benefits.
Thank you for the opportunity to provide input as CMS is considering innovative solutions to
ensure our nation’s most vulnerable citizens have access to quality, culturally competent
health care services in the years ahead.
Sincerely,

Hugh Lytle
Founder, Chairman and CEO

New Models of Primary Care Workforce and Financing Case Example #7: Cherokee Health Systems. (Prepared
by Abt Associates, in partnership with the MacColl Center for Health Care Innovation and Bailit Health Purchasing,
Cambridge, MA, under Contract No.290-2010-00004-I/290-32009-T.) AHRQ Publication No. 16(17)-0046-7-EF.
Rockville, MD: Agency for Healthcare Research and Quality: October 2016.

1

equalityhealth.com 521 South 3rd Street Phoenix, AZ 85004 602.252.7900

November 2, 2017
To:
RE:

Centers for Medicare and Medicaid Services
Innovation Center New Direction Request for Feedback

The Evidence Based Leadership Council members represent more than 20 community
based health programs for older Americans that have been shown to have outcomes
(reduced symptoms, increased mobility, reduced risks for falls, lowered HbA1c, reduced
depression) and in many cases have been shown to reduce costs. The criteria for evidence
based programs are that they have:
 Been tested in trials using experimental or quasi-experimental designs;
 Full translation has occurred in a community site; and
 Dissemination products have been developed and are available to the public
This definition has been adopted with few modifications by ACL and to a lesser extent
CDC. Mechanisms have been developed to vet and add additional evidence based
programs as they are developed. These interventions are relatively inexpensive having a
onetime cost of under $500 per person. They are patient centered as they meet one or
more felt patient needs (pain reduction, falls protection, mobility enhancement, etc.) Their
sustainability can be seen measured by the fact that many of them continue in wide spread
use as long as 20 years after their introduction.
These programs are widely available through more than 1000 community agencies and
health care delivery systems and reach well over 150,000 people a year. One or more
programs are available in every state and territory. The programs improve chronic disease
management, increase physical activity, decrease arthritis pain, reduce falls risk and
improve symptoms of depression.
Despite the documented benefits of these programs, very few health delivery systems or
Medicare Advantage plans have integrated them into their covered benefits. There are
two major reasons for this: 1) Many plans do not know the programs exist, or despite peer
reviewed published evidence do not believe in the programs’ efficacy and 2) There is no
payment mechanism for these programs. If these programs are deployed by Medicare
Advantage plans, the dollars must come from achieved savings from more traditional
services. There is no mandate that any of this suite of evidence-based programs be
included as covered services. For health care delivery systems, there is no recognized
billing code, and when community agencies offer the programs there is no means of billing
even if a code existed, since there is no way to license CBOs and accreditation is spreading but
not universal. Unlike most of health care, the programs are considered nice extras as
opposed to essential system elements.

www.eblcprograms.org

(747) 239-0847

Current systems wait until individuals have advanced healthcare issues and then spend
more to manage or cure. With these programs, earlier intervention and enhanced selfmanagement permit better quality of life, reversed and slowed progression of serious and
persistent progressive medical conditions and thus reduce costs and improve the quality of
care. One or more of these programs should be part of all comprehensive Medicare
delivery systems, thoughtfully targeted to the right people at the right time to improve
overall health outcomes over time.
We propose that CMMI conduct a pilot study to increase the uptake of these accredited
programs. The study focus would provide benefit design flexibility to incentivize
beneficiaries to enroll in Medicare Advantage plans that cover and market these programs,
along with funds to examine the impact of the programs on health care costs. This proposal
is directly responsive to your request to improve Medicare Advantage Models (5) and could
also apply to your efforts to enhance State-Based and Local Innovation, including Medicaidfocused Models (6) and Mental and Behavioral Health Models (7).
Respectfully,

Paige Denison, Chair
Evidence-Based Leadership Council
www.EBLCPrograms.org

www.eblcprograms.org

Stephanie FallCreek, Vice Chair
Evidence-Based Leadership Council
www.EBLCPrograms.org

(747) 239-0847

CMMI RFI Response by Evolent Health
November 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
November 20, 2017
Dear Administrator Verma:
Evolent Health applauds your and CMS’ commitment to supporting private sector innovation in
health care delivery and, more broadly, your explicit commitment to continuing the shift from feefor-service to value-based payment models. We are pleased to offer the following response to the
CMMI “Request for Information: Innovation Center New Direction.”
Evolent is excited to continue to support our current and future partners in their efforts to provide
high quality care to their beneficiaries and help them navigate current and future innovation
models. We look forward to more dialogue with CMS regarding how this can be done most
effectively. If you have any questions or would like to discuss this response in more detail, please
reach out to Chris Dawe and/or Jon Karl.
Regards,

Seth Blackley
President
800 N Glebe Road, Suite 500, Arlington, VA 22203

Cc: Chris Dawe
Vice President, Payer Partnership
Solutions
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SUBMITTED ELECTRONICALLY
November 20, 2017
Hon. Seema Verma, Administrator
Centers for Medicare &
Medicaid Services, Department of
Health and Human Services,
P.O. Box 8016,
Baltimore, MD 21244–8016
Attention: CMMI_NewDirection@cms.hhs.gov
Re: CMS Innovation Center Informal Request for Information (RFI) Seeking Feedback on a
New Direction to Promote Patient-Centered Care
Dear Administrator Verma:
Express Scripts appreciates the opportunity to submit our comments on the CMS Innovation Center’s
(Innovation Center) informal Request for Information (RFI) seeking feedback on a new direction to
promote patient-centered care. Express Scripts (ESI) is a pharmacy benefit manager (PBM) that
provides integrated PBM services including network-pharmacy claims processing, home delivery
services, specialty benefit management, benefit-design consultation, drug-utilization review,
formulary management, and medical and drug-data analysis services for more than 80 million
Americans.
Towards furthering CMS’ goals with respect to “test market-driven reforms that empower
beneficiaries as consumers, provide price transparency, increase choices and competition to drive
quality, reduce costs, and improve outcomes,” we respectfully submit the following comments for
your review and consideration.
Proposed Guiding Principles:
ESI generally concurs with the guiding principles outlined in the preamble of CMMI’s informal RFI
document, and welcomes the consistent, thoughtful approach and application of these criteria to the
development of the various proposed models and eventual demonstrations. With specific regard to
principle six—small scale testing—we believe an “off-the-shelf” solution for such testing in the
Medicare program is readily available through the solicitation and engagement of willing Employer
Group Waiver Plans (EGWPs). It has been our experience as an administrator for these plans that
our clients have expressed interest in testing the use of a number of our PBM tools—widely used
otherwise in the commercial market—in the hopes of improving patient outcomes and reducing drug
spends without sacrificing access to high quality care. ESI therefore encourages CMMI to solicit
EGWP sponsors for participation in designing and testing appropriate care models, and we welcome
the opportunity to assist the Centers accordingly if so desired.
Anti-Kickback Statute Accommodations:
As a threshold matter prior to pursuing most of the proposed innovation models and others to be
developed, we urge CMS pursue adoption of new safe-harbors in the Anti-Kickback Statute (AKS)
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that will allow CMMI and plan sponsors in all HHS-directed federal healthcare programs to explore
novel arrangements without risking exposure to Civil Monetary Penalties (CMPs). ESI encourages
CMS to seek broad stakeholder input from the outset of developing new safe-harbors so as to ensure
a thorough understanding of the potential outcomes of any proposed language. Generally speaking,
we believe plan sponsors and their third party administrators (TPAs) should be given substantial
latitude to develop innovative arrangements or adapt existing commercial value-based purchasing
best practices to federal programs. We also acknowledge that a measure of “trust, but verify” will be
necessary as a condition of being granted the degree of latitude necessary by CMS to properly
innovate, and believe that transparency with the agency—and only the agency, not competitors—will
achieve those ends. Again, ESI urges CMS engage stakeholders during each step of a future safe
harbor development process.
Potential Models:
Consumer-Directed Care & Market-Based Innovation Models:
ESI is encouraged by CMS’ interest in exploring plan benefit designs allowing beneficiaries the
option of choosing to participate in arrangements enabling them to keep some of the savings realized
when selecting a lower-cost option or that otherwise incentivizes beneficiaries to achieve better
health. Several items we recommend CMS consider for development:
o Additional latitude to experiment with type and amount of incentives - Plan sponsors should
be empowered to offer beneficiaries rewards of monetary value through gift cards,
healthcare-related goods or perks, or even donations to the charity of their choice rather than
direct cash transfers.
o Patient stratification within clinical categories – We note that a carrot approach may not be
as effective a motivator for all members regardless of clinical category and patient risk.
Accordingly, CMS should allow plans to implement a “tiered” approach for offering novel
incentives. For example, while all diabetic beneficiaries could be offered incentives for
choosing lower cost products in managing their condition, a sponsor could offer additional
incentives to these members with a history of uncontrolled diabetes incentivizing them to
take actions to more aggressively maintain current treatment where there is evidence that
neglect is a primary driver of any adverse effects they are experiencing. Those incentives
could be based off of participation in a special case or disease management program, or other
novel approaches.
o Involving caregivers - Caregivers for Medicare members are an important part of the
spectrum, and being able to incentivize a care team to take more active management of a
patient’s care and his/her health outcomes is a potentially great resource for CMS to
incentivize plan sponsors to pursue. Moreover, involving caregivers should include—where
appropriate—specialty and retail pharmacies. Testing additional flexibilities including
expansion beyond the member to caregivers will allow plans and CMS to further define an
incentive model that is optimal in the Medicare population that drives both improvements
clinical outcomes and cost reductions necessary for program sustainability when the
prevalence of chronic conditions in the Medicare population is at unprecedented levels.
We are also pleased to see CMS indicate a willingness to pursue further preferred provider networks
as a means to increase beneficiary empowerment as consumers to drive change in the health system
through their individual choices. Accordingly, we encourage CMS to not limit application of this
concept to medical providers, but also pharmacy providers, and should consider the following:
o Additional latitude to experiment with criteria - Plan sponsors should be empowered to
establish criteria that determines what constitutes a provider being considered preferred.
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While quality and price should be required considerations for plan sponsor designation of
preferred providers, plan sponsors should have the discretion to determine which criteria
should apply as there are regional differences in provider availability.
o Provider stratification within clinical categories – Plan sponsors should be granted the
authority to prefer providers according to clinical categorization and leverage a tiered
approach.
o Quality bonus payment – We are in agreement with CMS’ current Quality Bonus Payment
program that rewards MAPD sponsors that achieve a 4 star or higher. We also believe,
however, there is an opportunity to broaden its scope to look at ways to reward PDP sponsors
as well by sharing the same metrics. Implementing a Quality Bonus Payment incentive for
PDPs will help drive sponsors to further focus on adherence, and doing so will consequently
align these plans with the MAPD initiative to help drive lower healthcare costs and improve
outcomes.
o Expand Mail Order Member Options – In the spirit of encouraging greater consumer choice
and opportunities for them to seek savings in the retail pharmacy channel, ESI recommends
CMS allow sponsors to offer beneficiaries an option to enroll in more exclusive prescription
drug Home Delivery Programs. Additional details would need to be provided to members to
ensure they have a full understanding of the different benefit types—and benefits—of such
programs prior to enrollment. Regardless of which home delivery option a member chooses,
Home delivery pharmacies can provide 24/7 access to pharmacists offering condition-specific
care through private 1:1 consultations. Condition-specific care is available in twenty areas of
clinical specialization driven by pharmacists, nurses and clinicians that use behavioral
science-based communication techniques along with clinical protocols developed for
appropriate clinical specialties resulting in significant improvement in the rate of adherence
that further drives healthier patient outcomes. We also offer automatic renewal options that
may include physician outreach, digital availability for enrollees to address refills, messaging
and medical history (via website, mobile app and interactive web conversation). ESI is
pleased to provide additional information to CMMI about the value and performance of our
home delivery upon request.
State-Based and Local Innovation, including Medicaid-focused Models:
o Medicaid Bundled Demonstration – ESI believes CMMI, through the exercise of the guiding
principles proposed in this RFI and its authority to design and test new care delivery and
benefit concepts, should develop a voluntary “bundled demonstration” plan that would assess
the effects of implementing a truly commercial best practices approach for managing care in
Medicaid. This demonstration plan could test the use of a full array of Utilization
Management (UM) tools on medical benefits, and PBM tools for managing prescription drug
utilization. Other components of such a demonstration would include:
 Waiving use of Medicaid Best Price for setting drug cost benchmarks.
 Waive the Medicaid Drug Rebate Program & mandated coverage of some drugs
along with the mandated federal rebate.
 Prohibit the state from mandating a drug formulary or UM rules.
 Allow Medicaid Managed Care Organizations to more aggressively utilize mail order
pharmacy to help reduce costs for beneficiaries and the program for refills involving
maintenance prescription medications for chronic conditions, while also increasing
adherence rates. CMMI should remove unnecessary barriers currently hindering
home delivery utilization now, such as waving provider enrollment requirements on
mail order pharmacies that do not exist in the commercial health insurance market.
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Such a demonstration would not only demonstrate the value of a truly commercial market
benefit in the Medicaid market, but also pave the way towards adoption of value-based
purchasing (VBP) concepts towards which CMS has begun actively exploring. Again, this
would be a purely voluntary demonstration, and we encourage CMMI to actively seek input
from all stakeholders in designing such a program. We remain eager to discuss these ideas
further at your convenience.
Alternatively, for models seeking to provide states with more flexibility for multi-payer reforms,
including an increase in opportunities for physicians serving Medicaid and CHIP populations to
participate in value-based payment models, ESI suggests CMS consider incorporating the following
concepts:
o Collection of complete, accurate, and timely encounter data is essential – Low quality
encounter data is a risk to the long-term success of the program because it is necessary for
proper evaluation of health plan and set capitation rates. Inaccurate data risks being
actuarially unsound, and would accordingly inhibit precise evaluation of the actual
administrative costs for providing Medicaid benefits. In addition, encounter rejects vary and
formats are not standardized; this lack of universality further contributes to low quality
encounter data. This is because under the current process, states provide different datasets to
satisfy their interpretations of what is being requested of them for reporting. Inconsistency in
encounter data provided to States and ultimately CMS as part of the MSIS/T-MSIS initiatives
threatens the ability to enact payment reforms and encourage physician participation in valuebased payment models.
o Align from volume to value – CMS should partner with States to develop a minimum set of
quality metrics that align encounter submission and quality patient outcomes. States should
be permitted to add to those metrics established by CMS but not given authority to remove
standard metrics that align encounter data and quality patient outcomes. Moreover, CMS
should publish industry metrics for acceptable encounter volume and timeliness and set a
minimum expectation for States to adopt with an option to adopt more aggressive thresholds.
Prescription Drug Models:
To support testing models that contemplate novel arrangements between plans, manufacturers and
stakeholders across the supply chain, CMS should consider supporting the following:
o Use PBM tools in the Medicare Part B space – ESI understands the growing fiscal pressures
exerted on CMS through the rising cost of drugs covered in the Part B space, and suggest
CMMI consider and test changes that we believe will help to ensure the sustainability of the
program accordingly. We also appreciate CMS’ acknowledgement of the need to explore use
of value-based purchasing (VBP) tools available to other payers, particularly those in the
commercial market who employ PBMs. We currently successfully use VBP tools at the
direction of our commercial clients to help manage their drug spend without restricting
patient access to care. Generally speaking, however, while we support the greater use of such
tools in the Medicare program, we recommend CMMI undertake a promulgation process
whereby—given the complex nature of such arrangements in the ever-evolving
marketplace—input from those entities actively engaging in such arrangements are sought
out specifically as a resource at the outset of developing future proposals. As an innovator in
VBP and drug benefit design, ESI enthusiastically welcomes any opportunity to assist CMMI
further upon request. Following are ESI’s thoughts on specific VBP tools that may be useful
when applied to the Part B benefit:
 Reference Pricing: Appropriately constructed, this tool sets a benchmark based on
the payment rate for the average price for drugs in a group of therapeutically similar
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drug products, the most clinically effective drug in the group, or another threshold
that is specifically developed for such drug products (e.g. a specified percentile of the
current price distribution). All drugs from the group would be then be paid based on
such benchmark amount. PBMs currently use reference pricing—again, at the
direction of our clients—for therapeutically similar drugs because it incentivizes
physicians to assess both clinical outcomes and costs to the patient when prescribing.


Indications-Based Pricing: This practice varies reimbursement for a given covered
drug based on its clinical effectiveness for different indications where appropriately
supported by evidenced-based studies, reports or clinical practice guidelines. ESI
strongly believes in the potential effectiveness of this tool, and we have been
continuously developing approaches for employing it on behalf of our clients. We
caution CMMI that this is a cutting-edge tool that is heavily dependent on
clinical/technical expertise, and urge consultation with those entities actively engaged
in such arrangements.



Outcomes-Based Pricing: This concept contemplates using competent and reliable
scientific evidence to help create an accurate picture regarding clinical value for a
specific drug and provide outcome measures for any such risk-sharing pricing
agreement. Accordingly, CMS would link health care outcomes with the price that
Medicare reimburses for a Part B drug. While ESI generally supports the use of
outcomes-based reimbursement arrangements as drug benefit management tools, as
with Indications-Based Pricing we respectfully urge great caution and thorough
consultation with those entities actively engaged in such arrangements.

o Expanding provider incentives – Include rewards for using patient-generated health data
collected by digital tools and devices that would be relayed via cellular and/or web-enabled
systems.
o Evaluating additional Star Rating outcomes metrics – These would be designed to measure
plan sponsor effectiveness in leveraging digital tools and devices in managing chronic
diseases such as Diabetes, COPD, Asthma and/or Congestive Heart Failure.
o Prioritizing efforts that improve patient profile completeness – As adoption of digital tools
and devices increase, the need for access to email and cellular phone numbers is critical.
Currently, enrollment into Medicare does not require beneficiaries to specify an email
address and/or confirm the type of phone number provided; collecting this information is a
necessary precursor for plan sponsors to utilize these promising new electronic tools to
improve the quality of care and patient outcomes while also saving on costs to the program
and beneficiaries.
o Granting additional latitude to experiment with the type and amount of incentive that is
offered to members to use digital tools, devices – As noted previously in our comments on
Consumer Directed Care Models, ESI recommends plan sponsors should be empowered to
reward beneficiaries with gift cards, healthcare related goods or perks, or even donations to
the charity of their choice in addition to reduced copayments to incentivize adherence and
more consistent management of chronic conditions.
o Allowing patient stratification within clinical categories – We also reiterate our comments
on this topic in our comments regarding Consumer Directed Care Models urging CMS to
allow plans to implement a “tiered” approach for supporting patients with digital tools and/or
devices.
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ESI recommends that any potential Prescription Drug Models seeking to increase drug pricing
competition while still protecting beneficiary access to drugs in Medicare should include the
following features:
o Preferred and non-preferred specialty tiers – With the caveat that they would not be subject
to exception requests where a member was not previously stabilized on the rejected drug
AND no other therapeutically effective alternative is covered in the plan formulary.
Deployment of tiers in the formulary development process in commercial plans do not limit
access to care; such tools only ensure that—where medically appropriate—less expensive,
yet clinically effective options are tried (or shown to have been ineffective) before
immediately approving coverage of a drastically more expensive treatment.
o Tighter management of non-formulary exception reviews – Currently, limitations on plans
requesting certain clinical-type information as part of a non-formulary exception review
restricts the ability of plans to ensure appropriate management of potentially costly
medications.
o Eliminate the requirement to have one drug free of UM - Along with permitting flexible
enforcement of this requirement in key categories that necessitate management, such as High
Risk Medications (HRM) and opioids.
o Flexibility in UM criteria – Plans are not given sufficient authority to use more restrictive
UM review tools when clinically appropriate. For example, currently plan sponsors must
have a patient seeking coverage of a prescribed PCSK9 Inhibitor try the drug Zetia prior to
approving coverage of the PCSK9. This requirement, however, limits the ability of plan
sponsors to determine (where clinically appropriate to do so) whether lower cost—yet
potentially effective—drug options could have also succeeded in addressing the patient’s
needs.
o Formulary exclusions - CMS should provide more flexibility to allow plans to exclude drugs
from the formulary where there is an absence of outcomes data that shows evidence of their
value.
o Protected class drugs - We respectfully request that CMS review requirements related to
Protected Class Drug (PCD) coverage and allow plan sponsors to provide appropriate
beneficiary access to medications with multiple indications, mechanisms of action, and routes
of administration, but not require plan sponsors to cover all unique chemical entities. We
also request that CMS revisit previous proposals to decrease the number of protected class
drug categories. A decrease in the number of PCD categories would allow plan sponsors to
offer a more controlled formulary and potentially drive competition in these classes.
o Eliminate mandatory coverage of two drugs per class policy – Requiring plans cover two
drugs per therapeutic class or category continues to be a significant barrier to the
development of a cost-effective formulary that lowers medication costs without sacrificing
the quality of the drug benefit provided to members. As we have offered in many previous
comment submissions to CMS, requiring sponsors to cover a certain numbers of medications
cripples their ability to negotiate with pharmaceutical manufacturers on price, since the latter
know their products must be covered. Moreover, given the additional formulary checks
developed and utilized by CMS over time, ESI continues to maintain this coverage
requirement is no longer necessary.
o Biosimilars – ESI also suggests that CMS review and add Coverage Gap Discount
manufacturer responsibility for Biosimilar drugs. Although these are brand drugs, they are
not currently subject to the Coverage Gap Discount like other are, and this omission places
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additional burdens on plan sponsors’ and beneficiaries’ responsibility for cost sharing above
and beyond those of other branded drugs.
*****
Again, ESI appreciates the opportunity to comment on this informal Request for Information.
Please do not hesitate to contact me if we can be of any assistance.
Sincerely,

Sergio A. Santiviago
Director – Government Affairs
Express Scripts

Centers for Medicare & Medicaid Services (CMS) Innovation Center
Request for Information
Response from:
Robin Gelburd
President
FAIR Health
530 Fifth Avenue, 18th Floor
New York, NY 10036

As the CMS Innovation Center (Innovation Center) moves in a new direction to promote patient-centered care
and test market-driven reforms, FAIR Health proposes a resource that could be used to serve that movement
in a variety of ways, including testing models in all of the Innovation Center’s focus areas.
In the battle for quality and cost reform in healthcare, FAIR Health proposes that the weapon most glaringly
absent from the government’s arsenal is an All-Payer Claims Database (APCD) that collects data from across
the nation, but allows for localized, focused reporting and analyses. A national APCD could yield
immeasurable value to CMS, the private healthcare market and consumers by providing uniform, consistent
data and analytic tools, reported by state, city or more localized market areas, and allowing for comparisons
across regions.
A national APCD could be leveraged for research on efficacy of varying treatment modalities, including mental
and behavioral health models. It could be used to assist in the creation, and analyze the relative effectiveness,
of new and improved state-based and local innovation models, which CMS rightly recognizes as drivers of
change. A national APCD would also enable cross-border comparisons of utilization, cost and treatment
protocols to spur innovation and savings—an ability out of reach to state APCDs, which are necessarily
focused on activities within their own borders. FAIR Health, for example, recently published a study based on
its existing data from the commercially insured population, which identified significant variations by state, and
between urban and rural areas, in opioid-related diagnoses and treatment protocols.
The data also could be used to support the development and efficiency of alternative payment models
(APMs), including models tailored to physician specialties, different patient populations and risk profiles,
prescription drugs and Medicare Advantage (MA) coverage, and to enhance program integrity. Significantly,
the price transparency such a database would allow could be used to empower consumers. FAIR Health
already has a tool that provides specific, localized healthcare pricing information for consumers; working with
FAIR Health to improve and expand the use of such APMs and pricing tools would directly serve the
Innovation Center’s goals of improving price transparency, providing information and tools to patients to take
control of their health expenditures and make more informed choices.
FAIR Health can help the Innovation Center in its work because FAIR Health established and sustains a vast,
national Multi-Payer Claims Database (MPCD). We possess the nation’s largest collection of private
healthcare claims data, with over 24 billion claim records contributed by payers and administrators who insure
or process claims for private insurance plans covering more than 150 million individuals. Certified by CMS as
a Qualified Entity (QE), FAIR Health also holds separate data representing the experience of more than 55
million individuals enrolled in Medicare. Our contributors choose to share their data with us because we are a
neutral entity, unaffiliated with any other organization, and because the process does not require any
reformatting of their data, making it easy and inexpensive for them. Entities and individuals concerned about
government regulation and protecting sensitive personal health information and proprietary business data are
more comfortable sharing data with a nonprofit that is nongovernmental, is not a competitor and is overseen
by a broadly representative and expert Board of Directors.
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Our MPCD already does much of what an effective APCD, functioning at maximum capacity, should be
equipped to do, including:
•
•
•
•
•
•
•
•
•

Seamlessly accept, aggregate, validate and manage vast amounts of claims data from multiple
sources in disparate file formats;
Offer scalable systems and processes that can accept ever-increasing data loads from a growing
number of contributors;
Present those data in formats accessible and useful to a broad range of users, including policy
makers and officials, health services researchers, economists, health plans, health systems and
practitioners;
Provide a consumer engagement and cost transparency platform that meaningfully elevates health
insurance literacy and promotes sound decision making by patients;
Support innovative applications that will increase the APCD’s utility and value, including the use of
“episodes of care” cost bundling to support value-based reimbursement and Accountable Care
Organization (ACO) models;
Apply automated processes and protocols based on methodologies vetted by experts to improve
accuracy and reliability of the data;
Uphold to the highest standards the security and privacy of personal information of patients,
practitioners and payers;
Ensure the highest level of neutrality and independence so that the APCD functions not just as a
mechanism for collecting and organizing data but as a universally accepted unbiased resource
informing decisions and shaping policy; and
Generate revenue to offset the cost of the data collection and warehousing enterprise, and make it
self-sustaining.

There has not yet been a significant federal effort to create a national APCD. State attempts have fallen short
in part because self-insured ERISA plans cannot be compelled to contribute data and state APCDs have
struggled to find a sustainable business model. State APCDs also have varying standards for formatting,
accessibility and use of the data, making research, studies and comparisons across states difficult at best.
But CMS can achieve this goal—with substantial cost savings—by using FAIR Health’s MPCD (which already
includes a substantial part of the self-insured market and a self-sustaining revenue model) to serve the
federal government and the states.
About FAIR Health
Founded for Healthcare Transparency
FAIR Health is a national, independent, 501(c)(3) nonprofit organization. Established in 2009 following a
broad investigation by New York State into certain health insurance industry practices associated with claims
reimbursement, FAIR Health was formed as an independent organization to create a national MPCD, and to
bring transparency, integrity, reliability and accessibility to healthcare costs and insurance information.
Today, FAIR Health is a self-sustaining organization, conducting all its operations in house, and regarded as
a fair, neutral provider of robust data and data tools by its diverse clients throughout the healthcare sector.
FAIR Health produces a variety of data resources, including standard cost benchmarks to reflect pricing,
geographic variation and trending associated with specific healthcare services; benchmarks and custom
analytics for episodes of care; and research datasets and visualization dashboards and tools to reveal
epidemiological trends and the efficacy of public health interventions and treatment protocols, among other
uses.
Vast National Data, Continually Refreshed
As noted above, FAIR Health possesses the nation’s largest collection of private healthcare claims data,
extending from 2002 to the present and growing by more than 2 billion new claims per year. The data are
submitted by over 60 payers and administrators in all 50 states and Washington, DC. The data are continually
refreshed, with contributors sending new data on a quarterly or monthly basis. FAIR Health staff experts work
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with contributors to understand their data, standardize the formatting and presentation of the data and
incorporate the disparate data sources in our data warehouse.
The ever-increasing size and scope of FAIR Health’s data collection ensure that it continues to serve as an
unparalleled mirror of the healthcare marketplace. Our clients contribute their healthcare claims data from
both self-insured and fully insured plans on a voluntary basis, benefiting our clients, consumers and the
healthcare sector as a whole.
As noted above, FAIR Health is also certified by CMS as a QE, receiving all of Medicare Parts A, B and D
claims data for use in nationwide transparency efforts.
Conflict-Free, Trusted Data Steward
FAIR Health’s independence starts with its corporate structure. FAIR Health is governed by an
uncompensated Board of Directors representing leaders from all segments of the healthcare industry,
including providers, insurers, consumers, researchers, educators and policy makers. FAIR Health’s integrity
and independence are also evidenced by our outreach to expert advisors to help in shaping our statistical
methodologies, technology infrastructure, policies and procedures and, ultimately, by the trust our clients
place in the quality of our data products.
FAIR Heath is charged with protecting and de-identifying claims information for many of the nation’s largest
health plans, and therefore is focused intensely on data privacy and security. We maintain administrative,
procedural, technical and physical safeguards that comply with applicable law and exceed industry standards
and best practices. FAIR Health has earned HITRUST CSF and Service Organization Controls (SOC 2)
certifications by meeting the rigorous data security standards of those organizations.
FAIR Health’s privately billed data and data products are relied on by stakeholders across the healthcare
sector, including commercial insurers and self-insurers, third-party administrators, employers, unions,
hospitals and healthcare systems, healthcare professionals, government agencies, researchers and others.
The FAIR Health database also powers a free, award-winning consumer website and mobile app, in English
and Spanish, which empower consumers to estimate and plan their healthcare expenditures and offer a rich
educational platform on health insurance.
FAIR Health’s origins have made us a natural ally for states and government agencies seeking reliable,
independent data to support public health and policy making, healthcare research, legislative initiatives,
insurance regulation, dispute resolution and consumer education. As a testament to the reliability and
objectivity of FAIR Health data, the data have been incorporated in statutes and regulations around the
country and designated as the official, neutral data source for a variety of state health programs, including
workers’ compensation (in many states including Kentucky and Georgia) and personal injury protection (PIP)
programs. FAIR Health data serve as an official reference point in support of certain state balance billing laws
that protect consumers against bills for surprise out-of-network and emergency services.
How FAIR Health Can Support the Innovation Center
FAIR Health’s MPCD is already being used to promote patient-centered care and test market-driven reforms,
and could do so more extensively in support of the Innovation Center. The following areas are of special note:
Research: Academics, policy makers and business leaders rely on FAIR Health data for a broad range of
research studies that have been featured in prominent publications and government reports. FAIR Health has
the data and internal expertise to research and identify trends in treatment methodologies for a variety of
diseases and conditions, including those related to mental and behavioral health. FAIR Health’s own original
white papers—on topics from the opioid crisis to type 2 diabetes in young people—uncover important findings
and demonstrate the value of FAIR Health data. FAIR Health’s series of white papers on the opioid crisis—on
the subjects of national trends in the opioid epidemic, the impact of the epidemic on the healthcare system
and regional variations in the effects of the opioid crisis—has garnered attention from the Centers for Disease
Control and Prevention and the President’s Commission on Combating Drug Addiction and the Opioid Crisis.
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In our research, we have identified one way CMS can promote transparency: by reexamining the limitations
imposed on QEs seeking to use Medicare data for research. Currently, Medicare data held by a QE are
available for research only through application to ResDAC, a time-consuming process that does not recognize
the stringent requirements that a QE has already fulfilled. In the case of a QE’s own research, studying data
that it already holds and is empowered to use, this process creates no additional protection for the data nor
any benefit to CMS, but makes research more burdensome and costly and imposes delays. The process
could be eliminated for de-identified data, or at the very least streamlined. Similarly, while a QE can license
data directly to “authorized users” as defined in the QE program regulations, it cannot license data directly to
a qualified academic researcher, which is unnecessarily inefficient. (To the extent that an academic
researcher would obtain patient identifiable data, of course, the researcher should demonstrate that the
appropriate security will be provided and laws observed.) The QE program also requires data that have been
patient de-identified to nevertheless be subject to heightened privacy, use and distribution restrictions that are
otherwise reserved only for the most sensitive individually identifiable health information protected by the
HIPAA statute. These enhanced privacy and use restrictions are not necessary, since CMS’s certification
process requires the QE to show it can adequately de-identify individuals in the Medicare data under
applicable HIPAA standards.
Alternative Payment Models: FAIR Health is on the cutting edge of using data to create and evaluate APMs,
including through analysis and benchmarking of costs for episodes of care, a state-based innovation program
for Medicaid and evaluation of savings in the Medicare program.
Our FH® Episodes of Care Analytics and FH Episodes of Care Benchmarks enable in-depth evaluation of
episode costs—both the analysis of an organization’s own claims data in bundled episodes and the
comparison of that data to episode benchmarks by local market area. FAIR Health is the only independent
nonprofit certified and licensed by the Altarum Institute to operate its PROMETHEUS Payment ® industrystandard software, used to identify the services that each episode comprises.
•

•

FH Episodes of Care Analytics organizes data into episodes of care to offer organizations a window
into operational efficiencies, outcome improvements and potential savings that can be achieved when
viewing data holistically. Analysis may reveal provider-related issues, such as patterns associated
with specific physicians and facilities, or potentially avoidable complications. Analysis at the member
level may reveal risk factors and comorbidities that can impact the costs of care. These analytics
highlight best practices and areas of improvement, and assist in obtaining efficiency, improved
outcomes and recognized opportunities for savings.
FH Episodes of Care Benchmarks allows organizations to see how their claims experience, viewed
through an episode lens, compares to that of other organizations. FH Episodes of Care Benchmarks
provides a comprehensive view of actual healthcare costs in geographically specific markets across
the country, and includes benchmark charge and allowed amounts for the full range of procedures
and services related to common illnesses, conditions and surgeries. Users can adjust base episode
costs to include patient comorbidities and risk factors.

In 2016, the New York Academy of Medicine (NYAM) chose FAIR Health to work with it on a grant from the
New York State Department of Health, to help advance New York’s State Innovation Model (SIM) initiative
focused on introducing and monitoring improvements to primary care services. FAIR Health assists in the
collection and analysis of claims data and in evaluating the impact of various initiatives under the umbrella of
SIM. FAIR Health works with NYAM to provide data-driven measurements of the program’s impact in
transforming and improving primary care practices. FAIR Health’s analysis also includes assessing episode of
care claims data to identify overutilization and underutilization patterns that could lead to avoidable
complications. To achieve its SIM objectives, FAIR Health runs a provider attribution methodology to identify
primary care providers for individual members within its dataset. Each provider’s data are then aggregated at
multiple levels to identify total costs of care for each provider for all of his or her patients. FAIR Health also
runs episodes of care for each attributed provider’s patients and assesses chronic disease management for
those patients to understand their total costs of care and their treatment protocols. FAIR Health delivers the
total costs of care data on a quarterly basis and the episode data on a semiannual basis to NYAM, which then
evaluates the data and works with the individual primary care physicians.
FAIR Health is a subcontractor for the CMS Transforming Clinical Practices Initiative (TCPI) program, which
provides technical assistance to New York State clinicians through the New York State Practice
FAIR Health’s Response to CMS Innovation Center’s RFI
4

Transformation Network (NYS-PTN). As part of the program, FAIR Health is assisting CMS’s prime contractor
to identify savings and evaluate provider performance based on quality measurements and key performance
indicators for NYS-PTN participating providers. FAIR Health will help the contractor, clinicians and CMS
understand the cost savings from reducing unnecessary emergency department visits. Using a proprietary
primary care attribution methodology to associate members with individual primary care providers, FAIR
Health will identify costs associated with emergency room visits by the provider’s patients, and assess
changes in utilization and resulting costs associated with the visits. FAIR Health will conduct additional
analyses to assist in understanding the cost savings from hospital readmissions for each participating
provider’s attributed patients.
Other relevant experience in this space includes the quality reporting that FAIR Health has undertaken as part
of its QE status; the custom analytics it produces for a wide swath of licensees, revealing critical aspects of
the healthcare system; and the analytics FAIR Health performs on a daily basis for such uses as white papers
and infographics on public health issues and webinars on a variety of topics.
Just as we are helping New York State in its APM-related initiatives, we can share our data-driven measures
with CMS so that physicians’ performance and treatment modalities can be evaluated in a standardized,
coherent and objective fashion.
Empowering Consumers: In keeping with our mission, FAIR Health makes available resources that help
consumers understand their health benefits, plan for their healthcare costs and make the most of their
medical and dental coverage. Developed with the guidance of health insurance literacy experts, FH
Consumer, a website in English and Spanish, empowers consumers to estimate medical and dental care
costs by procedure and geographic location, using the FH Medical Cost Estimator and the FH Dental Cost
Estimator. Our educational content, the FH Consumer Classroom, includes original articles and videos
explaining how health coverage works in easy-to-understand language. The same resources are available
through a mobile app—in English (FH Cost Lookup) and Spanish (FH CCSalud)—on iTunes and Google
Play.
FH Consumer has been recognized by media outlets nationwide and has received honors from healthcare
sector and government leaders as a critical tool for consumer engagement and protection. Recognitions
include:
•
•
•
•
•
•
•

White House Summit on Smart Disclosure;
Agency for Healthcare Research and Quality (AHRQ);
URAC;
The eHealthcare Leadership Awards (each year from 2012 to 2017);
appPicker;
Employee Benefit News; and
Kiplinger’s Personal Finance.

In addition, FAIR Health was named a top resource for patients in Elisabeth Rosenthal’s 2017 book An
American Sickness: How Healthcare Became Big Business and How You Can Take it Back.
In a consumer website tailored to New York State residents, YouCanPlanForThis.org, FAIR Health makes
available thousands of New York provider listings for 100 frequently performed procedures, including
information about providers’ practices and prices. We can do the same on a national basis for the Innovation
Center, allowing it to advance toward its goals of greater consumer engagement, health literacy and cost
transparency.
Program Integrity: FAIR Health statistical data and custom analytics are relied on by government policy
makers nationwide to advance integrity in public programs. Numerous government agencies use our
independent, conflict-free healthcare cost and utilization data as a reference point when setting new
healthcare cost policies and regulations, evaluating existing standards, processing claims for governmentsponsored health programs, supporting benefits administration for government employees and more. Our
data have been used to measure the impact of statutes, regulations or public health initiatives by comparing
before-and-after snapshots, using longitudinal line-level data. We have worked with states in developing or
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updating workers’ compensation fee schedules, setting reimbursement standards for PIP and evaluating
Medicaid fee schedules for cost and access issues. Working with CMS, FAIR Health could leverage its
enormous private claims data, combined with the Medicare Parts A, B and D data received under the QE
program, to serve the federal government in uncovering fraud, abuse and waste in the Medicare program.
Physician Specialty Models: Physicians in specialties such as rheumatology and oncology manage patient
populations very different from those in, for example, primary care or infectious diseases. The rheumatologist
and oncologist deal with chronic, frequently incurable diseases. FAIR Health can provide data that
differentiate among specialists and between chronic and acute conditions, supporting testing of physician
specialty models.
Prescription Drug Models: Innovation in payment arrangements for pharmaceuticals and in managing the
costs of new therapies is increasingly important. FAIR Health’s private claims database is a rich resource for
information on injectable and specialty drugs—one of the biggest cost centers in the healthcare system. Using
these data, alone or in combination with Medicare Part D data, FAIR Health can provide analyses and
insights in support of new demonstration projects.
MA Innovation Models: FAIR Health analysis can support MA innovation models, including those studying
value-based insurance design with the goals of improving quality and reducing costs.
In conclusion, FAIR Health’s resources can offer many kinds of help to the Innovation Center as it advances
in its new direction toward greater patient-centered care and testing of market-driven reforms.
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Charles N. Kahn III
President and CEO

November 20, 2017

The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, DC 20201
Dear Administrator Verma,
The Federation of American Hospitals (FAH) appreciates the opportunity to comment to
the Centers for Medicare & Medicaid Services (CMS) on the Innovation Center New Direction
Request for Information (RFI). The FAH is the national representative of more than 1,000
investor-owned or managed community hospitals and health systems throughout the United
States. Our members are diverse, including teaching and non-teaching, short-stay, rehabilitation,
long-term acute care, psychiatric, and cancer hospitals in urban and rural America, and they
provide a wide range of acute, post-acute, and ambulatory services.
As CMS considers the Center for Medicare and Medicaid Innovation’s (CMMI) next
direction, the patient must be at the center of that evaluation. Improving quality, retaining and
improving access, and addressing cost for patients should be at the core of any innovation
strategy CMS seeks to implement. Evidenced by the RFI, we know that CMS shares this vision.
CMS has laid out several important principles in the RFI that the FAH strongly supports,
and we appreciate the opportunity to provide comments on those and other issues in greater
detail below. Among the issues we discuss below, we would like to emphasize a few key
priorities. The FAH has long held that CMS only has the authority to test models on a voluntary
basis. As such, we appreciate CMS’s emphasis and focus on testing voluntary models. We
believe CMS should go further and commit to only test models on a voluntary basis. We also
appreciate CMS’s emphasis on pursuing models on a small-scale. The past use of Innovation
Center authority has been overly broad in its reach and rather than testing a new payment design
or delivery concept, it effectively imposed new Medicare payment policy throughout most of the

country, and without Congressional consideration. We appreciate that CMS is reconsidering this
approach and scaling models appropriately. While not addressed in the RFI, as discussed further
below, CMS does not have the authority to implement permanent or mandatory changes to
Medicare stemming from results of a CMMI model without Congressional approval.
Guiding Principles
1. Voluntary Models
The FAH strongly believes that all CMMI models should only be implemented on a
voluntary basis as the statute does not authorize CMS to mandate provider
participation in any CMMI models. This is a view shared by many stakeholders, and we
appreciate CMS acknowledging such in the recent Proposed Rule to cancel the Episode
Payment Model (EPM) and scale back the Comprehensive Care for Joint Replacement
(CJR) model. As we discussed in our comments to that Proposed Rule, the FAH supports
CMS’s proposal to cancel the EPM, but we continue to have strong concerns about the
mandatory nature of the CJR, or any other similar model.
The FAH has repeatedly expressed significant legal and policy concerns over any
proposal to implement a CMMI model under which provider and supplier participation would
be mandatory. We believe that CMS has incorrectly interpreted that it may require mandatory
participation of providers in a CMMI demonstration, as first evidenced by the CJR
demonstration as well as the EPM demonstration. The FAH disagrees that §1115A of the
Social Security Act (SSA) provides CMS with the authority to mandate provider and supplier
participation in CMMI models. Such mandatory provider and supplier participation runs
counter to both the letter and spirit of the law that established the CMMI and the scope of its
authority to test models under section 1115A and make recommendations to Congress for
permanent or mandatory changes to the Medicare program.
The purpose of the CMMI is to test innovative payment and service delivery models to
maintain or reduce program expenditures while preserving or enhancing quality of care, with
an emphasis on models that improve coordination, quality, and efficiency of health care
furnished to Medicare and Medicaid beneficiaries (§1115A(a)(1) of the SSA). The statute
directs the Secretary to select “from models where the Secretary determines that there is
evidence that the model addresses a defined population for which there are deficits in care
leading to poor clinical outcomes or potentially avoidable expenditures” (§1115A(b)(1)(A) of
the SSA). The law further directs CMS to evaluate each Phase I CMMI model, and only after
taking into account this evaluation, if appropriate, the model may continue to be tested in
Phase II to expand “the scope and duration,” provided certain requirements are met
(§1115A(c) of the SSA), including a requirement for a separate notice and comment
rulemaking for any expansion. CMS is required to report periodically to Congress on CMMI
models and make proposals for legislative action on models it deems appropriate (§1115A(g)
of the SSA).
The language, structure, and requirements of section 1115A of the SSA clearly
indicate that Congress did not delegate its lawmaking authority to CMS. Under section
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1115A, any permanent or mandatory changes to Medicare payment systems must be enacted
by Congress after taking into account results of models that have been tested. Congress is the
branch of the Federal government responsible for enacting changes to Medicare payment
systems through legislation; CMS is granted limited authority under specific provisions of law
to make specific changes to those payment systems or to test new models. There is no
language in the statute or any legislative history that supports the interpretation that Congress
delegated its authority to make permanent changes to the program to the Secretary through the
CMMI. In fact, the limited legislative history on this provision indicates the exact opposite.
Notably, nowhere does the law expressly state that CMS can make models mandatory.
Because delegations of lawmaking authority to the agencies may be constitutionally
suspect, Congress would have had to include specific statements in the legislation indicating
that it both intended to and actually was delegating its lawmaking role to the Agency. Any such
delegation would have had to include clear standards for the administration of duties to limit
the scope of Agency discretion as well as procedural safeguards from arbitrariness or abuses. In
other words, Congress would have had to specifically permit CMS to require participation of
providers of services and suppliers in a model tested by the CMMI in the language of the
authorizing statute. CMS may not impute that Congress granted the Agency this authority.
Any Agency interpretation that the statute permits mandatory models raises issues of
impermissible delegation of lawmaking authority where none was intended. This is especially
true because Congress precluded administrative or judicial review of a substantial number of
matters of CMMI demonstration authority under section 1115A(d)(2) of the SSA to permit the
testing of models. The waivers of administrative or judicial review require that the scope of
delegation to the Agency be read in the narrowest terms, meaning that the Agency may not
infer additional grants of authority absent specific language in the statute. An Agency
determination allowing mandatory participation of providers of services and/or suppliers is an
overreach in interpretation that contradicts the statutory mandate and raises concerns about
impermissible delegation of lawmaking authority to the executive branch. Absent specific
language in section 1115A authorizing the mandatory participation of providers of
suppliers, we do not believe CMS may implement a policy that requires such mandatory
participation. We urge CMS to ensure that all CMMS models are voluntary, including
the CJR model.
CMS has successfully demonstrated that it is fully capable of testing models under
section 1115A solely through providers of services and suppliers that volunteer to participate
in those models. Experience with the Bundled Payments for Care Improvement (BPCI)
Initiative shows a substantial number and range of providers and suppliers willing to
participate in carefully crafted models. Encouraging voluntary participation by providers and
suppliers was the intent of Congress in enacting section 1115A and is the proper and
appropriate use of legislatively granted demonstration authority. It was the manner in which
previous demonstrations were conducted pursuant to section 402(a) of the Social Security
Amendments of 1967 (P.L. 90–248), as amended by section 222(a) of the Social Security
Amendments of 1972 (P.L. 92-603).
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2. Small-scale Models
Despite what was clear direction from Congress that CMMI authority be used to test
models before broader expansion, CMS has undertaken national, mandatory models that run
afoul of the intent of the law. Such models deprive Congress of its authority to review the results
of CMMI models and make decisions about whether those results warrant a broader expansion.
In advancing the CJR model and EPM model, CMS made a clear departure from
legislative intent and implemented a national model that changed Medicare payment policy for
more than a thousand hospitals and their patients. Advancing Medicare payment policy on such a
wide-scale, without the benefit of understanding patient and provider impact through testing on a
smaller-scale, puts Medicare beneficiaries and providers at risk.
Given that CMMI is tasked with testing payment models that are considerably different
than Medicare’s current payment structure, it is imperative that CMS understand the impacts of
those changes prior to seeking to advance them more broadly. We appreciate that the RFI
reflects this policy and endorse CMS’s new principle that CMMI models be tested on a
small-scale basis.
3. Transparent Model Design
We agree with CMS that models are best created through early collaboration with
stakeholders. Working with providers and payers, hospitals have independently engaged in
models of care that not only involve payment changes but also changes in how patients are
provided care. In developing models, CMS has the opportunity to learn from existing
innovations to ensure that the Agency is avoiding models that test already disproven concepts but
also build on positive results from existing delivery system changes.
As such, CMS should solicit robust public input prior to and during model development.
Additionally, where appropriate, CMS should engage in formal public notice and comment
rulemaking. The changes being tested and advanced by CMS impact the way care is delivered
and paid for and as such, it is important that CMS avail itself of all available, relevant
information while developing its models. Due diligence up front will have the consequence of a
better designed model and more robust results.
4. No Model Expansion Without Congressional Input and Approval
As noted above, the statute lays out the steps CMS must take to expand the “scope and
duration of a model,” including first evaluating each Phase I CMMI model. Only after taking
into account this evaluation, if appropriate, may CMS continue to test the model in Phase II,
provided certain requirements are met (§1115A(c) of the SSA). The statute also requires CMS
to periodically report to Congress on CMMI models and make proposals for legislative action
on models the Congress determines to be appropriate using its lawmaking authority (SSA
§1115A(g)). These provisions, and indeed the entire structure of section 1115A,
reinforces that any permanent or mandatory changes to Medicare payment systems
must be enacted by Congress.
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Unfortunately, CMS bypassed the phased testing process in addition to impermissibly
delegating itself lawmaking authority with regard to the CJR and EPM models. There was no
Phase I or Phase II testing of these models. Instead, CMS immediately mandated participation
despite the lack of statutory authority. The FAH is very concerned with this approach to
Medicare payment policymaking. Imposing mandated models on providers and
suppliers without any testing and Congressional action is contrary to both the language
and intent of section 1115A authority. Under this approach, the Agency grants to itself
broad lawmaking authority; and that authority was never granted to the Agency.
5. Appropriate Program Waivers
The Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) and subsequent
implementation of the Quality Payment Program (QPP), as well as this RFI on the new direction
for the Innovation Center, signal to the provider community the value and importance of APMs
in fundamentally reshaping our health care payment and delivery system. Yet, the current health
care program integrity regime has not kept pace and is designed to keep hospitals and physicians
and other providers in silos, rather than working in alignment as a team, which is necessary for
success in an APM.
To truly effectuate change, the hospital community must be afforded the flexibility to
align physicians’ (as well as other providers’) otherwise divergent financial interests, while
promoting incentives to reduce costs and improve quality. While APMs offer the chance to
change this paradigm, the Stark physician self-referral law (Stark law), anti-kickback statute
(AKS), and certain civil monetary penalties (CMPs) stand as an impediment. A legal safe zone is
needed that cuts across these laws.
We urge CMS to put aside its current piecemeal approach to bundled payment fraud
and abuse waivers and work with the Office of Inspector General to develop a single,
overarching waiver for CMS-led bundled payment programs applicable to the Stark physician
self-referral law, anti-kickback statute, and relevant CMPs. In the alternative, CMS should
consider a new, bundled payment program exception to the Stark law, or revisit and modify
current Stark law exceptions to specifically address and explicitly permit gainsharing or other
compensation arrangements in CMS-led bundled payment programs. This would encourage
financial relationships that incentivize collaboration in delivering health care, while rewarding
efficiencies and improving care.
6. Timely Availability of Accurate Data Needed to Properly Manage Care and Monitor
Performance
Many of the alternative payment models advanced thus far require acute care hospitals to
be the ultimate bearers of financial risk. As such, hospitals must be given the tools needed to
manage patient care and achieve program goals. Specifically, it is critical that hospitals receive
relevant and timely data, be permitted enough time to analyze the data, and take
appropriate action with participant partners on a timely basis. The data must be provided
prior to the start of any new model, and at regular intervals (e.g., monthly) throughout the
model.
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To successfully manage risk, hospitals must have sufficient time and data to analyze and
understand the composition, characteristics, and needs of their patient population, as well as the
quality of local providers. As indicated by experience with the BPCI models and our members
experience with CJR, comprehensive management and analysis of data is the foundation for
hospitals to redesign and coordinate care, select and form networks with the right partners, and
establish the necessary organizational and technological infrastructure.
Given our member hospital experience in receiving data from CMS under current
models, we have concerns about the timeliness of the data received and its quality. For example,
the CJR Final Rule was announced in November of 2015, however, participant hospitals did not
receive their performance year claims experience until September 2016. In many cases, our
members did not find the data helpful, as it was produced in a “raw” format that was difficult for
our smaller hospitals to analyze. Those hospitals that could analyze the data found the data to be
incomplete in many cases and not consistent with the hospital’s own data. The FAH urges CMS
to work more closely with hospitals to better define the data parameters and the format(s) of data
that would be most helpful to hospitals and its collaborators. This would allow them to more
effectively examine their own cost and quality data and act on these data to improve the care
provided to beneficiaries in a cost-effective manner.
7. Appropriate Quality Measurement
Measuring quality is an integral part of all CMMI models and is a key component of a
potential expansion of a successful model. It therefore is imperative that CMS carefully
evaluate the quality measures proposed and used in each model to ensure that the measures
selected fit the purpose of the demonstration. In addition, the measures must appropriately
capture accurate and relevant timely data directly related to the care provided to the patient. Any
quality measurement program should recognize pre-established goals as well as quality
improvement from one measurement period to the next.
The FAH recommends that the data collection methods used in any CMMI model
minimize data collection burden and incorporate data collection methods that can be pulled
directly from patient records. In addition, the quality measurement results must be shared with
clinicians and providers in a timely manner to inform and facilitate improvement in patient care.
The use of tools such as frequently asked questions (FAQs) are very helpful for
informing patient care and improving quality. These types of tools enable clinicians and
administrators to ask detailed questions as they arise rather than trying to interpret general
rulemaking guidance. The FAH strongly encourages CMS to incorporate such tools in the
development of any new CMMI projects. However, FAQs must be updated frequently and
provided in a forum where providers have easy access at all hours of the day. These types of
tools are essentially for launching an effective new program of quality measurement.
Further, as the FAH has commented in regulatory relief submissions to CMS, the Agency
should step back and focus on measures that really matter and can drive care improvement
aligned across care settings. Unfortunately, the proliferation of measures has continued unabated
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in both the government and commercial payer space. The extensive number of quality measures,
which often are not relevant to the program’s purpose, incorporates multiple different definitions,
inclusions, exclusions, and reporting periods for each measure, adding significant administrative
costs to the reporting process and hindering the ability of individual providers to succeed under a
complex array of differing quality measures. CMS should consider whether CMMI, through the
development of its models, can serve as a catalyst for rationalizing and streamlining quality
measurement.
Potential Models
1. Expanded Opportunities for Participation in Advanced APMs
The FAH applauds the commitment CMS made in January 2017 and August 2017
to build on the BPCI model to “design a new voluntary bundled payment model that
would “meet the criteria to be an Advanced APM.” 1 However, as we approach CY2018,
this new model is not yet available to clinicians, and CMS has not released a timeline for its
development.
It is important that CMS act soon on its intention. There are more than 1200
participants in Phase 2 of BPCI awaiting guidance from CMS on the new framework. As
CMS is aware, current BPCI participants and new participants alike will require substantial
lead time to do the advance work required prior to participate in any new CMS model.
Providing prospective participants with information now will likely lead to greater success of
the model in the future.
As noted in the FAH comments on the CY2018 QPP Proposed Rule, CMS has
identified a limited number of models that merit designations as Advanced APMs and whose
participating clinicians could reach Qualifying APM Participant (QP) status. While the success
of APMs rests on allowing different payment models to compete on value and efficiency and
allowing the marketplace to determine success among the models, under the statute, the
Advanced APM incentive bonus lasts for only six years (2019-2024). As we move into
Quality Payment Program performance year two, limited availability of Advanced APMs
leaves a narrow window for CMS to use the MACRA-established incentive payments to
encourage providers to shift into these models. The FAH is concerned that clinicians and their
hospital partners ultimately may be unlikely to join together in APMs, and clinicians will
instead choose the predictability of remaining in Merit-Based Incentive Payment System. The
net result will be that Medicare’s movement from volume to value will be considerably slower
and much less robust than CMS desires for its beneficiaries. To improve participation in
1

82 Fed. Reg. 215 (January 3, 2017). “However, building on the BPCI initiative, the Innovation Center intends to
implement [a] new bundled payment model for CY 2018 where the model(s) would be designed to meet the criteria
to be an Advanced APM.” And, in response to stakeholder comments, “We appreciate these considerations as we
design a new voluntary bundled payment model.” See also 82 Fed Reg. 39313 (August 17, 2017). “…providers
interested in participating in bundled payment models may still have an opportunity to do so during calendar year
(CY) 2018 via new voluntary bundled payment models. Building on the BPCI initiative, the Innovation Center
expects to develop new voluntary bundled payment model(s) during CY 2018 that would be designed to meet the
criteria to be an Advanced APM.”
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Advanced APMs, the FAH encourages CMS to implement the new voluntary bundled
payment model as soon as possible.
2. Consumer-Directed Care & Market-Based Innovation Models
The FAH appreciates CMS’s commitment to the patient’s role in the health care delivery
system. The patient, at the heart of the system, has a direct connection to all aspects of the care
continuum. As such, patients offer key information on how the care delivery system can be
improved. Their involvement in care redesign is essential, and we appreciate CMS’s
commitment to their involvement in their roles as both patient and consumer.
While the concepts described here may hold promise for the improvement of patient care
and patient involvement, they deserve to be set forth with additional detail before stakeholders
can comment appropriately. That said, any innovation in this area must be faithful to all
Medicare and Medicaid beneficiaries, ensuring that their access to and choice of provider is
preserved.
3. Prescription Drug Models
The FAH appreciates the urgent need to address soaring drug price increases. It is an
issue that hospitals are attempting to manage on a daily basis. Hospitals bear a heavy financial
burden when the cost of drugs increases. They are not only major purchasers of drugs, but
patients often end up in the hospital when they cannot afford to take their medications as
prescribed.
When the cost of drugs increases, hospitals must make tough choices about how to
allocate scarce resources. Fortunately, there are several actions the Department of Health and
Humans Services could take to help address the source of the problem. The Campaign for
Sustainable Rx Pricing has released a number of proposals that will bring additional
transparency, competition, and value to the market place. 2 For example, Federal programs like
Medicare and Medicaid purchase prescription drugs for their beneficiaries, but most are not
structured to accommodate value-based payment models. Steps should be taken to ensure
these programs can best take advantage of recent developments in value-based purchasing
to ensure all parts of the U.S. health care system can benefit from market-based negotiating
efforts to lower drug prices.
4. Medicare Advantage (MA) Innovation Models
Medicare Advantage Participation and QP Determinations for Advanced APMs
The FAH continues to urge CMS to proceed cautiously in considering whether to
provide a pathway for Medicare Advantage (MA) plans and their clinicians to count their
participation in MA toward QP determinations under the Medicare Option for Advanced
APMs. The legislative text of MACRA specifically excluded MA from the Medicare Option for
2

http://www.csrxp.org/wp-content/uploads/2016/04/CSRxP-Policy-Platform-Summary.pdf.
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Advanced APMs and specifically included MA under the All-Payer Combination Option. CMS
expressly noted this statutory construction in the CY2018 QPP Proposed Rule:
“The Medicare Option for QP determinations under sections 1833(z)(2)(A), (2)(B)(i), and
(2)(C)(i) of the Act, is based only on the percentage of Part B payments for covered
professional services, or patients, that is attributable to payments through an Advanced
APM. As such, payment amounts or patient counts under Medicare Health Plans,
including Medicare Advantage…cannot be included in the QP determination calculations
under the Medicare option. Instead, eligible clinicians who participate in Other Payer
Advanced APMs, including those with Medicare Advantage as a payer, could begin
receiving credit for that participation through the All-Payer Combination Option in 2021
based on the performance in the 2019 All-Payer QP Performance Period.” 3
As the FAH commented in response to the CY2018 QPP Proposed Rule, and reiterates
here, while CMS might have flexibility through its waiver and demonstration authorities, the
FAH would caution against use of that flexibility, if it exists, in the face of such a clear statutory
directive from Congress. In the CY 2018 QPP Final Rule, CMS notes that developing such a
demonstration will allow the Agency “to test whether giving clinicians incentives for
participation in Advanced APMs with Medicare Advantage alone (without having to
concurrently participate in an Advanced APM with Medicare fee-for-service) encourages more
clinicians to move to the Advanced APM path under the Quality Payment Program.” 4 This test,
however, is clearly against Congressional intent, and CMS ultimately agrees in that same Final
Rule, stating that under the statute, “eligible clinicians who participate in Other Payer Advanced
APMs with Medicare Advantage as the payer can only achieve QP status if they also participate
in an Advanced APM with Medicare fee-for-service.” 5
Medicare Advantage plans have developed a myriad of contractual models that can
distribute a range of risk to providers and clinicians – from minimal to substantial – with little
evidence to providers, beneficiaries, or even CMS as to how care incentives are being driven.
Should CMS move forward with its stated intent in the CY 2018 QPP Final Rule of creating a
pathway for MA participation to count towards the Medicare Option, 6 the variety of incentives
and relationships between plans, providers, and members under MA make it difficult to
differentiate between those health care providers and clinicians taking on sufficient levels of risk
and those being paid under a fee-for-service-like paradigm. The FAH believes Congress
recognized these difficulties and delayed the counting of MA participation until the 2019
performance period in order to allow CMS to fully examine these considerations.
The FAH encourages CMS to focus CMMI on creating Medicare fee-for-service
Advanced APMs, as Congress envisions in the statute. Medicare fee-for-service providers are
eager for the availability of additional Advance APM-eligible models, such as the new voluntary
bundled payment model that builds upon the current BPCI model. Per CMS’s statements in
regulations published this year, this new model was originally slated to be “implemented” in
3

82 Fed. Reg. 30190 (June 30, 2017) and 81 FR 77473 (November 4, 2016).
82 Fed. Reg. 53865 (November 16, 2017).
5
82 Fed. Reg. 53864 (November 16, 2017).
6
82 Fed. Reg. 53864-53866 (November 16, 2017).
4
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2018 but will now be “developed” in 2018, with no clear timeline from CMS. Given limited
CMMI resources and the statutory separation of MA counting toward QP determination,
the FAH recommends that CMMI apply its resources to developing Advanced APMs under
Medicare fee-for-service.
New Medicare Advantage Models and Models Outside of Fee-For-Service or Medicare
Advantage
In the RFI, CMS notes the Agency is potentially interested in a demonstration in MA that
incentivizes plans to compete for beneficiaries, including those beneficiaries currently in
Medicare fee-for-service. CMS also seeks comments on options for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be tested as
alternatives to FFS and MA.
The FAH urges CMMI to move cautiously when exploring such options, as they
have the potential to increase rather than decrease beneficiary costs and confusion.
Medicare fee-for-service and MA provide beneficiaries with a plethora of options for their health
care coverage, and MA plans are already quite successful in competing for fee-for-service
beneficiaries. Recent data released by CMS touted lower MA average monthly premiums and
record-breaking MA enrollment in 2018, with more than one-third of Medicare enrollees (34
percent) expected to be in an MA plan in 2018. CMS also noted continued strong access to MA,
with 99 percent of Medicare enrollees with access to an MA plan, and more than 85 percent of
Medicare enrollees with access to ten or more MA plans. 7 Additionally MA plans can and do
compete for beneficiaries by offering supplemental benefits, including dental and vision, as well
as limits on out-of-pocket costs.
Reports from the Medicare Rights Center 8 and the Center on Aging at American
Institutes for Research 9 note that the existing options within the Medicare program are often
overwhelming for beneficiaries. Adding new options within MA or outside of both fee-forservice and MA is likely to increase beneficiary confusion – and potentially beneficiary costs if
they end up with plans that are not as comprehensive or have more limited networks. There is
also the potential for increased provider confusion, which would come at a time when providers
are already struggling to keep up with significant delivery system reforms in Medicare fee-forservice, including accountable care organizations (ACOs) and bundled payments, as well as
contracting with a myriad of MA plans. The FAH strongly urges CMMI to evaluate the potential
7

https://www.cms.gov/Newsroom/MediaReleaseDatabase/Press-releases/2017-Press-releases-items/2017-0929.html.
8
Medicare Rights Center, Medicare Trends and Recommendations: An Analysis of 2015 Call Data from the
Medicare Rights Center’s National Helpline (March 2017) https://www.medicarerights.org/2015-medicare-trends.
The analysis found that 23 percent of calls to the Medicare Rights Center’s helpline in 2015 were regarding
Medicare enrollment or disenrollment.
9
Center on Aging at American Institutes for Research, Medicare Complexity Taxes Counseling Resources Available
to Beneficiaries (October 2016) http://www.air.org/system/files/downloads/report/Medicare-Complexity-TaxesCounseling-Resources-October-2016-rev.pdf. The brief cites research from 2011 and 2014 stating that, “Many
beneficiaries do not choose the highest value plans – those offering the highest quality with the lowest cost – and
they avoid switching plans because they fear that care may be disrupted, costs may be higher, or that they will need
to learn a whole new set of rules and requirements.”
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costs and benefits of such options – and provide ample opportunity for stakeholder input and
comment – before moving forward with any demonstrations in this area.
5. Mental and Behavioral Health Models
Medicaid currently prohibits, in most instances, federal Medicaid funding to be used to
reimburse for inpatient psychiatric care provided in an Institution for Mental Disease (IMD) with
more than sixteen beds. Under current Medicaid managed care rules, at state direction, federal
funds can be used to reimburse for short-stays (15 days or less per month) by a Medicaid
beneficiary in an IMD. Additionally, through its 1115 Medicaid waiver authority, CMS has
allowed certain states greater flexibility in providing services to Medicaid beneficiaries in an
IMD.
As the nation seeks solutions to the ongoing and growing opioid crisis, the need for
acute, inpatient psychiatric and substance use disorder services grows. IMDs can and
should be part of addressing the crisis and the FAH believes that CMS should consider its
CMMI authority for use in expanding the availability of IMD services. By expanding the use
of services provided in an IMD, we can help assure that availability of appropriate resources
meets the national need.
6. Other Areas Where CMS Should Consider Voluntary Models
a. Post-Acute Care
Bundled payment programs should encourage high quality patient outcomes through
incentivizing more collaborative and coordinated decision-making around the efficient
utilization of care and services, including post-acute care (PAC) services. As CMS continues
to develop and implement bundled payment programs, which place financial risk on
acute care hospitals for PAC spending, it is important to provide payment flexibility to
PAC hospitals to allow them to achieve efficiencies and better coordinate care with acute
care hospitals that are at financial risk under these bundled payment models. This is an
issue that the FAH has brought to the attention of CMS in our comments related to the EPM
model and which we reiterate here.
Optimal efficiencies for PAC utilization requires involvement of PAC providers in
bundling arrangements. For example, inpatient rehabilitation facilities (IRFs) could test a
CMMI bundling program that would not be derived from the IRF prospective payment system
(PPS), but instead would permit IRFs to assume the risk of caring for certain patients over a
defined period of time and with sufficient regulatory relief, such as rescinding the 60 percent
rule and three-hour rule.
Options for acute care hospitals to reduce PAC spending are currently limited to
encouraging patients to receive PAC in settings that receive lower Medicare payments or
encouraging PAC providers that have the ability to reduce payments through efficiencies to
do so. Thus, providing payment flexibility to PAC hospitals is important to allow them to
effectively compete in a changing environment and to continue to provide beneficiaries with
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PAC options that best meet their needs.
In this environment, PAC providers such as skilled nursing facilities (SNF) or home
health agencies (HHA) have the ability under existing regulations to modify their practice or
utilization patterns in a manner that produces lower Medicare payments for patient care. SNFs
can reduce their Medicare payments within the current prospective payment rules by simply
providing fewer days of care. In addition, SNFs can also reduce the level of therapies
provided, which would put patients into lower-paid Resource Utilization Group categories.
Similarly, HHAs can reduce the number of therapy encounters during a home health episode
with the result of receiving less Medicare payment.
The second-year evaluation of BPCI found that SNFs reduced the amount of
Medicare spending for SNF services during an episode of care primarily through reduced
length of stay (i.e., reducing the number of days patients were in SNFs). The study found a
statistically significant reduction in SNF length of stay both when the SNF was an episode
initiator itself as well as when the SNF was a downstream PAC provider for a BPCI
participating acute care hospital. 10
Unlike SNFs and HHAs, there is no flexibility for IRFs to reduce their Medicare
payments for the benefit of hospitals participating in the bundled payment models,
regardless of the cost-efficiencies an IRF may generate. This is because episode target prices
and performance period spending in Medicare’s bundled payment programs are based on
Medicare payments, and Medicare payments to IRFs are per-discharge (not per diem) and
diagnosis based (not therapy based). Thus, IRFs need additional flexibility to participate in
bundled payment programs in order to reduce Medicare spending for Medicare bundled
payment patients, which is not available under the current Medicare IRF prospective
payment system (IRF PPS).
A voluntary CMMI bundling program that would allow IRFs to assume the risk of
caring for certain patients over a defined period of time and with sufficient regulatory relief
would enable IRFs to more fully and robustly share in the potential risks and rewards of these
bundled payment programs. It would also allow hospitals participating in the bundled
payment program to benefit from savings achieved by IRFs under the alternative payment
model, which is similar to how acute care hospitals now benefit from SNFs’ reduced length of
stay. Thus, this voluntary alternative payment model would permit greater accountability
among and between acute care hospitals and IRFs. This approach directly aligns with CMS’s
recognition of the need for payment flexibility as Medicare reimbursement moves towards
alternative payment models and away from fee-for-service.
Bundled payment and delivery programs require hospitals and other providers to be
more accountable for their referral decisions for post-acute care services, including both
outcomes and spending. These shifting dynamics have obviated the need for stringent rules,
such as the 60 percent and three-hour rules. Acute-care hospitals and physicians should have
broader flexibility to discharge their patients to the most appropriate level of post-acute care
10

Dummit et al., “CMS Bundled Payments for Care Improvement Initiative Models 2-4: Year 2 Evalutation &
Monitoring Annual Report,” August 2016.
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needed to meet their patients’ needs, focusing on what is best for the patient, not on whether a
patient’s diagnosis satisfies the 60 percent rule.
Further, the three-hour rule undermines patient-centered care, especially in a bundled
payment and coordinated care environment. This intensive therapy requirement should be
aligned with the IRF patient’s unique medical and therapy needs and rehabilitation
physicians’ and therapists’ clinical judgment, rather than a cookie cutter approach.
Flexibility is needed to address patient need, while ensuring the quality of care and cost
efficiencies needed for success in a bundled payment program.
The FAH urges CMMI to provide the opportunity for IRFs to carry more risk
in bundling programs, while rescinding the 60 percent and three-hour rules.
Permitting greater shared accountability between hospitals and IRFs would strengthen their
relationship, leading to improved patient care and reduced costs.
b. Medicare Population-Based Payment
Medicare has 57 million beneficiaries and spending in excess of $600 billion a year. It is
important that CMMI recognize the important opportunity it has to test bold innovations to care
delivery and payment.
As such, CMMI should consider testing a voluntary Global Payment ACO model,
which would add a prospective, capitated payment model to the Medicare ACO portfolio.
To support affordable and accessible health care, it is critical that all components of the health
care delivery system efficiently provide care to patients. Prospective, global payments could
advance this concept and facilitate a payment model where all providers are accountable for
providing better care for a patient’s total health care needs. This innovative model would also
introduce choice for patients who may want to access all of their health care needs under one
accountable entity. For providers, this option would introduce flexibility, accountability, and the
freedom to manage a population’s health while driving efficiencies, and most importantly, better
patient outcomes.
We urge CMMI to build on the evolution of ACO programs by allowing providers to take
on higher levels of risk in order to better coordinate patient care and improve health outcomes
across all care settings. The model would include:
•
•
•
•
•

Prospective, capitated payments from CMS to participating entities consisting of provider
organizations coming together to manage the total health needs of a defined population.
CMS contracting directly with the participating providers to hold them accountable for
high quality, efficient care under Medicare Part A and Medicare Part B, at a minimum.
Allowing participating providers to fully accept both upside and downside risk associated
with managing a Medicare population’s total cost of care, not just sharing in the savings.
Active beneficiary enrollment as an option, combined with the prospective attribution
model currently used in the Next Generation ACO model.
A sufficient number of participating beneficiaries in order to be scalable and sustainable
from both a financial and clinical risk perspective.
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•

Robust performance measurement on quality and cost efficiency, as well as beneficiary
protections with respect to access to providers, network adequacy, appeal rights, and outof-pocket cost limits.

Such a test would allow providers the flexibility to provide patient care in a coordinated,
seamless manner. The FAH believes that such a test has the potential to provide a voluntary,
alternate approach to how CMS currently reimburses for Medicare services.
c. Telemedicine
The technology that makes telemedicine possible is advancing rapidly. The opportunities
to provide greater access and quality care to people in the setting that they choose are growing
constantly. Assessment, consultation, treatment management, and education between provider
and patients are all now possible without the two being in the same room or even the same state.
Hospitals in both rural and urban settings are investing in telehealth technologies because
they appreciate the benefit to patients, ultimately helping to address inequities in access to care,
containment of health care cost growth and enhancement of quality. When appropriate, a
provider visit via live video is just as effective as an in-person visit. This is especially helpful in
rural areas where patients may live several hours away from practices or in portions of the
country where there are shortages of specialty physicians, for example in the behavioral health
field. Remote patient monitoring allows physicians to monitor patients once they are released
from the hospital, potentially avoiding preventable readmissions and secondary conditions.
Telehealth is clinically proven, improves the convenience of and access to care for
patients, and is vital to the clinical care integration that will improve quality and help curb cost
growth. Unfortunately, patients are not able to take advantage of the full range of these
technological advances because Medicare has not kept pace.
Fortunately, Medicare already has a great deal of authority to expand the use and
availability of these important technologies. As we have noted in previous comments to the
Agency, we encourage CMS to exercise its current authority to modernize and substantially
expand the coverage and payment rules for telehealth and remote monitoring technologies,
which would lead to improved access for beneficiaries in both rural and urban areas to primary
as well as specialty and subspecialty care. CMMI’s authority offers additional opportunities
to advance the use of telemedicine and demonstrate how it can increase access, reduce
costs, and improve quality. We strongly encourage CMS to follow through and engage
stakeholders in structuring a voluntary model focused on telemedicine.
d. Rural Hospital Outpatient-Only Model
The challenges facing rural hospitals have been well documented. Declining inpatient
volumes have put the viability of many of these hospitals at risk and threatens to leave many
communities without the availability of hospital care. While there are a number of current,
important Medicare programs like the low-volume hospital payment adjustment program that
assist rural hospitals in sustaining community health services and which must be extended,
CMMI should consider testing new models of care for rural communities. Among those concepts
14

that should be tested is an outpatient-only model of care for rural hospitals.
The idea is one that has been researched and further developed by the Medicare Payment
Advisory Commission (MedPAC) and supported by Congress through the introduction of
legislation. There are a number of ways to test such a concept, with MedPAC having outlined the
most noted model. 11 The broad parameters, however, of such a model would allow certain rural
hospitals to only offer outpatient services and, depending on the services offered, be paid a
special, designated rate for these services.
Preserving beneficiary access to essential hospital services such as an emergency
department and radiology in rural areas where the inpatient hospital model may no longer
be viable is an imperative. A CMMI demonstration could test a new hospital payment and
delivery model tailored for small, relatively isolated communities.
********************************************************
Thank you for the opportunity to comment on this RFI. Should you have any questions
regarding these comments, please do not hesitate to reach out to me or my staff at (202) 6241500.
Sincerely,

http://www.medpac.gov/docs/default-source/reports/chapter-7-improving-efficiency-and-preserving-access-toemergency-care-in-rural-areas-june-2016-repo.pdf?sfvrsn=0
11
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CMS Executives,
A voluntary patient-centered option can provide care for ALL Americans at far less cost. Use federal meanstested deposits into robust health savings accounts that can also pay for nationally available catastrophic
insurance, routine and direct care.

Regards, Kenneth A. Fisher, M.D.
Author, “Understanding Healthcare: A Historical Perspective”
Information at: freedominhealthcare.org

Novembe 20, 2017
Amy Bassano
Cente fo Medica e and Medicaid Innovation
ATTN: CMMI New Di ection – Info mal Request fo Info mation
2810 Lo d Baltimo e Bouleva d Baltimo e, MD 21244-2613
Submitted via: CMMI_NewDi ection@cms.hhs.gov
Re: CMMI New Di ection – Info mal Request fo Info mation
Dea Ms. Bassano,
Flo ida PACE Cente s, Inc., an afliate of the Miami Jewish Health System, is a full
P og am of All-Inclusive Ca e to the Elde ly (PACE) p ovide o ganization in MiamiDade and B owa d Counties, Flo ida and app eciates the oppo tunity to submit
comments on the Cente fo Medica e and Medicaid Innovation’s (CMMI) New
Di ection – Info mal Request fo Info mation.
Flo ida PACE Cente s (FPC) is a long-standing membe of the National PACE
Association (NPA) and, like NPA, commends Cente fo Medica e and Medicaid
Se vices (CMS) fo the tho ough and thoughtful conside ation that has gone into the
development of the Cente s fo Medica e and Medicaid Innovations (CMMI) New
Di ection – Request fo Info mal Info mation. Flo ida PACE Cente s had signifcant
oppo tunity to p ovide input into the NPA comment lette and fully suppo ts the NPA
comments.
We a e inte ested in the PACE-like Pilot fo benefcia ies with behavio al health
conditions. This pilot would align with the following CMMI focus a eas: (1) StateBased and Local Innovation, Including Medicaid-Focus Models, and, (2) Mental and
Behavio al Health Models. In esponse to the inte est of CMS and States in testing
new models of ca e fo individuals with behavio al health (BH) needs, including
individuals with substance abuse diso de s, dementia, etc., a PACE-like pilot that
would integ ate the delive y of medical and behavio al health se vices th ough an
established model makes sense. One of the cu ent challenges in fu nishing
se vices fo individuals with BH needs is the silos that exist between BH and p ima y
ca e p ovide s. A 2014 a ticle by The Commonwealth Fund (In focus: Integ ating
Behavio al Health and P ima y Ca e) has identifed successful patient outcomes
when behavio al health and p ima y ca e p ovide s collabo ated. This team based
app oach, and the coo dination of se vices, would be built into a PACE-like pilot—
given that a co e component of the PACE model is the inte disciplina y team. PACE
o ganizations have been successfully se ving Pa ticipants with dementia—and
inc easingly Pa ticipants between the ages of 55-64 with othe behavio al health
Fl rida PACE Centers, Inc.
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needs—th ough the t aditional PACE model. We anticipate simila esults in se ving
younge individuals with behavio al health needs— ecognizing that the model would
need to be adapted to meet a younge coho t’s goals and p efe ences.
Flo ida PACE Cente s ecommend that CMS develop a pilot fo individuals with
behavio al health needs. CMS is encou aged to use the Adapted PACE P otocol in
designing a PACE-like pilot fo individuals with seve e and pe sistent mental illness
and substance use diso de s. As is efe enced in the Adapted PACE P otocol, this
pilot would not be limited to individuals at nu sing home level of ca e—seeing as
additional populations would beneft f om the pilot se vices. To ensu e the pilot’s
success, app op iate eimbu sement to the PACE-like pilot is necessa y to account
fo the (likely) high costs in se ving the population—because of va ying needs
including counseling, p esc iption d ugs, ehabilitation as it elates to d ugs and
alcohol, among othe needs.
Flo ida PACE Cente s (FPC) was the f st P og am of All-Inclusive Ca e fo the Elde ly
in Flo ida and is cu ently Flo ida’s la gest PACE p ovide . Flo ida PACE Cente s
became ope ational in 2002 and has demonst ated constant g owth in both
en ollees and Cente sites, now numbe ing mo e than 700 en ollees and fou fully
functioning PACE cente s. The State of Flo ida has moved with a managed ca e
st ategy fo the p ovision of Medicaid suppo ted LTSS. Flo ida’s PACE P og ams play
a c itical ole in that st ategy by both integ ating Medicaid and Medica e and
p oviding an alte native p ovide based “managed ca e” option fo Medicaid eligible
olde adults.
Flo ida PACE Cente s is an afliate of Miami Jewish Health (MJH). MJH is a la ge and
comp ehensive long-te m ca e system with institutional, esidential and community
se vices. MJH cu ently ope ates a la ge nu sing home (453 beds), fou esidential
living apa tment buildings (one in Miami Dade and th ee in B owa d County), an
assisted living facility, and is wo king with Molina Healthca e, in a LTSS Managed
Medicaid P og am. MJH also has a b oad ange of post-acute se vices including
skilled nu sing home ca e and home health ca e.
Flo ida PACE Cente s is an active Pa ticipant in meeting the needs of elde ly and
disabled individuals and egula ly engages in info mation exchange and advocacy
fo these populations. As the app oach adopted by CMS becomes clea e FPC will
engage with state sha eholde s on the behavio al health P og am.
Flo ida PACE Cente s has identifed the Douglas Ga dens Community Mental Health
Cente (DGCMHC) as a pa tne fo developing a PACE-like P og am fo mental and
behavio al health p oblems. DGCMHC is a 501-c-3 not-fo -p oft community mental
health Cente located in Miami, Flo ida. The Cente ’s administ ation is located at
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the Miami Beach outpatient ofce site. Douglas Ga dens has been p oviding a
comp ehensive ange of behavio al health ca e se vices to the g eate Miami Beach
a ea since 1979, with an expansion into the no theast a ea of Dade County in 2012.
Se vices p ovided include psychiat ic evaluations and medication management,
c isis inte vention, outpatient individual and g oup counseling fo both mental
health and substance use diso de s, ca e/case management fo se iously mentally
ill individuals, social ehabilitation se vices, suppo tive employment, suppo tive
living, suppo tive housing and esidential se vices. Douglas Ga dens is acc edited
by CARF, a membe of the South Flo ida Behavio al Healthca e Netwo k and the
Health Choice Netwo k, pa ticipates in the Medica e and Medicaid P og am, is
licensed by the State of Flo ida to p ovide outpatient substance abuse se vices, and
maintains Residential T eatment P og am licenses (Level III) at one location and
Level IV at two locations.
The Cente p ovides outpatient behavio al health ca e se vices in two physical
locations. One ofce se ves the Miami Beach a ea (the Cities of Miami Beach,
Su fside, No th Bay Village, Bal Ha bou and Bay Ha bo ). A second ofce se ves
the No th Miami a ea (the Cities of No th Miami, Miami Sho es, El Po tal, Biscayne
Pa k and pa t of uninco po ated Miami-Dade County). Between both ofces, the
Cente has a se iously mentally ill caseload of ove 1,500 individuals. The two
ofces a e 11 miles apa t and in mode ate t afc equi e a 35-minute d ive.
Numbe s p esented fo individuals se ved at the two ofces a e cu ent, as of
Feb ua y 1, 2015.
Individuals se ved by the Miami Beach Ofce a e mo e female than male (58% and
42%, espectively). The ave age age of individuals se ved at Miami Beach is 55.9,
with the median being 57. Fo ty pe cent of consume s a e between 25 and 54
yea s of age. The population se ved is la gely white (84.9%) with eleven pe cent
self-identifying as black. App oximately seventy-fve pe cent of the white
population is Hispanic/Latino (64% of the total se ved). Cuban ethnicity accounts
fo slightly just ove 60% of Hispanic individuals se ved, with the emaining 40
pe cent being a mixtu e of Pue to Rican, Cent al and South Ame ican.
Just ove 70% a e cove ed by public health insu ance, with Medica e (23%),
Medicaid (28%) and 20% dually eligible. A ve y small p opo tion have comme cial
insu ance. Twenty-seven pe cent a e self-pay.
Diagnostically, sixty-fou pe cent a e diagnosed with se ious afective diso de s
(bipola , majo dep ession, ecu ent – mode ate and seve e and majo dep ession –
single episode). Ove thi ty-th ee pe cent have a majo mental illness cha acte ized
p ima ily by pe ceptual distu bances and thought diso de s (schizoafective diso de
- bipola o dep essive subtype and schizoph enia - pa anoid type, ch onic w/acute
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exace bation). Othe se ious mental health diso de s include obsessive-compulsive
diso de and psychotic diso de NOS. Individuals se ved at the No th Miami Ofce
a e also mo e female than male, howeve to a somewhat lesse extent (54% and
46%, espectively). The ave age age is 47.2, with a median of 49 yea s of age.
Mo e than sixty pe cent of consume s a e between 25 and 54. The population
se ved is p edominately black (59.1%) with just unde thi ty-fve pe cent of the
population being white. Half of the black population is identifed as Haitian (29% of
the total populations se ved) and a little less than sixty pe cent of the white
population (59.3%) is identifed as Hispanic o Latino. Less than half (43%) of
Hispanic/Latino a e Cuban ethnicity with a majo ity ep esented by Pue to Rico,
Cent al and South Ame ica.
Fifty-six pe cent of consume s a e in beneft with public insu ance. Nineteen
pe cent ca y Medica e, 28.8% Medicaid and 7.7% a e eligible fo both Medica e and
Medicaid. A small pe centage have “comme cial insu ance”; these policies tend to
be high- deductible ACA exchange p oducts. Nea ly fo ty-two pe cent (41.6%) a e
not in beneft and a e self-pay.
Just unde half (49%) of the No th Miami consume s have been diagnosed with
schizoph enia spect um diso de s (schizo-afective diso de - bipola o dep essive
type and schizoph enia - pa anoid type, ch onic w/acute exace bation). Fo ty
pe cent a e diagnosed with majo afective diso de s (bipola , majo dep ession,
ecu ent – mode ate and seve e and majo dep ession – single episode). Ten
pe cent of consume s as seen as having a diagnosis of psychotic diso de NOS.
In summa y, we believe that the PACE model meets o exceeds standa ds fo
communicating clinical ca e and fo continuous quality assessment and monito ing
while the PACE o ganization bea s full, capitated, fnancial esponsibility fo each
benefcia y’s costs of ca e. We believe that Flo ida PACE with thei community
pa tne DGCMHC can develop a P og am that meets the needs of an individual with
behavio al health issues in a clinical app op iate and cost-efective way. This belief
is founded on linking the extensive expe tise of both pa tne s. FPC expe ience with
p oviding integ ated health se vices including p ima y ca e to f ail individuals and
DGCMHC’s long standing t eatment of the se ious and pe sistent mentally ill make
an excellent ft. A PACE-like model which encou ages consume cente ed ca e
planning (by an inte disciplina y team), has a b oad ange of health and social
se vices, and integ ates physical and behavio al health within a capitated payment
system would be a signifcant innovation. As we stated ea lie we believe this is an
excellent way to move fo wa d in meeting the needs of individuals sufe ing f om
se ious and pe sistent mental ill. We st ongly encou age CMS and CMMI to move
fo wa d with a P og am of this natu e.
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We app eciate CMMI’s conside ation of ou comments and ecommendations on its
new di ection. We welcome the oppo tunity to fu the engage with CMMI to develop
ope ational PACE and PACE-like pilots. If we can be of any additional assistance,
please each out to Clif Baue .

Since ely,

Clif Baue
Vice P esident, Gove nment Relations – Miami Jewish Health
P esident – Flo ida PACE Cente s, Inc.
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Novembe 20, 2017
Amy Bassano
Cente fo Medica e and Medicaid Innovation
ATTN: CMMI New Di ection – Info mal Request fo Info mation
2810 Lo d Baltimo e Bouleva d Baltimo e, MD 21244-2613
Submitted via: CMMI_NewDi ection@cms.hhs.gov
Re: CMMI New Di ection – Info mal Request fo Info mation
Dea Ms. Bassano,
Flo ida PACE Cente s, Inc., an afliate of the Miami Jewish Health (MJH), is a full
P og am of All-Inclusive Ca e fo the Elde ly (PACE) p ovide o ganization in MiamiDade and B owa d Counties, Flo ida and app eciates the oppo tunity to submit
comments on the Cente fo Medica e and Medicaid Innovation’s (CMMI) New
Di ection – Info mal Request fo Info mation.
Flo ida PACE Cente s (FPC) is a long-standing membe of the National PACE
Association (NPA) and, like NPA, commends the Cente s fo Medica e and Medicaid
Se vices (CMS) fo the tho ough and thoughtful conside ation that has gone into the
development of the CMMI New Di ection – Request fo Info mal Info mation. Flo ida
PACE Cente s had signifcant oppo tunity to p ovide input into the NPA comment
lette and fully suppo ts the NPA comments.
We a e pa ticula ly inte ested in moving fo wa d with a PACE-like Pilot fo
benefcia ies with an intellectual and/o developmental disability. This would align
with the following CMMI focus a ea: State-Based and Local Innovation, Including
Medicaid-Focused Models. The PACE-like Pilot will allow fo PACE and The WOW
Cente to p ovide a value based P og am, instead of a fee fo se vice P og am. This
innovative P og am will b idge the gap that cu ently exist in the cu ent model fo
the aging adults with intellectual and developmental disabilities. In addition, to
suppo t a P og am such as a PACE-Like Pilot, the e should be no dis uption to the
individuals’ cu ent Medica e/Medicaid benefts. The Adapted PACE P otocol,
developed by NPA and stakeholde s f om the disability community, adapts the
cu ent PACE P og am design to meet the needs and conce ns of individuals with
disabilities—including but not limited to those with intellectual and/o
developmental disabilities (ID/DD) and behavio al health elated disabilities. Among
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the high-need, high-cost populations that states se ve they a e pa ticula ly
challenged to identify ca e and se vice delive y models that di ectly add ess the
needs of Medicaid benefcia ies—such as ID/DD individuals. A PACE-like pilot would
be well suited to add essing this

population’s needs. Fo example, a PACE-like pilot would include an inte disciplina y
team (IDT) that would wo k di ectly with a Pa ticipant and thei ca egive to develop
a ca e plan that meets the
Pa ticipant’s needs and p efe ences. Recognizing that the needs of individuals with
ID/DD change ove time, a Pa ticipant would be closely t acked by the IDT, and a
ca e plan would be adjusted as needed. A Pa ticipant en olled in such a pilot would
also have access to a pe son-cente ed planning advocate, as pa t of thei IDT, that
would assist the Pa ticipant in ensu ing that the ca e plan meets the pe soncente ed planning equi ements of the HCBS ule. Fu the , the expectation is that
Pa ticipants would have access to integ ated settings that would p omote
community living, enhance Pa ticipant autonomy in making life decisions, and would
comply with othe equi ements set by the HCBS setting ule.
Flo ida PACE Cente s (FPC) was the f st P og am of All-Inclusive Ca e fo the Elde ly
in Flo ida and is cu ently Flo ida’s la gest PACE p ovide . Flo ida PACE Cente s
became ope ational in 2002 and has demonst ated constant g owth in both
en ollees and Cente sites, now numbe ing mo e than 700 en ollees and fou fully
functioning PACE cente s. The State of Flo ida has moved with a managed ca e
st ategy fo the p ovision of Medicaid suppo ted LTSS. Flo ida’s PACE P og ams play
a c itical ole in that st ategy by both integ ating Medicaid and Medica e and
p oviding an alte native p ovide based “managed ca e” option fo Medicaid eligible
olde adults.
Flo ida PACE Cente s is an afliate of Miami Jewish Health. MJH is a la ge and
comp ehensive long-te m ca e system with institutional, esidential and community
se vices. MJH cu ently ope ates a la ge nu sing home (453 beds), fou esidential
living apa tment buildings (one in Miami Dade and th ee in B owa d County), an
assisted living facility, and is wo king with Molina Healthca e, in a LTSS Managed
Medicaid P og am. MJH also has a b oad ange of post-acute se vices including
skilled nu sing home ca e and home health ca e. Clea ly, a la ge p opo tion of the
population of both the MJH and the PACE P og am have signifcant mobility issues.
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Flo ida PACE Cente s is an active Pa ticipant in meeting the needs of elde ly and
disabled individuals and egula ly engages in info mation exchange and advocacy
fo these populations. As the app oach adopted by CMS becomes clea e FPC will
engage with state sha eholde s on the intellectual and/o developmental disability
P og am.
Flo ida PACE Cente is wo king with The WOW Cente . Fo me ly known as
Community Habilitation Cente , The WOW Cente was o ganized in the ea ly 1970s
thanks to the efo ts of a small g oup of pa ents of child en with developmental
disabilities (autism, ce eb al palsy, intellectual disabilities, Down synd ome, P ade Willi synd ome, spina bifda). This g oup of pa ents we e facing the eality that afte
thei sons and daughte s g aduated high school, thei options we e limited. The e
we e not many P og ams o se vices available fo thei family membe in othe s fo
them to keep lea ning, developing and ultimately achieving thei goals. The WOW
Cente was c eated to meet this need in ou community.
The WOW Cente is an Adult Day T aining (ADT) cente that cu ently suppo ts and
se ves ove 200 adults with developmental disabilities f om Miami-Dade County
who ange in ages f om 21 to 79. Since its founding, The WOW Cente has
b oadened its P og ams and activities and amassed an enviable eputation
th oughout South Flo ida.
The pu pose of all The WOW Cente se vices is to ofe suppo t, guidance and
encou agement to adults with developmental disabilities ega ding thei pe sonal
choices, abilities, g owth and ultimately, independence. The WOW Cente p ovide
individuals with P og ams designed to help them lea n skills fo them to lead
meaningful and p oductive lives, explo e thei potential, and develop a sense of
community. To attain these goals, the agency ofe s the following wo k and
education P og ams: Life and Wo k Skills, Technology Lab, A t, Spo ts and Fitness,
Music The apy, Community Based Education, Silve Club, Suppo ted Employment,
Speech The apy, Occupational The apy, Social Se vices, Special Olympics, and a
Kiwanis Aktion Club.
The WOW Cente has ove 200 individuals with developmental disabilities en olled.
These individuals va y f om an a ay of disabilities: (autism, ce eb al palsy,
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intellectual disabilities, Down synd ome, P ade -Willi synd ome, spina bifda).
Individuals with intellectual and developmental disabilities a e living longe than in
the past, and p ovide s who se ve these individuals a e not adequately p epa ed to
se ve them. The WOW Cente has ove 42 yea s of expe ience p oviding an
engaging and safe envi onment fo the individuals with IDD. The goal of pa tne ing
with PACE would add value to the individuals lives because now they will be
suppo ted as they age at The WOW Cente . The WOW Cente p ovides the
individuals with a Social Wo ke , ec eational the apist, Occupational the apist,
speech the apist, and suppo t employment se vices. Howeve , if an individual
needs a p ima y ca e p ovide , pe sonal ca e attendant, d ive , home ca e
coo dinato , dietitian, RN, o a physical the apist they need to go out of site fo
these se vices. These additional appointments a e schedules by thei ca e give ,
and most of the time the ca egive is eithe aging themselves o the individual is
dependent on a suppo t coo dinato to make an appointment and ove see thei
health needs. P oviding the medical se vices in a PACE-like pilot, would allow the
individuals to pa take f om thei day-to-day P og amming, and take ca e of thei
health. In addition, it will allow the Pace-WOW team to closely monito the
individual’s health and keep them healthie fo a longe pe iod and avoid ending in
a nu sing home.

The pilot P og am will ta get individuals at WOW who no longe beneft f om the
existing cu iculum and would fnd a bette ft in a P og am that entails
individualized skilled the apeutic inte vention. WOW helps individuals to develop
and accomplish goals ultimately leading towa ds building confdence, and eaching
thei highest potential. WOW focuses on ensu ing individuals with disabilities live
healthy, meaningful and p oductive lives. 95% of The WOW Cente ’s population is
dependent on state funding and suppo t to live in thei community. The needs of
aging adults with developmental disabilities have changed and they continued to be
en olled in P og ams developed to help Pa ticipants gain employment if desi ed. In
the past, once this population exhibited signs of aging accompanied by dementia o
Alzheime 's, they we e immediately t ansitioned into nu sing homes since they we e
no longe benefting f om the WOW cu iculum. WOW se ved 30 individuals in the
last fscal yea whose physical and mental health apidly declined. This PACE-like
pilot P og am aims to p olong thei time spent in the community and delay the need
fo a nu sing home if possible th ough specialized individual inte ventions p ovided
by the PACE-like model. "Nond ug the apy fo the pe son and ca ing fo family
membe s emain the main elements in delaying institutionalization" (Padilla, 2011).
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The pilot P og am will also be t acked to ensu e that this is a duplicatable model.
The impact of each P og am ofe ed at WOW is t acked and documented using a
web-based se vice o ganization, called The ap, that p ovides an integ ated solution
fo documentation, epo ting and communication needs of agencies p oviding
suppo t to people with disabilities, especially developmental disabilities. Some of
the available featu es include documenting incidents, health data, goals, staf
t ainings, billing and attendance. (http://www.the apse vices.net/p oduct/). The
PACE-like pilot P og am will set an example of what othe Adult T aining Cente s who
se ve adults with IDD could be facilitating with thei aging population. "The cost of
long-te m ca e continues to ise, with that cost now anging f om $6,500 to $12,500
pe month. The efo e, enabling these individuals to age in thei own homes, which
is the choice of most senio s, is both economically and socially esponsible. It has
also been shown that staying in familia su oundings and maintaining as much
activity as is physically possible will lengthen the life of individuals with
developmental disabilities." (Pamela Me kle, 2013). The aging population will
continue inc easing and it is impe ative to continue p oviding an efective and
p oductive P og am fo all ou individuals. The WOW Cente individuals a e
eceiving Medicaid.
In summa y, we believe that the PACE model meets o exceeds standa ds fo
communicating clinical ca e and fo continuous quality assessment and monito ing
while the PACE o ganization bea s full, capitated, fnancial esponsibility fo each
benefcia y’s costs of ca e. We believe that Flo ida PACE with thei community
pa tne The WOW Cente can develop a P og am that meets the needs of
individuals of intellectual and/o developmental disability in a wholistic, clinical
app op iate and cost-efective way. We believe joining FPC expe ience with the PACE
model’s comp ehensive and integ ated app oach to

health se vices and The WOW Cente s expe tise in add essing the needs of
individuals with intellectual and developmental disabilities will Inc ease the quality
of life and ca e fo the population, will imp ove patient cente edness and ca e
coo dination, and add ess p eviously unmet health and social se vice needs. Doing
this within a PACE-like model will also believe will educe costs without sac ifcing
ca e.
Fu the mo e, PACE and WOW will also develop a quality assu ance/c edential
component to this model that will allow national duplication. We st ongly encou age
Fl rida PACE Centers, Inc.
5200 NE 2nd Avenue
Miami, FL 33137
305.795.8410

CMS and CMMI to issue the waive s necessa y to move fo wa d. We st ongly
encou age CMS and CMMI to move fo wa d with a P og am of this natu e.
We app eciate CMMI’s conside ation of ou comments and ecommendations on its
new di ection. We welcome the oppo tunity to fu the engage with CMMI to develop
ope ational PACE and PACE-like pilots. If we can be of any additional assistance,
please each out to Clif Baue .

Since ely,

Clif Baue
Vice P esident, Gove nment Relations – Miami Jewish Health
P esident – Flo ida PACE Cente s, Inc.

Fl rida PACE Centers, Inc.
5200 NE 2nd Avenue
Miami, FL 33137
305.795.8410

Dear Ms. Bassano,
The Food is Medicine Coalition (FIMC) welcomes the opportunity to assist in charting a new
course for the Center for Medicare & Medicaid Innovation (CMMI). FIMC urges CMMI to
develop new models that evaluate food and nutrition interventions, such as the provision of
medically-tailored meals, for individuals with complex illness(es). Medically-tailored meals are
meals designed by a Registered Dietitian or other qualified health professional that reflect
evidence-based nutrition practice guidelines and address medical diagnoses, symptoms, allergies,
and medication management. Emerging evidence supports the use of medically-tailored meals to
improve patient outcomes and decrease costs. For example, the delivery of medically-tailored
meals to individuals who are too ill to shop and cook has been shown to reduce the number and
length of hospitalizations and improve the individual’s ability to avoid care in an institutional
setting.[i] By developing models that incorporate the provision of medically-tailored food, CMMI
has the ability to test a relatively low-cost intervention in the highest-risk, highest-need
populations: the 5% of patients that cost 50% of our national health care budget.[ii] This
complicated population, with multiple co-morbidities, requires intensive nutrition interventions
as they struggle to eat meals from traditional meal or food providers.
The provision of medically-appropriate food as a fully integrated component of health care will
meet CMMI’s goals of driving quality, reducing costs, and improving outcomes, and should,
therefore, be evaluated in Medicare Advantage Innovation Models (Priority #5) and State-Based
and Local Innovation Models (Priority #6). Further, care models that test medically-tailored food
interventions should qualify for Advanced Alternative Payment Model incentive payments
(Priority #1).
CURRENT RESEARCH ON THE HEALTH OUTCOME AND COST IMPACT OF
MEDICALLY-TAILORED FOOD
Medically-tailored meals are a low cost, high impact health intervention. An individual can be
fed a medically-tailored diet for six months for the same cost as just one night’s stay in the
hospital. Research shows that the return on investment for medically-tailored meals is clear and
fast – with results available in as little as 30 days. A recent pilot study showed a 28% drop (from
$38,937 to $28,183) in average monthly health care costs for patients battling life-threatening
illness who received medically-tailored meals and medical nutrition therapy (MNT).[iii] When
compared to similar patients who did not receive these services, study participants also
experienced 50% fewer hospital admissions and were 23% more likely to be discharged to their
homes rather than another facility.[iv] Medically-tailored meals have also been shown to increase
adherence to antiretroviral therapy (from 47-70% adherence), reduce hospital stays (63%), and
reduce ER visits (36%) for people living with HIV.[v] A recent study on the impact of medically
appropriate food on HIV and diabetes showed an impact on very low food security (a reduction
from 59.6% to 11.5% (p <0.0001)). Researchers in this study also found, at follow-up, fewer
participants sacrificed food for healthcare (p=0.007) or prescriptions (p=0.046), or sacrificed
healthcare for food (p=0.029).[vi] Additional research from FIMC organizations that speaks
further to the impact of medically-tailored food on clinical outcomes and costs will be released
within the next year and FIMC looks forward to sharing the growing body of research with
CMMI. The evidence indicates that providing access to medically-tailored food is an effective

strategy for meeting the health care goals of improving health outcomes, lowering costs, and
improving patient satisfaction, especially for our country’s sickest individuals.
NEW CARE MODELS SHOULD REQUIRE OR ENCOURAGE A FOCUS ON
MEDICALLY-TAILORED MEALS
The design of previous care models developed by CMMI renders them unlikely to show the true
impact that medically-tailored meals can have on health outcomes and cost. Most CMMI models
do not provide for inclusion of medically-tailored food at all. Some previous care models, such
as the Medicare Advantage Value-Based Insurance Design Model (VBID), the Oncology Care
Model (OCM), and the Accountable Health Communities Model (AHC), among others, have
made it possible to incorporate measures that address food and nutrition needs into patient care.
However, these models are limited in their ability to evaluate any nutritional intervention that
may be delivered within them. The breadth of services that can be included in VBID and OCM
means that providers are likely to integrate multiple new elements into care at once, making it
difficult to isolate the impact of using Medicare dollars to provide medically-tailored meals or
other nutrition interventions. Meanwhile, the ACH model encourages providers to screen
patients for health-related social needs, including food, and connect patients with communitybased social service providers that address these needs, but will not allow funding of the
responsive service itself. Patients could therefore be connected to a community-based provider
that, due to an increase in demand or other limitations on funds, may not be able to help them.
In order for CMMI to meet its goal of promoting cost reform with Medicare and Medicaid,
CMMI models should be able to assess definitively whether particular categories of interventions
work or do not work for patients, providers, and payers. This means that models should focus on
one category of intervention (food and nutrition services, for example) and ensure that all
patients who qualify for the intervention are able to receive it (i.e. remove cost as a barrier by
funding the actual service itself). For example, the Medicare Diabetes Prevention Program (DPP)
Model tested only the impact of DPP participation for Medicare beneficiaries and was, therefore,
able to offer a definitive recommendation for expansion of DPP coverage within Medicare at the
model’s conclusion. The preliminary evidence supporting the integration of medically-tailored
meals into care for the most complex individuals is compelling enough to warrant a CMMI
model or models focused solely on this intervention.
FIMC strongly urges CMMI to test models that incorporate medically-tailored meals into care
within Medicare Advantage and Medicaid. We look forward to continuing to share research and
FIMC success stories in this area with CMMI as they become available.
Sincerely,
The Food is Medicine Coalition
Karen Pearl, Convenor

ABOUT THE FOOD IS MEDICINE COALITION

The Food is Medicine Coalition is a national association of nonprofit, medically-tailored food
and nutrition service (FNS) providers that have been managing chronic illness, like cancer,
HIV/AIDS, cardiovascular disease, renal failure, muscular sclerosis, Alzheimer’s disease and
over 200 others, through nutrition for over 30 years. Our mission is to advance public policy that
supports access to FNS for people with severe and/or chronic illness, to promote research on the
efficacy of FNS on health outcomes and cost of care, and to share best practices in the provision
of medically-tailored meals and nutrition education and counseling.
For more information, please visit fimcoalition.org.

[i]

Jill Gurvey et al., Examining Health Care Costs Among MANNA Clients and a Comparison Group, 4 J. Primary Care
& Cmty Health 311, 313-15 (2013).
[ii]
The High Concentration of U.S. Health Care Expenditures: Research in Action – Issue 19; Agency for Healthcare
Research and Quality, Jun. 2006.
[iii]
Jill Gurvey et al., Examining Health Care Costs Among MANNA Clients and a Comparison Group, 4 J. Primary Care
& Cmty Health 311, 313-15 (2013).
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Id. at 315.
[v]
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-Karen Pearl
President & CEO
God’s Love We Deliver

There are many people that are getting ready for retirement that have some form of autism, ADD/ADHD
and other executive function problems. Part of this relates to retirement centers for housing, health
insurance and issues relating to retirement. A lot of these folks need extra help and many nursing homes,
senior centers as well as programs setup to met there needs are not there. This also poses a problem
without adequate support from qualified professionals to handle these issues. Has there been any of
these issues been considered in meeting these future needs?
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November 17, 2017
Amy Bassano
Deputy Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244-1850
Submitted by Email to: CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services: Innovation Center New
Direction Request for Information
Dear Ms. Bassano:
On behalf of Fresenius Health Partners (FHP), a subsidiary of Fresenius Medical
Care North America (FMCNA), we would like to thank you for this opportunity to
provide our thoughts on the future direction of the Centers for Medicare & Medicaid
Services (CMS) Innovation Center.
FHP’s mission is to improve both the value and quality of care for patients with
Kidney Disease, which is highly aligned with the CMS Innovation Center’s goal of
fostering an affordable, accessible healthcare system that puts patients first. We
currently carry out this mission through our participation in Comprehensive ESRD
Care (CEC) alternate payment model’s End Stage Renal Disease (ESRD) Seamless
Care Organizations (ESCOs, Advanced APM entities participating the CEC model),
as well as by our involvement in ESRD Medicare Advantage Chronic Special Needs
Plans (C-SNPs). FHP has demonstrated that we are deeply committed to pursuing
a more holistic, coordinated approach to better treatment for this special
population.
As the largest participant in the CEC Model, our feedback is based on our early
experience and success with the Innovation Center and the CEC Model
demonstration program. We have limited our comments to suggestions for ESRD
specific opportunities to “promote patient-centered care and test market-driven
reforms that empower beneficiaries as consumers, provide price transparency,
increase choices and competition to drive quality, reduce costs, and improve
outcomes.” We include both short-term recommendations that could be made
through guidance and other sub regulatory measures, as well as long-term goals
that may require full notice and comment rulemaking. All of our suggestions are
aimed at improving the lives of our patients.
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I. Increased Participation in Advanced Alternative Payment Models
(AAPMs)
A. Remove Artificial Truncation of Geographical/CBSA Restrictions in the CEC
Model
FHP is encouraged that CMS and the Innovation Center have expressed interest in
expanding access to AAPMs for physicians. Like other specialty providers, there are
too few options for nephrologists to participate meaningfully in value-based models
of care and AAPMs. Now that the CEC Model has demonstrated its potential to
reduce costs to the Medicare program while improving the quality of care for
patients, we strongly believe that it should be expanded to both serve additional
patients as well as to provide expanded access to an AAPM for eligible clinicians.
To increase participation of nephrologists and other eligible clinicians in the CEC
Model, we recommend removing the Core Based Statistical Area (CBSA)
restrictions. The current restrictions of three CBSAs, with adjacent rural counties,
creates an artificial boundary that limits the number of eligible clinicians that can
participate in the AAPM. We estimate that only 12% 1 of nephrology eligible
clinicians in the country are participating in the CEC model, with the primary
reason for non-participation being that the nephrologist practices outside a defined
CEC market.
Dialysis facilities and nephrology practices do not operate purely within the
confines of a county or a CBSA; rather they expand beyond these artificial
boundaries to serve a broader community. As a result, certain providers are
precluded from participating in the CEC model simply because a portion of their
practice extends beyond the reach of the defined CEC market, many times leaving
rural areas underrepresented.
It is our understanding that these geographic restrictions were created to mitigate
concerns to the development of anti-competitive practice. However, given that
CEC Model patient attribution is based on a beneficiary receiving treatment at an
ESCO dialysis facility in a defined market, the ESCO’s size is a function of
preexisting market share as opposed to some artificial market definition. This is
further supported by the freedom of choice provision within the CEC model, which
1 1,291/11,089 = 12%. (1) 1,291 numerator from 2017 Cross-Model ACO Face to Face Meeting June
1, 2017 presentation, Patrick Conway MD, MSc, Health Care Delivery System Reform, slide 13; (2)
11,089 denominator from Centers for Medicare & Medicaid Services (CMS), Merit-based Incentive
Payment System (MIPS) and Alternative Payment Model (APM) Incentive under the Physician Fee
Schedule, and Criteria for Physician-Focused Payment Models, 81 Fed. Reg. 77591 (Nov 4, 2016).
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allows beneficiaries to choose any certified Medicare provider for their care. 2 In
fact, one might argue the existing geographic restrictions favor specific providers
in specific markets due to the geographic concentration being a prerequisite for
achieving the minimum beneficiary requirements within the CEC model. Loosening
the geographic constraints would permit all providers to expand.
Allowing each ESCO to define their market based on the service areas of their
dialysis facilities and nephology practice partners and not the defined CBSA rule
would provide a more cohesive offering and allow for collaboration across a larger
eligible clinician population.
Recommendation
• Allow each ESCO to define its market based on the services area of its
participating dialysis provider and Nephology practice partners and not
CBSA.
• Allowing existing ESCOs to expand in this manner would increase the
participating providers and beneficiaries while adding minimal overhead to
CMS’ management of the program since the absolute number of ESCO
entities would not increase.
B. Allow Same Taxpayer Identification Number (TIN) and National Provider
Identifier (NPI) Participation Combinations in Both ESCOs and Medicare Shared
Savings Program (MSSP)
The Medicare Shared Savings Program (MSSP) physician exclusivity restriction
serves as another unnecessary limitation on nephrologist participation in the CEC
Model. To further increase participation, we urge CMS to revise the MSSP physician
exclusivity restriction, which prevents neurologists from being included as
participants in more than one ACO if they bill Medicare under same TIN. 3 4 CMS
created the exclusivity rule with reliance on the TIN in order to facilitate the
accurate assignment of beneficiaries to one and only one ACO; however,
assignment of beneficiaries to an ESCO does not conflict with beneficiary
assignment to the MSSP. 5 ESCO beneficiary alignment is based on the patient’s
“first touch” dialysis treatment with a participating dialysis facility in the CEC
Model. 6 The “first touch” does not conflict with MSSP beneficiary assignment and
LDO 2017 Starter CEC Model Participation Agreement (Dec 16, 2016), Section IV.E.
See Exclusivity Rule at: https://www.cms.gov/Medicare/Medicare-Fee-for-ServicePayment/sharedsavingsprogram/for-providers.html
4 LDO 2017 Starter CEC Model Participation Agreement, Appendix B, Section 1.1.1, Page 13.
5 76 FR 67810-11.
6 LDO 2017 Starter CEC Model Participation Agreement, Appendix B, section 1.1.2., page 13.
2
3
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in fact is designed to supersede. Additionally, when clinicians participate in more
than one APM, cross-innovation is encouraged.
Because beneficiary assignment in the CEC Model does not conflict with beneficiary
assignment to MSSPs, we believe the MSSP physician exclusivity restriction serves
as an unnecessary barrier to robust participation in the CEC Model by
nephrologists. It creates additional provider administrative burden on nephrologists
by requiring them to bill under multiple TIN/NPI combinations in order to
participate in more than one program.
Recommendation
• Revise the exclusivity rules and allow same TIN and NPI combination
participation for eligible clinicians in both ESCOs and other forms of Medicare
accountable care organizations.
II. Optimize existing CEC Model to address kidney disease more
holistically at different stages of the disease
A. Expand the CEC Model to include beneficiaries living with late stage chronic
kidney disease (CKD) as well as beneficiaries living with a functioning kidney
transplant
We urge CMS to take a more holistic approach to managing kidney patients. That
includes considering how the current regulatory structure artificially silos kidney
patients in different stages of disease to the detriment of both the Medicare
program and the health and welfare of patients.
Renal disease is common among Medicare beneficiaries. Estimates of prevalence
are typically reported based upon the medical classification of the patient’s renal
disease. Per the 2016 United States Renal Data System (USRDS) annual report,
14.8% of adults have chronic kidney disease and 0.2% of the US population have
ESRD. 7 The total cost of care rises as the renal disease progresses. 8 Please see
Attachment A for additional classification and cost of care data. With rare
exception, Medicare beneficiaries with ESRD have a prior history of CKD. The
transition from late stage CKD to ESRD is fraught with fragmentation and a general
lack of care coordination. This creates hazard for the beneficiary to include
unnecessary hospitalization, substantial psychosocial burden and high mortality
United States Renal Data System, 2016 Annual Data Report (“USRDS 2016 ADR”),
https://www.usrds.org/2016/view/Default.aspx
8 USRDS 2016 ADR.
7
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rates. Not surprisingly, this vulnerable period for the Medicare beneficiary is
accompanied by a total cost of care during the first 90 days of dialysis that is 45%
higher than that of the prevalent dialysis population. 9
Additionally, beneficiaries living with a functioning kidney transplant are still
considered patients with renal disease from a clinical perspective. Essentially,
beneficiaries living with a successful kidney transplant are ESRD patients with a
different treatment modality. They will require specialized renal care for the
remainder of their lives, and may have to return to dialysis treatments at some
point in the future. The long-term success of a kidney transplant requires proper
ongoing medical management, and allowing post-transplant beneficiaries to remain
in the CEC Model would ensure additional continuity of care that could help
minimize transplant failure.
CMS should consider that the CEC Model, while currently limited to patients living
with ESRD on dialysis, could provide an avenue for beneficiaries with late stage
CKD to participate in a coordinated approach to care that could slow or stop the
progression of the disease. Minor changes to the program to better address
beneficiaries with renal disease throughout the continuum of the disease, including
late stage CKD and kidney transplant recipients, could improve the lives of
beneficiaries with kidney disease and reduce the cost of ESRD to the Medicare
program.
Recommendations
•
•

Include late stage CKD, defined as CKD stages 4 and 5, in the CEC Model
eligibility criteria.
Allow post-transplant beneficiaries to remain in the CEC Model.

B. Expand the CEC Model to include Kidney Transplantation
We propose that CMMI expand its current CEC model to include kidney
transplantation. By affording the existing ESCOs the opportunity to formally
partner with kidney transplant centers in their market and to submit an “expanded
ESCO” application that takes financial risk on the total cost of care of both dialysis
and transplant Medicare beneficiaries attributed to the ESCO, CMS will align the
incentives of both clinical and regulatory stakeholders:

9

Internal analysis Q1 2017 ESCO claims data: $8,678/$5,994 = 45% increase.

3711 S. Mo Pac Expy.
Bldg. 2, Ste. 300
Austin, TX 78746

•
•
•

•

To increase the total number of kidney transplants for Medicare
beneficiaries with ESRD;
To streamline the referral-waitlist-transplant process for all appropriate
transplant candidates;
To expand the scope of existing and proven care coordination programs
already in operation in current ESCO markets to cover pre-transplant
waitlist management and post-transplant care coordination interventions;
and
To reduce the total costs of care expended in the course of performing
the pre-transplant evaluation, organ procurement and preservation, and
post-transplant care.

We believe this will increase patient access to transplantation, increase the total
number of transplants performed, and thereby lower the total cost of care for
ESRD patients. Additionally, we believe the “expanded ESCO” stakeholders will
obtain value propositions as outlined in Attachment B. 10 The CEC model
Performance Year 1 data provides proof-of-concept evidence that a care
coordination model for ESRD patients can successfully achieve the endpoints of the
“Triple Aim”: quality-based reimbursements, population-based interventions, with
realized savings in the total cost of care. 11
For many patients with ESRD, kidney transplantation is the modality of choice for
renal replacement therapy. In addition to well-established benefits in terms of
patient survival and quality of life compared to dialysis therapy, kidney
transplantation is also substantially less expensive when compared to long-term
dialysis. Taken as a population, health care expenditures for patients with ESRD
are high. Though comprising only 0.7% of Medicare beneficiaries, 7.1% of total
Medicare expenditures are for patients with ESRD with greater than 90% of these
expenditures directed to care for dialysis-dependent patients. 12 The following
current conditions have hampered the goal of expanding access to transplantation:
Hippen BE, Maddux FW. Integrating kidney transplantation into value-based care for people with
renal failure. Am J Transplant. 2017, Online early. Available at:
http://onlinelibrary.wiley.com/doi/10.1111/ajt.14454/abstract;jsessionid=D6898FB666A68C18186A0
79F637AA306.f04t01
11 Medicare Comprehensive End Stage Renal Disease Care Model Performance Year 1 (Oct 2015 - Dec
2016) Results at: https://innovation.cms.gov/Files/x/cec-fncl-py1.pdf
12 “Healthcare Expenditures for Persons with ESRD” Vol II, Ch. 9. United States Renal Data System.
2017 USRDS annual data report: Epidemiology of kidney disease in the United States. National
Institutes of Health, National Institute of Diabetes and Digestive and Kidney Diseases, Bethesda, MD,
2017. Available at https://www.usrds.org/2017/view/v2_09.aspx
10
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•
•
•

•

•

The limited supply of deceased-donor organs available for transplantation;
The flat rate of growth in the number of living kidney donors over the last
decade (despite the maturation of paired-exchange programs);
The financial and social barriers to successful transplantation, including but
not limited to the 80%/3-year limit on immunosuppression drug coverage
for Medicare primary beneficiaries who qualify for Medicare as a result of
their ESRD status rather than age, as well as the financial disincentives
imposed on transplant centers who use organs with higher risks of delayed
graft function; 13 14
The (recently revised) regulatory framework governing transplant centers
which continues to reward risk aversion and conservative organ acceptance
behaviors on the part of transplant centers leading to lower transplant
volumes and higher rates of removals from the waiting list; 15 16 and
The historical and current misalignment of incentives for the major clinical
stakeholders for patients with ESRD (i.e., general nephrologists and dialysis
providers on the one hand, and transplant centers on the other).

Our proposal addresses these principal barriers to accessing transplantation by:
•

•

Aligning incentives across all major clinical stakeholders and specifically
incentivizes increasing the total number of transplants performed, rather
than artificial metrics such as rates of transplant referral or rates of
transplant listing; and
Bringing transplant center personnel directly into dialysis units to screen
patients for transplant candidacy, initiate transplant referrals and
evaluations, and provide direct and ongoing education about the importance
living donation. Our proposal is conducive to bringing a transplant-positive
culture into dialysis facilities, encouraging ongoing discussion between
patients, dialysis nurses and patient care technicians about identifying living

Axelrod DA, Schnitzler MA, Xiao H, et al. The changing financial landscape of renal transplant
practice: a national cohort analysis. Am J Transplant. 2017; 17:377‐3 8 9 .
14 Axelrod DA. Economic and financial outcomes in transplantation: whose dime is it anyway? Curr
Opin Organ Transplant. 2013; 18:222‐2 2 8 .
15 Schold JD, Buccini LD, Srinivas TR, et al. The association of center performance evaluations and
kidney transplant volume in the United States. Am J Transplant. 2013;13:67–75.
16 Schold JD, Buccini LD, Poggio ED, et al. The association of candidate removals from the kidney
transplant waiting list and center performance oversight. Am J Transplant. 2016;16:1276–1284
13
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donor candidates, leveraging patient social networks to increase the total
number of living donors. 17
Recommendations
•

•

•

•

Provide existing ESCOs the opportunity to formally partner with kidney
transplant centers in their market and to submit an “expanded ESCO”
application that takes financial risk on the total cost of care of both dialysis
and transplant Medicare beneficiaries attributed to the ESCO.
Attribute the following Medicare beneficiaries to the “expanded ESCO”:
• All prevalent Medicare beneficiaries with ESRD on dialysis currently
attributed to the existing ESCO;
• All new incident Medicare beneficiaries with ESRD on dialysis newly
attributed to the existing ESCO on a rolling basis;
• Any of the foregoing Medicare beneficiaries with ESRD on dialysis who
subsequently receive a kidney transplant through an ESCO participating
transplant center; and
• Any other Medicare beneficiary with advanced chronic kidney disease
(CKD) in the ESCO market area, who is a patient of an ESCO
participating nephrology practice, and receives a pre-emptive kidney
transplant through an ESCO participating transplant center. 18
Provide existing ESCO applicants the historical cost data applicable to
Medicare ESRD beneficiaries who have received kidney transplants in the
ESCO market. Please also see Attachment C for recommended data sharing
requirements.
Provide the option for these “expanded ESCO” applicants to enter into an
agreement with Medicare for a 1- or 2-sided risk arrangement predicated on
achieving an agreed-to list of quality metrics. It is our recommendation that
a 2-sided risk arrangement makes the most sense for markets with a large
enrolled patient population. Mirroring the original ESCO proposal, we
include the possibility of a 1-sided risk arrangement targeted to markets
with smaller enrolled patient populations, in which a smaller dialysis
provider, general nephrology practice and regional transplant program could

Gillespie A, Fink EL, Traino HM et al. Hemodialysis clinic social networks, sex differences and renal
transplantation. Am J Transplant 2017; 17: 2400-2409.
18 This “pre-emptive transplant” patient alignment will afford these patients with a spectrum of care
coordination services, including but not limited to accommodating limited transportation
requirements, laboratory services, social work services, care coordination outreach services, and
assistance with immunosuppression procurement to insure post-transplant medication adherence.
17
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•

engage in a shared-savings arrangement without being dissuaded by the
prospect of sharing downside risk.
Allow waivers similar to those granted under the current ESCO model (e.g.
patient transportation) with recommended patient incentives, expanding
current care coordination services to include waitlist monitoring and posttransplant transportation and care-coordination.

Drs. Benjamin Hippen and Franklin W. Maddux discuss in depth many of these
points outlined in our proposal in the article “Integrating kidney transplantation
into value-based care for people with renal failure,” 19 For your reference and
review, please see Attachment D for a copy of this article.
III. Use Waivers to Further Increase the Efficiency of the CEC Model
A. Remove Barriers to Telehealth
We propose that CMS provide a telehealth waiver for the CEC Model permitting the
outpatient dialysis facility to serve as an originating site for telehealth facilitated
behavioral health services. By expanding the number of ESRD beneficiaries with
access to behavioral health services, such a waiver will improve the quality of life
for the ESRD population and reduce the total cost of care by decreasing fluid
related morbidity and hospitalization.
ESRD is frequently accompanied by behavioral health problems. Depression is
among the most common behavioral health challenges faced by the dialysis
population. Various studies have shown the prevalence of depression ranges from
23-37%. 20 21 Even at the low end of this range, depression is far more common in
ESRD than in the general population. Depression in dialysis patients is associated
Hippen BE, Maddux FW. Integrating kidney transplantation into value-based care for people with
renal failure. Am J Transplant. 2017, Online early. Available at:
http://onlinelibrary.wiley.com/doi/10.1111/ajt.14454/abstract;jsessionid=D6898FB666A68C18186A0
79F637AA306.f04t01
20 Andrade L, Caraveo-Anduaga JJ, Berglund P, Bijl RV, De Graaf R, Vollebergh W, Dragomirecka E,
Kohn R, Keller M, Kessler RC, Kawakami N, KiliçC, Offord D, Ustun TB, Wittchen HU. The
epidemiology of major depressive episodes: results from the International Consortium of Psychiatric
Epidemiology (ICPE) Surveys. Int J Methods Psychiatr Res. 2003;12(1):3. Available at:
https://www.ncbi.nlm.nih.gov/pubmed/12830306
21 Palmer S, Vecchio M, Craig JC, Tonelli M, Johnson DW, Nicolucci A, Pellegrini F, Saglimbene V,
Logroscino G, Fishbane S, Strippoli GF. Prevalence of depression in chronic kidney disease:
systematic review and meta-analysis of observational studies. Kidney Int. 2013;84(1):179. Available
at: https://www.ncbi.nlm.nih.gov/pubmed/23486521
19
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with a 40% 22 to 50% 23 increase in mortality. Hospitalization rates are higher in
dialysis patients with depression and not surprisingly, ESRD patients with a
diagnosis of depression have lower rates of medication adherence and dialysis
treatment adherence.
Connecting Medicare beneficiaries with ESRD and depression with behavioral
health providers is challenging for many reasons. The in-center hemodialysis
patient spends several hours thrice weekly in the dialysis facility and often has
little interest in seeking health care elsewhere. Couple that with the stigma created
by depression and other behavioral health problems and it is no surprise
behavioral health issues frequently go untreated in the ESRD population.
When treatment is provided, it is successful within the ESRD population. Cukor
et.al. demonstrated substantial improvements in depression, quality of life and
compliance with dialysis prescription in patients receiving cognitive behavioral
therapy (CBT) during the dialysis treatment. 24 Notably, the positive change in
compliance with fluid restriction during the study was highly statistically significant.
In personal conversation with the principal author, the largest barrier to
successfully delivering CBT during the dialysis treatment was scheduling the
appointment with the counselor. Driving to the dialysis center to meet with
patients who frequently missed dialysis treatments resulted in an expensive and
inefficient use of resources.
Telehealth provides an attractive solution, particularly for the in-center
hemodialysis Medicare beneficiary for the following reasons:
•
•
•

Beneficiaries are not required to make a visit to another health care
professional;
The visit can be conducted in a HIPAA compliant fashion while the
beneficiary receives hemodialysis;
Follow up and continuity of care are facilitated by the beneficiary’s dialysis
schedule; and

Palmer SC, Vecchio M, Craig JC, Tonelli M, Johnson DW, Nicolucci A, Pellegrini F, Saglimbene V,
Logroscino G, Hedayati SS, Strippoli GF. Association between depression and death in people with
CKD: a meta-analysis of cohort studies, Am J Kidney Dis. 2013;62(3):493. Available at:
https://www.ncbi.nlm.nih.gov/pubmed/23623139
23
Farrokhi F, Abedi N, Beyene J, Kurdyak P, Jassal SV. Association between depression and mortality
in patients receiving long-term dialysis: a systematic review and meta-analysis. Am J Kidney Dis.
2014;63(4):623. Epub 2013 Nov 1. Available at: https://www.ncbi.nlm.nih.gov/pubmed/24183836
24 J Am Soc Nephrol 25: 196–206, 2014. doi: 10.1681/ASN.2012111134. Available at:
https://www.ncbi.nlm.nih.gov/pubmed/24115478
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•

The counselor is able to provide an important and impactful service for a
larger number of beneficiaries.

Recommendation
•

Provide telehealth waiver for the CEC Model permitting the outpatient dialysis
facility to serve as an originating site for telehealth facilitated behavioral
health services.

B. Increase Beneficiary Engagement through Patient Incentives
We ask that CMS allow the same Patient Engagement Incentive Waiver for the ESCO
Program as is available for the Medicare Shares Savings Program (MSSP) and Next
Gen ACO Programs. The ESCO Program’s Patient Engagement Waiver is helpful, but
is limited to only the provision of technology, oral nutritional supplements, and nonemergency transportation. Conversely, the MSSP and Next Gen waiver is much
broader and does not contain such limitations. MSSP and Next Gen participants
have the ability to provide any patient engagement incentives, so long as they
comply with the following requirements: 25
•
•
•

There is a reasonable connection between the items or services and the
medical care of the Beneficiary;
The items or services are in-kind; and
The items or services:
o Are preventive care items or services; or
o Advance one or more of the following clinical goals:
 Adherence to a treatment regime.
 Adherence to a drug regime.
 Adherence to a follow-up care plan.
 Management of a chronic disease or condition.

With added flexibility, ESCO Participants will have enhanced ability to encourage
beneficiaries to adhere to dialysis treatment schedules and to engage their care
management team. These two outcomes are critical to successfully managing the
care for this chronic disease and will further the goals of the ESCO Program in
Notice of Amended Waivers of Certain Fraud and Abuse Laws in Connection with the Next
Generation ACO Models (December 29, 2016); I. The Waivers and Applicable Requirements; D.
Waiver for Patient Engagement Incentives, pg. 7. In addition, Department of Health and Human
Services, Medicare Program, Final Waivers in Connection With the Shared Savings Program, Final
Rule (October 29, 2015).
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improving health quality outcomes and avoiding unnecessary, costly medical
services. 26
Recommendation
• Expand the existing ESCO patient engagement incentive waiver to be
consistent with the MSSP and Next Gen Waivers.
III. Medicare Advantage (MA) Innovation Models
A. Increase Provider Value-Base Risk Agreements with Medicare Advantage (MA)
Plans
The CMS Quality Payment Program places eligible clinicians (ECs) in one of two
tracks, the Merit-based Incentive Payment System (MIPS) track or the Advanced
Alternative Payment Model (AAPM) track. CMS has created a series of incentives to
attract ECs to AAPMs. The benefits recognized by ECs within an AAPM are
dependent on the model or models in which they participate achieving Qualifying
Participant (QP) status. By design, achieving QP status becomes more difficult in
future years.
To support physicians in reaching the increasingly difficult QP status and to drive
more innovation across the broader Medicare marketplace, beginning in 2019, an
EC’s participation in certain Medicare Advantage (MA) arrangements may
contribute to the ECs qualification as a QP. In order to contribute to the QP
calculation, the MA plan would need criteria similar to those required by existing
AAPMs:
•
•
•

Require the use of CEHRT;
Base payments on quality measures comparable to those used in MIPS; and
Ensure the EC bears more than nominal financial risk.

When MA plans implement value-based agreements (2-sided risk agreements) with
providers, both payor and provider are better aligned around improving patient
clinical outcomes and cost. As such, we fully support CMS’ desire to allow
providers to achieve QP status in part through the MA populations they serve.
26 Kevin E. Chan, Ravi I Thadhani, and Franklin W. Maddux, Adherence Barriers to Chronic Dialysis in
the United States, Journal of the American Society of Nephrology, vol 25 (2014), 2642 –48 (finding
that dialysis treatment non-adherence is associated with an increased risk of emergency room visits,
hospitalizations, and ICU-CCU admissions).
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Under the current structure and regulations, however, MA plans have little
incentive to renegotiation and/or restructure existing or future value-based
arrangements to comply with the AAPM criteria above.
Since we believe that MA plans are unlikely to invest in the changes necessary to
accommodate the “Other Payer Advanced APM” designation, we are proposing the
creation of a MA Star Rating category that is based on the percentage of the plans
in-network non-institutional providers achieving QP status. This should:
•

•
•

Cause MA plans to see contracts with current QP providers as more desirable
than non-QP providers thus encouraging more providers to attempt to gain
that status;
Motivate MA plans to create their own AAPM structures to roll out to their innetwork providers; and
Align well with existing quality measures used by CMS to recognize
innovative MA plans.

Risks of this proposed model include a bias by the MA plans towards contracting
with providers with existing QP status. We believe, however, that the Health
Service Delivery (HSD) measurement process used to determine network
adequacy somewhat mitigates this risk and that some level of preference towards
QP providers is consistent with the CMS objective of encouraging broad
participation in AAPMs.
Similarly, the proposal above could result in QP providers declining to contract with
MA plans not offering AAPM payment alternatives. While this could create network
adequacy challenges for such plans, the willingness to offer AAPM payment models
would be within the control of and addressable by the MA plan if such challenges
were present.
Finally, inclusion of a new Star Rating category could dilute MA plan focus on
existing categories. Given the importance of AAPMs to patients and improvements
in overall cost to the healthcare system, we believe this risk is warranted.
We do not believe that any additional payment waivers are necessary to
implement this proposed concept, and we encourage CMS to consider the model
proposed above, or something similar, prior to 2019 when an EC’s participation in
certain MA arrangements may contribute to the ECs qualification as a QP.
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Recommendation
•

•

Provide additional AAPM opportunity for physicians to qualify as a QP in
certain MA arrangements to drive more innovation across the broader
Medicare marketplace.
Motivate MA plans to implement value-based agreements (2-sided risk
agreements) with providers to align improving patient clinical outcomes and
cost through new Star Rating category and to create their own AAPM
structures to rollout to their in-network providers.

B. Convert the ESRD C-SNP to a Renal C-SNP
As presented earlier for CEC Model, CMS should take a more holistic approach to
managing kidney patients. Renal disease is common among Medicare
beneficiaries. Per 2016 United States Renal Data System (USRDS) annual report
data (see Attachment A), 14.8% of adults have chronic kidney disease and 0.2%
of the US population have ESRD with total cost of care rising as the renal disease
progresses.27 The existing ESRD C-SNP inadvertently exacerbates this problem.
The C-SNP provides substantial support in the form of care coordination, plan
design benefits for ESRD beneficiaries, along with a targeted, renal focused model
of care. However, by arbitrarily focusing on one segment of the renal disease
continuum and thereby ignoring late stage CKD and post-transplant, the C-SNP
prevents the Medicare beneficiary from recognizing the benefits of true care
coordination at precisely the time they need it most.
A few small changes to the Chronic Condition Special Needs Plans (C-SNP)
program could optimize the C-SNPs for kidney patients throughout the continuum
of disease. Better management and a more coordinated approach to care at earlier
stages of Chronic Kidney Disease (CKD) through the C-SNP could prevent or delay
the onset of ESRD and dialysis treatment. Furthermore, providing patients with a
kidney transplant the option of staying in their ESRD C-SNP would provide
additional continuity of care that could promote the longevity of the successful
transplant.
C-SNPs are tailored to the highly specialized needs of people with certain complex
chronic conditions. They are intended to provide a better-coordinated approach to
disease management that will lead to better outcomes for beneficiaries and lower
overall costs for Medicare. ESRD C-SNPs were an important step forward in the
better care and management of beneficiaries with ESRD because they allow for a
27

USRDS 2016 ADR.
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more coordinated approach to the beneficiary’s total health care needs. Most
beneficiaries living with ESRD suffer from multiple chronic conditions 28, and a
comprehensive, specialized plan tailored to their needs helps to reduce costs
through fewer hospitalizations and better management of comorbid conditions.
However, the rigid regulatory structure prevents us from pursuing a more
comprehensive approach to the entire continuum of kidney patients, which
undermines the goal and intent of the C-SNP program. From a clinical perspective,
CKD is a progressive disease marked by declining kidney function over time. The
final stage, kidney failure, is an irreversible condition that requires dialysis, a
kidney transplant or conservative therapy. While a patient’s life can be sustained
on dialysis, their quality of life is severely affected, as is the quality of life for their
family or caretakers. 29
With earlier intervention and proper medical management, the progression of CKD
may be slowed or stopped. We believe both the Medicare program and
beneficiaries would be better served by eliminating the arbitrary barrier to
specialized health coverage through the C-SNP program by identifying late stage
CKD as an authorized condition. Allowing beneficiaries in earlier stages of the
disease to have access to a specialized C-SNP tailored to addressing their needs
could be transformative for many CKD patients by delaying the need for dialysis
treatment or preventing it altogether. The Medicare program would benefit as well
through reduced spending per beneficiary over time. CMS should prioritize better
management of CKD in earlier stages through coordinated care plans to help
reduce the long-term burden on both the Medicare program and beneficiaries with
CKD.
Additionally, the restrictions on access to C-SNPs for kidney patients are similarly
problematic for beneficiaries enrolled in an ESRD C-SNP who have received a
transplant. The current rules only allow beneficiaries with a functioning allograft (a
successful kidney transplant) to remain in their Medicare ESRD C-SNP up to 6
months after a successful transplant. 30 While patients that remain Medicare eligible
may enroll in another Medicare Advantage plan, those plans cannot offer the
specialized approach to kidney care that an ESRD C-SNP can provide. Like patients
suffering from CKD, patients living with a functioning kidney transplant are still
considered patients with renal disease from a clinical perspective. Essentially,
patients living with a successful kidney transplant are ESRD patients with a
Gullion CM, Keith DS, Nichols GA, Smith DH. Impact of comorbidities on mortality in managed care
patients with CKD. Am J Kidney Dis. 2006;48:212-220.
29
Wicks MN, Milstead EJ, Hathaway DK, Cetingok M. Subjective burden and quality of life in family
caregivers of patients with end stage renal disease. ANNA J. 1997 Oct;24(5):527-8
30
Medicare Managed Care Manual, Chapter 2 – Medicare Advantage Enrollment and Disenrollment,
Section 50.2.5 - Loss of Special Needs Status.
28
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different treatment modality. They will require specialized renal care for the
remainder of their lives, and may have to return to dialysis treatments at some
point in the future. The long-term success of a kidney transplant requires proper
ongoing medical management, and allowing post-transplant beneficiaries to remain
in their C-SNP would ensure additional continuity of care that could help minimize
transplant failure. We believe that giving beneficiaries the option of remaining in
the C-SNP would better serve patients and the Medicare program by avoiding the
failure of the transplant and the return to dialysis treatments.
Recommendation:
•
•

Expand ESRD C-SNP eligibility to include Medicare beneficiaries with stage 4
and 5 CKD.
Expand ESRD C-SNP eligibility to include Medicare beneficiaries with
functioning kidney transplants. Because, as we noted above, Medicare
beneficiaries living with a functioning transplant are ESRD patients receiving
a different treatment modality, we believe CMS has the authority to
implement this improvement through sub regulatory changes.

Summary
We appreciate CMS’ consideration of our comments and recommendations, and we
are readily available for further discussion.
Sincerely,

William P. McKinney
President

FHP Attachment A: 2016 USRDS Annual Data Report

The 2016 United States Renal Data System 1 annual report provides
the following data:

Figure 1: CKD Stages & ESRD Population Distribution

Kidney Disease Population: CKD & ESRD

CKD 1

CKD2

CKD 3

CKD 4

CKD 5

ESRD

Figure 1
• 14.8% of adults have Chronic Kidney Disease (CKD)
• CKD stage 1: 4.7%
• CKD stage 2: 2.9%
• CKD stage 3: 6.6%
• CKD stage 4: 0.4%
• CKD stage 5: 0.2%
• 0.2% of the US population have ESRD (678,383 patients were receiving
dialysis or had a functioning transplant at the end of 2014)

1

United States Renal Data System, 2016 Annual Data Report (“USRDS 2016 ADR”),
https://www.usrds.org/2016/view/Default.aspx
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Figure 2: Renal Disease Average Medicare PMPY Expenditures
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Figure 2
Renal disease
CKD stage 1 - 2
CKD stage 3
CKD stage 4 - 5
ESRD Transplant
ESRD Peritoneal Dialysis
ESRD Hemodialysis

Average Medicare PMPY expenditures
$19,075
$21,176
$28,541
$32,586*
$73,612
$87,638

Average annual expense, transplant costs are very high in the early months
following transplant
*
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FHP ATTACHMENT B: Stakeholder Value Propositions
Stakeholder
CMS

•

•

Beneficiaries
(Patients)

•

•

•

•

•

Payors &
Taxpayers

Value Proposition
Alignment with the public policy goal of increasing access to
transplantation, and increasing the total number of kidney
transplants performed; and
Building on and merging the robust quality programs extant
in dialysis facilities (QIP) and kidney transplant (f-QAPI)
programs -> A common, geography-based quality metric
which ensures all patients receive robust education about and
access to the renal replacement modality most appropriate
for each individual.
Increased access to transplant education, referral, wait
listing, and with a postulated increase in the total number of
transplants performed, a higher likelihood of actually
receiving a transplant;
A “Use the Unit” approach to delivering pre-transplant
interventions where patients spend the most time: An
efficient, less-expensive, and more convenient process for
receiving information about transplantation by using the
dialysis unit itself as a site of care delivery;
Clinical stakeholders aligned to improve education about
living donation and leverage patient social networks in the
dialysis unit to identify potential living-donor candidates;
Virtual and in-person care-navigation resources already in
place to perform ongoing waitlisted patient monitoring, to
ensure patients on the waiting list are always ready for an
organ offer; and
Post-transplant care-navigation resources to track patient
appointments, assist with transportation needs, and provide
a reliable pharmacy source for immunosuppression.

Opportunities for reductions in total costs of care in two (nonexclusive) cost-buckets:
• Transplant volume-dependent cost-savings: Year-over-year,
a patient with a successful kidney transplant will generally
have lower total costs-of-care compared to a dialysis patient.
Increasing the total number of transplants compared to a
historic baseline should therefore translate into lower total
costs of care for the population with ESRD; and
• Transplant volume-independent cost-savings: With or without
an increase in the total number of transplants, there are
ample opportunities for realizing cost-savings from revising
the processes of transplant referral, testing associated with
1|Page
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Stakeholder

Clinical

Value Proposition
waitlist evaluation, waitlist management and patient
monitoring, novel approaches to organ procurement,
preservation and packaging, immunosuppression coverage,
and post-transplant monitoring and management. These
savings would be magnified by increases in transplant
volume.
•

•

•

•

Transplant
Centers

•
•

•
•

Unprecedented level of cooperation, communication and care
coordination between transplant centers, general nephrology
practices and dialysis providers;
Leveraging existing infrastructure and personnel to extend
access to transplantation for more patients, realize
efficiencies and reduce the cost of the transplant evaluation,
offer robust patient monitoring of waitlisted candidates and
provide post-transplant monitoring, pharmacy support and
care-coordination by building on existing care navigation
assets;
Opportunity for transplant providers (who otherwise meet
qualifying personnel (QP) requirements) to participate in an
advanced Alternative Payment Model (APM); and
Building on the success of initial cooperative efforts to
coordinate vascular access creation, revision, and
monitoring, improve the clinical outcomes for transplanted
patients with advanced chronic kidney disease upon their
return to dialysis by ensuring functioning permanent access
and well-managed clinical quality indices.
Direct access to patients with advanced CKD and ESRD;
Aligned incentives between dialysis providers, general
nephrologists and transplant centers to maximize access to
transplantation and encourage living donation;
Transplant center providers (MD, AP) could qualify for
advanced APM under MACRA;
Shared savings model permits transplant center to share in
savings from successful transplantation compared to dialysis:
o Financial incentives aligned on the part of all expanded
CEC stakeholders to increase living donation; and
o Financial incentives aligned on the part of all expanded
CEC stakeholders to increase pre-emptive
transplantation;
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Stakeholder

•

•

Value Proposition
Shared losses model serves as a financial hedge for the
transplant center if the cost of care increases due to more
aggressive organ acceptance behavior or higher risk
tolerance for medically high-risk transplant candidates.
Financial losses shared by the expanded CEC members
rather than the transplant center alone; and
Opportunity for shared savings independent of growth in
transplant volume:
o Advanced APM qualification;
o Share in cost savings from reducing standard
acquisition costs of organ procurement – “Donor
hospital” model;
o Share in potential cost savings from reduced costs of
transplant evaluation screening tests (such as labs
and cardiac-focused radiology procedures) and inperson evaluations; and
o Reduced facility fee costs through dual use of
personnel and sites of care delivery.
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FHP ATTACHMENT C: Data Sharing Requirements
Transplant: Required Medicare Cost Data
As part of the “expanded ESCO” application process, we propose that ”expanded ESCO”
clinical stakeholder-partners have the opportunity to analyze historic cost data for the total
cost of care for the Medicare ESRD beneficiaries who have received a kidney transplant in a
given ESCO market. This would include data for Medicare beneficiaries from the transplant
portion of the Medicare Cost Report, covering:
•

•
•
•
•

The pre-transplant evaluation process and attendant costs for: In-person evaluation
by the multidisciplinary selection team members, laboratory costs, required testing
procedures, laboratory fees, and all submitted administrative costs related to patient
listing and regulatory compliance;
Organ acquisition costs, as indicated on the Medicare Cost Report;
Medicare claims for the primary post-transplant hospitalization;
Medicare claims for post-transplant care including: Transplant-related medication
costs, laboratory costs, and post-transplant clinic management costs; and
Medicare claims for non-primary post-transplant re-hospitalizations.

Advancing the principle that an expanded ESCO should reduce the total costs of care, all
costs of all parts of the transplant process should be included in determining historic cost
data for establishing a baseline. This would include pre-transplant evaluation costs, organ
acquisition costs, the primary hospitalization costs, post-transplant care costs, and nonprimary post-transplant re-hospitalization costs. By establishing the historic cost baseline in
this fashion, the “expanded ESCO” will have the opportunity to reduce total costs of care in
two ways. First, by reducing the total costs of care in each step of the transplant care
pathway, from the pre-transplant referral, to organ acquisition, to post-transplant care.
Note that these cost savings can be realized regardless of whether there is an increase in
the total number of kidney transplants. Second, total costs of care can be further reduced
for the entire population of patients attributed to the ESCO by increasing the total number
of transplants. In short, doing all transplants less expensively, and doing more total
transplants (which are less expensive than maintenance dialysis) together yields more total
cost savings.
Our research indicates there is substantial cost variation across ESCO markets in the total
costs of care of ESRD patients, pre-transplant evaluation costs, organ acquisition costs, and
primary hospitalization costs. Accordingly, affording existing ESCOs the opportunity to
review historic transplant-related cost data for their specific market will be a pre-requisite to
their analysis of the benefits/risks of undertaking an “expanded ESCO” in such market.
After a review of the Medicare cost data, and by analogy with the initial ESCO application
proposal, individual “expanded ESCO” markets may proffer requests to Medicare for
negotiated waivers for specific patient services, such as providing patient transportation
to/from transplant listing or post-transplant management appointments. This structure
affords a two-fold opportunity for the “expanded ESCO” to realize cost savings by (a)
increasing the total number of transplants and realizing the cost savings of a successful
transplant versus maintenance dialysis by any modality, and (b) reducing the total costs of
care for new incident patients receiving a transplant.
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Methodology: Calculating Cost-Savings
The methodology for calculating cost-savings for the total cost of care of a transplanted
patient entails several important considerations:
1. Cost-savings from transplants need to include multiple years posttransplant: Costs of the transplant in the first transplanted year are far higher than
in subsequent years. Therefore, any plausible shared-savings model for patients
with ESRD on dialysis will need to have a historic cost basis which rewards costsavings from transplant well beyond one year.
2. Special considerations for patients with advanced CKD who receive a preemptive transplant: On the one hand, pre-emptive kidney transplantation in a
patient with advanced CKD represents an ideal clinical situation. However, the total
cost of care for most transplant candidates with advanced CKD not on dialysis will be
far less than the total cost of care of patients with ESRD on dialysis. Therefore, the
break-even point for a pre-emptively transplanted patient will be considerably longer
compared to the break-even point of transplanting a patient with ESRD on dialysis.
One possible approach for establishing an historic cost baseline for this patient
cohort is to attribute median total costs of care for a patient with ESRD on dialysis
for a fixed number of years to the pre-emptively transplanted patient with advanced
CKD.
3.

Potential disincentive for ESCOs that have been the most successful to date
in reducing total costs of care for patients with ESRD: The recent release of
Performance Year 1 data for Cohort 1 ESCOs shows wide variation in the total costs
of care for patients with ESRD on dialysis with all 13 ESCOs reducing total costs of
care to some degree. ESCOs which have been most successful at reducing the total
costs of care for patients with ESRD to date will achieve break-even over a longer
period of time since the break-even point is determined by comparing the total cost
of care for a transplanted patient to the total cost of care for a patient with ESRD on
dialysis. Any historic cost basis for calculating future cost-savings should not
penalize ESCOs that have already realized substantial cost-savings in prior
performance years.
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CMS,
Good progress has been made in determining new guidelines for the prescription and use of
opioids. The next area for increased emphasis and collaboration is the conservative care that can be
given, when appropriate, without the use of opioids. The conservative care for musculoskeletal
conditions consists of chiropractic, acupuncture, physical therapy and massage therapy. Being able to
address chronic issue to promote function will decrease pain and moving upstream to address acute
pain, will often result in less chronic pain issues.
Thank you for allowing my comments.
Best regards,

Vivi-Ann Fischer, DC
Vivi-Ann Fischer, DC I Chief Clinical Officer
Fulcrum I Leveraging physical medicine to transform health care.

600 Massachusetts Ave., NW, Suite 300
Washington, DC 20001
Phone: (202) 296-7272
Fax: (202) 296-7290
E-MAIL FILING (CMMI_NewDirection@cms.hhs.gov)
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-5522-P,
P.O. Box 8013,
Baltimore, MD 21244-8013
Re: Centers for Medicare & Medicaid Services Request for Information -- Innovation Center
New Direction
Dear Administrator Verma:
Genentech appreciates the opportunity to submit comments in response to CMS’ Request
for Information regarding a New Direction for the Innovation Center.1 As a leading
biotechnology company, Genentech discovers, develops, manufactures, and commercializes
novel medicines to treat patients with serious or life-threatening medical conditions. In 2016, we
invested $10 billion in R&D - more than any other healthcare company in the world. In addition
to the 40 medicines currently approved, we have 30 potential new medicines in preclinical and
clinical development.
As we focus on clinical innovations, we are also aware of the need for payment
innovations. Despite significant clinical advances in medicine and more precise, targeted agents
being developed, patients cannot benefit from treatment they cannot afford. As such, we believe
that escalating costs in health care, including prescription drugs, need to be addressed. We want
to work with policymakers to bend the cost curve while protecting important incentives to
innovate. In the past two years, we launched five new medicines, each of which was priced lower
than the standard of care, while representing a clinical improvement. However, we recognize that
in certain circumstances traditional pricing models (e.g., Part B drugs paid at ASP + 6%) and
market forces may not deliver maximal value to patients. We are interested in partnering with
CMS, as we have done with commercial payers, to implement innovative contracts where
appropriate to reduce patient cost-sharing, and increase value to the patient, the Medicare
program, and the health care delivery system.

1

Centers for Medicare & Medicaid Services: Innovation Center New Direction. Accessed November 20, 2017:
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf
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In general, CMS should take a holistic look at the health care system and create models
that adequately balance improved quality and innovation, patient access, and cost containment.
In order to do this, CMS should create strategic, multi-stakeholder partnerships among the life
sciences industry, private payers, providers, and patient advocacy groups and move forward to
test models on a small and voluntary basis. Specifically we recommend that:
• CMS codify specific demonstration principles through notice of proposed rulemaking
(NPRM) procedures.
• CMS develop demonstrations to test:
o Value-based approaches to the pricing of drugs by combination/indication;
o Reduction to Part D cost sharing for patients with complex care needs; and
o Incentives to treat patients in the lowest-cost site of care.
In addition to our specific comments in this letter, we are supportive of the comments put
forth by both the Biotechnology Innovation Organization (BIO) and the Pharmaceutical
Research and Manufacturers Association (PhRMA).
GUIDING PRINCIPLES
In general, Genentech supports CMS’ guiding principles for CMMI to increase
competition and transparency in the health care market and to ensure demonstrations are smallscale and voluntary. Specifically, we request that CMS codify parameters through notice of
proposed rulemaking as it relates to: 1) limiting the size, scope, and duration of CMMI
demonstrations; and 2) enumerating patient, provider, and other stakeholder rights under
voluntary participation. Under a NPRM, stakeholders will be able to comment on specifics of
these parameters.
In terms of testing different payment and delivery reforms, we are supportive of
demonstrations insofar as they meet or advance the following general principles:
• Access: Protect patient access to appropriate providers and therapies
• Innovation: Support investment in, and use of, innovative technologies, including
encouragement for personalized medicine
• Quality: Create meaningful reforms to improve quality of care, patient outcomes, and
the value delivered to patients
• Evidence: Ground program design in valid evidence and pursue robust evaluation
methods
• Transparency: Follow a transparent, predictable, and participatory process that
encourages input from patients, providers and other stakeholders
Additionally, we have a few targeted comments regarding CMS’ guiding principles:
• Choice and competition in the market: Under this principle, the RFI states CMMI
will “promote competition based on quality, outcomes, and costs”. Whenever using
cost as a metric, CMS must include robust and meaningful quality and outcomes
measures to ensure that any reductions in cost are not realized at the expense of the
quality of care delivered. While CMS is making some strides under the Quality
Payment Program, there is still a dearth of meaningful measures to ensure cost
containment efforts are not undermining the level and quality of care provided.
2

•

•

•
•

Provider choice and incentives: Under this principle, the RFI focuses on the need
for providers to have choice and flexibility in the model participation. We support
CMS’ focus on voluntary models and believe this principle should be extended to all
stakeholders. For example, drug manufacturers’ participation in demonstrations, such
as value-based arrangements, should also be voluntary.
Patient-centered care: We support the development of tools to improve shared
decision-making between physicians and patients. To that end, Genentech is
participating in NQF’s National Quality Partners Shared Decision Making Action
Team2 and is encouraged by CMS’ participation. However, in developing or
implementing shared decision-making tools, we urge CMS to ensure that any such
tools do not create barriers to the primacy of the patient and physician relationship.
Benefit design and price transparency: CMS should preserve Medicare and
Medicaid as robust insurance products that meet patient needs. Nothing in testing
different benefit designs should reduce or create barriers to accessing care.
Transparent model design and evaluation: CMS should share de-identified patient
level data with stakeholders to facilitate research and model development. Existing
data are an essential part of identifying challenges and improving care delivery and
payment via new models. Additionally, sharing these data will expedite development
of quality and outcomes measures to better evaluate models. Without access to this
type of data, it will continue to be difficult to identify needed improvements in the
system.

SPECIFIC MODEL DESIGNS
a. Prescription drug models
In addition to scientific innovation, Genentech is committed to partnering with CMS to
develop innovative prescription drug payment models; drawing on our experience piloting
several successful value-based arrangements for both infused and oral products. These
arrangements establish contract terms with commercial payers based on a variety of factors,
including but not limited to: how the drug performs in different indications; how long the therapy
is used; or whether it is used in combination with another treatment.
Below we outline baseline requirements and necessary regulatory changes that are
needed to make prescription drug models and value-based arrangements work:
• Commitment from stakeholders, particularly manufacturers and CMS;
• Agreement that not all medicines or disease states are a good fit;
• Voluntary arrangements that do not create a one-size fits all paradigm;
• Allowance for manufacturers to discuss value-based arrangements with customers;
• Establishment of clear definitions, metrics, and supporting data; and
• Removal of barriers (discussed in more detail below).
i.

Value-based Arrangements
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Under the current volume-based system, there are certain circumstances where value to
patients and payers differs depending on the treatment regimen. For example outcomes resulting
from the same product may differ depending on the indication a product is used to treat, an
individual patient’s clinical response to the product, and what other products or treatments are
also used. In the commercial market, there has been significant experimentation with value-based
arrangements - survey data show that 45 payers3 and one quarter of manufacturers4 have
participated in or are negotiating a value-based arrangement.
While there is significant interest from stakeholders in value-based arrangements there
are several barriers to implementation:
• Government Price Reporting
o Best price - requirement to provide the government the “best price” offered in
the commercial market creates barriers to variable pricing via value-based
arrangements (e.g., outcomes based contracting, indication based pricing).
o ASP/AMP calculations - similar to best price, if a manufacturer were to
establish different value-based prices for the same product, it would have
consequences for calculation of ASP and physician payment and AMP and
application of the Medicaid Drug Rebate Program.
• Anti-kickback statute - providing rebates or free product on the basis of patient
response could violate the anti-kickback statute.
• Scientific communication - there are restrictions on what can be communicated to
health care providers and payers as it relates to health economics, value, and payment
arrangements especially for new molecular entities or new indications that are under
review by the FDA but not yet approved. These restrictions often serve as barriers to
identifying and communicating details of value-based arrangements.
We urge HHS and CMS to make permanent regulatory reforms to address the
aforementioned in order to expand value-based arrangements occurring in commercial markets.
We support the additional comments on this topic put forth by both BIO and PhRMA.
After removing barriers, CMS should test different value-based arrangements in the
Medicare program on a small-scale and voluntary basis. We discuss specific recommendations
regarding how CMS could test value-based pricing for indication-specific combination regimens
below.
1. Combination and Indication-based Pricing
Targeted combination regimens (TCRs) in oncology use two or more products to target
multiple biological pathways simultaneously and can result in improved patient outcomes. In
many cases, TCRs are combinations of previously launched monotherapies, for which each
monotherapy has an established per unit price based on the value the product delivers in when
used as a monotherapy. When monotherapies are combined into a TCR, the improvement in
outcomes may not be linear and therefore additive pricing of combinations may not be
3
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proportional to the value delivered to patients and payers. This makes combination pricing a
good candidate for exploration by CMMI.
This issue is urgent: there are 765 combination studies investigating immunotherapies in
oncology, which is more than triple the number 18 months ago.5 The number of TCRs and
indications has increased largely due to the recent launches in the PD-1/PD-L1 (Programmed cell
death-1/Programmed cell death ligand-1) class and investigating immunotherapy TCRs.6
Genentech is interested in working with CMS to develop a value-based pricing
demonstration to address combination pricing in oncology. A pilot should test whether
combination pricing reduces cost to the system (patients, providers, and CMS) while maintaining
or improving patient access and outcomes. We expect that combination prices would be below
the additive price that would otherwise result under current law. In turn, the lower price would
provide savings to both patients and CMS.
To operationalize combination pricing, CMS would need to establish a process under
which it awards indication/combination specific J-codes. This would allow manufacturers to
establish prices to match outcomes by combination or indication.
Below we outline a few operational considerations:
• FDA would need to grant unique NDCs for products in the demonstration, in order
for 1) CMS to assign the indication-specific NDCs to the new J-code(s), and 2)
providers and manufacturers to track purchases and bill for combination use vs.
monotherapy use.
• In order to grant unique HCPCS codes to individual products based on indication,
CMS would need to waive Section 1847A(b) of the Social Security Act, which
governs assignment of NDC codes to HCPCS codes.
o CMS would accept applications for a unique HCPCS code for the subset of
NDCs labeled for indication/combination specific use. This would be done
product by product and would be up to the manufacturer whether to reduce the
price for one or more of the products that make up the combination.
o The new J-code would be specific to an indication and could only be billed on
a claim form where the correct ICD code were present to match.
Note: This approach could also apply to indication-based pricing, outside of
combinations.
• We anticipate that creation of new indication-specific HCPCS codes would create
new ASPs and best prices (BPs) specific to the products when used in combination.
• There would need to be oversight processes in place to ensure proper billing practices
by providers (e.g., oversight/auditing processes).
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We believe that providers would welcome this approach to pricing and payment for
combination regimens because it would drive savings to patients and providers, which is now
rewarded under MIPS and APMs, such as the Oncology Care Model.
ii.
Reducing Part D Cost-sharing
Since 2006, the Medicare Part D program has provided beneficiaries with prescription
drug coverage and has been successful in creating a competitive marketplace and coming in
significantly under expected costs for both patients and the government.7 The Congressional
Budget Office found that actual costs for the Part D program, in 2013, were about 50 percent less
than anticipated costs.8 However, despite overall programmatic successes, enrollees who have
complex health needs and reach the catastrophic phase of the benefit are still responsible for five
percent co-insurance. This exposes a subset of enrollees to prohibitive cost-sharing. Below we
propose two options for demonstrations that test limiting Part D cost-sharing for those patients
with complex health care needs.
1. Maximum Out-of-pocket Cost in Part D
A key goal of the Medicare Part D program is to ensure that beneficiaries have access to
appropriate medications, while keeping the program financially sustainable to taxpayers. In
2013, the average out-of-pocket spending under Part D, for non-low income subsidy enrollees
was $2,706. In the same year, the average OOP spending for those in the top quartile of total
spending was $4,213. OOP costs can be a significant barrier to filling prescriptions and
remaining to prescribed treatment regimens. In June 2016, the Medicare Payment Advisory
Committee (MedPAC) put forth a recommendation to Congress to realign the benefit design to
create a cap on out-of-pocket spending.9 We support this recommendation because it would
ensure patients enrolled in a Part D plan have meaningful prescription drug coverage. As such,
we recommend that CMMI test realignment of the benefit design to determine if an out-ofpocket cap can improve patient access and outcomes without raising costs to taxpayers above
anticipated or sustainable levels.
2. Rare Disease Tier
Short of testing an out-of-pocket cap for all beneficiaries, as mentioned above, CMS
should test ways to reduce cost-sharing for patients suffering from rare diseases. Patients with
rare diseases often have high unmet needs and receive complex care that translate to high out-ofpocket costs for drugs and other health services. In order to provide access to innovative drugs
covered under Part D that may uniquely treat unmet needs and reduce Part A and Part B
spending, CMS should explore ways to alter the Part D benefit design for this discrete subset of
patients and treatments.
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Specifically, we recommend that CMMI test creation of a rare disease specialty tier to
determine if the change in benefit design leads to improved patient access to treatment and
subsequently patient outcomes without increasing costs to the Part D program more than
otherwise anticipated. Under such a test, the rare disease specialty tier would apply to drugs with
a small patient population and would replace the 5 percent coinsurance with a lower capped
copayment amount.
iii.
Cost-sharing Assistance in Part D
In commercial markets, manufacturers are able to provide financial assistance to lowincome or underinsured patients to reduce cost-sharing. These programs have been successful in
increasing access to needed treatment. However, in federal healthcare programs, the antikickback statute prohibits direct assistance from manufacturers to patients to offset patient out of
pocket costs for specific products. While we understand that this does not fall under the purview
of CMMI, we encourage the Administration to work with Congress and HHS leadership to
amend the statute to create specific safe harbors or allowances for manufacturer cost-sharing
assistance in circumstances where patient cost-sharing is prohibitive to patients accessing needed
treatments.
iv.
Site of Service
Medicare fee-for-service pays more for physician and technical services when they are
delivered in a facility setting compared to the non-facility setting. The higher payment reflects
the expectation that the facilities have additional capacity (equipment, technology, size, etc.) to
treat urgent or more complex patients. However, there are some services that can easily be
furnished in the non-facility setting but reimbursement policies create incentives to shift site of
care away from the community setting and into hospital outpatient departments. Additionally, the
340B Program incentivizes hospitals to reclassify physician practices as hospital outpatient sites
as a way to maximize revenue from the discounts, further driving up costs. Over the last decade,
we have seen drug administration services, particularly chemotherapy and anti-cancer drug
administration, shift dramatically to the HOPD setting.10 A recent study found that the total cost
of care for cancer patients receiving chemotherapy in the hospital outpatient setting is nearly 60
percent, or $90,144 per year, more expensive than the same treatment delivered in independent,
community oncology practices.11
Consistent with CMS’ goal of providing quality care for beneficiaries in the lowest cost
setting, we urge CMS to test different payment mechanisms that realign incentives and could
help reduce Medicare and patient spending and increase patient satisfaction with care.
Specifically this could include site neutral payment or reduction in patient cost-sharing in lower
cost settings of care. MedPAC found that implementation of its site neutral payment policy
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recommendations would have saved Medicare beneficiaries $4.05 million in out-of-pocket costs
for chemotherapy services from 2009 to 2012.12
v.

Additional Comments re: Prescription Drug Models - Part B Patient
Protections
Any demonstration should not restrict Medicare patients’ access to Part B drugs. The
Medicare Part B program is essential to providing beneficiaries with affordable treatment for
chronic conditions such as cancer, rheumatoid arthritis, macular degeneration, hypertension,
Crohn’s disease, ulcerative colitis, mental illness and primary immunodeficiency diseases.
Patients struggling with these illnesses often depend on a complex combination of treatments
that address their individual needs. Part B’s current market-based reimbursement structure
ensures providers are properly compensated for offering a variety of treatment options, which
allows the flexibility needed to effectively treat these complex conditions. As a result, Part B
drugs continue to represent just 3 percent of overall Medicare spending.
b. State-based and local innovation, including Medicaid-focused models
States provide additional opportunities for testing models. State models can be
implemented on a smaller scale with more direct and localized coordination. Additionally,
testing models at the state level allows for modifications to fit state-specific populations, subpopulations, or population needs (e.g., rural access). Genentech supports voluntary state testing
in line with our previously described general principles. Additionally, we urge CMS to establish:
• A federal floor regarding minimum benefits and patient protections to ensure patients
maintain robust access to health care services and benefits and help states understand
the limits for waivers and demonstrations;
• Pre-approved concepts to support states in mobilizing more quickly in their efforts;
and
• A comprehensive oversight model to ensure integrity and compliance with varying
models; and to protect against fraud and abuse.
c. Mental and behavioral health models
We appreciate the recent Summit on Behavioral Health Payment and Care Delivery
Innovation to discuss ideas for a potential behavioral health model to improve access, quality,
and cost of care for beneficiaries with behavioral health conditions, including Alzheimer’s
disease.
Genentech is committed to research and clinical trials in Alzheimer’s disease, with two
disease-modifying therapies in late-stage clinical trials. We applaud HHS13 and CMMI for
recognizing that there are deficits in care in Alzheimer’s disease. We recommend that any new
payment or service delivery model for Alzheimer’s disease should take into consideration: 1)
appropriate access to early detection and diagnosis, including new diagnostic tools; 2) the
importance of innovation and new technologies in treating people living with Alzheimer’s
12
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disease, specifically policies that encourage the development of disease modifying therapies; and
3) the larger, holistic, impact of the disease on the health system, especially the burden on
caregivers.
Another potential area for inclusion in such behavioral health models is autism spectrum
disorder (ASD), particularly for Medicaid beneficiaries.14 As with Alzheimer’s disease above,
Genentech is committed to exploring new treatment options for beneficiaries with ASD,
including late-stage development of a disease-modifying therapy. The same considerations for
payment models apply in ASD as in Alzheimer’s disease. In addition, ASD models could be
tested in State-based and local innovations models, as noted above.
CLOSING
Genentech appreciates CMS’ guiding principles and thoughtful approach to testing new
payment and delivery reforms including those for prescription drugs. We would like to continue
to be part of the solution and will look for opportunities to partner with CMS to ensure that
patients have access to innovative treatments. Please do not hesitate to contact Brian Maloney,
Director, Government Affairs, if you have any questions about this response.
Sincerely,

Fritz Bittenbender
Senior Vice President
Government Affairs
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Via e-mail: CMMI_NewDirection@cms.hhs.gov
November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244-8013
Dear Ms. Verma:
Genesis Healthcare welcomes this opportunity to provide meaningful input regarding the future
direction of CMMI as it works to support the development of new and innovative ideas that will
further its goals to create an affordable, accessible healthcare system that puts patients first. We
applaud the solicitation of ideas from all healthcare providers who strive to deliver excellent care
for their patients and support for their families, meaningful and sustainable work for their
employees and adequate returns to encourage ongoing public and private investment in new
models of care. We encourage thoughtful, measured and evolutionary change that builds upon
the important lessons learned and value created to date from existing programs, and offers
providers voluntary, ongoing opportunities to choose participation in models that are most suited
to them and their constituencies.
Genesis is dynamically engaged in and committed to transitioning care delivery from a volumedriven system to one based on value, that promises better care delivered more efficiently. As the
nation’s largest provider of skilled nursing and rehabilitation services, Genesis operates over 450
facilities in 25 states and provides comprehensive rehabilitation services in over 1,800 contracted
institutional locations and communities in 36 states. Over 45,000 individuals are cared for in
Genesis facilities every day, and they are among the nation’s oldest, frailest, most medically
complex and costly. They include both short-stay patients who will return home after
rehabilitation associated with an acute illness, complication or procedure and long-term care
residents with ongoing needs requiring nursing home level of care, over 80% of whom are
dually-eligible Medicare and Medicaid beneficiaries. Abundant opportunities exist for valuebased payments to drive accelerated development of new models of care delivery within nursing
facilities and in the transitions of care between our setting and both hospitals and home that can
meaningfully improve the lives of our patients and their families. These models may also lower
costs sufficiently to ensure continued access to the care necessary to address the significant
impending needs of an aging population.

Genesis HealthCare | 101 East State Street | Kennett Square, PA 19348 | genesishcc.com
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With the proposals discussed herein, Genesis offers recommendations that:
-

promote patient-centered care by empowering patients and their caregivers to become
more engaged in their care to prevent avoidable hospital and post-acute admissions and,
when inpatient episodes do occur, support broader engagement in advance care planning
with better communication of patient’s goals for care, particularly in advanced stages of
illness and at the end of life;

-

provide a platform for the reduction in variability of costs and outcomes that can be
leveraged across skilled nursing, where over 15,000 facility-based providers in markets
across the U.S. serve millions of the most complex and highest cost Medicare
beneficiaries as a critical part of the care continuum;

-

offer multiple venues for the comprehensive testing of the efficacy of programs and
interventions to improve quality across multiple types of markets and populations with a
concentration of large numbers of high-cost dually eligible populations in a handful of
providers;

-

support continued viability of the post-acute and long-term care sector by providing
direct opportunities for skilled nursing providers opportunities to share in savings created
through risk-based payment models that drive innovation and reward quality and
efficiency in post-acute care, offsetting the near-term impact of reduced utilization; and

-

drive improvement not only through the alignment of incentives with CMS but also by
encouraging and facilitating collaboration across and among acute and post-acute
providers and their medical professionals who are actively participate in advancing care
through alternative payment models.

Genesis recommendations draw from objective, actionable evidence derived from its extensive
experience gained through participation in CMS-led initiatives to promote improvement in care
delivery in line with these goals, including:
1) Bundled Payments for Care Improvement (“BPCI”) - Model 3, where 32 Genesis
skilled nursing centers of various size and patient profiles across multiple markets from
Maine to Florida are fully engaged in managing 90 day episodes across 38 episode
families, managing over 4,100 cases annually and total Medicare claims of over $110
million, and having earned gainsharing of over $20 million to date.
2) Medicare Shared Savings Program (“MSSP) - Track 1, in which an ACO of over 400
employed and contracted physicians and nurse practitioners who specialize in caring for
more than 9,000 complex Medicare beneficiaries that reside in over 200 Genesis skilled
nursing facilities continues to expand. In 2016, the ACO also served over 7,000
additional beneficiaries who returned home but were attributed to the ACO resulting from
primary care received during their post-acute stay. Our brief visibility into this group
showed them to be among the costliest Medicare populations, driving total annual per
beneficiary costs for the ACO to $56,000 when combined with long-term care residents,
nearly six times that of the average ACO beneficiary in MSSP. Annual Medicare costs
per beneficiary for the long-term care population alone that now comprises the ACO

Page 3

Memorandum
population averages $30,000, remaining the highest of any participating ACO and three
times the ACO average. Early experience is demonstrating that access to consistent,
patient-centered medical care the ACO offers improves quality outcomes and will provide
meaningful cost savings over time.

3) Initiative to Reduce Avoidable Hospitalizations among Nursing Facility Residents,
where 10 skilled nursing facilities, supported by over 25 of their attending physicians and
nurse practitioners, represent 50% of the Pennsylvania facilities participating in the fiveyear Phase 2 of this program directed by the UPMC Community Provider Services.
Additionally, Genesis has for many years successfully engaged in value-based incentive payment
programs with each of its key commercial insurance payers related to the reduction of hospital
readmissions and improvement in quality metrics.
Expansion of Focus Areas to include Medicare Beneficiaries in Skilled Nursing Facilities
Genesis openly embraces opportunities to migrate to a value-driven payment environment in
programs that properly align incentives between payers and providers to reward improvement
and encourage reinvestment in care delivery. It is our deep and broad engagement in existing
alternative payment models and the resulting care delivery redesign and culture change that is the
current catalyst for progress in care delivery for this complex population and that enables our
organization the requisite knowledge and experience to make meaningful recommendations for
the future.
In addition to the focus areas provided by CMS in its Request for Information, we strongly
advocate for greater opportunities specifically designed to address the needs of those Medicare
beneficiaries that require short-term skilled nursing care or are one of the one million long-term
care residents living permanently within the nursing facility setting. Models that are geared
toward direct participation by skilled nursing providers also actively engage the physicians, nurse
practitioners, rehabilitation and other professionals that serve within them, and offer
opportunities for significant savings for a high-cost population whose care has not yet been
specifically coordinated or managed through CMMI programs. Existing programs targeting
dually eligible beneficiaries, including Medicare Advantage Institutional Special Needs Plans
(“ISNPs”), have demonstrated success though have penetrated a small minority of those
potentially eligible. Other programs primarily focus on expanding community-based supports to
enable Medicare beneficiaries with fewer functional deficits or at earlier stages of disease
progression to remain at home.
By aligning financial incentives with skilled nursing providers who have a significant stake in the
outcome of value-based care, CMS can effectively tap the deep expertise that exists in caring for
our nation’s oldest and frailest members, encourage the collaboration necessary to overcome
market resistance to change that drives current utilization of the highest-cost services, and fill
gaps in care by supporting stronger care coordination for those who need it most. Active
participation by nursing facility providers is essential for successful healthcare transformation
from fee-for-service while ensuring continued access to high-quality post-acute and long-term
care services.
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Support for Focus Areas to Include Behavioral Health in Skilled Nursing Facilities
Behavioral health is one of the eight areas of focus for the Innovation Center. We fully support
this focus and we offer the following observations regarding the unique behavioral health needs
of long-term care patients.
•

Half of all beneficiaries in nursing facilities have a history of behavioral illness (Minimum
Data Set 3.0 Frequency Reports). CMS policy is focused on improving outcomes for these
beneficiaries including recently expanded policies for patient-centered behavioral care (42
CFR §483.40) and for conservative use of psychoactive medications (42 CFR §483.45).

•

As nursing facilities address these policy goals, we propose innovative models of behavioral
care that can foster integration across the care-team, leverage evidence-based practices, and
stretch the limited supply of behavioral health consultants.

•

In nursing facilities, our care-teams are anchored by primary care physicians who order the
services of consultants including, when medically necessary, behavioral health consultants
such as psychologists and psychiatrists.

•

We encourage the Innovation Center to pilot new models that allow our behavioral health
consultants, including psychologists and psychiatrists, to make use of bundled payments, teleconsults, case management, and other innovative approaches that can be deployed based on
an order from the primary care physician.

Expansion of Guiding Principles to Include Encouragement of Provider Collaboration
Existing alternative payment models geared toward hospitals and physicians, including MSSP,
BPCI Model 2 and the joint replacement episodes in CJR, have neither encouraged nor resulted
in meaningful collaboration between participants and post-acute providers, leading to missed
opportunities for accelerating and expanding efficiencies in skilled nursing care. Where Genesis
has extended gainsharing contracts to local hospitals in its BPCI Model 3 program, more
consistent and focused attention has driven collaborative efforts to address challenges presented
by shared patients, yielding constructive solutions, stronger relationships and better results. We
strongly encourage CMS to develop and promote models that specifically target cross-provider
collaboration through sharing of cost savings.
Recommendations to Increase Participation in Advanced Alternative Payment Models
Physicians and nurse practitioners who serve predominantly in the nursing facility setting are
often precluded from joining ACOs due to their high-cost patient populations and are offered few
alternatives for participation in advanced APMs. Likewise, long term care residents living in
nursing facilities have largely been overlooked in innovative payment models, yet would benefit
from the focused attention to support the improved capabilities for treatment in place these
models encourage. Enhanced provider engagement and care coordination delivered through
ACOs participating in the MSSP offer significant opportunity to transform medical care delivery
in nursing facilities. While the MSSP was not specifically designed for this population, it can
largely fulfill its objectives with several modifications to program requirements to address the
special needs of this population.
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Genesis strongly recommends the introduction of a long-term care focused ACO model designed
specifically for serving this complex and costly Medicare population to begin to realize upon this
significant opportunity for improvement. Genesis has developed and operated such an ACO
within the confines of the existing MSSP since 2016 and believes this model would be highly
attractive to other providers with modifications to ensure a) fair and accurate benchmarks, b)
quality metrics that appropriately capture care improvement for the population served and c)
guardrails established to encourage provider participation and success. We believe that the
inclusion of risk-based tracks of this model as an APM, consistent with existing MSSP rules,
coupled with the meaningful savings opportunities would result in rapid and widespread provider
participation in the model.
1. Proposed Model: The Long-Term Care ACO (“LTC ACO”)
One of the most significant opportunities to transform care delivery for approximately one
million long-term care residents living in over 15,000 U.S. nursing facilities involves expansion
of the MSSP. Medicare spending for the institutional long-term care population is approximately
$36 billion annually, and nearly three times that of community-dwelling populations per
beneficiary. Based on results demonstrated by similar models of care employed successfully by
Medicare Advantage I-SNPs, ACO’s participating in MSSP have the potential to provide
Medicare savings of more than $5 billion annually for those with traditional Medicare through
enhanced physician and nurse practitioner coverage and improved care coordination afforded by
aligned incentives. Like Medicare Advantage, MSSP offers greater flexibility to innovate than
does fee-for-service Medicare, empowering providers with freedom in organizing and
coordinating care, in identifying, investing in and fine-tuning interventions that will most benefit
their patients and reflect the specific needs of their local markets without the protracted political
process required to make change in the existing regulatory-driven environment. Despite these
advantages, MSSP program guidance was developed without taking into account the unique
circumstance for an ACO’s patient population consisting primarily of institutionalized
beneficiaries.
Genesis Healthcare ACO currently manages care for 9,000 of the 25,000 potentially eligible
Medicare beneficiaries residing in our long-term care facilities. With an average age of 79 and a
median age of 82, the Genesis Healthcare ACO attributed population is far older than the average
ACO where only 12% exceed the age of 85. They have fewer resources than the populations of
other ACOs, with the vast majority of the population dually-eligible for Medicare and Medicaid
versus 7% for the typical ACO. There exists significantly greater incidence of chronic and
infectious disease, behavioral health issues and functional deficiencies, and many suffer with
multiple conditions and complications. There is three times the frequency of diabetes and COPD
diagnoses and nearly six times the frequency of CHF diagnoses than average experience in ACOs
or in the national FFS population, often with dementia, depression or other psychological
comorbidities. Only 6% discharge to another setting, while 94% live their remaining months and
years within our centers. Median length of stay in long-term care is under 2 years, prior to death,
resulting in turnover of one-third of the ACO beneficiary population each year.
The average annual cost per long-term care beneficiary is approximately $30,000, roughly three
times the cost of the average ACO beneficiary; hospital inpatient and SNF costs represent 73% of
total costs vs 40% for the average ACO and beneficiaries have 3.5 times the number of
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emergency department visits annually. Genesis beneficiaries receive more primary care, with
over 12 provider visits annually versus 5 visits for the average ACO, though improved
coordination of care among healthcare providers both within and outside the facility would
enhance its value. 17% of beneficiaries receive hospice vs 2% for other ACOs, though
opportunities remain for enhancement in palliative and end-of-life care.
We believe the MSSP is a promising platform from which to manage the complex needs of the
long-term care population – it can be expanded more quickly, broadly and successfully than other
programs, including Medicare Advantage, by offering meaningful incentives that can be shared
between physicians and the nursing facilities in which they practice.
Structure, approach, design, potential challenges or risks, and waivers
MSSP affords scalability of the LTC ACO by serving the traditional FFS Medicare beneficiaries
attributed through broad physician participation, including the many board-certified geriatricians
and SNF Medical Directors serving in nursing facilities today. And while this model would
incorporate predominantly primary care physicians, additional opportunities exist to include
behavioral health and other specialists to address common conditions within long-term care
where solutions to avoid costly ED and hospital utilization have been elusive. Further, bringing
the SNF provider into the LTC ACO encourages collaboration between physicians and nurse
practitioners, nursing staff and rehabilitation therapists to drive operational improvements for
facility residents. Quality measures should be adapted to specifically address desired outcomes
for this population and drive better outcomes through enhanced provider gainsharing.
We propose an LTC ACO that is specifically constructed to participate in the MSSP with the
following modifications and enhancements to address the specific needs and requirements of this
high-need/ high cost patient population:
•

Attribution:
- Include long-term care Medicare beneficiaries based on the institutional flag used in
Medicare Advantage Institutional Special Needs Plans, rather than through the inclusion
of Place of Service (POS) code 32 and exclusion of POS code 31 on the physician bill.
POS codes on health care professional claims indicate the setting where the service was
provided. Physician visits in skilled nursing facilities include those for both short-stay
patients who may return home and those who remain long-term residents of the facility.
Corresponding POS codes must differentiate based upon the Medicare Part A status at the
time of the visit. Differential payment rates between 31 (skilled) and 32 (custodial)
ceased in 2006, though this vestige of an obsolete reimbursement method continued and
was improperly put back into service to identify short-stay residents for MSSP attribution
exclusion beginning in 2017. CMS eliminates primary care services provided to patients
during skilled nursing facility stays, however it identifies these patients using often
incorrect POS coding on physician claims. The inaccuracy of the historical POS coding
has distorted our ACO savings benchmark, undermining opportunities for shared savings
at the outset. Reasonable alternatives exist to identify custodial, long-term care residents
who should be included in the LTC ACO model, including the use of either Medicare
facility-based claims or an institutional flag contained in these claims to determine skilled
nursing status.
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- Population minimums should be lowered below the existing 5,000 beneficiary threshold.
The average patient panel for physicians practicing in Genesis centers is between 30-40
residents, rarely exceeding 100 residents. Many unaffiliated physicians practice in
multiple centers, often under different ownership. While networks of providers
practicing across various facilities can be assembled for participation, the existing
minimum threshold would be difficult to achieve.
- Waivers to include safe harbor for providers supporting beneficiaries with voluntary
alignment and further engage beneficiaries and their families to participate in new care
delivery models
Participation in new models of care delivery improves patient outcomes and affords
patients and their families valuable opportunities to weigh in on care delivery, particularly
for those with longer term stays. Family involvement is also critically necessary in
advance care planning for patients which serves to improve both patient and family
satisfaction with care and ACO performance, though remains underutilized. Voluntary
alignment could encourage discussions with patients and families around the value of the
ACO in meeting goals of care, as the limited capacity for many of LTC ACO
beneficiaries to independently complete online applications required for voluntary
alignment without assistance would require caregiver involvement.
Prospective assignment associated with voluntary alignment featured in risk-bearing
MSSP tracks may be beneficial to some participants in the LTC ACO model, especially
given the high turnover of attributed beneficiaries during each performance year and
substantial variation in cost profiles between short-stay patients and long-term care
residents.
•

Benchmark Creation:
-

Medicare beneficiaries potentially attributed in baseline years used for the
determination of savings benchmarks should include the institutional portion of the
physician patient panel residing in long-term care only, rather than the full patient panel
that may include community-dwelling beneficiaries.
Costs associated with long-term care beneficiaries exceed those in the community threefold. In the aggregation of baseline populations and historical cost experience used for
development of savings benchmarks for an LTC ACO, it is imperative that only
institutional populations are captured. However, most attending physicians providing care
within nursing facilities today serve both community and nursing home populations,
precluding them from achieving appropriate benchmarks for the long-term care
population alone.

- Introduction of regional benchmarking in the second and subsequent agreement periods
should be restricted to include similar, institutional-only populations of traditional
Medicare beneficiaries.
Standard risk stratification tools may not accurately reflect and predict costs associated
with the long-term care population. As significant differences exist between the cost of
community-based and institutional-dwelling populations, the introduction of regional
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averages into benchmark calculations may undermine the ability of the LTC ACO to
achieve minimum savings rates in the second and subsequent agreement periods.
Comparisons against like populations that include managed and unmanaged institutionaldwelling residents would be appropriate to bring higher cost providers in line with
regional average costs while maintaining viability within the MSSP program.

•

Quality Metrics:
- Long term care-specific quality metrics that include prevention and management of
conditions and chronic diseases most prevalent in this population that drive the highest
hospital utilization, including CHF, COPD, Pneumonia, UTI, Falls, Wounds and
Psychiatric Disorders, and properly exclude inappropriate measures inconsistent with
good care practice for this population
The LTC ACO model should emphasize quality measures most relevant and applicable to
the long-term care population. This frail population has a high prevalence of medical
comorbidities and dementia, with a median length of stay under 2 years prior to death.
Optimizing evidence-based medical care involves balancing disease-specific management
with holistic end-of-life patient care that also seeks to minimize the risk of polypharmacy
and adverse drug events. Recognizing these challenges, quality measures should be
selected that apply to the majority of this complex population.
Certain quality measures within the current MSSP program are highly relevant to the
long-term care population and should be included in the proposed model. These include
the following:
- ACO-13 Fall screening
- ACO-14 Influenza vaccination
- ACO-15 Pneumococcal vaccination
- ACO-16 BMI screening
- ACO-18 Clinical depression screening
- Hospital readmission and admission rates, with appropriate risk adjustment for the
nursing home population, which may not be fully addressed in existing riskstandardization methodologies
Measures that relate to preventive health screenings should largely be avoided, unless
their evidence demonstrates a clinical benefit within 2 years. Although the measures have
recently been revised to only include long-term care patients under 65, this change places
undue emphasis on a very small non-representative subgroup of patients. Those still
eligible for these measures include those who have advanced illness at a young age as
well as those who become attributed to the nursing home providers but return to the
community and remain well outside the nursing home provider’s practice setting or
ability to influence. Examples of current MSSP measures that should be omitted from the
proposed model are:
- PREV-5 for Breast Cancer Screening
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- PREV-6 for Colorectal Cancer Screening.
Quality measures that increase the risk of polypharmacy should be avoided unless their
evidence for the nursing home population is strong. Quality measures should allow for
patient-specific exceptions that address the complexities of complex care, for reasons
such as medication intolerance, and shared decision-making of the risks versus benefits
of treatment. Examples of measures that should incorporate patient-specific exceptions
include:
- DM-2 for Diabetes Care
- HTN-2 for Hypertension
- IVD-2 for Antithrombotic Therapy
Appropriate measures for this population should be consistent with and reflect
similarities to the 5-Star quality measures that already apply to long-term care patients in
skilled nursing facilities. Some of these derive from the Minimum Data Set (MDS), a
well-accepted and valid form of reporting in nursing homes. In selecting from the 5-Star
quality measure set, attention should be given to those which providers directly
influence, such as the following:
- Percent of Long-Stay Residents Experiencing One or More Falls with Major Injury
- Percent of Long-Stay Residents Who Received an Antipsychotic Medication
- Percent of Long-Stay Residents with a Catheter Inserted and Left in Their Bladder
Other important issues relevant to the quality of nursing home care may lend themselves
to new measures for this ACO model, such as the following:
- Annual advance care planning
- Avoidance of poly-pharmacy

- Replacement of the CAHPS survey with a meaningful resident and family satisfaction
survey of Patient Experience with Healthcare Access and Delivery that builds upon
surveys in place today
ACOs comprised primarily of long-term nursing home residents are faced with an
illogical situation in the administration of CAHPS within the MSSP. CAHPS results
drive eight Quality Measures and the entirety of one of four required domains,
Patient/Caregiver Experience, yet the survey cannot be administered in our care setting.
CAHPS specifications specifically exclude institutionalized patients such as nursing
home residents, leaving only the 6% of Genesis Healthcare ACO total attributed
beneficiaries that return home to be mailed the survey, responding to primary care
delivery that may not be recognizable and is no longer applicable to the patient. This
approach results in the likelihood of extremely low sample size of responses and
statistically insignificant results. Furthermore, those sampled are entirely nonrepresentative of the long-term care ACO population for whom satisfaction is not
captured in any of the quality measures. The implications of this inappropriate approach
to garnering customer satisfaction with the delivery of primary care in our ACO,
especially the potential for extremely low and statistically insignificant results on the
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CAHPS survey, could disqualify an LTC ACO from any shared savings earned regardless
of performance and achievement of other quality performance measures.
Since the current CAHPS survey excludes long-term care patients, and is therefore
inapplicable and can’t be properly leveraged, the LTC ACO model should incorporate an
alternative validated assessment of patient experience to replace the CAHPS survey. A
new survey instrument should be designed with the following features.
▪
Validated for long-term care patients, including those with
dementia and those with limited ability to respond to surveys independently.
▪
For patients with dementia, inclusion of a family-response option,
for situations where the family is the primary healthcare decision-maker and
has the most interaction with the healthcare system in support of the patient.
2. Proposed Model: Collaborative BPCI Model 2/3
Both BPCI Models 2 and 3 seek to derive savings from shifting care delivery to lower cost
settings, more tightly controlling utilization and reducing preventable readmissions. Though
integrated care management is fundamentally necessary to achieve sustained success in episodicbased programs, the BPCI program has not yet brought providers more closely together as
incentives have not been aligned. We recommend the that CMS offer a bundled payment
program that incorporates the principles and practices of both Models 2 and 3, with shared
responsibility for care delivery design, achievement of quality outcomes and participation in cost
savings across more broadly defined episode families with expanded flexibility for episode
duration.
Genesis has undertaken an expansive approach to the acceptance of episodes in its BPCI
program, with participation in 38 of the 48 episode families with the greatest SNF utilization. In
so doing, we sought to maximize BPCI eligibility for traditional Medicare admissions,
encouraging a payer-agnostic approach to care delivery within each site of service. We have
found that not all cases for this complex population fit neatly within designated DRGs nor within
90-day durations for managing care and capturing costs, particularly those related to management
of chronic disease.
The episodic payment model has accelerated critical thinking about how to more efficiently and
effectively deliver care. More collaborative inter-disciplinary relationships within Genesis
participating nursing facilities have been highly successful in delivering a more efficient and
effective rehabilitation model, delivering more therapy minutes within shorter inpatient stays and
providing for the continuation of functional gains through rehabilitation services delivered into
the community setting having resulted in skilled nursing days per episode falling nearly 20%.
As we continue to seek new solutions to tackle the more difficult challenges presented by these
complex episodes of care, we recognize the critical need for collaborative relationships outside of
our centers with partnering hospitals, physicians and home care agencies to change stubborn
practice patterns and develop the more innovative solutions needed to reduce readmissions.
Gainsharing with our partners has helped draw attention to program performance and resources
to support improvement. We encourage CMS to strongly consider this important missing element
in episodic value-based payment models, and propose a bundled payment program that engages
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hospitals, physicians and post-acute providers in collaborative arrangements with shared
incentives for cost and quality.

Structure, approach, design, potential challenges or risks, and waivers
A voluntary model that combines both BPCI Models 2 and 3 into one episodic model might have
the following attributes:
- Facility conveners would be collaborative entities that include acute care hospitals,
physicians and post-acute providers, with benchmarks assembled based upon the
aggregate experience of all participating providers and gainsharing split among
participants in proportion to patient population served and savings generated
-

-

-

Episode triggers might be modified to include physician determination of exacerbation of
chronic illness vs hospitalization, enabling the reduction of avoidable acute care in the
management of chronic disease and greater provider participation in chronic disease
bundles
Continued expansion of payments for telehealth services to enable patients to be
evaluated and treated in place by collaborating providers. This would both expand
critical coverage of weekend and after-hours primary care as well as the delivery of
specialty support in a more cost-effective, safer and patient-friendly manner.
Public disclosure of standardized quality metrics related to episodes managed by the
collaborative organization, including quality outcomes, length and efficiency of inpatient
stays and readmission rates, would encourage consumer choice of participating
providers

-

Beneficiary incentives might more easily be incorporated to encourage the use of more
effective and lower cost service alternatives, as both the cost and the benefit would be
shared by participating providers

-

Waivers would include all those existing for the BPCI program, with additional
consideration of waivers for co-pay requirements for included services.

Recommendations for Changes to Model 3
Genesis has been highly successful in BPCI, having completed 7,500 BPCI Model 3 episodes to
date and generating savings averaging 11% of claims and over 15% in the most recent four
quarters. While care delivery redesign is ongoing, with new innovations continuing to develop to
identify and treat changes in condition earlier and to further support discharged patients into the
community, the replacement of fee-for-service with episodic payments have resulted in
significant changes in patterns of care that have become part of the culture for participating
skilled nursing facilities, including:
a) Early and repeated assessment of risk-for-readmission, coupled with implementation of
high-risk care plans at the start of the nursing facility stay;
b) Patient/family input within the first 72 hours to identify or confirm goals of care and
enable joint participation in the development of the plan of care, improving alignment of
expectations for the facility stay and understanding of capabilities and benefits of
treatment in place;
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c) Stronger interdisciplinary collaboration among center operations, nursing, rehab, dietary,
social services, and medical staff in care plan development and execution and in
retrospective case review for process improvement;
d) Restructured rehabilitation driving the delivery of more therapy minutes at a lower cost,
using group and concurrent therapy and wellness coaches/support personnel to extend
span of licensed therapy professionals without impacting reimbursement, and enabling
patients an earlier discharge with expanded support for the achievement of functional
goals at home;
e) Development of stronger condition-specific care pathways, algorithms and evidencebased protocols, including infection prevention and management and improved therapy
interventions for cardiac and pulmonary disease management;
f) Narrower networks of more accountable preferred home health providers who are
engaged earlier and more actively integrated into ongoing case management coordination
and outcomes reporting;
g) Transitional case management, including both nursing and social services support through
the episode, providing coaching and support for achievement of patient goals as a liaison
among the myriad healthcare providers, and providing timely intervention with emerging
complications;
h) Nurse practitioner in-home visits post-discharge, when appropriate, to ensure timely
community-based primary care and greater medical staff involvement in process
improvement;
i) Beneficiary incentives that include waiver of certain costs, including certain nursing
facility-related charges upon a return visit more than 30 days from discharge, co-pays
related to the continuation of rehabilitation therapy in the community, and the provision
of goods and services not traditionally covered by Medicare, including scales and
personal care aides.
j) Gainsharing with hospital partners to engage additional resources to identify gaps in care
delivery and develop appropriate local market solutions.
Recognizing that the creation of new models would necessarily be a longer-term undertaking, we
recommend CMMI consider the following immediate modifications to the BPCI Model 3
program design to address challenges that limit more widespread post-acute participation and the
success of participating providers:
- Provide an upside-only non-risk-bearing track to enable providers time to establish
capabilities, tools and experience necessary for successful case management and the
demonstration of cost savings before undertaking risk
- Offer options for episode lengths from 30- to 180- days
Both shorter and longer episodes may afford providers with the flexibility to construct
participation in BPCI in ways that better suit their individual markets, patient profiles, risk
appetites and network arrangements. For instance, shorter episodes allow providers to
construct case-rates while limiting exposure to post-discharge events, while longer episodes
may be more appropriate for the management of chronic disease or in collaborative
arrangements with ACOs.
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- Modify determination of eligibility and pricing for Model 3 based upon broader episode
categories than the prevailing DRGs and episode families. Participating Model 3 providers
should also be able to choose inclusion of all traditional Medicare admissions in the BPCI
program, with few predetermined exceptions, without losing episodes to upstream Model 2
participants.
BPCI target pricing based on hospital DRGs is not entirely relevant to allocation of resources
within the more generalized skilled nursing care delivery model. Further, a large portion of
eligible patients have multiple comorbidities and there is often little alignment between the
prevailing clinical issues and the index hospitalization DRG. Timely identification of episode
eligibility is problematic as DRGs are unavailable at the time of nursing facility admission
and, with decreasing lengths of stay, are often unavailable by discharge as well. DRGs
reported by referring hospitals are sometimes subsequently altered and are open to
manipulation based on a desire for exclusion of developing high-cost episodes. And DRGs
are too narrow to achieve statistically significant volumes of episodes for determination of
target pricing for most skilled nursing facilities without the introduction of regional pricing,
eliminating higher cost providers from participation. The current target pricing scheme is
difficult to replicate without a significant investment in costly data analytics resources,
precluding many smaller providers from even evaluating potential participation. Pricing for
Model 3 should be simplified, based on broader diagnostic groupings, or “super bundles”,
that more realistically align with post-acute care delivery, for instance Cardiac, Pulmonary,
Orthopedic, Neurological, Gastrointestinal, etc. CMS should provide proforma targets in
advance along with relevant historical cost comparisons prepared for each applicant to
support evaluation of potential program participation and facilitate modeling of its impact to
attract broader participation. By broadening episode families or consolidating episodes at the
convener level for pricing purposes, skilled nursing providers are more likely to achieve
target prices that reflect their historical costs and enables higher-cost providers to participate,
by producing sufficient episode volume to preclude the inclusion of state averages in the
targets
Participating Model 3 facilities expend significant effort to determining episode eligibility
and dedicate significant resources to managing those episodes, though over one-quarter of all
admissions actively managed for 90-days are not included upon reconciliation due to either
ineligibility of the index DRG or trumping by a Model 2 provider. Losses related to these
episodes offset gains from eligible episodes, significantly impairing program profitability.
We recommend CMMI eliminate this deterrent by offering Model 3 participants the ability to
include all episodes related to qualifying Medicare beneficiaries in the program, with
exceptions for certain outliers, and by eliminating of the priority of Model 2 participants for
shared episodes, given the significantly greater proportion of direct care management
expended by post-acute care over the course of a 90-day episode.
- Target prices should be risk-adjusted to reflect rising patient complexity within the skilled
nursing settings
As value-based care delivery models continues to shift lower-acuity patients to the
community, complexity for those that remain to be served within the nursing facility setting
continues to increase necessitating risk-adjustment that is not captured in DRG-based targets.
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- Participating providers should be afforded the ability to eliminate identified ESRD episodes
based upon the provision of diagnostic and procedural billing documentation.
- Offer participants the option to settle episodes on a monthly, rather than quarterly, basis, to
minimize the impairment of critical cash flows related to the delay between internal cost
savings and reconciliation settlements.
Prospective payments should also be available to participants in subsequent contract periods
with a demonstrated track record of savings.
- Strict restrictions regarding patient and external communications should be lifted and
program outcomes publicized to improve visibility of the program and encourage patient
choice of high-quality providers
- Waivers for Model 3 should include all those provided for in Model 2, including the
requirement for a minimum 3-day hospital stay for skilled nursing eligilbity.
Model 3 beneficiaries could also benefit from this waiver that encourages the use of the most
appropriate care setting throughout the full 90-day episode, without requiring additional acute
care to qualify for skilled nursing facility care benefits in both Medicare and Medigap plans.
- Creation of standardized quality metrics for BPCI Model 3 that are aligned with 5-star
rating criteria
We strongly encourage CMS to undertake an evaluation of the alignment of quality outcomes
skilled nursing providers are delivering in value-based programs and their 5-star rating
results, as our experience indicates high levels of inconsistency and often contradictory
information. Use of 5-Star system has expanded far beyond its original intended purpose to
deliver valuable consumer guidance to support choice of nursing facility providers, including
qualifying facilities eligible for certain CMS waivers, increasing the importance of valid,
consistent and clear ratings. It is imperative that the 5-Star system migrate to a) use
conforming and wholly objective measures, and b) eliminate forced distribution of outcomes
if it is to effectively serve to promote patient choice and promote competition based on
quality.
Consistency of LTC ACO Model and Collaborative BPCI Model 2/3 with the Guiding
Principles
1. Choice and competition in the market
Today, patients and their families too often select skilled nursing and long-term care
providers based on proximity or familiarity, as many acute care providers and community
physicians are unable to confidently make referrals to the most suitable providers. Consumer
choice would be better encouraged with simple, clearly-understood, well-designed measures
of quality, outcome, and costs. The 5-Star system is poorly aligned with provider outcomes
in the value-based environment, inappropriately built upon a radically inconsistent survey
process, both requiring and suffering from inappropriate statewide rebalancing, ignoring
important differences in populations served by non-profit versus for-profit providers, and
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ultimately delivering misleading and unreliable results. Physicians practicing within postacute and long-term care face challenges struggle to adhere to MIPS measures and standards
designed primarily for either acute or ambulatory care settings without adequate risk
adjustment for the complexity and disease burden of their patients. Adapting and conforming
facility-based measures with those used to measure practitioner performance encourages a
more effective and productive team-based approach to care delivery. These metrics would be
more easily communicated to and understood by families as they make the difficult and often
overwhelming decision regarding care for parents and grandparents, and would establish a
single quality platform for post-acute and long-term care by which to measure new valuebased models.
2. Provider Choice and Incentives
With voluntary participation, along with both fair and adequate incentives, quality metrics
and reasonable program supports for on-ramping, this model can achieve wide-scale provider
participation, including the many smaller SNF operators and provider groups that represent
the majority of the skilled nursing sector. Nearly one million traditional Medicare
beneficiaries residing in 15,000 nursing facilities and millions more accessing short-term
rehabilitation within them could be served by value-driven models that reward quality and
cost, with large volumes available to construct appropriate populations against which to
measure program efficacy. Over time, as participation in value-based models by skilled
nursing providers gains critical scale and communication of quality outcomes and customer
satisfaction that are hallmarks of the existing programs incorporate more providers, we
believe Medicare beneficiaries will increasingly seek out those providers who actively engage
in the improvement of care delivery.
3. Patient-centered care
In varying ways, both the episodic and longitudinal population health models we propose
empower beneficiaries, their families, and caregivers to take ownership of their own health –
by ensuring that safe, well-supported and sustaining transitions occur as patients return to the
community following an acute/post-acute stay, and ensuring that end of life is discussed,
goals of care are established and well understood and respected by the many health
professionals involved in care across the care continuum. Patient and family satisfaction
results for both shorter rehabilitation stays and long-term care reflect how well we meet these
very high expectations.
4. Benefit design and price transparency
Each of the models proposed enables providers to intensively use claims data for the patients
they serve to evaluate the effectiveness of care delivery and drive further innovations to
address gaps in care. We strongly endorse CMS to expand sharing of claims-based data to
enable derivative analytics, and enable and encourage cross-sharing of data among healthcare
partners in the continuum to foster more meaningful collaboration and innovation.
5. Transparent model design and evaluation
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Recommendations presented incorporate enhancements and modifications to existing
programs, with no recommended changes in evaluations thereof. We believe that CMSsponsored programs in which we have participated and upon which we base these
recommendations are well-administered, with well-designed tools for education, sharing of
best practices and communication of outcomes.
6. Small Scale Testing
Genesis Healthcare, as the largest skilled nursing provider in the U.S., is both an appropriate
and valuable potential partner for the testing of recommended models. Its standing in the
industry and participation in all aspects of industry development and education supports
scalability, both within and outside our network of facilities.
Other Issues for CMS Consideration
Beyond the recommendations for new models and modifications to existing models described
above, Genesis submits the following additional issues for further consideration by CMS:
- Creation of a government-funded Long-Term Care Benefit for Medicare beneficiaries.
- Creation of a meaningful long-term care payment model that combines payments under
Medicare and Medicaid programs under a global capitation model, eliminating FFS for both
programs and encouraging innovative and cost-effective care delivery redesign with better
outcomes and lower costs.
- Elimination of the requirement for a three-day hospital inpatient stay before eligibility for
covered SNF services and more immediate creation of additional waivers without restrictive
requirements for alternative payment models.
- The addition of socio-economic status in the risk-adjustment for readmission and other
quality measures, particularly those that drive penalties or incentives.
- Reducing the administrative burden associated with reporting, monitoring, and transmitting
hundreds of data requirements for Medicare performance and reporting programs that diverts
valuable resources away from patient care and may exacerbate the coming shortage of
qualified labor.
Genesis Healthcare is committed to working together with CMMI as it reassesses how best to
lead the Medicare program toward successful value-based care delivery.
With best regards,

Jason H. Feuerman
Senior Vice President, Strategic Development & Managed Care
Genesis Healthcare, Inc.

November 20, 2017
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality & Acting Director
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244
via email: CMMI_NewDirection@cms.hhs.gov

Dear Ms. Bassano:
The Gerontological Society of America (GSA) is pleased to provide input in response to the
informal Request for Information (RFI) from the CMS Innovation Center. GSA is the oldest and
largest multidisciplinary organization devoted to research, education, and practice in the field of
aging. GSA’s principal mission — and that of our 5,500 members — is to advance the study of
aging and disseminate information among scientists, decision makers, and the public.
With a broad multidisciplinary membership, GSA could make recommendations in many areas of
focus to promote patient-centered care and test market-driven reforms that empower
beneficiaries as consumers, provide price transparency, increase choices and competition to
drive quality, reduce costs, and improve outcomes. We have chosen to respectfully submit
demonstration project proposals in two areas of focus for GSA and its members – Care for
Persons with Dementia and Improving Adult Immunization Rates.
Care for Persons with Dementia
GSA urges CMMI to continue its efforts to identify effective models of coordinated medical and
home and community-based care for persons with dementia. CMMI has already funded four
such models: 1) the University of California at Los Angeles (UCLA) Alzheimer’s and Dementia
Care Program; 2) the Indiana University Aging Brain Care Center Program, 3) University of
Nebraska and University of California at (UCSF) San Francisco Dementia Care Ecosystem, and 4)
Johns Hopkins University Comprehensive Home-Based Dementia Care Coordination for
Medicare-Medicaid Dual Eligibles in Maryland. Since these projects began, two lists of essential
components of dementia care (Wiener et al., 2016 and Bass, 2017) have been developed. These
lists of essential components provide a basis for comparing models of coordinated medical and
home and community-based care for persons with dementia. The RTI list focuses generally on
dementia care, and the Bass list, presented at the recent National Research Summit on Care,
Services, and Supports for Persons with Dementia and their Caregivers, focuses specifically on
models of coordinated medical and home and community-based dementia care. Analysis of
findings from the four previously funded CMMI projects, using the components in the two lists

as well as the criteria of interest noted in the Innovation Center New Directions Request for
Information (e.g., patient-centeredness, choice, transparency, consumer direction and
empowerment, costs and value) would be extremely valuable in allowing the federal
government, large health care and community care systems, and others to compare programs
and identify which one of these programs is most likely to work best for their purposes.
In addition to analysis of findings from the four previously funded models, GSA urges CMMI to
fund two other models of coordinated medical and community-based care for persons with
dementia:
BRI Care Consultation
This is a model developed in Cleveland and tested and refined in various settings by the
Benjamin Rose Institute (BRI) on Aging Through this intervention, trained care consultants-usually social workers or nurses--provide an initial needs assessment, help the person with
dementia and caregiver develop an action plan, and provide ongoing support, which includes
monitoring and follow-up with reassessment, as needed. Progress is tracked through a care
consultation information system. Initial contacts occur three times per month, with the
frequency decreasing over time. Contacts take place via telephone, mail, and e-mail, with
occasional in-person meetings. Caregiver outcomes include reduced caregiver depression,
increased use of support services, and reduced number of unmet needs. (Bass et al., 2003; Clark,
et al., 2004; Bass et al. 2013; Bass et al., 2014; Bass et al., 2015)
Alzheimer’s disease Coordinated Care for San Diego Seniors (ACCESS) Program
This is a model developed in San Diego and tested and refined in various community, Medicare
Managed Care, and VA settings. Health care and community organizations collaborated with
researchers to establish guidelines for quality of care for dementia patients and specific
protocols for managing care. Health care and community service coordinators partnered to
meet medical and support needs of people with dementia and caregivers. The program also
provided dementia-related education to physicians. A web-based decision-support system was
key to communication and efficiency. (Vickery et al., 2006; Chodosh, 2014, Chodosh et al, no
date, Chodosh, et al., 2015)
These two programs incorporate somewhat different components and are structured differently
from the four models CMMI has funded previously. Analysis of findings from all six programs
would provide extremely valuable information for all government and private sector systems
that are looking for ways to better manage care for persons with dementia who are known to
have very high health care costs and poor outcomes in the fragmented care settings where they
currently receive medical and community-based services.
Furthermore, as a member of the Leaders Engaged on Alzheimer’s Disease (LEAD) Coalition, GSA
supports exemplars noted in the Coalition’s response to the RFI as well as noted in “Examining
Models of Dementia are: Final Report” prepared for the HHS Office of the Assistant Secretary for
Planning and Evaluation (ASPE) in September of 2016. These include: Care of Persons with
Dementia and Their Environments (COPE); Maximizing Independence (MIND) at Home; NYU
Caregiver Counseling and Support Intervention; Resources for Enhancing Alzheimer’s Caregiver

Health (REACH II) Program; Savvy Caregiver Program; Skills2Care; Veterans Affairs Partners in
Dementia Care (PDC) Program.
Additionally, we encourage the Innovation Center to look specifically at programs and services
to promote early and accurate diagnosis of Alzheimer’s disease and other forms of dementia.
Simply put, individuals and families are less likely to utilize strong evidence-based dementia care
and support programs if a diagnosis has not been made, is not conveyed or is delayed, or if
there is a misdiagnosis. GSA published a free online toolkit to aid primary care providers in
achieving greater awareness of cognition in their older adult patients, increasing cognitive
detection of cognitive impairment, securing earlier diagnostic evaluation, and referring to
community services. The GSA-developed toolkit is focused on the KAER model, first introduced
in a 2015 report from the Society’s Workgroup on Cognitive Impairment Detection and Earlier
Diagnosis. The acronym is derived from a four-step process: Kickstart the cognition
conversation; Assess for cognitive impairment; Evaluate for dementia; and, Refer for community
resources.
Improving Adult Immunization Rates
Every year, more than 50,000 adults die from vaccine preventable diseases and thousands more
suffer serious health problems that cause them to miss work and leave them unable to care for
those who depend on them. A growing body of research illustrates the direct and indirect cost
attributable to vaccine preventable disease. One study published in The Journal of Primary
Prevention found the estimated annual cost of just four major vaccine-preventable diseases
among US adults was $26.5 billion annually, $15 billion of which was attributed to those 65
years and older. (McLaughlin, 2013)
While immunizations are essential to protecting health across the lifespan, it is especially
important to immunize older adults, who are at increased risk for vaccine-preventable
conditions as a result of waning immunity and increased likelihood of co-morbid, chronic
conditions, and who are more likely to develop complications. Adults seeking access to and
coverage for vaccines encounter a confusing health care system that presents multiple barriers,
including lack of awareness and information about recommended vaccines, financial hurdles,
including high cost sharing, as well as technological and logistical obstacles. Socioeconomic and
linguistic barriers further challenge the ability of diverse and medically underserved
communities from accessing needed immunizations.
Recognizing the challenges, barriers, and opportunities around adult vaccination, the National
Vaccine Program Office (NVPO) within the Department of Health and Human Services issued the
National Adult Immunization Plan (NAIP) in 2016. The NAIP and its accompanying
implementation guide set out four core goals along with a series of objectives and strategies
what steps the range of federal and nonfederal stakeholders need to undertake to help drive
adult immunization rates.
GSA created the National Adult Vaccination Program (NAVP) with the purpose of affecting policy
and improving adult immunization rates to achieve the Healthy People 2020 Goals. The goals of
NAVP seek to: diffuse evidence-based immunization information, affect policy through
partnership, support GSA members making change in their practices to improve adult
immunization rates, and drive sustainable solutions for gaps in knowledge and practice. In 2016

GSA initiated the Immunization Champions and Mentors Program (ICAMP) Academy. ICAMP is a
multidisciplinary program for healthcare professionals who are committed to increasing adult
vaccination rates, improving their patients’ health and improving quality metrics in their
organization. ICAMP action planning aligns with the National Vaccine Advisory Committee
(NVAC) Standards for Adult Immunization Practice and highlights the role of the immunization
neighborhood.
To achieve its goal of affecting policy through partnership, GSA is a member of the Adult Vaccine
Access Coalition (AVAC). GSA supports the recommendations of the AVAC submitted under
separate letter to the CMMI RFI. GSA supports the four pilot project models in immunization for
consideration. These models focus on cited barriers to adult immunization for the Medicare
population and present an important opportunity to test data driven approaches to improving
access and utilization of recommended adult vaccines. Specifically, the models touch upon
provider challenges to offering the broad range of vaccinations in the office setting as well as
financial barriers for beneficiaries for Medicare beneficiaries seeking access to vaccines through
the Part D benefit.
While each represents a different approach and intervention, all share the goal of strengthening
and enhancing access and utilization of adult immunizations that serve to protect health and
prevent or mitigate serious illness. Additionally, each model seeks to improve transparency,
beneficiary choice and competition in the market through patient centered initiatives that will
ultimately improve care and drive down health care costs over the longer term.
Provider Billing Under Medicare Part D
Test the integration and utilization of billing systems that enable providers in the clinical setting
to review a patient’s Part D vaccine coverage and enable those providers to directly bill Part D
plans for vaccine service. Study impact on vaccination rates and reduction in avoidable
downstream healthcare costs.
Medicare Part B covers vaccines for several serious vaccine-preventable diseases, including
influenza, pneumonia, and Hepatitis B for at-risk patients; however, a growing number of other
vaccines are only covered under Medicare’s pharmacy benefit, which can be challenging and
burdensome for Part B providers to assess a beneficiary’s coverage eligibility and cost sharing
requirements as well as submit claims for vaccine services.
Should a provider wish to offer and administer Part D covered vaccines to beneficiaries, they
encounter a complicated and cumbersome array of options for doing so. (CMS, 2016) Those
physicians who choose to offer Part D vaccines in their offices must bill the patient for the total
upfront cost of the vaccine; enroll in a commercially available out-of-network billing system for
Part D vaccine claims; or obtain an out-of-network authorization for coverage from the Part D
plan, submit the out-of-network claim on the patient’s behalf and agree to accept the Part D
payment on a patient-by-patient basis. For physicians who choose to stock vaccines in their
offices, these options are not only complex but also create a great deal of financial uncertainty
around reimbursement. As a result, many physicians opt to not offer Part D vaccines, resulting
in missed immunization opportunities during office visits. The current system severely hinders
opportunities to fully immunize Medicare beneficiaries in a medical setting and hampers efforts
to improve immunization rates for the 65 and over population.

The goal of this study would be to determine the effectiveness of billing systems that enable
Part B Medicare providers to assess beneficiary Part D coverage as well as enable providers to
bill Part D plans directly for vaccines administered in their office. The main objectives of this
study would be to reduce administrative burdens on providers by improving ability to search
plan coverage and facilitate electronic claims submission for vaccines and their administration
directly to Part D plans and consequently improve vaccination coverage rates for Part D covered
vaccines. An additional element of this study could include data reporting to state or local
immunization information systems to measure changes in immunization rates among the study
group.
Strengthen and enhance vaccine access through the Initial Preventive Physical Examination
(IPPE) and the Annual Wellness Visit (AWV)
Explore the impact of strengthening and enhancing the role of immunization assessment and
counseling at the IPPE and the AWV on Medicare beneficiary immunization coverage rates. The
objectives of this pilot would be to improve patient care and enhance reporting of administered
vaccinations with goal of bolstering immunization rates for Medicare beneficiaries of all ages.
The IPPE, or “Welcome to Medicare” visit, along with the AWV, represent important
opportunities to assess the overall health status of a new Medicare beneficiary coming on the
program as well as monitor and assess their health on an ongoing basis. Since 2011, the number
of Medicare beneficiaries utilizing the AWV has grown steadily from 8 percent in 2011 to 19
percent in 2015. (Shen, 2017) While an assessment of immunization status is a core element of
the IPPE, confusion around which vaccines covered through Medicare Part B and Medicare Part
D can result in a weak or perhaps no provider recommendation to receive certain vaccines.
The pilot would use these visits to strongly recommend and offer all ACIP recommended
vaccines for Medicare beneficiaries, and then compare rates of immunizations without the pilot
group to the general population. This mirrors the HHS National Vaccine Advisory Committee:
Standards for Adult Immunization Practice, which calls for providers to assess the immunization
status of the patient; strongly recommend needed vaccines based on the age and health status
of the beneficiary; administer or refer the patient to a vaccine provider and document to the
state or local immunization registry. Consistent application of these standards during the IPPE
and AWV would improve the efficiency and effectiveness of these interactions between
providers and Medicare beneficiaries, resulting in a reduced number of missed immunization
opportunities, improved immunization coverage rates and overall patient health outcomes.
No cost sharing vaccine tier in Medicare Advantage plans offering Part D coverage
Study and test impact of offering Part D vaccines with no cost sharing to beneficiaries in
Medicare Advantage plans. A growing number of Medicare beneficiaries are enrolling in
Medicare Advantage plans options. Today, one in three Medicare beneficiaries, a total of 19
million people, is enrolled in a Medicare Advantage plan. Since MA plans include both the
medical and pharmacy spending, they can be leveraged to assess how vaccination uptake
impacts downstream medical spending within one plan. Primary goals of this study would be to
examine the impact on vaccination rates and explore reductions in avoidable hospitalizations
and other healthcare costs.

Immunization coverage for Medicare beneficiaries is segmented between Medicare Part B,
which covers vaccinations against influenza and pneumococcal, as well as tetanus and hepatitis
B for at-risk patients and Medicare Part D, which covers all other commercially available
vaccines when deemed reasonable and necessary to prevent illness. (NVAC, 2013) A number of
studies indicate that financial barriers to Part D vaccines are a significant impediment to
beneficiary access to some immunization services. A 2015 report by the Alliance for Aging
Research on vaccination rates among older adults found that cost sharing for vaccines under
Part D varies depending on a beneficiary's prescription drug plan or Medicare Advantage plan
formulary offerings. (Alliance for Aging Research, 2015)
Similarly, a report by Avalere Health found between 47 and 72 percent of the 24 million
Medicare beneficiaries with Part D coverage had some level of cost sharing for vaccines, ranging
from $35 to $70 in 2015. (Pearson, 2016) The report also found that approximately 12 percent
of enrollees in Medicare Advantage Prescription Drug (MA-PD) plans had access to these
vaccines in 2015 at zero cost sharing and no standalone Part D plans covered any of these
vaccines with zero cost sharing. In 2015, 81 of 1,945 MA plans offer a special vaccine tier to
beneficiaries.
No cost sharing vaccine tier under Prescription Drug Plans (PDPs)
Evaluate vaccine utilization rates in a Part D plan where beneficiaries have zero-dollar cost
sharing for all ACIP-recommended vaccines not covered under Part B. The project could also
assess varying tiers of cost sharing (i.e. no cost vaccine tier compared to a range of cost sharing
regimens) to better identify the cost threshold for vaccine uptake. In addition, this model
would improve competition and price transparency for vaccine coverage under Part D plans.
A study in the August 2016 Journal of American Pharmacy Benefits found a correlation between
increases in cost sharing and increased vaccine abandonment at the pharmacy. During the
study period, a total of 172,977 fills for Zostavax were initiated, and a total of 67,369 were
abandoned for an overall abandonment rate was 38.9%. While the abandonment rate varied by
patient demographics and health plan factors, patient out-of-pocket cost (OOP) remained the
most significant predictor of abandonment, after adjusting for other factors. For patients with
$15-$34 copays, the odds of abandonment were 1.66 percent compared to those with costs of
$14.99 and below. Patients with cost sharing ranging from $105-$174.99 were 5.53 times more
likely to abandon the vaccine. (Akinbosoye, 2016)
The variable cost sharing requirements currently imposed on the majority of Part D vaccines
discourage immunization among elderly, disabled and chronically ill populations who account
for a disproportionate percentage of the morbidity and mortality from vaccine preventable
conditions. Removing this financial barrier could have a significant impact on improving
beneficiary access to and utilization of vaccines and will also help drive reductions in
hospitalizations and avoidable medical expenditures in other parts of the Medicare program.
Addressing this barrier will be even more important as new vaccines for a growing variety of
infectious and devastating conditions enter the market in the future.
Immunization has demonstrated “effective prevention” in reducing rates of morbidity and
mortality from a growing number of preventable conditions and has been proven to improve
overall health in a cost-efficient manner. Reducing the number of missed immunization

opportunities for Medicare beneficiaries is an important step to improving health and reducing
the burden of vaccine-preventable illness among this rapidly growing segment of our
population.
Again, we thank the CMS Innovation Center for the opportunity to provide input in this
important initiative. We are available to provide additional information if necessary and look
forward to continued dialogue to meet our mutual goal of protecting and promoting evidencedbased research to inform and improve practice for all Americans. Please contact Patricia
M. D’Antonio, GSA Senior Director of Professional Affairs and Membership to further
discuss our comments in response to this RFI. To learn more about GSA, please visit our
website at www.geron.org.
Sincerely,

James C. Appleby, BPharm, MPH
Executive Director & CEO
The Gerontological Society of America
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When you combine the cost Medicaid, Medicare, the VA, plus the cost health care for police officers,
firefighters, public school teachers, public officials, and every other public employee with employerprovided health care coverage, much, if not most, health care is already publicly-funded. Why continue
paying unnecessary administrative costs and profits to private insurance companies for health care
that's already largely publicly-funded?
Give everyone the same health care coverage the U.S. Congress gets.
Sheldon Gitis
Roseville, MN
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November 20, 2017
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality and Director
Center for Medicare & Medicaid Innovation
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Sent electronically to: CMMI_NewDirection@cms.hhs.gov
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction – Request for
Information (RFI)
Dear Acting Deputy Administrator Bassano:
On behalf of the Global Healthy Living Foundation (GHLF), thank you for the opportunity to submit these
comments on the Centers for Medicare & Medicaid Services’ (CMS’s) Innovation Center New Direction.
GHLF is a 501(c)(3) patient advocacy organization that works to improve the quality of life for people living
with chronic disease by making sure their voices are heard. GHLF represents more than 100,000 chronically ill
patients and their caregivers across the country. We advocate for improved access to care at the community
level and represent patients suffering from autoimmune diseases, chronic pain, cancer, diabetes, cardiovascular
disease, and migraines.
These patients are often confronted with a lifetime of interacting with healthcare providers and incur significant
costs due to the need to use complex medical products to control their disease. Not treating these patients results
in an individual with crippling symptoms that often make it impossible for them to work and care for their
families. Innovative ways for managing chronic diseases are needed and we commend you for inviting
stakeholders to remark on how to encourage the utilization of healthcare that both improves outcomes and saves
money. Additionally, GHLF is particularly interested in CMS’s desire to empower beneficiaries and we believe
that policies that preserve autonomy and choice are the only way to truly accomplish this.
While patients are considered to be the end consumer in our healthcare system, often they are not referred to as
the “customer” because companies direct their attention to healthcare providers. The result is a culture where a
patient’s power to make choices about their care is often restricted. GHLF has written to the Administration
several times to convey that a patient, working with their healthcare provider(s), should be driving the decisions
about their treatment plan. In order to give patients a greater role, we urge CMS to promote the use of
sophisticated patient-oriented tools that help people manage their care and personalize value decisions. In a
recently updated assessment in the journal Cochrane Reviews, authors concluded that “people exposed to
decision aids feel more knowledgeable, better informed, and clearer about their values, and they probably have
a more active role in decision making and more accurate risk perceptions. There is growing evidence that

decision aids may improve values-congruent choices.”1 In addition, there is a considerable amount of data that
CMS and other payers collect on the effectiveness of care and the quality of healthcare providers and
establishments. GHLF supports the Center for Medicare & Medicaid Innovation Center (CMMI) finding ways
to make this information available to individuals so that they can better navigate the healthcare system and
make choices about their care. We encourage CMMI to partner with patient groups to ensure that information
and decision aids can be widely and effectively deployed.
In the RFI, CMS calls for using CMMI to align payments with value for prescription drugs, but does not share
any details about how value will be determined. GHLF strongly believes that patients deserve to be active
participants, not only in their own care, but also in conversations about how a positive outcome is defined. Too
often, what is deemed to be the “valuable” choice is left for others to decide, including groups such as the
Institute for Clinical and Economic Review, without appropriately incorporating the patient perspective. Other
models for determining value have come into question because of the failure of incorporating the patient
perspective both initially when collecting data about effectiveness and utility, and later during the commenting
process. We hope that CMS has incorporated feedback from patient groups on these assessments into their
future plans for determining value. We request that CMS provide additional information on its thinking about
value assessments and in doing so, commit to an active and continuous working relationship with a range of
stakeholders that includes patients.
Balancing the use of clinical studies and real-world evidence is one way to ensure that the patient perspective is
present in value assessments. In particular, real world data sources sponsored by patient advocacy organizations
can serve as an important information resource for patient reported outcomes (PROs). It is equally important to
consider the effect of quality of life and independence; thus, the use of PROs can serve as another way to
empower beneficiaries. The Patient Centered Outcomes Research Institute (PCORI) has been an important
driver for the incorporation of the patient perspective into all aspects of health care, and GHLF believes that this
existing government activity and investment should be leveraged whenever appropriate. We are honored to
contribute to this important initiative through our own Patient-Powered Research Network (PPRN),
ArthritisPower. Our smartphone and web app allows patients with all forms of arthritis to actively engage in
health research while monitoring their own progress in collaboration with their physicians and caregiver. We
are working to connect this patient-generated data with electronic medical information and hope that it can
serve as an ideal way to evaluate the full patient experience. The use of PROs is being fully embraced for
regulatory decisions about safety and effectiveness, and we implore you to incorporate them into any
determination about the value of a medication as well.
Additionally, empowering beneficiaries cannot be accomplished through shifting costs to patients or limiting
access to all available treatment options. If CMS is committed to this principle, then new approaches should
ensure that the positive effects of competition also reduce patients’ out-of-pocket expenses. As an example,
many in our community are eager to access additional biosimilars so that additional treatment options are at
their disposal to both better their health and drive down costs of these expensive products. GHLF is concerned
that savings that are achieved through market pressures never make their way to patients in the form of lower
premiums, deductibles, and coinsurance/copayments. As a result, we encourage you to think beyond healthcare
cost savings for the government, and promote demonstration projects that explore ways of sharing savings
directly with patients as well.
1 Stacey D, Légaré F, Lewis K, Barry MJ, Bennett CL, Eden KB, Holmes-Rovner M, Llewellyn-Thomas H, Lyddiatt A, Thomson R, Trevena L.

Decision aids for people facing health treatment or screening decisions. Cochrane Database of Systematic Reviews 2017, Issue 4. Art. No.:
CD001431. DOI: 10.1002/14651858.CD001431.pub5.

Instead of creating policies that increase out of pocket expenses for the patient, patients should be given more
choice among a range of medical options. Our patient community advocates for increasing the availability of
therapeutic options. The presence of comorbidities, complexity of the diseases that these medications are
associated with, along with the complexity of the product themselves, means two people can have dramatically
different responses to a biological product. In state-based patient access surveys in Tennessee and Florida, 68
percent and 61 percent (respectively) of respondents on a biologic who had their therapy disrupted because of
an insurer initiated change, reported that they had to try multiple medications before finding one that worked
again. For this reason, we also want to caution CMMI from allowing projects that restrict access to services and
products in a discriminatory manner. There are cases when payers set restrictive formularies and will not cover
a medication. When they do allow for exceptions to be made, payers often require patients to fail first on other
medications which can cause severe disruptions in chronic disease management. These policies weaken and
undermine the patient-healthcare provider relationship and work in opposition to the principles that are listed in
the RFI. The use of these strategies to save the healthcare system money is short-sighted because of the
potential negative consequences on the long-term care of a patient. In our Florida survey, only 32 percent of
respondents reported that their out-of-pocket costs were reduced when switched. GHLF also finds that these
kinds of policies are also applied by commercial payers in a manner that restricts access to prescription
medications used to manage a chronic disease in efforts to discourage unhealthy individuals from joining
particular plans. We encourage CMMI to set the example and change the practice of using fail first policies
absent access to clear, uniform, and timely appeals processes for physicians and patients.
GHLF has also submitted comments to the Department of Health and Human Services on the use of the Section
1115 waiver by Massachusetts to impose closed medication formularies on patients. While GHLF supports
states’ efforts to improve healthcare delivery for their Medicaid and CHIP beneficiaries, we urge CMS to use
extreme caution when reviewing local models that would allow states, or other smaller geographic regions, to
use these short-sighted and harmful tactics to reduce cost. Additionally, these waivers could exacerbate
discrepancies in quality-of-care from state to state. GHLF strongly believes that all patients, regardless of where
they live, should have equal access to the healthcare they need.
GHLF would also like to highlight the potential of alternative forms of prescribed therapies that improve
symptoms and/or reduce the need for other treatments. As an example, medical foods, which contain highlyconcentrated and purified natural ingredients such as flavonoids, can have an anti-inflammatory effect. GHLF is
encouraged to learn of preliminary evidence that certain medical foods of this kind reduce the need to increase
opioid dosing in the elderly population. 2 This further illustrates the importance of having a range of treatment
options and how certain treatments can both improve the life of a patient and reduce healthcare expenses,
especially in the long-term. As part of President Trump’s declaration of the opioid addiction epidemic as a
public health emergency, he called for the development and incorporation of alternative pain treatments for
patients. Yet, medical foods are still not usually reimbursed by payers, which restricts patients’ access to these
alternatives. The National Pain Strategy released by the Office of the Assistant Secretary for Health at the U.S.
Department of Health and Human Services identified insurance policies as a barrier to the use of
complementary and alternative strategies for pain management. 3 All available tools must be employed for
managing disease particularly when it involves pain. As such, GHLF encourages CMS to incentivize the use of
alternative treatments like medical foods.
2
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GHLF commends CMS on its incorporation of public feedback, including the feedback that GHLF provided on
May 9, 2016, on the Proposed Rule: Medicare Program; Part B Drug Payment Model. GHLF has expressed its
support of the American College of Rheumatology’s comments which relayed its concerns with the scope of the
program. In particular, the proposal would have had a great impact on a large geographic area involving patients
in underserved locations or that use small practices. GHLF appreciates that CMS expressed its commitment to
testing models using smaller scales in the RFI.
Finally, GHLF would like to acknowledge that they have also responded to this RFI by signing onto a letter
submitted by members of the Part B Access for Seniors and Physicians (ASP) Coalition. We hope that you will
consider these comments fully.
In conclusion, we understand CMS’s measure of success of a model is that it can either reduce costs or improve
quality, but we hope that the Agency will take this opportunity to identify and promote models that do both
without compromising a patient-centered and personalized approach to medicine. Once again, thank you for the
opportunity to share these comments. If GHLF can be of assistance as you consider stakeholder feedback and
plan next steps, please do not hesitate to contact Stephen Marmaras.
Sincerely,

Stephen Marmaras
Director, Policy and Advocacy
Global Healthy Living Foundation

Dear Ms. Verma:
On behalf of more than 69,000 providers using Greenway Health’s health IT solutions and services to
coordinate care in ambulatory, enterprise, and community health settings, Greenway welcomes the
opportunity to offer our comments and perspective on the CMS Innovation Center (Innovation Center)
new direction.
Promoting APM adoption and administration through the availability of claims and cost data
Today, CMS will generally only provide claims data to providers who participate in CMS programs such
as the Medicare Shared Savings Program or Comprehensive Primary Care Plus. The guiding principles
states that the Innovation Center seeks to transparently design and evaluate new payment
models. Providers frequently request access to claims data at an increased frequency so they can
evaluate whether their organization is prepared to enter a new payment model. Extending application
periods and making this data available during that time to interested providers may promote increased
adoption of alternative payment models.
Moreover, many providers may start their transition from volume to value by participating in Medicare
Advantage plans or other private payer initiatives. They often want access to Medicare claims data to
assess cost performance at this juncture to begin evaluating their performance on all of their patients,
not just the private payer they have engaged with. Providing this data may make participating in other
Medicare initiatives more palpable, especially considering how cost is evaluated is not broadly
understood.
Claims data is not only important for providers who are evaluating whether to enter an APM, but also
for those who are actively participating in one. We note that providers often need access to global
claims data to make determinations on what’s right for a patient’s care. Clinical data is frequently
limited to events that occur within a provider’s immediate network. In contrast, global claims data will
give physicians and other providers insight into events that occur outside their network. Frequently this
can be accomplished by establishing a claims feed with the provider’s electronic health record.
Model design and communication
Advanced APMs use many measures to assess quality, cost, and process improvements that are subject
to annual changes. We believe it is important to give both clinicians and vendors adequate time to
assess new measures, develop and support them in health IT, and implement these measures at the
clinical level. For example, clinical quality measures often require up to 18 months to fully develop, test,
and implement. Measures that assess cost or resource use require similar lead times. Accounting for
these lead times aids in meaningful participation by providing clinicians with thoroughly tested tools and
technology.
Additionally, aligning measures across Advanced APMs and the private market to the extent feasible
would further aid health IT vendors and clinicians. Frequently, a provider organization will participate in
private payer contracts or other CMS initiatives that measure the same overall clinical indicator, but
have variations in a measure’s numerator or denominator. This frequently leads to an increased
documentation burden, and the measurement’s incremental value may be minimal. Varying a
numerator or denominator requirement in a measure that essentially accounts for the same clinical
indicator creates non-productive development work that could be spent on innovation, and gives

clinicians the impression they are involved in a scoring program rather than a clinical improvement
program.
We have similar concerns around granting midstream exclusions or program exemptions during the
administration of a program, as these frequently require development to support.
Finally, many measures vary in their specification by submission mechanism. For example, CMS 147 and
Registry 110 vary in the flu season that is reported. While submission mechanisms are unique, these
variations can require separate workflows and the capture of different codes to accurate reporting on a
single measure. We recommend that the Innovation Center use quality measures that have the same
measure specification regardless of what submission mechanism is leveraged. In short, quality
measures that look at the same clinical indicators should have the same value set and be reported using
the same codes.
Measure alignment has another benefit. The RFI notes that the Innovation Center seeks to promote
competition based on quality and cost performance by publishing provider data. By ensuring measure
alignment across APMs and submission mechanisms, consumers will be comparing physicians on the
same standards. Sometimes physician performance is negatively impacted by workflow issues caused
by variation in the specifications. Unifying these specifications in APMs would reduce that variance in
measurement.
Finally, measurements in APMs tend to change frequently. Moreover, as a program is administered
there may be updates and clarifications depending on its complexity. Ensuring effective knowledge
management and clear communication with providers, vendors, private payers, and other stakeholders
is critical. For example, some programs will use an approach where they say “here are the top 5
changes this week,” and those changes may be applied to the private arm of the program or the one
administered by CMS. This may also be on top of a deluge of other programmatic communications, as
we’ve seen with CPC+. Sometimes important information like requirements for the following
performance year are hidden in these communications. Streamlining communication methods,
highlighting the most important information, and effectively organizing information available to
providers and vendors would empower them to better participate in the program. For example, CMS’
efforts in organizing Quality Payment Program’s information on MIPS is a model.
Engaging the states
Finally, the RFI indicates the Innovation Center’s intent to engage the states in designing new APMs. We
suggest that investing in the states’ health IT workforces would significantly support healthcare’s
infrastructure, and the states’ ability to support new APMs. For example, today many state registries are
understaffed and unable to pursue the timely implementation of beneficial interfaces, such as
bidirectional immunization queries. Providing technical training and broadening the health IT workforce
may alleviate such shortages, as would providing more funding to the states to hire and train their own
workforces.
In conclusion, we urge that the Innovation Center expand access to data to better promote the adoption
and administration of APMs, align measures across programs and submission mechanism as feasible,
and invest in the states’ health IT workforce and infrastructure to support the transition from volume to
value. If you have any questions or wish discuss our views on HHS’s Strategic Plan further, please do
not hesitate to reach out to me.

David Heller | Industry & Government Affairs Manager
Greenway Health | 4301 W. Boy Scout Blvd., Suite 800, Tampa, FL 33607
(813) 202-5315 office | (202) 631-8970 mobile | GreenwayHealth.com

November 20, 2017
Centers for Medicare & Medicaid Services
Innovation Center
Department of Health and Human Services
Baltimore, MD 21244
Re: Innovation Center New Direction Request for Information
Dear Administrator Seema Verma:
On behalf of Gundersen Health System, we welcome the opportunity to offer comments on a new
direction for the Centers for Medicare and Medicaid Services Innovation Center (CMMI).
Gundersen Health System provides integrated care for patients in predominantly rural areas along
the Mississippi River in western Wisconsin, northeast Iowa, and southeast Minnesota. As the largest
employer in the La Crosse, Wisconsin region with over 7,000 employees, Gundersen provides a
range of services including: clinical care, level II trauma care, medical education, and air and ground
ambulance services. Gundersen has consistently achieved top national rankings in many areas of
medical excellence including being named as a Healthgrades Top 50 hospital in overall care, many
clinical specialty services, and patient experience.
We believe value-based payment policies can drive better quality, lower the cost of care, and reduce
overall spending in the Medicare program, and we strongly support continued implementation of
payment systems that reward value. Set forth on the following sections, we are pleased to provide
comments on the proposed rule regarding implementation of the MIPS program and advanced
APMs initiatives.
One of the most important goals at CMS is fostering an affordable, accessible healthcare system that
puts patients first. We wholeheartedly agree. Through this informal Request for Information (RFI)
the CMS Innovation Center (Innovation Center) is seeking feedback on a new direction to promote
patient-centered care and test market-driven reforms that empower beneficiaries as consumers,
provide price transparency, increase choices and competition to drive quality, reduce costs, and
improve outcomes. The Innovation Center welcomes stakeholder input on the ideas included here,
on additional ideas and concepts, and on the future direction of the Innovation Center. We are
pleased to offer comments on strategically orienting the Innovation Center along a new pathway.

Gundersen Lutheran Medical Center, Inc. | Gundersen Clinic, Ltd.
External Affairs Department 1900 South Ave., Mailstop: H02-009, La Crosse, WI 54601
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As a key strategy, CMMI should solicit and approve new qualified advanced APMs and
Merit-based Incentive Payment System (MIPS) APMs. The enactment of the Medicare Access
and CHIP Reauthorization Act (MACRA) consolidated existing legacy programs and set a new
direction in physician/professional services reimbursement. For the Quality Payment Program
(QPP) to succeed, the role of CMMI should be to focus on models that provide a transition from
the MIPS in the direction of advanced APMs.
For example, the implementation of the MIPS allows for preferred scoring for those models
approved as “MIPS APMs”, such as Accountable Care Organization (ACO) Track 1 models (no
downside risk). CMMI should work in tandem with those managing the QPP to ensure applicable
professional service-driven models that are not qualified as advanced APMs be approved and
subjected to MIPS APM scoring standards. This will ensure new approved and available models
make a meaningful step toward advanced APM status, and are worthwhile for clinicians and
organizations to participate.

Patient-centered Medical Homes should be expanded through Comprehensive Primary
Care+ (CPC+) to broader participants. At Gundersen, we strongly support incentives for
patient-centered medical homes and we believe that primary care is a necessary foundation for riskbased coordinated care. As part of this, we ask CMS to permanently remove the 50 clinician cap for
all existing and new medical home models. In addition, this model should be expanded
geographically and available in all states/localities.
Given the limited number of available advanced APMs for the first several years, we believe that
completely closing off one model to interested organizations is inappropriate. A more favorable
approach to expanding APMs would be to allow all CPC+ participants, regardless of parent entity
size, to enroll and be eligible for the “advanced” status. This policy could be re-evaluated in
subsequent years when more advanced APM options come online.

In addition to Medicare Part B models, CMMI should develop and expand voluntary
integrated health system Alternative Payment Models. There are currently an array of
programs and initiatives aimed at reducing cost and improving quality. Although the Medicare ACO
program has demonstrated mixed results, experience from providers and hospitals participating as
an ACO and other innovative models are integral for developing improved payment policy. In
addition, the enactment of MACRA was a milestone in Medicare physician payment policy.
Improved integrated health system payment policy should provide the opportunity for encouraging
and incentivizing hospitals to undertake new models of care with opportunities for improved
integration with clinical services.
In providing opportunities for future hospital and health system APMs to flourish, we ask
lawmakers to follow these guiding principles:
 Systems should have the opportunity to take on risk—rewarding quality and efficiency.
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Incentivize coordinated care and build on existing initiatives and infrastructure.
Capitated-based payment should be encouraged.
Flexibility and proper tools are essential to improve quality and reduce cost, including
established provider and hospital networks.
Beneficiaries should be engaged in delivery system reform, such as patient involvement and
understanding their stake in value-based outcomes.

Greater coordination between the Physician-focused Technical Advisory Committee (PTAC)
and CMMI is needed. As evidenced by the recent House of Representatives Energy and
Commerce Subcommittee on Health Hearing on Alternative Payment Models, the PTAC was
created in the MACRA to provide direction and technical assistance for approving new physician
APMs. The PTAC is comprised of physicians, healthcare policy and payment methodology experts
aimed at approving new models of care delivery and payment.
However, models reviewed and approved by PTAC do not need to be made available by CMMI to
public participation. We believe CMMI needs to work closely with PTAC to ensure there is a
consistent and clear pathway to approving models for the Quality Payment Program MIPS APM or
advanced APM status. This ensures models submitted to the PTAC are meaningful in existing valuebased programs.

Models need to be properly structured to manage patient care within a defined
network. Models where physicians and providers are unable to coordinate patient care to ensure
high quality treatment create significant challenges and force entities to take on risk that is outside of
their control or influence. Success occurs when systems directly manage the care of their patients
and can proactively work to improve outcomes for their populations. This ensures accurate patient
attribution and management of care.

Lack of actionable and timely data. Improvement cannot occur if models do not have access to
current information about quality and costs. Existing data provided to models is often over a year
old and fails to capture what change is occurring and areas where there are opportunities for
growth. We support efforts to provide data on an ongoing basis. CMMI should also look to help
facilitate reports on the data so that APMs can more easily help identify opportunities for
improvement and cost savings. For example, reports could include key utilization metrics, such as
readmission rates or performance on key quality metrics.

Continue to offer exclusively voluntary models. CMMI models should be voluntary, as it requires
significant dedication and resources from participants to make the necessary changes to transform
care. Choice also ensures that entities can select which models best fit their patient populations and
those ongoing efforts are not disrupted by new mandatory requirement
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Multi-payer models. A multi-payer approach would also help to address provider burden and the
lack of alignment in reporting requirements. Medicaid programs should also be taken into
consideration in multi-payer models to facilitate further alignment. Establishing uniformity in
measure reporting across payers would allow the health care delivery system to reduce these burdens
and more clearly focus on improving quality. This strategy would also align with the CMS’ new
meaningful measurement framework that is seeking to make reporting requirements more
streamlined. As medical service reimbursement is focused on value over volume—measurement of
quality should also focus less on volume of reporting and emphasize measures that are meaningful
and outcome-driven.
Conclusion
On behalf of Gundersen Health System, we appreciate the opportunity to provide comments on
the new direction of the CMMI. We urge CMS to work together with physicians, groups, hospitals,
associations, and coalitions to ensure value-based payment programs are working in tandem to
achieve the goals of better quality and lower cost. We look forward to continuing to provide
feedback on new payment and care delivery models offered by CMMI.
If you have any questions or need clarification, please feel free to contact us at anytime.
Sincerely,

Brian Vamstad, Ph.D.
Manager, Government Relations
Gundersen Health System
La Crosse, Wisconsin
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November 16, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building, Room 445-G
200 Independence Avenue, SW
Washington, DC 20201
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Submitted via CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
Hackensack Meridian Health (HMH) appreciates the opportunity to comment on the Centers for
Medicare and Medicaid Services’ (CMS) aforementioned request for information (RFI)1 outlining a
‘new direction’ for the Innovation Center.
HMH is an integrated health care system encompassing 13 hospitals and more than 200 ambulatory
care centers, fitness and wellness centers, home health services, rehab centers, and skilled nursing
centers spanning most of New Jersey, from Bergen to Atlantic counties. Our network includes 28,000
employees and over 6,000 credentialed physicians, making it one of the largest in New Jersey. HMH
is a trusted leader in clinical quality, with three of our hospitals ranked in the top 10 in New Jersey,
including Hackensack University Medical Center (recently ranked #1 again), Jersey Shore
University Medical Center (#4), and Ocean Medical Center (#8) – all part of our non-profit, research
and teaching hospital network.
Further, HMH has a long history of investing in innovation and delivery reform. This is most recently
evidenced by our partnership with the New Jersey Innovation Institute, with which we jointly
announced the opening of the Agile Strategies Lab, the first incubator of its kind for health care
advances in New Jersey.2
HMH is also pleased to participate in numerous Innovation Center-led initiatives, including the
Comprehensive Joint Replacement (CJR) Model; various bundled payment initiatives; the
Accountable Health Communities (AHC) Model; and the Medicare Care Choices Model (MCCM)
(via Meridian Home Care Services, Inc.). Further, the success of our Accountable Care Organization
(ACO) – both in terms of our overall cost and quality performance – has helped to prosper our goal
of delivering patient-centered care.
As detailed below, HMH commends the agency’s focus on beneficiary empowerment and testing
market-driven reforms to yield improved quality and reduced costs in Medicare and Medicaid.
However, we offer caution with respect to the unintended consequences of focusing too heavily on
1

https://innovation.cms.gov/Files/x/newdirection-rfi.pdf
https://www.hackensackmeridianhealth.org/2017/08/16/hackensack-meridian-health-new-jersey-innovation-institutelaunch-program-support-new-health-care-products-strategies/
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voluntary models, especially if doing so would ultimately disrupt existing markets where such
innovation is underway. Finally, we provide targeted recommendations regarding the potential
models under consideration and address additional questions raised by CMS in the RFI.
Guiding Principles
We appreciate the Innovation Center’s careful evaluation of existing initiatives and the creation of
this public discourse to solicit feedback on potential improvements gleaned through ‘lessons learned’
and a refined approach. HMH shares CMS’ goal to foster beneficiary (as well as family and
caregiver) empowerment throughout the care continuum, as well as efforts to enhance partnerships
and collaborations through more transparent model design, evaluation and dissemination.
While we agree that there is a delicate balance to strike in maintaining provider choice and incentives
through the models, we are concerned that any over-emphasis of voluntary models could diminish
the latter and ultimately cost taxpayers more money. Ongoing delivery reforms – like the CJR Model
– are on an important cost and quality trajectory. CMS’ separately-pending proposal3 to make
hospital participation voluntary in nearly half of the CJR Metropolitan Statistical Areas (MSAs)
would have considerable adverse downstream financial implications for providers like HMH that
have devoted significant financial, time, and human capital in the preparation and implementation
of the model. We urge CMS to reconsider changes to the CJR Model at this late juncture in
implementation that would only serve to undermine the progress of the initiative.
Further, while HMH supports the overarching principle of fostering market choice and competition,
we urge CMS to do so in such a way that does not inadvertently penalize clinically-integrated
networks that seek to more collaboratively and efficiently serve patients under an aligned system.
Potential Models
Physician Specialty Models
HMH is nationally recognized for its specialty care in neurology, orthopedics, urology, cancer care,
and geriatrics, among other fields. The HMH network has also successfully participated in specialty
care Innovation Center demonstrations. This is most recently demonstrated through our preliminary
results in performance year 1 of the CJR model where HMH achieved annual episode spending
benchmarks and rigorous quality metrics. We highlight the increasing importance of a range of
physician specialty models that qualify as Advance Alternative Payment Models (APM) as the
burdens and penalties increase in future performance and payment years under the Merit Based
Incentive Payment System (MIPS).
While we support development of all models that provide relief for clinicians and improve quality,
HMH recommends that the Innovation Center explore models that focus on geriatric care, with an
emphasis on delirium-related interventions. Delirium impacts millions of seniors. It can be
characterized as a serious disturbance in mental abilities resulting in confused thinking and reduced
environmental awareness. A team-based, coordinated approach is ideal for addressing delirium
because the condition affects the patient intermittently, requires ongoing monitoring, and may impact
the patient’s ability to provide self-care and manage other conditions.
As part of our own effort to address delirium, HMH implemented the Hospital Elder Life Program
(HELP) – a comprehensive, evidence-based program for delirium prevention that provides older
adult patients optimal care during their hospitalization. HELP focuses on maintaining ones cognitive
3

82 Fed. Reg. 158 (August 17, 2017) (CMS-5524-P)
Hackensack Meridian Health Comment Letter – Page 2

and functional status to prevent delirium in hospitalized older adults. The program utilizes a care
team comprised of a specially trained Elder Life Specialist, geriatrician, and carefully trained
volunteers who work together to address the full scope of geriatric issues and iatrogenic
complications contributing to physical, cognitive and functional decline during hospitalization.
HELP was designed by Sharon K. Inouye, MD, MPH, and colleagues at Yale University School of
Medicine to prevent delirium among hospitalized older patients.4
Hackensack University Medical Center’s unique approach to HELP is its Geriatric Quality Council
(GQC), which has been integral to the institution’s quality improvement initiatives. The GQC is a
multidisciplinary group comprised of physicians, nurses, physical medicine and rehabilitation
specialists, speech therapist, pharmacists, social workers and case managers, as well as patient safety
and quality experts who work collaboratively to improve program quality and intervention
adherence. HMH is pleased to report that we have earned the Joint Commission’s Gold Seal of
Approval for Disease Specific Certification (DSC) in Geriatric-Delirium, the first certification for
Geriatric-Delirium in the country.
Elements of our HELP program can be integrated within inpatient specialty care models under
consideration by the Innovation Center, including episode payment models (EPMs). As delirium
symptoms are associated with inpatient treatment (e.g., surgery procedures, exposure to new
medications, pain, and anxiety), models focused on specialty care could allow for participating
providers to elect to offer delirium screening (potentially via telehealth solutions) for high-risk
patients, preventive measures for the high-risk patients and appropriate management when it does
occur to improve patient experience and provide cost effective, evidence-based episode of care. An
avenue for providers to deliver delirium care should also be built into models that address dementia,
as the condition frequently occurs in that population.
Prescription Drug Models
HMH supports programs for prescription drug payments that incentivize better health outcomes for
beneficiaries at lower costs and align payments with value. As the second largest hospital system in
New Jersey, HMH is acutely aware of the increasing financial burden of high-end specialty
medications on both our own network and the patients we serve. We are particularly interested in
prescription drug models that address barriers to value based purchasing arrangements, and models
that seek to address high patient costs.
While HMH is supportive of efforts to address costs, we caution against initiatives that simply cut
reimbursement for drugs without safeguarding patient access. The withdrawn Medicare Part B demo
is an example of the type of model that we view as counterproductive because it threatened patient
access by proposing payment reductions without addressing costs. Furthermore, we urge the
Innovation Center to strengthen and improve the 340B program, a vital program to safety-net
hospitals. We are concerned about the impact CMS’ recently finalized policy will have on Part B
drug reimbursement for 340B hospitals.5 We urge the Innovation Center to carefully consider the
implications of any proposed models on safety-net institutions and the patients they serve.
State-Based and Medicaid-Focused Models

4

Inouye, S. K., et al. (2000). The hospital elder life program: A model of care to prevent cognitive and functional
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HMH comments the Innovation Center on the need to test more models focused on state-based and
local innovation and Medicaid, particularly those that may address prevention and management of
chronic diseases among vulnerable populations. Through participation in the AHC Model, HMH has
demonstrated the importance of fostering clinical-community linkages and addressing the unmet
social needs of certain communities. The Innovation Center should build on progress in promoting
better health outcomes through addressing health-related social needs with new models that give
states and providers the flexibility to address all facets of a patient’s life.
HMH is a leader in diabetes care, in both inpatient and outpatient settings. Our medical center was
recently re-certified for the fourth time in advanced inpatient diabetes care by the Joint Commission.
Out inpatient care team – consisting of certified diabetes educators, advanced practice nurses,
registered nurses, registered dietitians and a physician specializing in diabetes – coordinate care for
all patients admitted with diabetes, and promote proper dietary planning, exercise, self-blood glucose
monitoring, medication, counseling, and patient education to achieve improved outcomes. Our
outpatient MOLLY Diabetes Education/Management Center, operating for more than 18 years,
connects patients to a wide range of expertise and services designed to help them best self-manage
their diabetes once they’ve left the hospital. HMH applauds CMS for expanding its Medicare
Diabetes Prevention Program (MDPP), and encourages the Innovation Center to build on that
success with similar models that address chronic disease management
Other Recommendations
With respect to the broader questions delineated in the RFI, HMH urges CMS to cultivate
opportunities for providers to participate in other important models, including models focused on
expanding access to telehealth services and those emphasizing the role of social determinants of
health (SDOH). On the latter, HMH is pleased to participate in the AHC Model to address the healthrelated social needs of Medicare and Medicaid beneficiaries. As highlighted above, we would
encourage CMS to develop additional opportunities for providers to collectively work within their
communities to diminish the gap between clinical care and community services for beneficiaries.
Additionally, we are encouraged by CMS’ focus on transparent model design and evaluation in the
overarching construct of the Innovation Center’s new direction. We urge CMS to consider ways to
enhance its information-sharing capabilities – albeit through expedited sharing of technical resources
(e.g., templates) with model participants. We are happy to serve as a partner to CMS in this process.
In closing, we appreciate your consideration of our comments. Should you have any questions,
please contact Kevin DeSimone, Vice President of Government Relations.
Sincerely,

Robert Garrett, FACHE
Co-Chief Executive Officer

Cc: Ms. Amy Bassano, Acting Deputy Administrator for Innovation and Quality and Director,
CMMI
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Good afternoonThis email is to respond to an RFI on CMMI’s Prescription Drug Model. I had recently emailed the
responses via the CMMI Portal but not sure if it was submitted successfully. Thus, I am emailing them to
ensure it reaches its’ destination. We very much appreciate your consideration to our comments. Please
let me know if you have any questions. Thank you.
Respectfully, Anne Stefurak
------------------------------------Prescription Drug Models
CMS wants to test new models for prescription drug payment, in both Medicare Part B and Part D and State Medicaid programs
that incentivize better health outcomes for beneficiaries at lower costs and align payments with value. Models that better align
incentives and engage beneficiaries as consumers of their care can continue to improve patient outcomes while controlling drug
costs. Models that contemplate novel arrangements between plans, manufacturers, and stakeholders across the supply chain,
including, but not limited to innovative value based purchasing arrangements, and models that would increase drug pricing
competition while protecting beneficiaries ’ access to drugs are of particular interest.

1. Do you have comments on the guiding principles or focus areas?
Yes.
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
Considering the significant health and economic ramifications of the opioid epidemic, we
are requesting that the Innovation Center also consider non-opioid treatment alternatives
in the model/s. Non-opioid treatment alternatives (some of which are FDA indicated to
reduce opioid use such as continuous disposable infusion pumps for post-operative pain
management), offer other options to physicians and beneficiaries instead of the standard
opioid approach for pain.
3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
We respectfully request that CMMI test a model or models that addresses non-opioid
alternative therapy versus opioid drug therapy in one or more regions of the U.S. The
objective would be to test the impact of attestation on opioid prescribing (e.g. lower cost
of care, lower addiction risk, decreased provider utilization, home setting treatment).
Similarly, CMMI may test a model or models that address reporting through attestation to
assess changes in physician prescribing behavior. Such reporting could be captured in
software or another method. This would allow physicians to choose a treatment that
would benefit beneficiaries while holding physicians responsible for clinical outcomes.
This is in line with MACRA/MIPS versus current physician behavior.

4. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be tested
as a model and alternative to FFS and MA?
While some amendment might be necessary, our demonstration proposals would fit into
existing FFS and MA payment for care delivery. Our solution would be modeled using
the hospital outpatient, ambulatory surgery center and physician fee schedules.
5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
By promoting alternatives to opioid drug therapy (e.g. minimally invasive post-surgical
non-opioid pain treatment, chronic non-opioid pain treatment) through Medlearn, letter,
or notice (or all), beneficiaries would be better informed when discussing other possible
treatment options with their physician. Physicians should also be educated similarly and
be rewarded in educating beneficiaries on various non-opioid treatments (if appropriate)
and penalized in utilizing opioid drug therapy unless medically necessary.
6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
There is authority to affect physician behavior under MACRA rules and within the
Secretary’s authority. There are no rules necessary with the exception of rules and
modification of coverage related to non-chronic pain use of disposables that could
occur. This may impact a national coverage decision (NCD).
Regards,
Anne

Anne A. Stefurak RN, CPC, COC
Global Director, Health Economics and Reimbursement

Halyard Health
5405 Windward Parkway
Alpharetta, GA 30004
halyardhealth.com

November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Submitted electronically to: https://innovation.cms.gov/initiatives/direction/
Re: Request for Information on CMS Innovation Center New Direction
Dear Administrator Verma:
On behalf of Harbage Consulting, thank you for the opportunity to respond to the Center for
Medicare and Medicaid Innovation (CMMI) Request for Information regarding the future direction
of CMMI models of care. Established in 2005, Harbage Consulting is a mission-driven national
health policy and communications consulting firm with deep policy, operational, and outreach
expertise in public programs. Our clients include state Medicaid agencies, county health services
departments, local, state, and national health care foundations, consumer advocacy organizations,
hospitals, health systems, and trade associations.
Because of our experience working with state Medicaid programs, we are commenting primarily
on the sixth model area described in the RFI (State-Based and Local Innovation, Including
Medicaid-Focused Models). Harbage Consulting is deeply committed to delivery and payment
reform within Medicaid programs and expanding the availability of behavioral health and
Substance Use Disorder (SUD) services and appreciate the opportunity to provide input to CMMI
based on our experience. We have had the privilege of working on the development and
implementation of state-level care delivery and payment reforms including State Innovation
Models (SIM) and Medicaid Section 1115 waivers and have seen firsthand the benefits of SIM in
action.
As you know, statewide health reform is challenging but rewarding work and can improve the
efficiency, effectiveness, and value of health care programs. The funding through SIM became
available at a critical moment in the evolution of state delivery systems and has proven particularly
valuable as it relates to the scope, inclusivity, and flexibility for state leaders. However, as always
there is more work to be done. Achieving statewide delivery transformation takes time, as well as
a consistent financing stream. Although states have made significant progress in achieving

payment and service delivery improvements, full transformation is not yet complete. Following are
several specific examples of the impact of SIM to date:
1. Flexibility. SIM has enabled states to pursue delivery system and payment reforms tailored
uniquely to their individual needs and goals. As we know, what works in Minnesota may
not be right for Arkansas, and the fact that SIM created space for that kind of flexibility has
truly fostered state-level innovation. In Minnesota, the SIM grant supported the creation of
Integrated Health Partnerships (Medicaid Accountable Care Organization models), which
tested and refined a per-capita population health payment model. Preliminary results show
that in the second year of the program (2014), Integrated Health Partnerships saved an
estimated $61.5 million compared to projected costs.1 Likewise, SIM funding in Arkansas
allowed the state to explore and implement medical homes and episodes of care. Early
evaluation credited medical homes with saving the state’s Medicaid program over $34
million in 2014.2 These are examples of two different delivery system reform models, each
developed with the input from providers, payers, and consumers specific to each state.
2. All-Payer Focus. SIM grants have supported state innovation that includes all payers in a
state, not just Medicaid or Medicare. Unlike 1115 waivers that focus only on Medicaid, the
broader scope of SIM allows state officials to consider the entire insurance market in their
state, including coverage provided by both large and small businesses and through the
individual market. This is especially important for reforms that seek change in a large-scale,
streamlined manner. Maryland, for example, has received significant support from CMMI
for their all-payer model, which enabled the state to accelerate and refine its global budget
model. In the recent past, CMMI has also specifically offered guidance with practical
suggestions of how Medicare and Medicaid payment reform efforts might be better
aligned.
3. Funding for Infrastructure Development. The ability to use SIM funds for infrastructure
development has been critical to states’ success in testing innovative models. This includes
the Health Information Technology/Exchange (HIT/E) necessary to successfully share data,
act on information, and streamline quality measurement and reporting. The ability for
states to invest SIM funds into HIT/E efforts has expedited provider participation in valuebased purchasing arrangements in several SIM states and improved states’ ability to
generate actionable cost and quality data that providers can utilize to make care
improvements.
1

Minnesota Accountable Health Model, SIM Minnesota (2015). Integrated health partnerships: Partnerships save $76
million in Medicaid costs. Retrieved November 20, 2017 at:
http://www.dhs.state.mn.us/main/groups/sim/documents/pub/dhs16_196131.pdf.
2
Arkansas Center for Health Improvement. (2016, January). Arkansas health care payment improvement initiative:
2nd annual statewide tracking report, January 2016. Little Rock, AR: Arkansas Center for Health Improvement.
Retrieved November 20, 2017 from http://www.achi.net/Docs/338/.

4. Stakeholder Input. SIM grants have provided the impetus for states to facilitate health
reform discussions between state agencies, health plans, provider groups, and consumers.
For some states, SIM has allowed for convening groups – both providers and non-providers
– to meet and exchange ideas for the first time. Some states have expanded these
conversations to include public health, long-term services and supports providers, and
community health workers, all of whom have the ability to influence direct health
outcomes. This opportunity to break down the long-standing siloes in the health care
system has begun to create new and previously unlikely partnerships.
5. Promising Early Results. Although formal evaluation results are still under development,
initial findings from the SIM Round 1 Testing states have demonstrated an increase in the
number of people and providers in value-based payment arrangements. Early findings have
also demonstrated decreases in utilization and expenditures. Importantly, SIM has also
provided the opportunity for states to increase efforts around integration of behavioral
and physical health and expand on the concept of behavioral health homes, which hold
promising results in improving health outcomes and reducing costs.
Again, thank you for the opportunity to comment on CMMI’s Request for Information. We strongly
support the continuation of SIM funding as a vehicle for state Medicaid agencies to continue to
drive toward value-based purchasing and to test efficient and effective payment strategies. We
hope you have found our comments helpful. We look forward to continuing our work with CMS
and states in pursuit of important delivery system and payment reforms in our health care system.
Sincerely,

Jennifer Ryan
Vice President

GOOD DAY,
PLEASE CONSIDER…

1. ROBOT HELP
- 24-7 ON DUTY SAVINGS
- EXAMPLE WALKING AIDE
2. HOMECARE COVERAGE
- 24-7 NON-MEDICAL SAVINGS
- EXAMPLE MEALS HOME DELIVERY
PLEASE LET ME KNOW IF YOU HAVE QUESTIONS.
OVER,
LARRY HARPER

November 20, 2017
BY ELECTRONIC DELIVERY
Amy Bassano
Acting Director
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Acting Director Bassano and Administrator Verma:
The Haystack Project is an unincorporated coalition of patient and caregiver advocates
committed to educate and advocate for reimbursement policies that recognize the unique
circumstances of extremely rare conditions and their treatments. We appreciate CMS’ outreach
efforts and transparency with respect to the Center for Medicare and Medicaid Innovation
(CMMI), and its newly-articulated mission and priorities.
The core mission of the Haystack Project is one that we believe CMMI shares -- to evolve
healthcare delivery innovation with an eye toward spurring innovation and quality in care and
treatment options for all Americans. We believe that one of the largest obstacles to CMMI’s
effective implementation of innovation strategies to enhance care for individuals with rare
diseases is the risk of unintended consequences to these populations. We have, therefore,
outlined some of the challenges patients with rare diseases face, as well as a discussion of the
inherent difficulties in capturing quality and/or cost-effective care for individuals with ultra-rare
diseases with sufficient precision to permit an associated impact on clinician incentives.
We are encouraged by CMS’ recent discussions toward resolving reimbursement hurdles for
emerging CAR-T treatments. We ask for an open and continuing dialogue with CMMI to
explore potential ways that the Center can proactively both engage with us, the rare disease
community at the front lines, and leverage the inherent public-private partnership opportunities
in clinical trials that could facilitate better, more cost-effective care to patients earlier, while
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supporting research progress, and increasing scientific understanding of the natural history of
very rare conditions.
We offer both general comments and specific responses to the questions set forth in the Request
for Information (RFI).

BACKGROUND
As you know, Congress tackled the incentive framework to counter the commercial realities
associated with research and development toward treatments for serious medical conditions
affecting small populations. Countless lives have been improved, or saved by new therapies
since then. Although, millions of Americans affected by a rare disease are still waiting and
hoping for treatment or a cure, there are many for whom treatments that are already here or in the
pipeline cannot reach patients due to the realities of today’s reimbursement structures.
The economic calculation of research and development costs, projected risk, and populationbased revenue estimates must be accompanied by successfully clearing reimbursement
mechanisms and hurdles that are tipping the scales for or against pursuing a specific drug
candidate for an orphan indication. For patient populations approaching the 200,000 orphan
disease limit, current incentives may be sufficiently robust to mitigate clinical trial and
reimbursement risks. However, as affected populations dwindle below 20,000 or even into and
below the hundreds, the balance can be far more fragile, and risks or uncertainties can discourage
the investor interest required by smaller companies to take product candidates from bench to
market.
Similarly, despite dramatic increases in the development of novel treatment options, many
patients with rare diseases still face hurdles accessing these lifesaving and life-improving FDAapproved therapies. For example, patients treated in the hospital inpatient setting for extremely
rare disorders requiring high-cost therapies may find that inadequate reimbursement creates an
impenetrable barrier to access. Although orphan drugs may be the only treatment available to
reduce a patient’s disease burden, institutional providers are acutely aware of, and hesitant to
absorb, financial losses associated with treating extremely rare conditions with orphan drugs.

The reimbursement hurdles identified as potentially impeding access to emerging CAR-T
therapies similarly impact existing and emerging treatments for rare diseases.
The Haystack Project applauds CMS’ recognition that (1) reimbursement mechanisms present
access hurdles for CAR-T; (2) treating all therapies for all conditions equally will create and
maintain inequities in access to important therapies in the most clinically appropriate setting; and
(3) the above realities warrant treatment- and/or population-specific considerations, mechanisms,
or exceptions. We agree that modifications to reimbursement mechanisms, particularly in the
inpatient setting, are both appropriate and necessary. The underlying goal – patient access to the
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right therapy in the right setting – requires similar “fixes” where similar deficiencies inhibit or
may inhibit existing and future therapies.
Patients with extremely rare conditions, and the providers treating them, face systemic
challenges that too often creates extreme disadvantages for therapies administered during
inpatient stays. CMS’ longstanding focus on limiting the absolute number of MS-DRGs has led
to groupings of rare disorders into catch-all categories that have become increasingly irrelevant
to the nature of the inpatient stay or the resources required.
Many diseases and conditions with existing and emerging treatment options are simply too rare
to ever reach the thresholds CMS applies to consider MS-DRG subgroups or reassignment to a
MS-DRG that appropriately reflects the cost of care. Moreover, unlike relatively common
conditions requiring an inpatient stay, rare disorders with orphan drug treatments may not reach
adequate reimbursement after annual payment updates unless grouped into homogenous MSDRGs. This is particularly likely when a disease is very rare and treatment costs are
significantly higher than the remaining diagnoses within the MS-DRG. Claims for these
inpatient stays are likely flagged as sufficient “outliers” that are eliminated from annual update
calculations through CMS’ “trimming” protocol.
The impact on patients and providers can include:
•
•
•

shifting patients to other providers or to outpatient departments, particularly where 340B
discount drugs available;
decreasing provider willingness to utilize orphan drugs indicated for the patient’s
condition; and/or
perpetuating payment inadequacies and inequities by spreading the incremental cost of
treating rare disorders over a potentially diverse MS-DRG.

For extremely rare disorders with high-cost therapies, inadequate reimbursement can create the
impenetrable barriers to access that have been identified as imminent for CAR-T. Often, these
therapies are the only treatment available to reduce disease burden. Without a reimbursement
mechanism rationally related to the resources required for the rare disorder, providers find they
cannot absorb the financial loss. Patients needing existing treatments, and those living with the
hope that their currently-untreatable conditions will be addressed, should be able to rely on CMS
and CMMI for the same consideration we encourage it to apply to CAR-T (i.e., identification and
minimization of access hurdles).
Clarifying how we identify obstacles and devise solutions is a critical driver to allowing for
investment in clinical development programs critical to bringing treatments to market.
Waiting until treatments come to market, like CAR-T, fundamentally misunderstands how
markets work in their ability to drive innovation.
RESPONSES TO CMMI’S RFI QUESTIONS
1. Do you have comments on the guiding principles or focus areas?
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Although the RFI does not discuss rare diseases or orphan drugs, the underlying policies, guiding
principles, and focus areas outlined in CMMI’s proposed new direction have a clear potential to
shift incentives and impact providers treating patients with rare disorders. Ideally, CMMI’s
efforts will result in a flexible framework that fulfills Section 1115A’s goal of improving patient
outcomes without increasing costs and that can be adapted to evolving standards of care for all
patients, including those with extremely rare disorders.
Section 1115A of the Social Security Act provides, in pertinent part that:
(2)(A) The Secretary shall select models to be tested from models where the
Secretary determines that there is evidence that the model addresses a defined
population for which there are deficits in care leading to poor clinical outcomes or
potentially avoidable expenditures.
We note that cost reduction appears to be the predominant theme running through the focus
areas, principles, and priorities CMMI identifies in its RFI. While cost containment, and even
cost reduction, are valid and appropriate goals, CMMI’s enabling act directs consideration of
patient outcomes, both in selecting and evaluating models. Section 1115A directs CMMI to craft
models based upon either identified care deficits leading to poor outcomes or avoidable
expenditures. Where reimbursement structures create or potentiate care deficits, CMMI models
should address the care deficits in a manner that avoids additional costs; where avoidable costs
are identified, models must be crafted to avoid compromising care.
CMMI cannot ensure that it fulfills its mission without adopting guiding principles related to
improving health outcomes in the face of care deficits, or maintaining outcomes when the model
goal is cost reduction. For individuals with rare disorders, model tests can inject a great deal of
uncertainty, and to the extent that unintended consequences impact care access, the impact is
likely greatest for extremely rare conditions. We urge CMMI to keep patients with rare
conditions and their healthcare needs top-of-mind with a guiding principle reflecting a “first, do
no harm” approach to considering and accounting for impact to all patients, including those with
rare diseases.
Similarly, where, as with serious, rare disorders, care deficits can lead to poor outcomes, we
believe that CMMI activities must align with the primary goal of improving care, and that all
models must be evaluated with a focus on patient-centered outcomes. We strongly urge CMMI
to incorporate into its guiding principles a commitment to design and evaluate models consistent
with Section 1115A’s directive to test models it can evaluate based on patient-centered
outcomes.
A primary focus on cost reduction in selecting and evaluating models also creates an
environment that inherently disfavors conditions and treatment options in direct proportionality
to disease rarity and/or treatment costs. As a threshold matter, it is virtually impossible to
reliably benchmark costs associated with treating patients with extremely rare disorders, and
even more so if the patient suffers from one or more additional chronic conditions. Difficulties
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associated with applying cost-reduction strategies broadly to extremely rare disorders include the
following considerations:
•

Diagnosing a patient with a rare disorder is usually a multi-year process involving a
series of primary care clinicians, specialists, and diagnostic testing regimens – extreme
rarity of a disorder compounds the resources required for diagnosis;

•

Diagnostic coding systems do not have the granularity to capture and precisely describe
each extremely rare disorder, so that these conditions are often grouped with similar
disorders within an ICD-10 code;

•

The relatively small population size for extremely-rare disorders precludes availability of
clearly articulated, scientifically-validated treatment standards that would form the basis
of a reliable benchmark;

•

Patients with extremely rare disorders may not have access to a specialist with experience
in treating their condition, leaving their care to a set of providers in various specialties
that address specific disease symptoms. It is, therefore, difficult to assess which costs to
assign to a specific clinician; and

•

Highly-specialized clinicians with expertise sufficient to manage the whole patient would
appear, for MIPS purposes, to perform poorly with respect to care cost rather than as a
high-quality clinician providing efficient care.

A recent study examining the relationship between disease rarity and treatment cost found, not
surprisingly, that the cost of orphan drugs in European markets is inversely proportional to disease
prevalence. 1 We urge CMS to devise structural exceptions for rare disease patients when
innovation models create provider incentives based on cost-containment or reduction so that
clinicians can use their clinical judgment to diagnose, refer, and treat patients, including
administration of Part B drugs and prescribing of Part D drugs, without risk of financial
consequences. Innovation in care delivery and payment should not disrupt the commitment the
Medicare and Medicaid programs have long maintained – that beneficiaries are covered for
medically-necessary treatments whether their disease is common and its treatment cost low, or
their disease is extremely rare with one, costly, available treatment.
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
AND
3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
Do payers value rarity? An analysis of the relationship between disease rarity and orphan drug prices in Europe,
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5405566/pdf/zjma-5-1299665.pdf

1
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In addition to our request that CMS avoid unintended consequences to individuals with rare
diseases when designing and testing innovation models, we believe that CMMI is uniquely
positioned to improve care and care efficiency for these patient populations. Maryland’s Rare
and Expensive Case Management Program (REM) is an illustrative example of CMMI
approaches that, with modifications, could enhance care without increasing (and potentially
decreasing) costs. The REM is a case managed fee-for-service alternative to Medicaid
HealthChoice Managed Care Organization (MCO) participation designed to address the needs of
patients with rare and expensive conditions.
The goal of REM is “to help the recipient reach his/her highest level of functioning capability.”
The REM centers its care delivery on services of a case manager (a registered nurse or a licensed
clinical social worker). Case managers perform service coordination, home visits and a variety
of other case management services, including:
•
•
•
•
•
•

Assessment of recipient needs;
Patient education;
Family support services;
Development of treatment plan;
Coordination of provider services; and
Follow-up of recipient’s progress.

We encourage CMMI to invite States to devise models similar to the REM that would also:
•
•

•
•
•

•

Extend program eligibility to individuals with serious medical conditions that have
evaded diagnosis;
Include diagnostic services through care coordination and management with a goal of
streamlining the process from symptom onset to disease identification and, if available,
treatment;
Incorporate identification of clinical trial opportunities and communicate the benefit and
risks of such participation to participants and their caregivers;
Maintain data collection, including patient outcomes data, that can further inform
scientific understanding of rare diseases and their natural history;
Enable timely treatment where treatment options are available, including implementation
of add-on or pass-through payments to account for drug costs in the inpatient and
outpatient settings; and
Refer participants to social and community resources, including patient support and
advocacy organizations.

Care coordination interventions have been tested in a broad range of populations, including
patients with costly chronic conditions, and are consistent with CMMI’s goals and Section
1115A.
One design feature particularly critical is marrying Medicare and Medicaid approaches. CMS’
recent focus on waivers is a welcome opportunity since so many of these acutely rare conditions
are in children.
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•
•
•
•
•

Of the approximately 7,000 rare diseases identified to date, 95% have no FDA-approved
treatment option;
80% of rare diseases are genetic in origin, and present throughout a person’s life, even if
symptoms are not immediately apparent;
Approximately 50% of the people affected by rare diseases are children;
30% of children affected by a rare disease will not live to see their 5th birthday; and
Approximately half of identified rare diseases do not have a disease-specific advocacy
network or organization supporting research and development.

Children with rare diseases face far too many challenges in seamless healthcare access as they
transition to adulthood; multi-payer approaches that reduce care fragmentation would
significantly ease patient and caregiver burdens, and likely improve patient outcomes.

4. What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might be tested as a model
and alternative to FFS and MA?
The CAR-T example illustrates CMMI’s potential to devise win-win arrangements with industry
while ensuring patient access to treatment innovations. New treatment modalities and
innovative, targeted therapies offer new hope for patients and families living with very rare
disorders.
Value- or outcome-based treatment pricing strategies, and similar approaches, such as that
contemplated for CAR-T may present an attractive option for emerging treatments in rare
diseases.
A recent white paper published by the Duke/Margolis Center for Health Policy discussing both
the potential benefits of, and challenges with, value- or outcome-based treatment pricing noted
the importance of adequate data:
Data collection, accessibility, and interoperability are related challenges for the
execution of VBP arrangements. The difficulty of monitoring and analyzing the
type of patient data needed to execute VBP arrangements can be considerable.
Many payers do not have access to the EHR data or lab results that would be
needed to track longitudinal outcomes, and those that do often still face data that
is incomplete or does not reliably capture information on outcomes of concern for
the agreement, such as patient adherence, toxicity, desired endpoint, etc.
With increasing pressure to demonstrate value for high-cost therapies, interest in
“Real-World Evidence” including patient-reported outcomes are increasingly seen
as crucial to determining effectiveness and patient satisfaction in chronic
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conditions such as cancer, multiple sclerosis, chronic obstructive pulmonary
disease, and rheumatoid arthritis. 2
Clearly, value-based arrangements should be developed with consideration of the availability of
sufficient data to identify a price-point, and a clear understanding of patient-centered outcomes
and the ability to incorporate those outcomes in determining a treatment’s success. We believe
that innovative pricing strategies can increase access to treatment options while reducing costs
for patients and payers, so long as the arrangements are the result of voluntary participation and
innovator-payer negotiation with a focus on outcomes that are important to patients.
Very rare diseases can, however, create challenges with respect to illuminating a clear value
proposition. Recent efforts by the Institute for Clinical and Economic Review (ICER) adopted a
vertical equity conceptual framework for evaluating the “value” of ultra-rare disease treatments.
Approaching cost/benefit assessments for rare diseases within a construct based on “if we pay for
treatment X, other patients with more common diseases will not get treatment” is inconsistent with
the US healthcare system and Medicare and Medicaid programs. A panel of European clinical and
health economic experts convened in conjunction with the Annual European ISPOR Congress in
Berlin, Germany, (November 2012) discussed whether and how to quantify the relative cost and
“value” of ultra-rare disease treatments. The panel’s expert consensus statement noted:
As to the health economic evaluation of interventions for URDs, the currently
prevailing logic of cost-effectiveness (using benchmarks for the maximum
allowable incremental cost per quality-adjusted life year gained) was considered
deficient as it does not capture well-established social preferences regarding health
care resource allocation. 3
This general caveat to assessing value in acutely/extremely-rare disease states has emerged in costeffectiveness assessments for specific very-rare diseases. For example, a published costeffectiveness assessment for enzyme replacement therapy for Gaucher’s disease grappled with the
inherent tension of monetizing the relative value of a life-saving therapy for an ultra-rare disease.
The authors questioned the utility of their inquiry into the incremental cost effectiveness of ERT:
It is highly improbable that, whatever the findings of such research, the ICER could
be brought down by the orders of magnitude required to make ERT an efficient use
of health service resources. (The possible exception to this would be investigating
the most efficient alternative treatment strategies for using ERT in a paediatric
population only.) Moreover, if under equity considerations for orphan diseases the

2

https://healthpolicy.duke.edu/sites/default/files/atoms/files/value_based_payment_background_paper_-

_october_2017_final.pdf
3

Schlander, et al., Determining the value of medical technologies to treat ultra-rare disorders: a

consensus statement, J Mark Access Health Policy, 2016 Oct 27;4.
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NHS feels it is important to provide this drug, regardless of its cost-effectiveness,
then refining the precision of the ICER estimate also becomes superfluous. 4
Although value-based pricing may be an important mechanism for some rare disease treatment
innovations, the calculation of “value” can be challenging and requires CMMI attention to the
real-world impact of disease states on patients and their families. Broad-brush application of
“value” as a general strategy to control or set prices for treatments, particularly for rare diseases,
can inject concerns about potential to chill innovation. This concern is very real for patients and
their families, and is grounded in evidence -- researchers have observed that price thresholds
would slow drug innovation by 23-32 percent with as much as a 60 percent reduction in
Research and Development (R&D) early stage projects. 56

5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
The Haystack Project strongly urges CMMI to place patient and caregiver engagement at the
center of its determinations on model testing to:
•

•

Gain an understanding of the potential for unintended consequences on patients with rare
diseases to inform model structure and the need for special considerations, mechanisms,
or exceptions for rare diseases and their treatments; and
Further CMMI’s understanding of the outcomes that are relevant and meaningful to
patients (e.g., alleviation of symptoms, productivity, increased life expectancy).

The Haystack Project is driven entirely by parents, patients, and caregivers working directly with
researchers, providers, and patients. We are not speaking for them. We are them. We are
ourselves walking everyday as patients and parents, and we welcome the opportunity to engage
CMMI in substantive discussions on incorporating patient engagement components into the
Center’s earliest processes toward model development and testing. We encourage CMMI to
maintain transparency and solicit direct patient and caregiver input throughout its processes in a
manner that enables sufficient time for us to review proposals, assess impact, solicit expert
and/or clinician guidance, and craft comments. Patient advocates should also be informed on
how their input was considered or why it was not considered in CMMI’s final decisions.

7. Are there any other comments or suggestions related to the future direction of the
Innovation Center? Other suggestions?

4

Connock, et al., The clinical effectiveness and cost-effectiveness of enzyme replacement therapy for Gaucher’s
disease: a systematic review, Health Technol Assess. 2006 Jul;10(24):iii-iv, ix-136.

Vernon A, “Examining the link between price regulation and pharmaceutical R&D investment .” Health Economics.
2005. 14: 1-16.

5

6

Kutyavina M. "The effect of price control threats on pharmaceutical R&D investments." (2010).
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CMMI has included increased participation in APMs among its key focus areas moving forward.
We support the use of APMs as a framework for system-wide reforms designed to expand
equitable access to quality health care, and believe that an emphasis on quality over quantity can
improve care and cost-effectiveness for all patients.
The Quality Payment Program (QPP) generally, and the Advanced Alternative Payment Model
pathway in particular, were built around relatively common conditions, and are currently ill
suited to capture either quality or cost-effectiveness of care for patients with extremely rare
disorders that may be difficult to diagnose and costly to treat. From an operational standpoint,
the program’s shortcomings in addressing our acutely rare kind of disorders may not impact its
overall ability to demonstrate quality care for the most commonly-encountered conditions.
Unfortunately, the structure and criteria for implementing quality measures, benchmarking costs,
and applying risk adjustments make it difficult to reflect the value of care for each, or even
related subsets of ultra-rare conditions.
We suggest that CMS develop alternative means to reward clinicians treating patients with
ultrarare disorders, including incentivizing timely diagnosis, use of disease-specific patient
registries, inclusion of communications regarding clinical trial participation within care planning,
and appropriate use of FDA-approved therapies for rare disease indications.
We are also concerned that patients with rare disorders may not have appropriate access to
clinicians electing the APM path. We encourage CMMI to develop a mechanism through which
these clinicians and their APMs can confidently utilize the resources necessary and appropriate
to treat these patients, without concern that they will personally or collectively bear the
associated cost burden. A relatively simple approach would permit clinicians to treat patients
with elusive diagnoses or ultra-rare disorders as fee-for-service patients outside the APM.

Conclusion
CMMI can and must play an important role in advancing the quality of care for rare disease
patients for which FDA-approved treatments are currently available, as well as advance overall
understanding of disease processes for those conditions with no available treatment options.
Patients rely on payers, and society in general, to lay a strong foundation that gives investors a
measure of certainty that research efforts will result in patient access to treatment innovations.
Without this, many investors will simply choose to take the easy road by funding things that are
not rare. As CMMI continues to refine its future direction, we urge it to devise any necessary
protections to ensure that efforts toward quality care for commonly-encountered conditions does
not impede or complicate treatment access for individuals with ultra-rare conditions.
Once again, we appreciate your outreach efforts and commitment to charting a new course for
CMMI. We look forward to working with you to ensure that innovations toward treating and
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curing ultra-rare disorders reach the patients who need them. By aligning CMMI’s approach to
rare disease treatments with the public policy goals of the 21st Century Cures Act, scientific
advances can maximize their potential in improving the lives of rare disease patients.
If you have any questions or need additional information, please contact Saira Sultan.

Respectfully submitted,

Saira Sultan, J.D.
The Haystack Project
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COVER LETTER
November 20, 2017
Centers for Medicare & Medicaid Services
The Center for Medicare and Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244-1850
RE: HCDI Response to the Request for Information on the CMS Innovation Center New Direction:
Testing New Payment and Service Delivery Models
To Whom It May Concern:
On behalf of HealthCare Dynamics International (HCDI), I am pleased to submit our response to
the Request for Information (RFI) through The Center for Medicare and Medicaid Innovation
(Innovation Center) entitled, Innovation Center New Direction, which request feedback on a new
direction to promote patient-centered care and test market-driven reforms that empower
beneficiaries as consumers, provide price transparency, increase choices and competition to drive
quality, reduce costs, and improve outcomes. Specifically, our response is directed to question
number two of the RFI, which states, “What model designs should the Innovation Center consider
that are consistent with the guiding principles?” in conjunction with the Increased Participation in
Advanced Alternative Payment Models (APMs) focus area.
HCDI is a health care quality improvement and transformation management firm with a focus on
population management and health equity. We specialize in strategically applied, multidisciplinary, and integrated tactics to improve the quality of health for all, especially for vulnerable
communities.
If you have any questions or concerns, please do not hesitate to contact me. We look forward to
further discussions with the Innovation Center.
Sincerely,

Jean Drummond
President & CEO
HCD International
4390 Parliament Place, Suite A
Lanham, MD 20706

HealthCare Dynamics International

November 20, 2017
Page 3 of 10

Request for Information
Center for Medicare and Medicaid Innovation
New Direction: Testing New Payment and Service Delivery Models

INTRODUCTION
HealthCare Dynamics International (HCDI) is a small, disadvantaged, woman-owned health care
quality improvement and transformation management firm with a focus on population
management and health equity committed to providing outstanding professional services to both
public and private sector clients. Founded by primary care clinicians over 25 years ago, HCDI’s
mission is to impact population health outcomes through quality improvements provided to
vulnerable populations. To this end, HCDI has focused its efforts on promoting health equity. It is
from this perspective that we respond to the RFI’s Increased Participation in Advanced Alternative
Payment Models (APMs) focus area through Question Two: “What model designs should the
Innovation Center consider that are consistent with the guiding principles?”
SUGGESTED TEST MODEL
HCDI strongly endorses the development and testing of small scale payment models that
specifically reimburse providers for addressing the social determinants of health that so often
drive health disparities and inequities. Our response to the RFI will focus on key payment
interventions rather than on specific devices or equipment. There are ample evidence health
disparities and inequities ultimately lead to poor outcomes and higher healthcare costs. Most
disparities occur among racial/ethnic groups or between urban and rural populations. Current
demographic trends indicate the country is becoming more, rather than less diverse, racially and
ethnically, and the sociodemographic differences between urban and rural communities are
increasingly stark.
The Pew Research Center states Americans are more racially and ethnically diverse today than in
the past. Presently, nearly fourteen percent (14%) of the country’s population is foreign born as
compared to just five percent (5%) in 1965. It is estimated minorities will comprise forty-eight
percent (48%) of the 32 million newly insured individuals as a result of the Patient Protection and
Affordable Care Act (PPACA) (Robert Wood Johnson Foundation, 2013). Accordingly, clinicians
care for an increasing number of patients who are not familiar navigating or using the health care
system properly. The newly insured may include patients with limited-English proficiency, low
health literacy rates, various thresholds for seeking care, and health beliefs that impact adherence
or follow up. Research has demonstrated sociocultural differences between patients and clinicians
influence communication and clinical decision making, which is relevant given that effective
communication is linked to patient satisfaction, adherence, and health outcomes (Institute of
Medicine, 2003). Many of these barriers are not unique to minority patients and are truly crosscutting vulnerabilities that can affect patients of all backgrounds equally. With the exception of
race and ethnicities, many rural communities also have the social determinants similar to their
urban counterparts. Difficulty navigating the health care system, communicating with clinicians,
and health literacy limitations present a challenge to all patients, although minority patients may
be disproportionately affected. Ultimately, when sociocultural differences between clinicians and
patients aren’t managed effectively, it may result in patient dissatisfaction, lack of adherence,
poor health outcomes, lower quality, and more costly care (Institute of Medicine, 2003).
Moreover, these factors, as well as patient behaviors, will, in large part, impact the viability of
clinicians and primary care practices across the country.
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Research demonstrates minorities, when compared to Caucasians, tend to suffer more medical
errors with greater clinical consequences (Divi, Koss, Schmaltz, & Loeb, 2007; Flores & Ngui, 2006;
Schyve, 2007). Minorities have longer length of hospital stays for the same clinical condition (Ash
& Brandt, 2006) and experience higher rates of avoidable hospitalizations such as thirty-day
readmission rates for congestive heart failure (Alexander, Grumbach, Remy, Rowell, & Massie,
1999; Jiang, Andrews, Stryer, & Friedman, 2005; Medicare Payment Advisory Commission, 2008;
Rathore, et al., 2003). Furthermore, minorities experience more test ordering (particularly when
there is a language barrier) for similar conditions as their Caucasians counterparts and are subject
to under-utilization in areas that would provide clinical benefits by the evidence-based guidelines
(Jha, Orav, Li, & Epstein, 2007; Jha, Orav, Zheng, & Epstein, 2008; Sack, 2008). The Joint Center for
Economic and Political Studies estimates between 2003 and 2006, 30.6 percent (30.6%) of direct
medical care expenditures for racial and ethnic minorities were excess costs stemming from
health inequalities. Moreover, the Center asserts eliminating health disparities for minorities
would reduce direct medical care expenditures by nearly $230 billion. One way to reduce these
health disparities is to pay greater attention to social services for the poor and under-resourced
individuals.
In view of the trends cited above, as well as the rising chronic disease rates and the aging
population, the healthcare industry is shifting the risks to payors and providers under value-based
reimbursements. It is imperative payment models incentivize the reduction of disparities and
inequities. Doing so requires supplying providers and payers with data driven, evidence-based
best practices, and thought leadership in the areas of social determinants of health, culturally
linguistic appropriate standards, health literacy, shared decision-making, and patient-oriented
measures. Cultural competency becomes even more critical. This shift further demands the
integration of social, health, and cultural components in patient-centered care coordination.
Providers serving populations characterized by health disparities and inequities manage patients
that are high risk, not only because of the medical complexity of their cases, but also the high
burden of negative social determinants of health (SDoH). Whether living in urban or rural, the
literature shows these populations are best managed by interdisciplinary care teams focused on
population health and mitigation of negative SDoH. The interdisciplinary approach to care delivery
improves population health by addressing a broad range of SDoH (to include social and cultural
factors, healthcare access, clinical factors, etc.) that have a strong influence on quality and
outcomes while focusing on wellness and prevention, thereby, improving quality, controlling cost,
and achieving value. However, the viability of such care teams is often threatened as these
populations tend to be located in medically underserved areas. This situation calls for the
construction of payment models that incentivize the creation and maintenance of these teams,
whether through the physical location of providers or increasing access via telehealth. This could
be achieved by linking the primary care plus program to 1115 waiver – an approach that would
align with the guiding principle of provider choice and incentives.
Another suggested small scale model is to develop approaches to assess and quantify the risks
associated with negative SDoH and generate risk adjustment models that reimburse providers
based on the risk categories in which their patients fall. HCDI has already laid the groundwork for
this effort with its Caring for Your Health Social Determinants Indicator Tool that has been piloted
by nearly fifty TCPI clinicians. The tool assesses the nature and severity of the SDoH facing a
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patient, such as lack of transportation to and from doctor’s appointments, language barriers, and
housing instability. Providers who have used the tool report the assessments have provided them
with a more balanced and holistic view of their patients by facilitating shared decision-making,
helping direct patients to community resources, and promoting increased patient and family
engagement in care. Furthermore, the tool assisted clinicians in quantifying the severity of specific
social factors across their caseload, thereby enhancing their efforts to practice population health.
Factoring not only clinical, but also social risks into payment models would ensure providers
recognize the patients at the highest risk, which are often the most difficult to engage and retain
in care, and ensure providers are reimbursed commensurate to the risk level of their patients.
One possible approach would be to test an advanced APM that focuses on SDoH. As part of its
TCPI SAN work, HCDI gained an understanding of how such a model could be tested. In its work,
HCDI has developed an “integration in action” population health management model in which
clinicians and/or practices are assisted across the phases of practice transformation to working
with qualitative patient data on SDoH. This approach aligns with the patient-centered care guiding
principle and supports the implementation of interventions to achieve results and benchmarking,
improvement of quantitative outcomes to ensure the sustainability of interventions to achieve
long-term, market level, and replication values at the national level. Figure 1 below demonstrates
our Integration In Action model.
Figure 1: Integration In Action Model

Short of the creation of an advanced APM focusing on SDoH, the integration of an SDoH focus into
existing advanced APMs could achieve the same aim and boost APM participation among minority
providers serving vulnerable populations. Many of these providers are currently unable to
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compete in advanced APMs because they are serving vulnerable populations that include patients
with comorbid health challenges and high social determinants in outcome. These providers are
managing the most high risk patients who often are unable to make copayments. The clinical and
fiscal challenges facing these providers are considerable. For example, through its Center of
Excellence for Diabetes, HCDI has documented the medical costs for people with diabetes are
twice as high as for people without diabetes, particularly among lower income and minority
patients. They are more likely to suffer blindness, amputations, and kidney failure as a result of
their diabetes compared to the Caucasian counterparts. Thus, their providers manage patients
that often present, initially, as high risk. Nonetheless, this risk continues to escalate overtime,
particularly if SDoH are not addressed promptly and appropriately in a culturally sensitive manner.
However, providers serving these populations seldom have the bandwidth in terms of human
capital and other resources to provide the holistic care that can forestall the increasing severity of
risk, particularly health-related social risks. A payment model that takes this reality into account
would be of enormous benefit and address the guiding principle of provider choice and incentives
as it relates to minority and minority-serving providers. Adapting an existing APM such as PCP Plus
to include assessment and mitigation of SDoH as a payment element, perhaps as a component of
the current care management fee, would increase revenue of these providers, offsetting the
patients’ inability to make copayments as well as improve the quality of care and patient
outcomes.
Current performance measures and value-based reimbursement models do not address the
impact of SDoH on health outcomes and cost. In fact, providers serving vulnerable populations
are often not included in discussions of proposed changes in payment methodology. It is for this
reason that HCDI strongly advocates for an approach that adjusts and factors in social risk markers
in a manner similar to the adjustments made for clinical markers in current payment models.
Finally, because of its decades of experience working with these provider populations, HCDI is very
cognizant of the challenges they face in participating in APMs. We believe that, in the interest of
transparent model design and evaluation (another guiding principle), engaging representatives of
these provider groups in the development, evaluation, and refinement of the proposed models is
critical. To this end, the Innovation Center is encouraged to seek the input from trusted sources
such the key minority physician membership associations, including the National Council of Asian
Pacific Islander Physicians (NCAPIP), the National Hispanic Medical Association (NHMA), and the
National Medical Association (NMA).
CMS defines its benefit design and price transparency principle as “using data-driven insights to
ensure cost-effective care that also leads to improvements in beneficiary outcomes.” HCDI’s
experience collecting and analyzing SDoH data indicates APMs that factor in SDoH could benefit
from this guiding principle. Under the Quality Innovation Network-Quality Improvement
Organizations (QIN-QIO) 9th SoW, HCDI served as Health Disparities Quality Improvement Support
Center (HDQIOSC) contractor. In that role, we analyzed specific CMS claims data to provide reports
to the QIN-QIOs and CMS leadership on quality-related themes and sub-national tasks on
statewide diabetes rates, patient activation, and utilization of services. State level health disparity
analysis and reporting aided each QIO in intervention implementation and programmatic
planning. In addition, HCDI provided health disparities data analysis reporting and guidance to the
QIOs on various national quality themes such as, nursing home patient safety, and Chronic Kidney
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Disease state rates. Using this data we analyzed, HCDI supported the implementation of
Mississippi Health First (MHF), a statewide pilot initiative for people living with diabetes. Applying
our trademarked Parachute methodology, HCDI armed trusted community sources with data that
led to the implementation of a successful and sustainable project that overcame the barriers to
care that typically prevail in underserved communities. MHF served over 3,000 Medicare
beneficiaries in twenty-two months. A similar data-driven approach to the integration of an SDoH
focus in APMs could ensure beneficiaries receive quality, comprehensive care, leading to good
outcomes and reduced costs.
HCDI envisions the progressive testing of the proposed small scale models. As stated earlier, one
option would be to integrate an SDoH focus into existing Advance APM models, perhaps beginning
with PCP+. Doing so would likely attract the interest of providers who currently serve vulnerable
populations but are unable to participate competitively in the current APM market. To this end,
CMS could conduct outreach in areas of the country where PCP+ is currently operating to assess
the interest of providers who are not yet onboard. Opening the 1115 waiver as a state innovation
project could also facilitate the development and implementation of small scale payment models
and would likely be of interest to states with significant populations of urban and rural residents
with high levels of negative SDoH. In order to boost innovation, states could have the option of
designing and testing new approaches to care delivery that support their proposed APM model to
include an SDoH focus.
SUMMARY
HCDI is a health care quality improvement and transformation management firm with a focus on
population management and health equity. We specialize in strategically applied, multidisciplinary, and integrated tactics to improve the quality of health for all, especially for vulnerable
communities. We have served as both prime and subcontractors to various agencies including U.S.
Department of Health and Human Services, CMS (Office of Clinical Standards and quality, Office
of Strategic Operations and Regulatory Affairs, Center for Medicare, and CMMI), Centers for
Disease Control and Prevention, Health Resources and Services administration, Defense Health
Agency, state and local governments, and managed care organizations (MCOs). Our Subject
Matter Expertise includes:












Medicare and Medicaid Policy Analysis
Quality Improvement
Population Health
Health Equity
Care Coordination
Person and Family Engagement (PFE)
Provider Education and Engagement
Strategic Communications and Social Marketing
Regulations Writing
Social Marketing
Data Analytics
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Dedicated to exceeding the expectations of each of its customers, HCDI’s assurance of ‘service
excellence’ guarantees exceptional and customized services. HCDI has a core multi-disciplinary
team of professionals on staff to deliver quality improvement and clinical transformation
strategies that aligns with health care delivery systems and payment reform initiatives. The team
is comprised of recognized experts in their respective fields including former CMS staff, policy
analysts, attorneys, researchers and other public health professionals. Our specialized capabilities
include:





Population Health – clinical transformation, care coordination and person and family
engagement
Social Marketing and Communications Outreach
Economic and Impact Analysis (meaningful use, policy analysis, return on investment,
qualitative and quantitative research)
Regulations Writing (IPPS, OPPS, HITECH, DME, ACA, EHR and Agency reports)

Our staff includes experienced project managers, providers, health policy analysts, data scientists,
researchers, marketing and community outreach workers, and information technology experts
who have supported numerous CMS initiatives. Our CMS Past Performance includes:
















Serves as a Support and Alignment Network (SAN) under the Transforming Clinical Practice
Initiative (TCPI)
Served as the Health Disparities Quality Improvement Organization Support Center in the 9th
SoW
Under the 11th SoW:
 Partnered with QIN/QIO
 Assisted on the BFCC NCC
 Performed the MIPPA 185
Partnered with the Hospital Improvement Innovation Networks (HIINs)
CMS Regulations
Healthcare Effectiveness Data and Information Set (HEDIS) Data
ESRD Data Validation
CMS Freedom of Information Act (FOIA): FOIA Backlog Reduction Plan
Horizons Project
Survey and Certifications Group through the Nursing Home Severity Guidelines
Center for Program Integrity (CPI) Section 6002, Open Payments
Office of the Actuary (OACT) National Health Statistics Group
ICD-10 Conversion
Center for Program Integrity (CPI) Command Center: Created SharePoint sites, scheduled
missions, and performed training

Our vision of improving the quality of health for all, especially vulnerable populations, is
interwoven into each our innovative solutions. HCDI’s commitment to addressing health
disparities is most paramount in our approach to population health. Our intent is to apply
research-based and proven methodologies that meticulously employ a continuum of services
addressing underserved populations. HCDI’s advantage includes:
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Proven Six Sigma QA program management approach
Detailed and documented past performance in providing project management services for
numerous Federal agencies and large private organizations
Multi-disciplinary team approach of highly qualified professionals
Rapid, responsive, and decisive customer relations
Low Risk, Superior Quality Solution
Competitive price structure
Certifications and Contract Vehicles that include:
1. Woman and Disadvantaged, Small Business credits for the entire value of the contract
2. GSA PSS Schedule
3. PSC IDIQ Task Order - PSC IDIQ (sub to NGS) and PSC IDIQ Prime

HCDI is a customer-focused firm that takes pride in its ability to complete highly technical tasks
within the framework of a strong customer service orientation. We are committed to consistently
providing our clients services on time and within budget by exceeding expectations and being
focused on our client’s satisfaction. HCDI has extensive experience in project management and a
history of successfully completing multiple projects for Federal agencies. We look forward to
furthering our support of the Innovation Center initiatives.
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It's Sandy Brooke why can CMS protect its providers and clients from what is going on in Utah
where myself as a provider and my rights and my clients rights are not protected. Please call me:
Sandy Brooke CMHC 801-604-4403

-Healing House

Via Electronic Submission (CMMI_NewDirection@cms.hhs.gov)
November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244-8013
Re: Centers for Medicare and Medicaid Services: Innovation Center New Direction, Request for
Information

Dear Administrator Verma:
We welcome this opportunity to comment on the Centers for Medicare and Medicaid Services’
(CMS’s) Request for Information entitled, Innovation Center New Direction. We are leaders of
the Health 2.0 Miami chapter (health20miami.com) and as such, are conveners of the health
innovation community in Miami and South Florida. We organize events and other opportunities
for startups, innovators, engineers, researchers, clinicians, patients, health systems, payors,
government, and other participants to have joint conversations on how we can make Miami a hub
for healthcare innovation. The mission is clearly to connect various stakeholders to help create a
whole greater than the sum of its parts.
Our perspective is largely shaped by our experience in organizing the local community events
and engaging stakeholders in innovation, as well as by participating in the broader national
conversation through event partnerships and other relationships with stakeholders not necessarily
located in Miami. We want to share a few thoughts and suggestions for the CMS Innovation
Center.
We feel that the startup and technology communities are well-positioned to add value to CMS through improved outcomes, lowered cost, and beneficiary satisfaction. We recommend a more
streamlined and accessible method for CMS to communicate with the startup community, and for
CMS to initiate pilot programs with startups and expand them as warranted.
Many private insurers have a Chief Innovation Officer and staff who focus on collaboration with
the startup community and engaging internal stakeholders to identify opportunities for techbased improvement. Much of the value of this role is to serve as a touchpoint between the
various stakeholders in the CMS community (employees, beneficiaries, etc.) that identify
challenges they are facing that may be aided by technology, and the startup and technology
companies that may be developing solutions to those challenges. While CMS and other federal
agencies have historically published detailed papers through their channels with calls for
involvement from the community, startups are unlikely to be reached through these traditional
channels. Engaging startup stakeholders through the communities in which they are already
involved - accelerators, meetup groups, innovation conferences, hackathons, pitch events, and
social media - will be essential to activate them as meaningful participants in the Innovation

Center.

CONCLUSION
Thank you for the opportunity to present our views. We would welcome the opportunity to work
with CMS on the issues discussed above or other topics that involve the health innovation
community. Moreover, we are happy to serve as a resource on how to engage the startup
community both locally and across the country as CMS continues its innovation efforts. If you
have questions, please contact us.

Signed,
Jennifer Lannon, Co-Director, Health 2.0 Miami
Sidonia Rose Swarm, Co-Director, Health 2.0 Miami
Luis Martinez, Co-Director, Health 2.0 Miami

November 20, 2017
To:

Centers for Medicare & Medicaid Services
Innovation Center New Direction

From: Health Care Cost Institute (HCCI)
RE:

Response to RFI

While we applaud the progress CMS has made in recent years, the road to value-based
care and a better functioning health care system goes beyond Medicare-and Medicaidspecific innovations. Achieving tangible progress towards value-based care will require
multi-payer approaches, and assessing and evaluating the effects of both public and
private payers’ efforts at delivery system reform will rely on comprehensive data that is
both high-quality and accessible.
Research consistently demonstrates incidental or reactive effects of policies that focus
on one or a few elements of the system; where providers, for example, have to spend
resources in one area, they may cut resources from another, or if payments from one
payer are lower they may increase what they charge other payers. Similarly, larger
scale changes in health care financing and delivery by public sector payers may have
intended or unintended effects on how providers treat patients covered by non-public
payers.
It is impossible to measure and attempt to control for spillover effects such as these
without robust multi-payer data. As value-based care approaches are considered,
tested and evaluated, comprehensive data will provide CMS with a better understanding
of the full impact of innovations on direct participants and adjacent markets or related
entities. A fee-for-service-based payment model, for example, needs to be evaluated in
terms of Medicare beneficiary and program experience as well as related effects on
Medicare Advantage or employer-sponsored insurance.
The Health Care Cost Institute (HCCI) maintains one of the most complete commercial
claims datasets in the country, with approximately 50 million covered lives from United

Health Care Cost Institute, Inc.
1100 G Street NW
Suite 600
Washington, DC 20005

Website: www.healthcostinstitute.org
Phone: (202) 803-5200

Healthcare, Aetna, Humana and Kaiser. HCCI data could play a key role in enabling
and evaluating multi-payer innovations by CMS and CMMI. We would be happy to
partner with CMS and CMMI to better understand and enable evaluations of the multiple
CMMI programs aimed at improving quality while providing care more efficiently. We
would also be happy to build on our existing role as a trusted third party for and partner
with CMS and additional payers to further expand our multi-payer research database.
HCCI can also leverage its CMS Qualified Entity (QE) status to add additional clinical,
quality and cost data to permit more and better public reporting of quality measures.
For the health care financing and delivery systems to evolve towards real value, we
must be honest with ourselves about where we are now and what works (or does not
work). CMS has an unprecedented opportunity to create the big picture and leverage
data to understand the system in a much more multifaceted, integrated way that will
allow the agency to better understand the interplay, opportunity cost, need for key
investments and importantly, the ROI of its initiatives. HCCI would welcome any
opportunity to assist CMS in achieving this clarity.
About the Health Care Cost Institute (HCCI)
The Health Care Cost Institute (HCCI) was launched in 2011 to promote independent,
nonpartisan research and analysis on the causes of the rise in U.S. health spending.
HCCI holds one of the largest databases for the commercially insured population and in
2014, became the first national Qualified Entity (QE) entitled to hold Medicare data.
HCCI’s consumer-focused website guroo.com was launched in 2015 and provides
national, state and local price information for nearly 300 health services. For more
information, visit www.healthcostinstitute.org or follow us on Twitter @healthcostinst.
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November 20, 2017
VIA ELECTRONIC MAIL
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd
Baltimore, MD 21244
Re:

CMS Request for Information: Innovation Center New Direction

Dear Administrator Verma:
The Health Care Transformation Task Force (“HCTTF” or “Task Force”)1 appreciates the
opportunity to provide input to the Centers for Medicare & Medicaid Services (“CMS”) on the
Request for Information: Innovation Center New Direction (“RFI”). We also commend the
declaration of support for value-based payment in the Administrator’s accompanying op-ed in
the Wall Street Journal, which provided an important signal that the federal government will be
a meaningful partner with providers and payers working to implement value-based payments in
commercial markets. Thank you for your leadership.
As a broad-based group of health care stakeholders, the Task Force strongly supports
the transition to value-based payment and care delivery, and we stand ready to serve as a
resource for CMS. Our members are well-positioned to help define the highest priority activities
for the Center for Medicare & Medicaid Innovation (“CMMI”) and to identify other strategies
for pursuing patient-centered care models while reducing provider burden. Our membership
has significant and varied experience with value-based payment models, and looks forward to
sharing learnings from these experiences.

The Task Force is a consortium of 42 private sector stakeholders that wish to accelerate the pace of delivery
system transformation. Representing a diverse set of organizations from various segments of the industry –
including providers, health plans, employers, and consumers – we share a common commitment to transform our
respective businesses and clinical models to deliver the triple aim of better health, better care, and reduced costs.
Our member organizations aspire to put 75 percent of their business into triple aim focused, value-based
arrangements by 2020. We strive to provide a critical mass of policy, operational, and technical support from the
private sector that, when combined with the work being done by CMS and other public and private stakeholders,
can increase the momentum of delivery system transformation.
1

1
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www.hcttf.org

Our membership’s dedication to high quality, affordable care is strong, and our
membership is unique. We bring together purchasers/employers, payers, providers, and
patients/consumers to work collaboratively to help accelerate the transition to value-based
care. In total, we represent 42 distinct organizations that are deeply invested in advancing
value-based payment models.
While the industry is making considerable progress, our journey to value-based care
remains challenging and requires sustained investment and engagement over time. Making a
successful transition to value-based care requires a strong commitment by both the private and
public sectors. To this end, the HCTTF has spent many months developing specific
recommendations that are responsive to this RFI and for which we urge CMS action to support
this important effort.
I.

General comments on the Innovation Center’s future direction

As we shared with the Department in a prior position paper2, the HCTTF supports the
CMMI structure for testing innovative payment and clinical models. It represents a significant
improvement over the prior approach by its precursor, the Office of Research, Development,
and Information. For innovation to be most effective, opportunities must exist for rapid-cycle
action to improve and continually refine innovative projects. CMS had historically taken a more
academic approach to innovation, which did not lend itself to building the momentum and
positivity necessary to make meaningful progress in modernizing health care delivery.
The pace of progress under CMMI is preferable; paired with an explicit focus on building
collaborative learning networks, the new testing process has allowed for sharing best practices
across model participants and more dynamic model implementation. This has resulted in
quicker incorporation of improvements into new models based on provider feedback and
interim evaluation results. In this way, CMMI has been a more effective testing laboratory.
Going forward, we urge CMS to support an approach to innovation which, along with
the private sector, is helping our Nation move toward a person-centered, value-based health
care delivery system that improves quality outcomes and promotes affordability. CMS should
continue to help develop new models and take steps to promote their national adoption when
they work. But to enable more private sector leadership, it also requires an environment that
facilitates private sector system changes and initiatives. This means enabling the private sector
to move forward quickly on payment reform models by clearly outlining priorities and key
performance measures, creating the necessary flexibility, and establishing an infrastructure to
rapidly assess and refine these models, and a clear pathway for expanding them when
successful.

http://hcttf.org/resources-tools-archive/2017/6/14/the-task-force-asks-the-trump-administration-to-show-support-for-thetransition-to-value-based-payment-and-care-delivery
2
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An effective public-private sector collaboration on delivery system reform should first
align on the definition of “value.” The well-attended Health Care Payment Learning and Action
Network (LAN) events have established widespread agreement that value in health care broadly
means providing the proper care at the lowest cost with the best outcomes for patients. As the
bipartisan passage of MACRA demonstrates, the principles of value-based payment are
nonpartisan and necessary to fix a system that spends too much on health care with less-thanoptimal results.
To date, CMS has mostly focused on encouraging and supporting clinicians in their
transition via an offering of Medicare fee-for-service-based models. We believe that Medicaid,
Medicare Advantage and private plans also play a critical role in this transition and that CMMI
should ensure these plans have access to innovative new models that provide the necessary
flexibility to provide individualized, high-quality health care and tools to support their networks
in the transition to value base care. We also recognize areas where CMMI can improve upon
current efforts that will lead to more attractive, successful and sustainable payment models for
providers, and more efficient operations for the federal government, which are addressed
below.
A. Modify existing models to enable success
A critical focus of CMMI going forward should be using the lessons learned from
providers’ experience and federal evaluation of alternative payment models (APMs) and
Medicaid delivery system reform efforts from the past few years to make improvements to the
existing models that are showing genuine, long term promise. CMS should carefully evaluate
the current models, many of which have required significant stakeholder investment and don’t
necessarily lend themselves to overnight success.
For example, recent results from the Medicare Shared Savings Program for Accountable
Care Organizations (ACOs) demonstrate that providers participating in the program longer are
more likely to achieve savings, and by greater amounts.3 Eliminating or overcorrecting existing
models before providers have a chance to realize a return on their transformation investments
would jeopardize the goals of affordable and improved care, and reduced provider burden,
while also causing participants to squander the investment and commitment they have made to
those models over several years. Rather, CMS should focus on modifying existing models to
make them more successful.
There are several ways that CMS can modify existing models to make them more
successful; we recognize that some changes will be easier than others for CMS to implement,
due to statutory and operational constraints. The Task Force deliberated to prioritize
recommendations for CMS to consider that are feasible to implement. We urge CMS to address
the following:
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i.

Create a better business case for delivery system innovation

Providers are seeking models that offer a better balance between producing
conservative savings to Medicare, and ensuring that the models are attractive for wide-scale
uptake and long-term participation by offering providers a reasonable return on their
investments. While realizing savings to the government is important, setting a minimum savings
rate too high on two-sided risk models misses a greater opportunity to bring providers forward.
This balance becomes even more imperative to support the effective implementation of
MACRA, which encourages greater provider participation in Advanced APMs with two-sided risk
arrangements.
CMS should support an accelerated pace of transformation for those organizations that
are willing and prepared to take on additional risk, while offering attractive opportunities for
new entrants to pursue and advance value-based payment. The Task Force has long supported
interim steps (e.g., ACO Track 1+) that encourage participating providers to continue along the
continuum to the other fully mature two-sided risk models.
Providers are also rightfully concerned with the viability of alternative payment models
that require significant up-front capital investments and care delivery redesign, but may not be
sustained following the initial demonstration period. The Secretary of HHS currently has the
authority to expand through rulemaking the duration and scope of a model that is being tested
after it has been confirmed by evaluation and certified by the CMS’ Chief Actuary that model
expansion would reduce (or not increase) net program spending, among other statutory
requirements. Only two models have been deemed effective by the current actuarial standards:
the Pioneer ACO model and the Diabetes Prevention Program.
At this time, CMS has not released publicly the actuarial assessments for models that did
not meet the threshold for expansion. It would be prudent to reassess the actuarial method
currently being used (including through public comment) and expeditiously bring models to
scale that that have been deemed effective, which may impact provider willingness to engage
in new models. CMS should also be more transparent with information about what models are
not working, and why.
ii.

Encourage transition to two-sided risk models

The HCTTF fully supports the adoption of two-sided risk models as a way of achieving
truly person-centered, value-based care. Our principles stand on that very premise: our
members aspire to have 75 percent of their business in triple-aim-focused, value-based
arrangements by 2020. Yet, we recognize that such a state is unlikely to happen quickly for all
stakeholders, and believe CMS should effectively chart a course toward two-sided risk that sets
that as the ultimate goal, removes program barriers, and incentivizes actors to invest in models
that help lead them to that goal.
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We urge CMS to consider implementing a transition period to downside risk for existing
MIPS APMs to qualify as Advanced APMs. CMS has routinely used transition periods in past
policy making to help achieve the goal of effectively moving stakeholders to new policies. We
believe that broad public policy goals similarly support a transition period in this context.
Specifically, the HCTTF urges CMS to consider establishing a transition period policy that
deems MSSP Track 1 ACOs as meeting the Advanced APM definition for two years, with the
expectation that those ACOs will transition to a two-sided risk model by the end of the
transition period. Alternatively, CMS could tie the transition period to the existing ACO contract
term. This flexible approach would recognize the ongoing progress organizations are making in
those models, while establishing an appropriate expectation that those organizations will move
forward toward two-sided risk models on this timeline.
iii.

Provide additional levers for APM participants to control cost and
quality

CMS should make available every tool in the toolbox to help APM participants meet the
mutually beneficial program objectives, including:
a. Eliminate barriers to care coordination and consumer
engagement
Meaningfully engaging beneficiaries as partners in care and delivering patient-centered
care that meets the needs of patients and families is the best way to encourage beneficiaries to
consistently seek care from providers in APMs. To this end, the Task Force supports policies
that would lower the out-of-pocket cost burden in the form of lower copayments or premiums
and encourage beneficiaries to seek care from APM-aligned providers under traditional
Medicare and Medicare Advantage (MA).
The Task Force also supports incorporating within existing Medicare Part A/B APMs and
MA approaches that would waive cost-sharing for items/services that treat a chronic condition,
prevent the progression of a chronic disease or encourage use of lower-acuity settings, as it
more directly addresses the needs of those with chronic illness by correlating with each
patient’s out-of-pocket burden.
b. Incorporate risk for Part D drug cost
We believe that CMS should incorporate accountability for Part D drug costs into a total
cost of care or episodic model, which would provide an additional lever for APM participants to
improve overall care and manage costs for their population of patients. The Oncology Care
Model currently incorporates risk for some Part D medications related to the relevant episode;
this approach should be expanded.
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c. Expand telehealth waiver availability
Telehealth has moved beyond simply an innovative approach to being a critical pathway
for meaningful beneficiary access to provider services, and has become a part of routine care
models. The Task Force therefore supports the extension of the telehealth waiver to all MSSP
tracks, so that provision of telehealth services under value-based payment arrangements is not
unnecessarily limited. We also believe that the originating site requirement should be
eliminated entirely for ACOs and other similar risk-bearing entities. With the assumption of risk,
ACOs and other entities are held accountable for unnecessary utilization and waste, and
therefore should not be restricted in their ability to provide telehealth services. Further, ACOs
and other similar entities are held accountable for quality of care of their attributed patient
population, and are therefore incentivized to provide face-to-face encounters with patients
when it is clinically necessary.
The Task Force also supports expanding waivers to APM participants to provide
telehealth services to patients in their home, as this reduces barriers to care for many patients
who have mobility or transportation limitations. Bringing care to patients where they are
follows a patient-centered approach that will likely improve clinician-patient relationships and
increase adherence to treatment/therapy plans, all while making care more affordable.
iv.

Streamline overall waiver approach

The HCTTF believes CMS should enhance its approach to regulatory relief for APM
participants by streamlining the waiver process, while maintaining appropriate protections for
consumers. The ability for providers to be successful in value-based payment models depends
on several factors, and one key factor is the capacity to operate under a regulatory framework
that is conducive to effective, efficient, patient-centered and high-quality care.
Many existing Medicare regulatory structures were designed to support a fee-forservice payment environment that focused on individual service delivery and are not ideal or
necessary to support a modernized, value-based world which focuses on greater coordination
and integration of care. We encourage CMS to carefully assess and modernize those regulatory
structures that hinder or affect the adoption of value-based care models, which will encourage
providers’ successful transition to value-based delivery systems.
When physicians are financially incentivized not by the volume of services but by the
efficiency of services and treatment outcomes, their economic self-interest aligns with the
interest to eliminate unnecessary services. Increasingly, the laws and statutes intended to
protect from overutilization and decisions based on financial interest have become a significant
impediment to value-based payment models. The Task Force recommends that CMS consider
modifying existing exceptions to the physician self-referral prohibition and/or create new
exceptions for alternative payment model participants to allow for greater care coordination
within the construct of APMs. In doing so, CMS should ensure all plans – including Medicare
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Advantage, Medicaid and Medicaid managed care – have access to parallel flexibilities to
transition to value-based care.
In sum, we strongly urge CMS to take action to modify its own policies as appropriate
while ensuring that Medicare beneficiaries remain protected, while also championing a
modernized approach to value-based care delivery with its law enforcement partners at the
Office of Inspector General and the Department of Justice.
v.

Better engage specialists and primary care

Some APM participants, such as ACOs and bundle payment programs like BPCI, have the
ability to include specialists in the models and integration into care workflows. We
support including specialty programs within the context of these broader programs, giving APM
participants the flexibility to design programs specific to their patient population needs, and
design shared savings/gainsharing models that align specialty physicians in achieving those
outcomes while providing sufficient scale for the necessary investments in care redesign. As
specialists are better engaged in new payment models, CMS should ensure that programs that
permit broad participation remain a central component of team-focused, value-based care, and
that primary care remains a key team member. Further, we do not support narrow, single
disease “carve out” models for specialists as they typically do not provide sufficient volume for
the infrastructure investments necessary to truly change how care is delivered and typically
expose all but the largest participants to an untenable level of outlier risk.
Below, we offer further recommendations for synchronizing model implementations to
ensure that various APM participants are able to take advantage of the synergistic effects
available by leveraging the strengths of different models across the value-based
population. We encourage design of all specialty programs to keep the overall outcomes
central, giving APM participants the flexibility to design programs specific to their patient
population needs, supported by shared savings/gainsharing models that align specialty
physicians in achieving those outcomes.
vi.

Improve benchmark methodology and risk adjustment

Setting spending benchmarks in APMs has been an ongoing issue for participating
providers. The current benchmarking methodologies are grounded in historical fee-for-service
costs, and therefore present a number of challenges when it comes to sustainability of
downside-risk models for providers. Ultimately, long-term sustainability of shared-risk and/or
capitated models requires moving away from a benchmarking model based on historical FFS
cost, and resetting benchmarks to account for all savings – not just the shared savings portion.
Under existing models, providers that have previously participated in CMMI models or
MSSP are not given adequate credit for that prior work to reduce costs and improve quality
when it comes to setting the benchmark. On the flip side, providers without prior experience in
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risk-based models may lack experience with coding completeness efforts, which is a key
competency to ensure accurate performance under current APM methodologies. CMS should
acknowledge the differences in provider administrative readiness to manage risk – including
organizational competencies like coding completeness – and prior value-based payment
experience, and control for those differences in the benchmarking methodology so as not to
discourage providers new to risk arrangements from entering them, nor encourage existing
providers to exit. Many of our members strongly believe that unless CMS makes the financial
deal better, the ACO program will fall short of its true promise to change the way care is
delivered.
Risk adjustment is a critical component to accurately setting targets in an alternative
payment model, particularly an Advanced APM where the participant is taking risk. Model
design should acknowledge that changes in health will vary between model participants. This
means that for a given model participant, risk adjustment should be able to raise or lower the
cost target. At the same time, we recognize that CMS has a vested interest in not rewarding
model participants for changing their risk score more than the underlying health of the
beneficiary population changes. At the program level, this could take the form of either a cap in
year-over-year change or a program wide adjustment factor. Regardless of method CMS
chooses to protect the program, an individual model participant’s cost target should track
changes in their risk score.
vii.

Voluntary attribution

Voluntary alignment is an important component of a robust attribution model, which
itself is necessary for accepting accountability for a population of patients. A robust attribution
model is one that reflects a patient declaration of “Yes, this is my provider group” and a
provider group declaration of “Yes, this is our patient.” Robust attribution makes a population
“more known,” and if ACO attribution is maintained and shared by a payer (including
Medicare), it can be used to support information exchange, optimize care coordination, and
align incentives across all providers. Simply allowing patients to voluntarily elect to be part of
an ACO is not enough, however. CMMI should provide the tools and resources necessary
actively engage in outreach and education that will help patients make the best choice for their
health care needs.
B. Refine existing and future operations to maximize success and efficiency
Now that value-based payments are more central to the Medicare program, it is
imperative that CMS adopt a mature and consistent process for model operations, and make
improvements to the underlying payment systems to improve efficiency. Specific areas for
refinement are identified below:
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i.

Synchronize model implementation

Efficiencies can be recognized by better sharing resources and infrastructure across
model teams, as well as potential opportunities for payment model alignment. The current
approach to addressing model overlap – namely, excluding from one model beneficiaries or
providers that are also aligned to a second model – could potentially be addressed with broader
financial gainsharing or contracting opportunities that support model synergies rather than
broad exclusions. We believe that better synchronization between models can ensure that the
needs of individual patients are the focal point of the discussion.
ii.

Define meaningful metrics for evaluating all models

Quality measure alignment and harmonization across models can also reduce burden on
providers and encourage focus on key indicators of improved quality and cost containment, and
will allow for meaningful comparability and true best practice identification. The past practice
of evaluating each model through individual analyses and separate contracts may now be
outdated. CMS should develop standard evaluation metrics that can support better crossmodel comparison.
iii.

Improved model transparency

Access to timely, accurate, and actionable data fuels successful population health
management and patient engagement. CMS has improved the availability of Medicare claims
data on attributed patients in recent years based on feedback from model participants,
although data for patients with substance use disorders is still suppressed. In addition,
transparency has been lacking on the underlying model methodologies and accounting
approaches for CMMI models. CMS should be more forthcoming with this information so that
providers can perform their own financial analysis and make informed decisions about model
participation, and make APM evaluation and quality measure data available publicly in a timely
manner.
iv.

Support and assistance for beneficiaries

In the same way that providers receive technical assistance as new models roll out,
future demonstrations should provide assistance and support to consumers so that they are
able to meaningfully provide necessary input on development, implementation, and evaluation.
C. Mandatory bundled payment models that were recently proposed for cancellation
should instead be offered voluntarily
We previously submitted comments supporting many of the design features in the
Episode Payment Models (EPM), which aim to reduce Medicare spending and improve patient
care. We believe clinical episode-related payments can promote high-quality, high-value care
9
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for Medicare beneficiaries by enabling providers and patients to make care decisions together,
which will lead to better outcomes, and encouraging coordination and efficiency among a
patient’s providers. The proposed cancellation of the Acute Myocardial Infarction (AMI),
Coronary Artery Bypass Graft (CABG), and the Surgical Hip and Femur Fracture Treatment
(SHFFT) models further contributes to the dearth of Medicare APMs available to specialists,
thus limiting opportunities for eligible clinicians to qualify for Advanced APM incentive payment
under the Quality Payment Program. Moreover, many providers in the selected regions have
already invested time and capital preparing to participate in these models as initially finalized.
In lieu of cancelling these models, we urge CMS to consider making them available on a
voluntary basis. Affected stakeholders have been preparing to implement this model and stand
to lose those investments. Since the model was finalized in the EPM final rule in January,
providers in the selected Metropolitan Statistical Areas (MSAs) have made infrastructure and
human resource investments in anticipation of the new incentive payment model. These
expenditures have included hiring new staff, purchasing and deploying new IT platforms, and
modifying operations, with the reasonable expectation of return on investment when the
performance period commenced. We urge CMS to offer these models on a voluntary basis in
light of the proactive participant investments made in preparation for this model. If the EPMs
are cancelled as proposed, the Task Force encourages CMS to introduce additional voluntary
bundled payment models as soon as possible.
II.

Responses to the RFI questions
The Task Force offers the following feedback in response to the RFI areas of inquiry:
A. Guiding principles and areas of focus

While we understand the desire to include new priorities as part of CMMI’s new
direction, it will be important for CMS to clearly articulate a macro vision for how best to
promote and activate a complete industry transformation toward value-based payment and
care delivery. As part of that vision, CMS should discuss how current promising models can
work collaboratively with the new areas that CMS may wish to test. Industry has invested
significantly – both in terms of financial resources and human capital – in current
transformation efforts, and desires to understand how those investments can be coupled with
any new direction that CMS puts forward. While the types of models identified in the RFI (and
addressed below) represent important new areas of exploration, they remain component parts
of a broader landscape and strategy, and one that needs a clear explanation from federal
policymakers.
Regarding the guiding principle of transparent model design and evaluation: we urge
CMS to include stakeholders in the design process in a more substantive and consistent way.
We strongly believe that CMS should include private sector experts, including providers
currently participating in APMs, private plans, patients and purchasers in the development of
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new payment model methodologies and quality metrics. We urge CMS to meaningfully engage
stakeholders appropriately in future model development through regular public requests for
information and listening opportunities. We encourage CMS to actively engage the Task Force
and other groups with experience designing and implementing alternate payment models
(APMs), and consider stakeholder recommendations as the Agency develops new models.
The HCTTF continues to advocate for full transparency in all matters related to APMs,
including details about the specific methodology for setting target prices and benchmarks for
each participant. We believe this openness will lead to shorter cycle times to refine program
designs while also promoting greater understanding and trust in the technical aspects of any
new payment program.
B. Structure, approach, and design of potential models, and potential challenges
i.

Proactively address potential model overlap

While APMs including episode-based and population-based payment models present
opportunities for improvement in quality and care, they are not always in alignment. The recent
implementation of APMs has resulted in instances of overlap, where multiple providers may be
responsible for the same patient under different models. While this does not create a problem
by itself, it can create inefficiencies and challenges that are ultimately at odds with the end goal
of delivering higher quality and more integrated care.
The recommendation to test new models and subsequent implementation should
proactively address model overlap, including considering adopting the following principles that
promote desirable model synchronization:
•

Encourage market-based solutions that allow all health care organizations
committed to value-based care to collaborate in innovative ways that make it
easier and less costly for each organization to better serve patients, and create a
greater likelihood of successfully achieving better health through high quality
care at lower cost.

•

In the short term, innovative models should be allowed to run their course to
develop necessary experience for model evaluation purposes, which may require
setting precedence rules (such as exclusions) in some cases. When necessary, the
precedence rules should strike a balance that recognizes the relative importance
of total cost of care models, while also creating a landscape that will better
encourage parties to find market-based solutions. Broad exclusion of providers
and patients from participation in both a clinical episode model and a
population-based model should not be a long-term strategy
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•

Approaches to addressing model overlap should: (1) do no harm to value-based
payment participants by seeking a mutually beneficial solution whenever
possible; (2) seek to reduce administrative burden for providers, payers and
patients; and, (3) include a fair and appropriate reflection of resource use in
setting target prices and savings allocations to encourage competition

To encourage better coordination of clinical episode and population-health focused
value-based payment programs, the needs of individual patients should be placed at the center
of the discussion. The Task Force believes that providers, payers, purchasers, and policymakers
should encourage solutions that allow the market to innovate and compete on delivering the
best care for patients at the lowest cost whenever possible. Market-based solutions that reflect
the collaborative support and commitment of all affected stakeholders hold greater promise for
promoting a sustainable value-based care environment that provides consistent and reliable
health care for both purchasers and consumers.
ii.

Encourage multi-payer models

The Task Force supports multi-payer models that encourage Medicaid, CHIP and private
insurance carriers to adopt payment models that would qualify for MIPS or Advanced APMs.
CMS should recognize that states may need a longer performance period to establish a multipayer delivery model that could qualify as an APM, and should adjust the performance period
for future state innovation models accordingly.
iii.

Incorporate social determinants of health

We strongly believe that new models of value-based payment and care delivery should
consider the holistic social needs of the patient population, including social determinants of
health and behavioral health needs. CMS should continue to empower local and regional
stakeholders to set priorities for improving the health of this population. States are uniquely
positioned to support providers that seek to integrate social services into their care
management through better coordination of relevant public resources. New workforce
programs, such as accredited Community Health Workers training programs, and new
enhanced care management programs that target high need, high cost patients are promising
approaches that should be scaled.
iv.

Improve information sharing and transparency

CMS should supply sufficient technical information when proposing new payment
models to allow stakeholders to realistically evaluate payment impact. Models such as MSSP,
BPCI, and CJR incorporate benchmarking and reconciliation processes that are both
complicated and complex. Process step descriptions that are not accompanied by examples
using real data do not allow model participants to accurately forecast the economic
consequences of such models to their institutions, clinicians and patients. Such opacity
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discourages potential participants in voluntary payment models and imposes unfair
expectations upon participants in mandatory models. Payment model methodologies (including
all components of those methodologies) should be transparent to all health care providers,
payers, purchasers, and patients involved in an episode- or population-based payment model.
C. Engaging beneficiaries in model design and implementation
The Task Force believes it is imperative that consumers/patients and caregivers are
included at every step as value-based models are developed, implemented, and assessed. In
the quest for person-centered, value-driven care, there are examples of success in both the
private and public sectors, but challenges and gaps remain in fully engaging consumers in a
meaningful and desirable way.
In a Task Force resource4 released last year, we advanced six guiding principles for
addressing consumer priorities in value-based care: 1. Include patients/consumers/caregivers
as partners in decision-making at all levels of care; 2. Deliver person-centered care; 3. Design
alternative payment models (APMs) that benefit consumers; 4. Drive continuous quality
improvement; 5. Accelerate use of person-centered health information technology; and 6.
Promote health equity for all.
The Task Force believes that CMS can play a key role in advancing the principles; below,
we offer concrete recommendations for CMS to address the consumer priority principles as a
part of its current and future efforts.
i.

Design alternative payment models that benefit consumers

While incentives for lowering costs are a critical piece of APM design, the Task Force
believes that delivery of high-quality care appropriate to the patient/consumer’s needs, goals,
and preferences is paramount. APMs should be designed such that meaningful partnerships
with patients/consumers and caregivers is incentivized to take place at all levels of care
delivery. We urge CMS to make a firm commitment to comprehensive and well-coordinated
care that treats the whole person and is consistent with each patient’s unique needs and
preferences. We are concerned about language in the RFI that defines patient centeredness in a
way that simply means shifting costs or burden to patients. Person-centered care necessitates
that APMs include both strong consumer protections and guard against financial incentives that
may reduce access to necessary health care services.
We encourage CMS to revisit the regulations regarding APM participant communication
with beneficiaries regarding participation in a Medicare ACO, and endeavor to streamline the
process for providers to receive approval for marketing and communication materials. Our
members often report that existing rules hinder meaningful communication with consumers
regarding their ACO participation, thereby limiting consumer engagement. However, at the
4
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same time, CMS should retain the ability to prevent coercive communication strategies that
steer patients toward a specific provider or model.
There are various opportunities for CMS to take action on this principle by better
engaging beneficiaries and consumers in model design. For example, CMS could appoint a
Technical Expert Panel (TEPs) consisting of patient and consumer advocates, as well as other
stakeholders, when developing any new payment models. Additionally, we urge CMS to finalize
the APM Ombudsman position as a complement to the Medicare Beneficiary Ombudsman. An
APM Ombudsman would allow a clear avenue for beneficiaries to provide timely feedback on
new models, and provide real-time feedback to CMS from beneficiaries that the agency can use
to inform updates to existing models and the development of new ones.
ii.

Drive continuous quality improvement

In order to have a health care system that is both person-centered and value-driven, we
strongly believe that continuous quality improvement should be at the heart of all delivery
policies and practices. It is critical for new models to be transparent, and to hold providers
accountable to a high-quality performance threshold. Furthermore, quality performance and
price data need to be accessible to consumers, transparent, and ideally informed by their input.
It is essential that quality measures are frequently reviewed, that “topped out”
measures are retired, and that, when necessary, measures are simplified and new measures are
implemented to ensure continued improvement. To that end, we urge CMS to utilize patientreported outcomes measures to both track and drive performance improvement. We commend
CMS for introducing PRO measures as part of the CJR model, and we recommend incorporation
of PROs into the measure sets for additional alternate payment models and MIPS quality
measure sets.
iii.

Accelerate the use of person-centered health information technology

It is important that the patient/consumer is at the center of accessing, managing, and
sharing their electronic health information wherever they receive care. Person-centered health
information technology ensures that patients/consumers are empowered to use this
technology to support effective health and wellness decision-making, with appropriate privacy
and safeguards in place. Patient-centered health information technology should not only allow
for enhanced provider-to-provider communication, but also information sharing between
provider-to-patient, consumer-to-consumer, and consumer-to-community. We support CMS’s
continued push through the Quality Payment Program to incentivize providers’ use of certified
health IT.
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D. Payment waivers and flexibilities to support providers innovate care delivery
With the implementation of APMs, CMS has recognized the need to waive certain feefor-service requirements for APM participants. Through existing waivers, APM participants
have been able to better meet the needs of individual patients in a variety of innovative ways,
including by implementing patient incentive waivers to support adherence to clinical goals and
utilization of preventive care items or services; introducing “care at home” models to deliver
outpatient and inpatient level and quality care to patients in their home at a lower cost;
expanding the availability of telehealth services; and introducing financial accountability across
the continuum of providers.
While helpful, the HCTTF believes CMS should enhance its approach to regulatory relief
for APMs by streamlining the waiver process. We urge CMS to address the following issues to
improve upon the current approach:
•

•
•

•

III.

Inconsistent waiver availability across APMs and inconsistent flexibility across traditional
Medicare APMs and Medicare Advantage APMs creates unnecessary burden on
providers to implement.
Limited opportunities for model participants to manage model overlap fails to
encourage synchronization across APMs.
Restricting telehealth waiver availability unnecessarily limits access to provider services
for two-sided risk-bearing entities that are held accountable for quality of care of their
attributed patient population.
Additional pricing flexibility within payment models that could allow for providers to
accept a price that may be less than the Medicare reimbursement price to ensure that
care decisions for patients are made based on clinical need and not on the lower cost
alternative, especially with regard to post-acute services.
Comments regarding the potential models

The Task Force offers the following feedback in response to the potential models
proposed in the RFI:
A. Increasing participation in Advanced Alternative Payment Models (A-APMs)
CMS should focus its policy priorities on ensuring that participation in the Quality
Payment Program’s Advanced APM track is more desirable for eligible clinicians than MIPS in
order to drive greater adoption of A-APMs. To support this, CMS should ensure consumers,
patients, and caregivers are involved in the development of the underlying models that are
categorized as Advanced APMs. We continue to urge CMS to consider how to increase
transparency and public input into the development and qualification of A-APMs.
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Consumers and patients must be co-creators in our health care system and integral
partners in developing all new models of care and payment. We believe it is critically important
that all stakeholders – including patients and consumer advocates – have the opportunity to
weigh in during development and implementation of new payment models through advisory
committees or Technical Expert Panels, which would serve to balance the input received from
industry via the Physician-Focused Payment Model Technical Advisory Committee (PTAC). This
is critical to ensuring that Advanced APMs are meeting the needs and priorities of all
stakeholders, especially patients and their families.
B. Consumer-directed care & market-based innovation models
Above, we commented about how expanded options such as telehealth and care in the
home can provide meaningful beneficiary access to provider services while improving quality
and affordability. As CMS considers consumer-directed care models in the following areas, we
reiterate our encouragement that CMS allow adequate time for implementation, analysis, and
evaluation, and engage stakeholders closely in any model design process. However, we would
strongly caution against any model – in any form – that increases overall beneficiary out-ofpocket liability. Research to date has shown that such plans can lead to utilization reductions in
necessary care, and worsened outcomes for low-income populations and those with chronic
disease.5
i.

Price and quality transparency

The Task Force supports transparency and believes that CMS should work to help
consumers understand price and quality information. More and more stakeholders are
providing cost and quality information to consumers to enable informed care decision making.
Gross level charges, however, are not useful to patients in that it does not consider contractual
allowances, plan coinsurance structures, charity care policies, mission driven expenses such as
teaching programs, etc. Moreover, it is difficult to identify the actual costs associated with care
because the components such as staffing, overhead, and materials costs are accounted for
inconsistently across the health care system. CMS should consider ways to progress in being
able to better identify costs, which would assist in estimating expected payment by the
uninsured, under-insured and those patients with health savings accounts.
i.

Incentivizing use of high-value providers while maintaining beneficiary
choice

Meaningfully engaging beneficiaries as partners in care and delivering patient-centered
care that meets the needs of patients and families is the best way to encourage beneficiaries to
consistently seek care from providers in APMs. To this end, the Task Force encourages that CMS
develop policies that would lower the out-of-pocket cost burden and encourage beneficiaries to
seek care from APM-aligned providers. For example, CMS could test waivers of current
5
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Medicare Advantage regulations, including those related to network adequacy and geographic
boundaries of service areas, to allow MA plans to offer “wrap around” products with pricing
and cost-sharing to encourage beneficiaries to use APM participating providers.
ii.

Direct to primary care

The concept of “direct to primary care” is novel, and the Task Force is unable to provide
reaction without a clearer explanation from CMS about what this model could entail. Should
CMS pursue such a model, we encourage proactive engagement with the stakeholder
community – through Request for Information, Technical Expert Panel, or rule-making – to help
define both the model methodology as well as the parameters to assure proper beneficiary
protections.
C. Physician specialty models
At this time, only three specialty-focused models have qualified as Advanced Alternate
Payment Models: the Oncology Care Model, Comprehensive Care for Joint Replacement, and
the Comprehensive ESRD Care model. Not every specialty requires their own model; rather,
existing or future models should be designed to encourage participation from providers of all
specialties to advance better coordinated care.
D. Prescription drug models
We encourage CMS to address prescription drug costs as part of existing or future
alternate payment models rather than as a standalone model. Incorporating accountability for
Part B and/or Part D drugs into a total cost of care or episodic model provides an additional
lever for providers to improve overall care and manage costs for their population of patients.
E. Medicare Advantage (MA) innovation models
We support additional testing to improve quality and reduce overall cost for Medicare
Advantage beneficiaries, and appreciate that CMS indicated its intent to test participation in
MA Advanced APMs in the finalized updates to the CY2018 Quality Payment Program to count
on an equal basis as participation in Medicare Advanced APMs. This will help ensure that MA
enrollees do not face access issues as clinicians worry about meeting the A-APM participation
and payment thresholds. In order to avoid unintentionally incentivizing clinicians to focus cost
and quality efforts on exclusively Part B or MA beneficiaries, CMS should consider setting
thresholds relative to the mix of Part B and MA A-APM participation that is proportional to a
clinician’s market. The Task Force would welcome further conversations with CMS as it
develops a framework for this demonstration.
Furthermore, there are many organizations (including Task Force members) that have
developed successful risk-based programs that specifically target high-need MA beneficiaries.
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The Task Force would welcome further conversations with CMS as it develops a framework for
new MA APM demonstrations. Unlike in Medicare FFS, plans have a contracted network of
clinicians and health systems and wide discretion to negotiate risk-based contracts. CMMI
waivers are not necessary to address some of the concerns about the FFS APMs raised by this
letter. Rather, CMS models should provide plans with flexibilities in the services they can cover
to better provide comprehensive, high-quality care and increase consumer engagement. For
example, MA plans have long requested the flexibility to use rebate dollars to provide all
services that benefit an enrollee’s health – including meals, transportation, and home
modifications. These types APMs would allow MA plans to help their network clinicians
succeed in risk-based arrangements by addressing patients’ social determinants of health.
CMS should also consider which FFS APMs could be expanded and tested within the MA
program and what modifications might be appropriate. Some models that we think CMS
should consider include the Medicare Care Choices model and the Care Management for HighCost Beneficiaries Demonstration. These models target crucial aspects of care, end of life and
care management for high-cost, high-need beneficiaries, and we think it is important CMS
makes testing models of care for the sickest and mostly costly FFS beneficiaries a priority as the
agency seeks out new ways to innovate in the Medicare program. In particular, we recommend
CMS test these sort of innovative program and service delivery models in MA, giving health
plans the opportunity to demonstrate that enhanced care, with better outcomes, can be
provided at a lower cost. Despite being designed as a comprehensive, integrated coverage
model that has provided extensive care management experience, we note that MA has not
been afforded as many opportunities as FFS Medicare to test out new models of care.
The Value-based insurance design (VBID) also holds promise for improving overall health
care quality. The VBID Model launched by CMMI is one such approach to better engage
consumers in evidence-based care planning and to allow plans to address barriers to care for
individual beneficiaries, particularly those with chronic disease. CMS should consider other
VBID models, such as expanding the VBID model to additional states and to employer group MA
plans, as well as to additional diagnoses that could benefit from such a model. Employers and
union benefits managers are also interested in engaging retirees in their own care planning and
have requested these type of innovative plan offerings.
The Task Force would welcome a conversation about how these models could be
modified and tested in the MA program and believe testing these models in MA could provide
additional insights given plans’ experience coordinating and managing the full care needs of
their enrollees.
F. State-based and local innovation, and Medicaid-focused models
The HCTTF supports state-based efforts to support better integrated, value-based care
for the Medicaid population, and we encourage CMS to consider more expansive support for
financially integrated models for dually-eligible Medicare-Medicaid beneficiaries, and expand
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APM options for Medicaid safety net providers including community health centers and rural
health clinics. We also support CMMI’s current State Innovation Model initiative. Indeed, the
primary goal of the SIM program – to move 80% of payments to providers from all payers to
value-based payment models – aligns closely with the primary objective of the Task Force to
move 75 percent of members’ business into value-based care arrangements by 2020. We
believe the State Innovation Model can continue to serve as a key driver for supporting
providers’ transition to APMs within the new context provided by MACRA. For this reason,
strongly recommend that CMS commit to funding additional State Innovation Model awards.
States are uniquely positioned to advanced value-based payment adoption through
state insurance regulation authority for commercial plans – including network adequacy and
Qualified Health Plans oversight – and public sector insurance products (i.e., Medicaid, CHIP,
and state employee health plans). It will not be possible for the Task Force members to meet
our goal of 75 percent in value-based payment arrangements by 2020 without commitment
from state administered and regulated programs. States should be encouraged to utilize the full
breadth of available policy levers to drive adoption of value-based payment within the public
and commercial payer market. CMS should consider establishing more formal partnerships
between SIM participants and national organizations such as the Task Force that can convene
multi-payer stakeholders to drive national payer adoption of value-based payment models
The Task Force supports the design and implementation of models that encourage
greater provider accountability for cost and quality outcomes, and would support additional
“all-payer” models such as those being implemented by Maryland and Vermont. However, CMS
should also allow flexibility to test more mature value-based payment arrangements (such as
hospital global budgets) at a regional level or population-specific level, rather than just
statewide. Market readiness for such an arrangement differs by region and statewide market
readiness should not act to limit willing participants from entering all-payer arrangements. CMS
should also exhibit caution as it implements downside-risk for Medicaid providers, to ensure
that providers treating vulnerable populations are adequately prepared and supported in taking
on risk.
G. Mental and behavioral health models
A rich body of research and evaluation already exists for effective integration of
behavioral health into medical care, along with examples of successful integration. While the
HCTTF acknowledges that this is a great first step, we also note that there has been relatively
little uptake and scaling of this research. While new G-codes and CPT codes were recently
introduced to improve coding and payment for behavioral health integration efforts, these
codes have been limited in their applicability and uptake. The HCTTF encourages CMS to
develop scalable, replicable models built on this existing body of behavioral health integration
research, and to develop broader, more flexible payment structures to support these
integrated approaches. Furthermore, the HCTTF encourages CMS to work with states to
streamline federal and state regulations for behavioral health services.
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Behavioral health needs vary significantly from patient to patient and market to market.
Treatments that may be suitable for one subpopulation may not be appropriate for another;
hence the challenge with a one-size-fits-all behavioral health model. The HCTTF highly
encourages CMS to engage in exploration and analysis of specific patient subpopulations and
market dynamics. For example, in certain geographic areas, skilled nursing facilities have closed
many of their wandering dementia units due to underuse, making it difficult to locate
appropriate providers and engage members in these settings. We also support the
development of multiple models and/or widening the applicability of existing integration
models to address a broader range of behavioral health issues.
****************************
The HCTTF appreciates the opportunity to share this statement with CMS and stands
ready to work together in the transformation to value-based payment and care delivery. Please
contact HCTTF Executive Director Jeff Micklos or HCTTF Director of Payment Reform Models
Clare Wrobel with questions or information needs related to this statement.
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Response to the Center for Medicare and Medicaid Services Request for
Information on
Future Directions of the Center for the Innovation Center
Charle Bruner, Ph.D.
Principal Inve tigator, Health Equity and Young Children Initiative
November, 2017
Thank you for the opportunity to re pond to your reque t for information on etting
new direction for the Center for Medicare and Medicaid Innovation (CMMI –
Innovation Center). While the guiding principle and potential model in the RFI
de erve di cu ion, in many in tance the e re pon e will difer for diferent
population erved. One of the mo t important thing CMS can do, in advancing the
feld, even before pecifc principle or payment model are promoted, i to direct
pecifc attention to child health, and young child health, in particular.
Through it fr t year of operation, CMMI Innovation ha placed agreat deal of it
empha i on advancing value-ba ed care for population already with ignifcant
health condition and di abilitie and health co t , promoting alternative payment
model to doing o. CMMI, however, ha done much le to promote more
preventive health ervice , particularly for children who do not yet manife t eriou
health or mental health condition (and where alternative payment model ba ed
upon ecuring co t aving during the contractual period are not appropriate).
The mo t recent report from the RAND Corporation, Invest ng Early: Tak ng of
Outcomes and Econom c Returns from Early Ch ldhood Programs, along with the
continued analy i from the Heckman Equation and other , empha ize that the
greate t rate -of-return from inve tment in health, development, and education
are in the earlie t year of life. While not identifed a a eparate category, a
number of the evidenced-ba ed program cited in the RAND report are one
initiated by the primary child health practitioner.
While young children are not driver of health co t today, improving their health
trajectorie i critical to their life cour e development and to future health care
co t , particularly tho e related to preventable, chronic health condition .
Further, Medicaid and CHIP play foundational role in providing health care to
children. Currently, almo t half of all per on enrolled in Medicaid and CHIP are
children, and over half of all young children (birth to fve) are covered by Medicaid.
The fr t year of life are when child health practitioner have their greate t overall
contact with young children and their greate t opportunity to provide creening for
early identifcation of developmental and other delay , anticipatory guidance to
parent to trengthen their role a their child’ primary caregiver, and referral to
both ub- pecialitie for ocial and emotional a well a phy ical health concern
and to community re ource for ocial determinant of health.
To advance work in thi area require both additional mall- cale efort to advance
community practice and new form of alternative payment model that can

incentivize and track outcome which produce long-term gain in health and co taving over alife-cour e (beyond acontractual period with amanaged care or
accountable care organization .
The Innovation Center i in an ideal po ition to fo ter uch innovation in both
practice and payment y tem , through i uing a Federal Opportunity
Announcement for work explicitly to improve the health trajectorie of children in
the birth to fve year .
Below i

arecent commentary that provide more detail on thi

ubject.

Child and Family Policy Center, Mental Health America,
Help Me Grow National Center, and Center for the Study of
Social Policy
November 16, 2017
COMMENTARY –
Alternative Payment Models for Pediatrics:
Operationalizing Value-Based Care Over the Life Course
Charle Bruner, Ph.D., Nathaniel Z. Count , J.D., and Paul H. Dworkin, M.D.
Abstract
Sixteen organization dedicated to advancing the health of children hared
their re pon e
to aMarch 2017 Reque t for Information from the Center for
Medicare and Medicaid Innovation on developing alternative payment
model for pediatric . The author of thi commentary identifed eight
common theme from the e re pon e , pointing to the need for much
greater attention to defning value in term of long-term healthy
development for children. Doing o require
afundamentally diferent
approach than employed by current alternative payment model , developed
largely with adult and chronic care and high co t population in mind. In
particular, contractor (including Medicaid) need to upport increa ed
inve tment in primary care and to develop metric for a e ing impact that
go beyond immediate medical condition and co t . Such an approach i
con i tent with the concept of “value-ba ed care” and ofer one of the mo t
powerful opportunitie
toachieve the triple aim of improved health quality,
improved population health, and reduced per capita health care co t .
Commentary
In March 2017, the Center for Medicare and Medicaid Innovation (CMMI)
i ued aReque t for Information (RFI) around “...a pediatric alternative
payment model that encourage[ ] pediatric Medicaid and CHIP provider
collaborate with health-related ocial ervice provider and hare

to

accountability for outcome for children and youth.”i The author olicited
and obtained ubmi ion from ixteen leading organization dedicated to
advancing the health of young children, including advocacy group , think
tank , provider ocietie , health care y tem , and the author ’ home
in titution .ii The author individually analyzed the ubmi ion and
excerpted and organized key concept from there pon e under eight
identifed common theme : iii
1. Regardle of the pediatric payment model, payment to provider
mu t incent and upport practice , particularly primary care
practice , to be more holi tic and preventive in their re pon e ,
including two- and ometime multi-generation approache
to
trengthening familie and improving child development.
2. The greate t potential for improving health and achieving the
Triple Aim i with children (young children in particular) by
addre ing ocial, environmental, and behavioral a well a biomedical determinant of health, often even before children
manife t pecifc health condition and delay .
3. Primary child health practitioner can and hould refer and connect
children and their familie to health-related ocial ervice
(through care coordination and community health approache ), but
thi al o nece itate the availability of upport and re ource at
the community level to meet identifed family need and prioritie .
4. An array of model ha demon trated efcacy in improving
children’ health trajectorie .iv The e model are worthy of
difu ion and caling, but are not recognized and adequately
upported in exi ting alternative payment model , which provide
incentive primarily directed to adult and high-co t chronic or
complex care population .
5. Promoting innovation and difu ion can be achieved through feefor- ervice model or direct fnancing of innovation a well a
through alternative payment model . To be achieved through
alternative payment model , the empha i mu t be on value and
not immediate health care co t of et . Thi require quantifying
“value” in term of it long-term beneft including, but potentially
extending beyond, health condition and their co t (to uch area
a pecial education, behavioral health, and even ju tice y tem
co t ).
6. Metric are needed around healthy child development that include
child and, at lea t for young children, family condition related to
phy ical, cognitive, ocial, and emotional development. CMS and
CMMI have an opportunity to advance uch metric development
and the quantifcation of their impact from a value-ba ed care
per pective.

7. Some hared aving are po ible with the child population,
particularly for children with exi ting diagno ed health condition
(e.g. a thma, prematurity), often by either “demedicalizing”
re pon e or improving family agency in re ponding to ongoing
child health need . Such hared aving , however, are very
mode t and not ufcient to produce the type of practice change
nece ary to achieve the greate t promi e for value-ba ed care in
pediatric .
8. There i value in promoting further innovation at the practice level,
even beyond an overall payment model or y tem, in order to
continually improve practice. CMMI can play a vital role in
fnancing uch innovation, a well a in focu ing upon alternative
payment model .
Taken together, the e theme ugge t the need for afundamental departure
from current alternative payment model ba ed upon achieving hort-term
co t beneft . In the tran ition from volume tovalue, current alternative
payment model eek to reduce co t through the contractor (which for
children include tate Medicaid program and their tructuring of managed
care contract ) providing incentive to the contractee (generally amanaged
or accountable care organization) ba ed upon e timate of the total co t of
care under thecurrent payment y tem, and then haring aving achieved
by the contractee more efciently managing health care expenditure . The
aving mu t accrue during a contractual period, which i rarely more than a
year or two, and within the medical care y tem.
Thi approach may be ufcient to achieve po itive end for chronic care and
high-co t population , a contractee often can employ additional care
coordination and health maintenance ervice that reduce ho pitalization or
other high medical co t and, therefore, meet the aim of better quality care
and improved health maintenance, a well a reduced co t . (Contractee , of
cour e, al o may employ other mean
toreduce expenditure through prior
authorization , rate negotiation , and limitation on pecifc treatment ,
which may or may not achieve goal related to quality and outcome .)
Such hort-term gain , however, eldom exi t for children, particularly tho e
not already experiencing high-co t health condition . Children are not highco t u er or driver of health co t today. In the eminal article etting the
tage for “value-ba ed care,” Berwick and hi colleague empha ized that,
while theend goal of health tran formation hould be achieving the triple
aim of improved health quality, improved population health, and reduced per
capita health care co t , thi require inve ting more, rather than le , in
primary, preventive, and developmental care.v At no age i thi truer than for
children, who e health trajectorie have health co t implication over
decade and lifetime .

Many of the re pon e to CMMI’ RFI cited pecifc program and practice
with proven ucce and value in improving child health trajectorie . The e
often involved early childhood practice which expanded the primary
practitioner’ role to identify and re pond to ocial condition and early
developmental need , a well a medical one .vi The e program and
practice take on additional role in improving the afety, tability, and
nurturing in the home environment through care coordination, additional
action in trengthening parent and child bonding, earlier re pon e
to
developmental i ue and delay , and linkage to community ervice . A
a
re ult, they have produced gain in family functioning ( afety, tability, and
nurturing) and in early childhood ocial, emotional, cognitive, and phy ical
development.
Under current alternative payment model , the e program and practice do
not receive additional funding beyond reimbur ement for tandard primary
pediatric care, de pite requiring additional inve tment and re ource .
Rather, they now are typically funded by foundation grant or a
demon tration program . They are not otherwi e rewarded fnancially for
demon trating they have produced gain in children’ developmental
trajectorie . Moreover, gain in improved afety, tability, and nurturing in
the home environment and enhanced ocial, emotional, cognitive and
phy ical development are not part of the metric for which provider are
compen ated for collecting.
Re earch i clear on the importance and value of ahealthy tart in life a
foundational to lifelong health and ocial, p ychological, educational, and
economic well-being. The rate of return from efective inve tment in
children’ afety, nurturing, and well-being in the earlie t year are higher
than virtually any other po ible ocietal inve tment .vii Moreover, when
Medicaid and, therefore, government i
thecontractor, mo t of the e
economic beneft – in future health co t , in ocial welfare co t , in criminal
ju tice co t , and in economic dependency co t – ultimately beneft the
contractor. The value of practice change that improve young children’
healthy development i likely to be far in exce of the inve tment needed
to produce them.
To advance uch practice change within alternative payment model ,
contractor mu t incent contractee
tomake increa ed, value-ba ed
payment to practice which can produce long-term gain , even when
operating within overall contract where contractee are otherwi e expected
to reduce annual expenditure or contain expenditure growth. Contractor
and contractee mu t defne and recognize uch practice , the value they
produce, and provide a diferential payment that i ufcient to cover their
co t . They mu t develop and apply new metric
tomea ure the impact
that produce long-term gain, including the new tandard for primary
pediatric care in the late t edition of Br ght Futures.v .

Ultimately, the e common theme demon trate the e ence of value-ba ed
care for child health. Re pon e to the CMMI RFI how that leading children’
health organization are aligned with and can contribute to advancing uch
payment tran formation.

i Reque t for Information on Pediatric Alternative Payment Model Concept , Center for
Medicare and Medicaid Innovation (May 5, 2017),
http ://innovation.cm .gov/File /x/pediatricapm-rf.pdf.
ii Health Equity and Young Children Initiative, Mental Health America, American Academy of
Pediatric , American Academy of Family Phy ician , Center for Health Care Strategie , Center for
the Study of Social Policy, Children’ Ho pital A ociation, Georgetown Center for Children and
Familie , Help Me Grow National Center, Ma achu ett Partner hip for Early Childhood Mental
Health, National In titute for Children’ Health Quality, Nemour Health Sy tem, Robert Wood
John on Foundation, United Ho pital Fund, Wa hington Chapter of American Academy of Pediatric ,
Zero to Three.

iii Bruner C, Count , N. CMMI RFI Synthe i of Key Theme . Child and Family Policy Center,
De Moine , IA, 2017.
iv Diferent re pondent identifed diferent pecifc program model , often pre enting
program re earch re ult . While not inclu ive of all program model related to young
children, the Health Equity and Young Children Initiative ha worked with thirteen
diferent pecifc program and, with tho e program , helped defne their common core
function (practitioner anticipatory guidance, care coordination, and community linkage )
a well a de cribe each program for it particular trength . See: Bruner C, Dworkin P,
Fine A, Haye M John on K, Sauia A, Schor E, Shaw J, Shah R. Tran forming Young Child
Primary Health Care Practice: Building Upon Evidence and Innovation. Health Equity and
Young Children Initiative, Child and Family Policy Center, 2017. Other have de cribed
imilar function for working efectively with older children and adole cent .
v Berwick DM, Nolan TW, Whittington J. The triple aim: care, health, and co t. Health
Afair . 2008 May 1;27(3):759-69.
vi Bruner, Dworkin, Fine, Haye , John on, Sauia, Schor, Shaw, Shah, op.c t.
vii http ://heckmanequation.org
viii Hagan J, Shaw J, Duncan P. Bright Future Guideline for Health Supervi ion of Infant ,
Children, and Adole cent , 4th Edition. American Academy of Pediatric , 2017.
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1. Do you have comments on the guiding principles or focus areas?
Health Integrity Response: Health Integrity is responding to the request for comment and model testing
for item 8, Program Integrity. Since 2005, Health Integrity provides fraud, waste, and abuse (f/w/a)
detection services to Centers for Medicare and Medicaid Services (CMS). Our subject matter experts
and experience provides us with unique insight into how CMS can improve the cost and effectiveness of
surveillance programs.
The Centers for Medicare and Medicaid Innovation (CMMI) has an opportunity to leverage the use of
task orders under the Unified Program Integrity Contract (UPIC) to improve detection of program
integrity in one or both programs in their assigned states. Health Integrity recommends that CMS give
strong consideration to procuring any new program integrity models on the (UPIC) IDIQ vehicle. The
firms holding UPIC IDIQ contracts represent a strong cadre of companies that are well equipped to
perform the services required under any new program integrity model. Health Integrity believes that the
UPIC IDIQ would provide a highly competitive procurement environment for further program integrity
services.
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
Health Integrity Response: First, CMMI, has a unique opportunity to study the effectiveness of CMS
fraud, waste, and abuse programs and to uncover emerging program integrity issues by combining and
analyzing the data sets of its many and varied benefit programs. It would then be possible to develop
different views of the data (e.g., a view of an ordering provider across all Parts A, B, C, D, DME and
Medicaid benefit programs) permits a comprehensive view of an ordering provider that has not been
possible on a large scale in the past. While we recognize that there may be data integration and data
validation issues, and some data fields may never have a complete match in some data sets, the
opportunity for experienced fraud, waste, and abuse contractors to look across multiple programs using
its skilled data analysts and scientists is highly desirable. We suggest that CMMI leverage its mission of
“innovation” to establish such a project.
Second, consistent with all six of the guiding principles identified in the Innovation Center’s Request for
Information (RFI), and particularly with those involving benefit design and patient-centered outcomes,
Health Integrity is suggesting a new program integrity model. This new model looks at detecting fraud,
waste, and abuse through the lens of quality and effectiveness of care. In current CMS program integrity
programs, analysis of quality of care is generally limited to issues that might involve patient harm or
safety—these are then referred to the state licensing boards or Quality Improvement Organizations for
immediate action. However, quality of care issues such as those discussed below have not been the
direct purview of program integrity contractors but could be if CMS so desires.
This program integrity model might focus on one or more of the following research questions and could
provide valuable insights to CMS for changes in payment policy, program integrity compliance, and/or
improved quality metrics.
•

Looking across Medicare Advantage, Part D, Part B, and Medicaid, are pricing, utilization and
patient health outcomes different for patients based on which program they are enrolled?
Similarly, are physicians treating patients differently depending on the coverage? Is a bias
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•

•

•

introduced based on the patient coverage? Are enrollment changes suggesting treatment
differences?
A variation of addressing the research questions, above, might be to determine if the same level
of managed care is delivered under the Medicare Advantage Plan and the Medicaid Managed
Care Organization (MCO). Some insurance companies have both Medicaid and Medicare MCO
contracts in the same state. Within these two-program contracts, the same provider can service
both Medicare and Medicaid enrollees. It would be interesting to analyze care provided to
beneficiaries (non-dual eligible) in each of the two programs who have the same medical
diagnosis. The objective would be to determine whether the same provider within both
programs’ managed care network treat the beneficiaries in the same manner (e.g., ordering
tests, medical procedures, hospitalizations).
Under Part C Medicare Advantage, only certain diagnostic elements are available for analysis.
States can get the MCO payment data for rate setting, compliance, utilization review among
other needs. CMMI should consider a study analyzing both the MCO payment data set and
Medicare Advantage Plan reporting to see how the Medicare Advantage MAPD plans are
reporting vis a vis their MCO reporting.
Another entirely separate area of potential program integrity interest but still examining the
services through a quality lens is a study looking at differences in Medicare services ordered
and/or, provided under the Medicare Accountable Care Organizations ACOs and the Medicare
Fee-for Service FFS) programs. Do services differ in quality, price and utilization? CMMI could
look at one or more program areas, e.g. home health services. We understand that there is
separately identifiable claim history for both the ACO and the FFS home health patients. The
following are some interesting questions to be examined. Are there differences in patient
outcomes, utilization, and payments? Are there gaming opportunities for each type of delivery
model to enrich payments such as providing fewer or less costly services?

3. Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models.
Health Integrity Response: Health Integrity offers the following suggestions for improving the structure,
approach, and design of CMS program integrity models.
Health Integrity has seen growing Medicaid hospital expenses for undocumented alien emergency care.
Together with states, we are examining the nature of the emergency services immediately provided
after the patient was stabilized. However, a new question has surfaced. Since Medicaid coverage is only
available for limited emergency care, questions are arising regarding post-emergency follow-up care
that is often part of a discharge plan. If prescriptions are ordered, how and where are patients
discharged with prescriptions getting them filled? Do they remain unfilled? Or, are they getting them on
the street? Are undocumented aliens enrolled into Medicaid or through the Marketplace and becoming
part of the health care system despite state enrollment requirements? CMMI could conduct a special
project to look at this area.
Health Integrity reviews thousands of medical records as part of its program integrity work. The medical
record reviews generally require a clinical review and thus can be costly. To reduce the Medicare
Administrative Contractor (MAC) need for clinical review on pre-payment claims submitted for claim
processing, algorithms based on medical record risk factors could be used to identify/predict erroneous
payment and be used to stop payment. In essence, we suggest that CMMI test whether risk factors

Health Integrity, LLC

2

Centers for Medicare & Medicaid Services
Innovation Center New Direction

identified using medical record history for “like” claims can be used to predict the likelihood of
erroneous payments on similar type claims. Reliance on the official medical record as the source record
to develop potential risk factors can reduce the need for the Medicare Administrative Contractor (MAC)
or UPIC clinical review of claims and increase chance of sustained appeals.
CMMI should pilot the use of geographic/demographic risk factors on the theory that States with similar
demographics, Medicaid populations, and benefit designs should have similar expenditures and similar
payment outliers. Health Integrity uses a tool that compares these factors and identifies high-risk issues
for Medicaid Integrity work. This analysis may also be useful for Medicare.
One other idea involves aligning recovery audit contractors with UPICs. Both contractors are focused
on fraud, waste and abuse. However, recovery audit contractors are not incentivized to look for
providers that should be revoked or referred to law enforcement—the ultimate tool for removing bad
providers. Instead, recovery audit contractors are incentivized to find and collect overpayments and
identify underpayments—an important and critical service. However, there is a need to share
information regarding payment schemes so that CMS gets the benefits of both contractors collaborating
on regional and national issues. We recommend that CMMI consider as a first step, use of the Center for
Program Integrity’s (CPI’s) Command Center Mission tool to bring together the two types of contractors
to share best practices and fraud schemes. Next steps could include establishing regional meetings that
would include states, law enforcement and both types of contractors. Potentially, CMMI might look at
providing incentives for RACS to forward strong leads to the UPICS.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
Health Integrity Response: Health Integrity has no comments on this question.
5. How can CMS further engage beneficiaries in development of these models and/or participate in
new models?
Health Integrity Response: Health Integrity has no comments on this question.
6. Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
Health Integrity Response: Health Integrity has no comments on this question.
7. Are there any other comments or suggestions related to the future direction of the Innovation
Center?
Health Integrity Response: Significant program administration savings can be realized through a
possible study involving Medicare and Medicaid program appeals. We suggest that CMS consider the
following:
• align the Medicare and Medicaid appeals process to reduce reliance on physician testimony, and
• require an informal resolution process before a formal hearing to reduce cost and improve
consistency of decisions.
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As both the Zone 4 ZPIC and the Medicaid Integrity Contractor (MIC) for 34 states, we are well aware of
the very different and cumbersome Medicaid processes that escalate appeals costs. Medicare
administrative appeals is a singular process guided by federal regulations applicable across the entire
national program; however, Medicaid processes vary by state. While some states have mid-range levels
of appeal (e.g., an informal dispute resolution meeting), there is not a nationally acceptable lower-level
of appeal resolution for the Medicaid program. In most states, provider concerns are not addressed until
an official hearing. The inconsistency among state-level appeals processes for Medicaid contributes to
expensive hearings—some states require expert medical testimony even though the issue being
reviewed may not involve these expensive medical experts. Additionally, there are other requirements
that do not seem to contribute to an improved and efficient hearing process (e.g. some states require
that all hearings be conducted in person whereas Medicare permits low-cost telephonic hearings as well
as cross-examinations via video-conferencing).
To this end, we would like to discuss with CMMI the concept of a pilot that would use Health Integrity’s
Medicare and Medicaid appeals data as a control group studied against a test group where, with few
exceptions most appeals for that state(s) are processed using the less costly Medicare requirements. We
do not believe this pilot would require legislation. States could agree do this under a demonstration
authority.
Lastly, we recommend that the Innovation Center include both the Health Care Fraud Prevention
Partnership and the UPICs in the review of any new payment, delivery, or coverage models approved for
testing. The experience of these contractors to provide knowledgeable fraud, waste, and abuse insights
during the early stages of approval improves the value of the model testing and minimizes opportunities
for payment anomalies based on misunderstandings.
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Room 445–G, Hubert H. Humphrey Building
200 Independence Avenue SW
Washington, DC 20201
RE: Request for Information: Centers for Medicare & Medicaid Services, Innovation Center
Dear Administrator Verma:
We write to you under the banner of The Academy Advisors (“The Advisors”)[1] a policy coalition
associated with The Health Management Academy[2] to provide our response to the Centers for
Medicare & Medicaid Services (“CMS”) Request for Information (“RFI”) regarding a new
direction for the Innovation Center (“CMMI”). The Advisors’ Leading Health Systems are
providers of integrated care across the United States, and appreciate the opportunity to provide
CMS with input on the policies suggested in the RFI and their impact on integrated care.
Our health system partners are committed to leading the transformation of care delivery and are
actively participating in numerous payment initiatives that reward value instead of volume. In
2014, The Advisors’ health system partners provided care to over 390,000 Medicare beneficiaries
through participation in the Pioneer and Medicare Shared Savings Program Accountable Care
Organization (“ACO”) programs. As a result of clinical integration across the care continuum, our
health system partners decreased total expenditures by $19.7 million with a higher than average
quality score of 88.15 percent. We are pleased that CMMI is receptive to feedback related to new
delivery models and the transition to value-based care, as we believe that regulatory alignment will
be critical to achieving the early promise shown by alternative payment models.
Medicare Advantage Models
Include Medicare Advantage plans meeting the requisite risk requirements as Advanced APMs.
Though one of MACRA’s primary goals remains to support providers in transition to alternative
payment models, the Advanced APM track currently contains a small number of complex Part B
models. Providers lacking the infrastructure or ability to comply with these models have no clear
pathway to transition to the risk-based, value-driven world. Medicare Advantage (“MA”) plans
provide an opportunity for providers to begin transitioning into other CMMI models, given that
these plans similarly hold providers accountable for reducing cost and improving quality.
[1]

The Academy Advisors is the policy affiliate of The Health Management Academy, working with Leading Health
Systems on policy analysis and development.
[2]
The Health Management Academy provides executive education and advisory services to C-suite executives
from integrated health systems across the United States. Our health systems membership can be found at
https://www.academynet.com/our-network

Medicare Advantage enrollment has increased dramatically, more than doubling over the last
decade.[3] MA plans increase beneficiary choice and promote flexibility in the delivery of care,
especially valuable for complex, high-risk beneficiary populations. Given that MA contracts are
often structured to hold providers accountable for quality and cost, they are aligned with the goals
of Advanced APMs under MACRA. Including MA plans that meet Medicare-APM risk
criteria as a separate Advanced APM would enable providers coordinate and manage care
as they transition to other Medicare-designated APMs.
We support CMS’s proposition to implement a demonstration project that incorporates MA plans
into the Quality Payment Program; however, we urge CMS to provide certainty around the
availability of this option given that implementation will require carefully developed
contracts with payers and increased emphasis on quality improvement for beneficiaries. MA
plans also provide a broader opportunity to move towards more capitated and sub-capitated
arrangements that promote more innovative care delivery.
We also commend CMS for increasing the number of available MA plans in 2018, and believe
that the agency can strengthen its commitment to the use of these plans by considering how they
could be more holistically integrated into the Quality Payment Program.
In addition, we would look to CMMI to investigate if there are ways to extend more of the benefits
currently reserved for Medicare Advantage plans to Medicare ACOs to promote beneficiary
engagement and retainment in an ACO network. Keeping beneficiaries in-network can be
challenging, and finding ways to promote better care delivery that is agnostic to commercial or
governmental pay for Medicare beneficiaries could help improve quality and reduce cost across
the board. Examples of current flexibilities that could be considered for extension include
enhanced coverage options for dental and vision, telehealth coverage, and increased access to
wellness benefits.
Advanced Alternative Payment Models
Identify synergies and harmonize reporting between Advanced APMs, with a renewed focus on
population- and outcome-based measures.
Advanced Alternative Payment models continue to be the engine driving towards value within the
Quality Payment Program. While the move to APMs has been broadly adopted by large, integrated
delivery systems, the complex model designs and reporting requirements for each of the APM
models can often overlap considerably for health systems participating in multiple models.
Streamlining the quality metrics and reporting mechanisms would improve the efficiency of APM
implementation.
[3]

Jacobson, Gretchen, Anthony Daminoc, Tricia Neuman, and Marsha Gold. Medicare Advantage 2017 Spotlight:
Enrollment Market Update. June 6, 2017. Kaiser Family Foundation. https://www.kff.org/medicare/issuebrief/medicare-advantage-2017-spotlight-enrollment-market-update/

In addition, as the Centers for Medicare and Medicaid Innovation considers new APM models,
both those that qualify for Advanced APM designation and otherwise, we urge the focus to be
placed on clinically-relevant quality measures that measure the outcomes of care rather than the
process of care delivery. Although existing APMs broadly incentivize care redesign in ways that
promotes better outcomes, burdening clinicians and practices with reporting process measures that
are not indicative of true value in bettering care limits the capacity of these programs to engage
physicians and deliver relevant insights to shift practice.
Recognize the need for broad flexibility in the physician self-referral law to promote
participation in value-based care models.
As CMMI and CMS consider how to structure new Advanced, Alternative Payment models, we
would also caution that there is a broader need for exceptions and/or flexibility to the physician
self-referral law to support shared savings and gainsharing arrangements.
For example, the creation of a new exception– either by the Secretary or through legislation – to
accommodate alternative payment models and innovative payment methodologies should be
considered. If created through legislation, it would amend the exceptions for certain compensation
arrangements in section 1877(e) to add a new exception for innovative payment methodologies
that meet certain conditions to assure the promotion and advancement of accountability for quality,
cost, coordination and overall care of patient populations. Under current law, the physician selfreferral law prohibits even commercial payors from entering into arrangements with hospitals or
between hospitals and their medical staffs intended to promote quality, cost, coordination and
overall care of patient populations that in any way may take into account the value or volume of
services to their own commercial patients.
Under such an exception, the arrangements would have to meet conditions that are already used to
qualify ACOs and other risk sharing arrangements under the Stark and anti-kickback statutes.
These safeguards include written agreements, transparency, and provider accountability, as well
as prohibitions on double billing or shifting costs to federal health care payors.
Having this new exception would permit payors and providers to experiment with innovative nonfee-for-service payment methodologies that will encourage coordination of care, elimination of
unnecessary and duplicative services, and enhanced patient satisfaction. Additionally, any
gainsharing arrangement exception should ensure that all medically necessary care is provided,
and that physicians are not able to share in savings if it is found that medically necessary care is
not provided.
---------------------------------------------------------------[1]
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State and Federal Waiver Authorities:
Flexibilities and Barriers to Implementing
the Community Living Program in Medicaid

Health Management Associates (HMA) was engaged by the Indiana Association of Area Agencies on
Aging (I4A) to assess the potential state and federal regulatory barriers to implementing the Community
Living Program (CLP) for the Medicaid Home and Community Based Services (HCBS). This brief provides
an overview of regulatory landscape for the core components of the CLP model and identifies potential
barriers and opportunities for pursuing federal approval under the 1915(c) waiver, 1915(i) state plan
option and 1115 demonstration waiver. A side-by-side comparison of the three authorities is included at
the conclusion of this brief.
Please note the 1915(k) authority does not align with the CLP and therefore was not included in this
review.

Core Requirements of 1915(c), 1915(i), and 1115 Medicaid Authorities
State plan amendments, program waivers including 1915(c), and 1115 demonstration waivers are all
different ways a state can design its Medicaid program. Generally, the more flexibility allowed by a
waiver compared to what is required by statute, the more requirements a state faces as a condition that
flexibility.

Eligibility and Targeting
The 1915(c) waiver authority enables states to tailor services to meet the needs of a particular target
group. Within these target groups, states are also permitted to establish additional criteria to further
target the population to be served on a HCBS waiver (e.g. target by age or diagnosis such as autism,
epilepsy, cerebral palsy, traumatic brain injury, HIV/AIDS; etc.). Eligible individuals must demonstrate
the need for a Level of Care (LOC) that would meet the state’s eligibility requirements for services in an
institutional setting. Similarly, the 1915(i) authority allows states to target services to specific
populations and requires that eligibility for services is based on state defined needs-based criteria. The
1915(i) needs-based criteria MUST be less restrictive than the state’s institutional LOC criteria. The
1915(i) need-based approach to determining eligibility for services aligns with the CLP needs-based
model as discussed further below.
While the 1915(i) provides a potential vehicle to implement the CLP for individuals who do not meet
LOC under the Medicaid program the 1915(i) presents significant risks to the state. Unlike the 1915(c)
waiver authority, the 1915(i) state plan authority does not permit enrollment caps or waitlists. Without
the protection of an enrollment cap and waitlist, the state Medicaid budget may be at risk for
enrollment increases if the program is not controlled with very tightly defined needs-based eligibility
criteria. The Office of Medicaid Policy and Planning (OMPP) would need reliable data analysis to support
the development of the target population criteria and enrollment estimates as well as expenditure
projections in order to consider implementing a 1915(i). This budgetary concern has kept many states
from pursuing the 1915(i) state plan option.
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In addition, the 1915(i) option does not allow states to waive statewideness. Unlike a 1915(c) waiver
which can operate in select areas of the state, the 1915(i) state plan option must be accessible across
the entire state. Therefore the 1915(i) cannot be used to pilot a program. States can employ a
regionalized phase in of the program roll-out but by the end of the initial approval process the 1915(i)
must be statewide.
If enrollment exceeds the state’s projection, the state may modify the nonfinancial needs-based
eligibility criteria without prior approval by CMS if it notifies CMS and the public at least 60 days before
exercising such modification. However, if the state does revise its needs-based eligibility criteria, it must
“grandfather” in existing service plans and continue offering those individuals services for the length of
its State plan HCBS option.
Additionally, 1915(i) financial eligibility criteria is more restrictive than the 1915(c) financial eligibility in
that individuals are only eligible up to 150% FPL. Under the 1915(c), states may include the special
income group of individuals with income up to 300% of SSI. While states may extend 1915(i) services to
this special income group as well these individuals must be eligible for HCBS under a §1915(c), (d), or (e)
waiver or §1115 demonstration program. Due to this restrictive financial eligibility criteria, the 1915(i)
does not provide access to HCBS for all individuals who may become eligible for the 1915(c) HCBS
waiver. Therefore the state cannot use the 1915(i) as a means of delaying the need for HCBS for
individuals with higher incomes.

Application and Approval Process
Typically the state plan approval process carries the least administrative burden for a state when
compared to 1915(c) and 1115 demonstration waivers. State plan amendments (SPAs) are submitted
utilizing a CMS pre-print or template and require CMS to comply with the 90-day review and disposition
period. The 90-day clock promotes a more expedient approval process; however, the clock can be
engaged multiple times sometimes leading to approvals that can take 9 months to a year. Once
approved, SPAs only have to be reapproved if changes are made by the state; however, if a state
chooses to utilize a target population under the 1915(i) the SPA must be renewed every 5 years like a
1915(c) waiver. Generally, public notice requirements for SPAs only applied when states would make
significant changes in payment methods and standards. However, with the passage of the HCBS Final
Rule, states must now engage in the same public comment process for 1915(i) SPAs as for 1915(c)
waiver applications and renewals.
There is no required pre-print or template for an 1115 waiver. States must incorporate the standardized
1115 application requirements into their submission to CMS. While not required by law, the typical
approach to obtaining an 1115 waiver begins with the submission of a white paper which sets forth the
requested waiver(s) and outlines the goals the states seeks to achieve via the demonstration and how it
will impact beneficiaries. The white paper and 1115 application must go through a 30-day public
comment period prior to submission to CMS. CMS uses this white paper to engage with the state in a
series of discussions about the request. This is the first step of a lengthy negotiation process which can
take at least a year or longer depending on the magnitude of the waiver request. There are no
application timelines to hold either party to the request accountable. The 1115 waiver process is highly
political as has been seen with Indiana’s HIP 1115 demonstration waiver. Where other options exist to
accommodate a state’s needs, CMS is pushing states to make requests under authorities, such as the
1915(c) and state plan that are less broadly encompassing than the 1115 waiver. Generally, section 1115
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demonstrations are approved for an initial five-year period and can be extended for an additional three
years. States commonly request and receive additional 3-year extension approvals.

Cost and Reporting Requirements
The 1915(c) HCBS waiver program was designed to provide a cost-neutral alternative to institutional
care, requiring the states to keep waiver costs at or below those of comparable institution-based
service. Cost neutrality is reported on an annual basis and is demonstrated by the average annual cost
per person served under §1915(c) compared to the average annual cost of institutional care for each
target group served. Historically, the state has had some difficulties maintaining cost-neutrality for the
Aged and Disabled waiver. Presenting the state with opportunities, such as the CLP, to meet the needs
of consumers while managing the costs would greatly benefit the state in this regard.
1915(i) SPA approvals are not contingent on meeting any budgetary target, but the SPA transmittal form
requires entry of the expected federal financial impact. As previously noted the challenge from a cost
perspective for the 1915(i) is at the state level, ensuring that the expenditures do not exceed the budget
without the assistance of enrollment caps. Because the 1915(i) is intended to align with the 1915(c)
HCBS waivers other 1915(c) waiver requirements have been carried over to the 1915(i), including the
monitoring and quality assurance requirements.
1115 waivers are required to be budget-neutral, meaning that federal spending under the waiver cannot
exceed what it would have been in absence of the waiver. Although not defined by federal statue or
regulations, this requirement has been in practice for many years. Over time, CMS has allowed states to
calculate budget neutrality in multiple ways. This is both an intensive process up-front during the
application process as well as through the term of the waiver with regular quarterly reporting by a
certified actuary firm being submitted to CMS. In addition to the budget neutrality reporting, states with
approved 1115 waivers must conduct an annual evaluation and final evaluation of the demonstration
based on the research hypothesis that the demonstration was testing.

CLP Model Core Components
The CLP model is built upon two core components that must be addressed when considering
implementation of the model under the Medicaid program: cost sharing and needs-based care. The
design of the CLP cost share model is unique and varies from the Medicaid cost share constructs as
described in detail below. Whereas, the CLP needs-based care approach aligns well with the movement
to incorporate person-centered planning for Medicaid HCBS. Understanding the barriers and flexibilities
under the Medicaid program will enable I4A to work with the state to promote the CLP model and
recommend the best approach to implementing it within the Medicaid program.

Cost Share
Cost sharing is allowable under current 1915c federal waiver regulations and the Medicaid state plan.
However, individuals under the age of 18 and pregnant women are excluded from all cost sharing under
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Medicaid. Federal cost sharing limits are complex and vary by income, service, and by type of cost share
(premium vs copayment). 1
Federal regulations require that for individuals under 150 percent of FPL, cost share is limited to no
more than 10 percent of the state’s cost of service. For individuals with income above 150% FPL, the
cost share is limited to no more than 20 percent of the cost to the state for the service. The federal
requirement that total cost share cannot exceed 5 percent of income for any family also applies.
In addition to the income threshold, regulations allow the state to require cost sharing within certain
parameters. The state must:
•

•

Describe in detail the cost sharing arrangement, including:
o the type of cost sharing (premium, enrollment fee, co-payment),
o the amount charged and how the amount of the charge relates to total gross family
income,
o the groups of participants subject to cost sharing and the groups excluded, and
o the mechanisms for collecting the cost share and reporting the amount collected on the
CMS 64.
Assure that no provider can deny waiver services to an individual who is eligible for the
service(s) on account of the individual’s inability to pay a cost sharing charge for a waiver
service.

It is important to understand how the various types of cost-sharing are structured in order to
understand how they might be imposed.
•

•

A copayment is a set charge per service. Indiana’s State Plan is approved for provider collection
of the copayment at the time of service. For example, Indiana Medicaid imposes a $3
copayment for covered drugs for allowable populations and the pharmacy collects this amount
at the time the prescription is filled.
A premium is a monthly charge, the payment of which is a condition for services. They are
generally set on a sliding scale fee based on family income. For example, Indiana imposes
monthly premiums on children who participate in CHIP and have a higher family income. The
amount of the CHIP premium is not related to the child’s service costs. Depending on the
services utilized, a CHIP child may also be responsible for making copayments.

There are a number of limitations imposed upon Medicaid cost sharing regardless of the population or
service.
•

Neither the HCBS 1915c waivers nor the 1915(i) state plan option permit the inclusion of assets
in calculation of a cost share.

Overview of Medicaid Cost Sharing and Premium Requirements, MACPAC Learning Collaborative. Available at,
https://www.medicaid.gov/state-resource-center/mac-learning-collaboratives/learning-collaborative-stateoolbox/downloads/cost-sharing-premium-requirements.pdf
1
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•

The total cost share for Medicaid members cannot exceed 5 percent of their household income.
Therefore the cost share maximum would include payments made for waiver services as well as
co-payments for other Medicaid services such as prescription drugs.

Barriers and Challenges to expanding CLP Cost Share Model to Medicaid HCBS
The CLP cost share model utilizes both income and assets to determine the individual’s cost share
amount. This is the primary federal barrier to implementing the CLP cost share model under the
Medicaid program.
Cost sharing is required for participating individuals with an income over 102 percent of the federal
poverty level. CLP cost share amounts are calculated based on the individual’s monthly service costs and
a combination of the individual’s assets and income. The individual’s payments are made to the AAA and
the AAA pays the provider the established rate; therefore leaving the AAA at risk for the cost share
amount. If a CLP participant does not pay the cost share (after a series of attempts to get payment) the
individual’s services are terminated.
Under the Medicaid copayment model, which is the model Indiana currently utilizes for cost share with
the fee-for-service population, the individual makes payments to the provider at the time of service. If
the individual does not have the funds to make the payment, the service must still be delivered. While
the provider can attempt to collect the copayments from individuals most find the cost is not worth the
return. Therefore, the Medicaid provider is left holding the risk in the case of an unpaid copayment. The
Indiana State plan would need to be amended to change the method of cost share collection to apply
the CLP model. The method selected under the cost sharing portion of the state plan applies universally
to all state plan services; therefore, any changes would apply beyond CLP if authorized under the 1915(i)
state plan authority. For example, aligning the cost share collection methodology with CLP would impact
all state plan copayments. This would put the state at risk for non-payment of cost share amounts as
opposed to the service providers.
The CLP cost share is structured as a combination of a copayment and premium in that the cost share
amount is based on the service provided (copayment) but is calculated based on the recipient’s income
and assets (premium). This duality creates challenges when trying to work within the Medicaid program
as federal requirements related to cost sharing are very complex and built to address copayments and
premiums separately. While Indiana imposes a premium-like payment under the HIP program, the
POWER Account payment, it was approved by CMS using the 1115 waiver demonstration authority after
a lengthy negotiation process. The POWER Account payment under HIP mirrors a traditional premium
which is based purely on income and not the cost of care.

Opportunities to Address Barriers
Possible options to address these barriers include:
•
•

The state could pursue an 1115 demonstration waiver to utilize the CLP cost share based on
assets and income and the different payment approach.
CLP could adopt the current cost sharing parameters that CMS has approved for HCBS waivers.
This approach would allow Indiana to maintain its current cost share collection method under
the state plan and only apply the CLP needs model to the HCBS waivers.
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Any scenario chosen for allowing cost share would require amendments to each waiver to be included in
cost sharing. Or alternatively a waiver of these requirements may be approvable via an 1115
demonstration waiver, based on negotiation with CMS. This approach is dependent upon the state’s
appetite for pursuing another 1115 waiver, and CMS’s appetite for entertaining a request, given the
rigorous and prolonged negotiation process for 1115 waivers.
Advocacy groups, providers, legislators and participants can be expected to be wary of any changes of
this sort, and would require a careful strategic plan for stakeholder understanding and engagement.
If a state adopts premium and cost sharing rules that could place beneficiaries at risk of reaching the
aggregate family limit, the state must track beneficiaries’ premiums and cost sharing. As such, OMPP
may not wish to pursue additional cost sharing given the burdensome operational requirements that are
associated with tracking cost share.
I4A would need to develop financial and programmatic data and reports that illustrate impact on
participants as well as financial impact/savings. We did not find a comprehensive description of the
assumptions used for the calculations in the spreadsheets on cost share. This would be very helpful to
analyze the methodology, and understand how the tiers for cost share were determined.

Needs-Based Care Model
The federal HCBS program currently uses fairly broad service definitions that may cover multiple service
segments. For example, the Homemaker service definition includes, house cleaning, washing dishes,
doing laundry, preparing a simple meal. Individuals may access all or some of the components of
Homemaker service as defined by their service plan.
CLP works so well because it breaks down activities into tasks and leverages the individual’s skills and
strengths to do what they can and then supplements that with supports. For example, the participant
may need assistance with laundry because he cannot navigate stairs while carrying laundry, but does
fine with general housekeeping, food preparation. CLP would authorize assistance with laundry, but
would not authorize other tasks, since the participant is able to complete those activities without
assistance. This approach is not different than the intent of the HCBS waiver program.
There are also similarities with other parts of the Medicaid program. Hospital is a covered service, but
the client receives only the specific services needed, not every service that is available in a hospital. The
services a client receives in a hospital are directly related to his specific needs. In a waiver setting, the
services are directly related to the client’s specific needs as reflected in the client assessment and plan
of care.

Barriers and Challenges to expanding CLP Needs-Based Care Model to Medicaid
HCBS
The federal requirement of Fair Hearing is a potential challenge. All decisions are subject to appeal, and
a consumer could choose to appeal if they disagreed with a limited set of services. Providers could pose
a challenge. Providers of waiver services may have a business model that is based more on a package
service, and may resist narrowing of services, or may try to over serve.
As long as the state’s definition of assessment and service authorization incorporates the key
components of CLP specific need identification and specific complimentary service authorization, which
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it does, there is no apparent issue with federal or state compliance. In addition, the waiver documents
should reflect this approach, and include specific CLP training for waiver staff in the waiver service
coordinator/case manager required training.

Opportunities to Leverage Needs-based Care Model
As required by the Final HCBS Rule, states must ensure that waiver programs are person-centered and
service planning for participants in Medicaid HCBS programs must be developed through a personcentered planning process that addresses health and long-term services and support needs in a manner
that reflects individual preferences and goals. The CLP model which was developed long before this
federal push for person-centered planning meets these requirements and ensures that the needs of the
individual are driving the service planning rather than funding and service definitions.
CLP’s needs-based care model lends itself to MLTSS as well. Managed Care Entities are required to meet
participant needs, but have a bit more flexibility than traditional state FFS models to use non-traditional
methods to accomplish goals.

Recommendation
CLP represents a new path to delivering Medicaid HCBS to Hoosiers. The Medicaid program provides
states flexibilities through state plan options and waivers to design and implement new and innovative
approaches to service delivery. The 1115 demonstration waiver is the only federal Medicaid authority
that will enable the state to implement the CLP model as it is currently constructed due to the design of
the cost share model. Given the politics and challenges associated with pursuing an 1115 waiver, the
state may not be willing to take on that significant effort to implement the CLP model. If the state is up
for the challenge, successful negotiation of the waiver will heavily depend on the outcome of the
ongoing external evaluation of the HIP 1115 waiver which focuses on the non-standard cost sharing
approach, POWER Account contributions. It is also important to consider the timing of the upcoming
elections and how changes in office at both the state and federal level will impact the state’s decision to
pursue an 1115 and the outcome of such negotiations.
As previously discussed, CMS has been pushing states to utilize the narrowest federal authority
necessary to implement the state’s design. If there is a willingness to pursue the CLP model with a
revised cost share model, the needs-based approach to care would be a natural fit under the 1915(c) or
1915(i) authorities and may be more appealing to, CMS, possibly making the approval process easier
than an 1115 negotiation.
When comparing the 1915(c) and 1915(i) authorities there are few benefits to the 1915(i) beyond
extending HCBS services to a new group of Medicaid members (i.e., those without a level of care). And
with this opportunity to expand services comes the risk of exceeding the program’s budget due to the
inability to cap enrollment under the 1915(i). The 1915(c) with its capped enrollment and ability to
waive statewideness protects the budget and offers the state the ability to implement CLP and test the
model before expanding services to a new group of Medicaid enrollees. Under the 1915(c), I4A can work
with the state to implement and monitor the CLP model and gather data that will inform the impact of
the model on service utilization and expenditures. This data will enable the state to make an informed
decision about the implementation of a 1915(i) state plan option and design eligibility criteria that will
limit the risk to the Medicaid budget.
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General Medicaid Requirements by Federal Authority
Features

§1915(c) Home and CommunityBased Services Waiver
Waiver

§1915(i) State Plan Home and
Community Based Services
State plan option

§1115 Research and Demonstration
Project Waiver
Secretarial waiver

Purpose

Provides Home and Community-Based
(HCBS) Services to individuals meeting
income, resource, and medical (and
associated) criteria who otherwise
would be eligible to reside in an
institution.

Provides HCBS to individuals who
require less than institutional level of
care and who would therefore not be
eligible for HCBS under 1915(c). May
also provide services to individuals who
meet the institutional level of care.

Authorizes the DHHS Secretary to
consider and approve experimental,
pilot or demonstration projects likely
to assist in promoting the objectives of
the Medicaid statute.

Requirements
that may be
waived

•
•
•

Statewideness
Comparability
Community income rules for
medically needy population

•
•

Comparability
Community income rules for
medically needy population

Secretary may waive multiple
requirements under §1902 of the
Social Security Act if waivers promote
the objectives of the Medicaid law and
intent of the program.

Application
Process

•

1915(c) waiver electronic
application
Public comment period
90-day clock on CMS

•
•
•

State plan pre-print
Public comment period
90-day clock on CMS

•
•
•

Initial application: 3 years
Renewal: 5 years

•

Authority Type

•
•

Approval
Duration

•
•

•

•
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One-time approval. Changes must
be submitted to CMS and
approved.
If using targeting option, renewal
every 5 years.

•
•

Introductory brief or memo
Public comment period
Standardized application
requirements, no template
No clock, negotiation with CMS
very political
Initial application: 5 years
Renewal: 5 years
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Features

§1915(c) Home and CommunityBased Services Waiver
May use institutional income and
resource rules for the medically needy
(institutional deeming).

§1915(i) State Plan Home and
Community Based Services
All individuals eligible for Medicaid
under the State plan up to 150% of
Federal Poverty Level.

May include the special income group
of individuals with income up to 300%
of SSI.

May include special income group of
individuals with income up to 300%
SSI. Individuals must be eligible for
HCBS under a §1915(c), (d), or (e)
waiver or §1115 demonstration
program.

Other
Eligibility
Criteria

Must meet institutional level of care.

Must meet state determined needsbased eligibility criteria.

Target Groups

•
•

Medicaid
Eligibility

§1115 Research and Demonstration
Project Waiver
State defines eligible categories and
may expand eligibility. Not intended to
add new Medicaid eligibility group(s).

State determines requirements for
services.

Criteria must be less restrictive than
institutional level of care criteria.

•
•

Aged or disabled
Intellectually disabled or
developmentally disabled
Mentally ill (ages 22- 64)
Any subgroup of the above
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May define and limit the target
group(s) served.

State determines target groups and
defines eligibility criteria.

Critical to very tightly define target
criteria using data to support
estimates for enrollment and
expenditures given state cannot cap
enrollment.
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Features
Limits on
Numbers
Served

§1915(c) Home and CommunityBased Services Waiver
Allowed.

§1915(i) State Plan Home and
Community Based Services
Not allowed. State cannot impose a
cap on enrollment.
States can alter eligibility requirements
to manage numbers eligible, with
grandfathering applying to enrollees
already receiving services.

§1115 Research and Demonstration
Project Waiver
State estimates numbers served.
Operates as an entitlement to all who
are eligible.

Waiting Lists

Allowed.

Not allowed.

Can be allowed.

Cost
Requirements

Must be cost-effective.

None. Benefit limits may apply.

Budget-neutrality.

Average annual cost per person served
under §1915(c) cannot exceed average
annual cost of institutional care for
each target group served.
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Services cannot in aggregate cost more
than without the §1115 waiver.
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Flexibilities and Barriers under Medicaid Authorities for CLP Model Adoption
CLP Features
Cost Share
Model

§1915(c) Home and CommunityBased Services Waiver
Cost share is permitted under federal
standards for outpatient services.
• Federal cost share does not permit
inclusion of assets.
• Cost share is limited to a
percentage of the state’s cost (10%
or 20%) by service based on
income.
• Aggregate cost share is limited to
5% of the individual’s family
income.
• Assure that no provider can deny
waiver services to an individual
who is eligible for the service(s) on
account of the individual’s inability
to pay a cost sharing charge for a
waiver service.

§1915(i) State Plan Home and
Community Based Services
Cost share is permitted under federal
standards for outpatient services.
• Federal cost share does not permit
inclusion of assets.
• Cost share is limited to a
percentage of the state’s cost (10%
or 20%) by service based on
income.
• Aggregate cost share is limited to
5% of the individual’s family
income.
• Assure that no provider can deny
waiver services to an individual
who is eligible for the service(s) on
account of the individual’s inability
to pay a cost sharing charge for a
waiver service.

Implementing the CLP cost share
collection method under the 1915(c)
waiver would not require changes to
Indiana’s current state plan cost share
collection methodology.

Amendments to Indiana’s state plan
cost share model will impact all state
plan services. For example, aligning the
cost share collection methodology with
CLP would impact all state plan
copayments. This would put the state
at risk for non-payment of cost share
amounts as opposed to the service
providers.
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§1115 Research and Demonstration
Project Waiver
CMS has authority to approve cost
share models outside of the federal
standards.
However, CMS will look to general cost
share constructs as a guide and CLP’s
cost share model does not cleanly fit
into the standard cost share structures
(co-payment, premium).
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CLP Features
Needs-Based
Care Model

§1915(c) Home and CommunityBased Services Waiver
Service planning for participants in
Medicaid HCBS programs must be
developed through a person-centered
planning process that addresses health
and long-term services and support
needs in a manner that reflects
individual preferences and goals.

§1915(i) State Plan Home and
Community Based Services
Service planning for participants in
Medicaid HCBS programs must be
developed through a person-centered
planning process that addresses health
and long-term services and support
needs in a manner that reflects
individual preferences and goals.

CLP’s needs based care approach aligns
with the federal person-centered
planning requirements.

CLP’s needs based care approach aligns
with the federal person-centered
planning requirements.
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§1115 Research and Demonstration
Project Waiver
There are no requirements under the
1115 waiver authority that relate to
needs-based care. However, CMS will
consider whether the person-centered
requirements for HCBS are
incorporated into the program when
considering approval of any HCBS
demonstrations.
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November 20, 2017

Amy Bassano
Acting Director, Innovation Center
Centers for Medicare and Medicaid Services
7500 Security Blvd
Baltimore, MD 21244
RE: Request for Information – New Direction for Innovation Center
Dear Director Bassano,
On behalf of the Health Plan of San Mateo, I am writing to share feedback about ideas and
concepts to support a new direction for the Innovation Center, as outlined in the Request for
Information document released September 20, 2017. The Health Plan of San Mateo (HPSM) is a
not-for-profit, community-based health plan serving San Mateo County, California since 1987.
As the Innovation Center considers ideas on a new direction, we believe it is also important to
recognize and support existing efforts testing and showing promise towards the guiding
principles and focus areas outlined in the RFI document. HPSM participates in California’s Cal
MediConnect (CMC) program as part of the Centers for Medicare and Medicaid Services Financial
Alignment demonstrations to test integrated care and financing models for dual eligible
beneficiaries. California’s CMC program integrates medical, social and behavioral health
benefits and services that are commonly fragmented and inefficient for beneficiaries (and
providers) that have to navigate both the Medicare and Medicaid programs. Early indicators
demonstrate that the CMC program is driving better quality, reducing costs and improving
outcomes. The CMC program also is an example of testing state-based/ local innovation,
alternative payment methodologies, and Medicare Advantage and Medicaid-focused models. We
are pleased that CMS and California extended the demonstration for another two years, and look
forward to further program improvements that build on our early success and allow this
partnership among states, CMS, and health plans to be the foundation for future innovation.
The following are just a few examples of the positive impact of the CMC program so far.
High Beneficiary Enrollment and Satisfaction
In San Mateo County, approximately 9,300 dual eligibles, or more than half of all dual eligibles,
are enrolled in HPSM’s CMC program – even with fee-for-service and Medicare Advantage options
still available to them and the ability to change their plan each month.
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In a survey of HPSM’s CMC beneficiaries as part of the 2016 CMS Consumer Assessment of
Healthcare Providers and Systems (CAHPS) survey, 92% of respondents rated our overall CMC
plan with scores of seven (7) or higher on a scale of 1-10. Our positive experience is consistent
with other survey research by CMS released in 2017 showing high levels of CMC beneficiary
satisfaction statewide:




85% reported they are “satisfied” with the care coordination they receive
93% reported they indicate that their doctors usually or always communicate well
85% reported they are usually or always able to receive needed care

Better Quality and Lower Costs
Through our ability to integrate medical, long-term services and supports, and behavioral health
in the CMC demonstration, we are able to implement a targeted initiative for dual eligibles in or
at risk of institutional care, helping them transition back into the community or prevent
unnecessary institutionalization. Since 2014, we have successfully transitioned 190 dual eligibles
and internal analysis shows as much as 50% costs savings (or $4,300 per member per month
reduction in costs) when comparing 6-months pre-transition to 6-months post transition.
HPSM also worked with the other participating CMC health plans in California to analyze early
data on key utilization and cost trends. When comparing 2016 to the initial 2014 implementation
year, we see positive impacts with:




18% reduction in inpatient days
11% reduction in ER visits
28% reduction in long-term care days

A full evaluation of the program by independent researchers that is scheduled for the end of 2019
will give CMS and the Innovation Center, as well as other stakeholders, more information on how
the program is advancing the guiding principles and focus areas outlined in the RFI.
Thank you for the opportunity to submit feedback to the Innovation Center. We are excited to
continue our work with CMS and California on the CMC program and look forward to other
opportunities that may be available through the Innovation Center. I can be reached to answer
questions or provide more information.
Sincerely,

Maya Altman
Chief Executive Officer
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Guiding Principles
In the RFI, CMS notes that the Innovation Center will approach new model design through the
following guiding principles:
•

choice and competition in the market;

•

provider choice and incentives;

•

patient-centered care;

•

benefit design and price transparency;

•

transparent model design and evaluation; and

•

small-scale testing.

HANYS is pleased that CMS is committed to small-scale testing and provider choice and
incentives. In the spirit of quality improvement, these two principles are critical to ensuring that
providers are able to focus on delivering high-quality care to their patients while voluntarily testing
new approaches to care that may result in improved outcomes and efficiencies.
HANYS is also pleased that CMS plans to draw on partnerships and collaborations with
public stakeholders and to harness ideas from a broad range of organizations and individuals
across the country as part of a concerted effort to be transparent in model design and
evaluation. Transparency is critical in helping providers plan and allocate scarce resources.
As part of this stakeholder collaboration, HANYS strongly urges the Innovation Center to
ensure that goals, measurement, and incentives are aligned across payers. Doing so will
encourage providers to capitalize on synergy and leverage existing workflow to continue to
transform the way care is delivered.
Potential Models
In the pages that follow, HANYS offers a number of specific recommendations on CMS’ predetermined focus areas.
Expanded Opportunities for Participation in APMs
In the RFI, CMS notes provider comments regarding the extensive and lengthy process that is
required for a model to qualify as an Advanced Alternative Payment Model (APM) under the
Quality Payment Program (QPP) and seeks suggestions on ways to expedite the process for
providers that want to participate in an Advanced APM.
HANYS shares this concern. There is a limited number of models that qualify as Advanced APMs.
As a first step to address this bottleneck, CMMI should move quickly to implement a variety

Seema Verma
November 20, 2017

Page 3

of payment and service delivery models that will allow participation by a wide range of
providers. Initially, many of these models may not qualify as Advanced APMs. However, CMMI
should encourage models that include a path to achieving Advanced APM status. For
example, the Comprehensive Care for Joint Replacement (CJR) model provides a Track 1 option
for participants that can meet Advanced APM requirements and a Track 2 option for those that are
not yet prepared to implement necessary systems or assume required levels of risk.
CMMI should develop a range of models, from broad-based and sophisticated innovations
to small-scale, discrete, yet generalizable—scalable—projects. The goal should be to engage
providers of all types, in all settings, serving varying patient populations, with options that may
suit their capacity to innovate and accept risk. HANYS encourages CMMI to take a dual approach
that would include a broad range of CMMI-defined voluntary models and also provide an
opportunity for individual providers or groups of providers to develop and propose innovative
models that are congruent with the principles and goals of CMMI.
HANYS commends the CMS principle regarding provider choice and particularly the focus
on voluntary models. Voluntary participation will allow providers to enter these programs as
they develop the necessary skills and abilities to manage episodes of care. Due to providers having
differing levels of experience with care coordination and varying ability to implement new models
and accept additional risk, mandatory participation would fail to recognize these differences.
CMMI should move quickly toward implementing additional Advanced APMs by expanding
and building on existing voluntary CMMI models.
Implementation of alternate payment and service delivery models is a particular problem for
providers in rural areas that may not have the necessary resources or experience to move quickly
to Advanced APMs. CMMI should build on existing rural demonstrations by expanding or
reopening prior programs to support these providers as they gain experience with new
models.
For example, CMMI could build on the Rural Community Hospital Demonstration, which is
currently testing payment models to sustain services of small rural hospitals. While this
demonstration is limited by statute to 30 hospitals, CMMI should consider conducting related
demonstrations for other rural services such as freestanding emergency rooms, expanded telehealth
services, and substance abuse services.
Similarly, CMMI could expand the Pennsylvania Rural Health Model. This CMMI model
provides all-payer global budgets to support rural hospitals as they redesign the delivery of care to
improve quality and meet the needs of their local communities. CMMI should consider expanding
this demonstration to allow other states or regions to propose similar models.
CMMI should also expand the Accountable Care Organization (ACO) Investment Model,
which provides pre-paid shared savings to encourage new ACOs to form in rural and underserved areas. CMMI should open another application cycle and add more ACOs to this
model.
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CMS should also consider demonstrations to test expanded use of telehealth services for
Medicare beneficiaries. Current Medicare policy provides limited coverage of telehealth for
certain specific locations and services. CMMI currently waives some coverage restrictions for
telehealth used as a component of certain bundling and accountable care models. We urge CMMI
to continue and expand the use of these waivers and to continue testing telehealth for additional
clinical services and modalities within other CMMI demonstrations. CMMI should also pursue
pilot programs to fund and test the value of use of telehealth for a broader range of services. The
results of these tests could inform future Medicare coverage and payment policies.
In addition to these CMMI-initiated models, a process should be established for providers to
approach CMMI with innovative proposals. HANYS commends and supports the CMS
principle calling for testing of smaller scale models that can be scaled if they prove successful.
This could be accomplished by allowing individual providers or groups of providers to propose
smaller-scale models for implementation through CMMI. This would also align with the CMS
principle regarding transparent model design, which calls for harnessing ideas from a broad range
of organizations and individuals.
As an initial step in this direction, HANYS recommends that providers be allowed to propose
extension of existing alternate payment models to include Medicare patients under CMMI.
Many providers are currently participating in alternate payment models with state Medicaid
programs, Medicaid Managed Care Organizations, or other managed care plans. Extension to
Medicare patients would allow for quick implementation of a wide variety of models that are
already operational, permitting small-scale demonstrations of different types of models. Promising
models could later be further developed and tested as larger-scale demonstrations.
HANYS strongly supports the CMS principle on transparent model design and we commend
CMS for acting in accord with this principle by soliciting ideas through this RFI. HANYS
urges CMS to continue to follow this principle when developing new CMMI models and
demonstrations. Stakeholders should be involved early in the process to provide feedback and
recommendations to increase the chances for successful implementation. This should continue
throughout the demonstration period, with frequent opportunities for participants to recommend
improvements to the model that is being tested.
Transparency in model design can also be enhanced by providing increased access to the
information that providers need to make informed decisions. HANYS urges CMS to expand
access to the Medicare claims data, particularly to the Part B physician/carrier and Part D
Drug claims. As the Medicare program broadens its options to encourage a larger degree of
coordination and integration across settings, providers must adopt more patient-centered
approaches to care delivery.
Some of the recent Medicare programs (Pioneer ACO, Medicare Shared Savings Program,
Bundled Payments, etc.) have been very successful in encouraging patient-centered care and we
believe that a significant contributing factor to that success has been the access to Medicare claims
data. Participants in these programs have access to patient-level data that spans across time and
care settings, providing a view of care patterns that has not been available before. This has enabled
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providers to pinpoint deficiencies in care and opportunities for improvement through the
deployment of data-driven strategies. This level of data on the physician performance is only
available to providers participating in one of these programs. However, HANYS members—and
other providers across the country—are clamoring for exactly this level of data to prepare
themselves for the future, including analyzing their performance in the Merit-Based Incentive
Payment System and the Oncology Care Model.
With all of the emphasis on delivery system redesign, coupled with the advanced uses for and
reliance upon big data, the healthcare field needs access to timely, actionable information to
accomplish the very necessary and important goals ahead. Today’s healthcare providers are well
positioned for analyzing, interpreting, and acting upon findings from the Medicare claims data.
Consumer-Directed Care & Market-Based Innovation Models
HANYS supports the availability of data and other information to help consumers make decisions
about their care and to support clinicians’ quality improvement efforts. However, HANYS has
concerns about how this information is made available to consumers.
For example, HANYS supports the publication of individual quality measures on Hospital
Compare. This detailed information allows consumers to review information that is most relevant
to their specific condition and/or healthcare needs.
However, HANYS does not support the Overall Hospital Quality Star Ratings, which were posted
on Hospital Compare in 2016 and attempt to simplify more more than 60 measures of inpatient
and outpatient hospital care into a single star rating. Rather than make hospital quality data easy
to understand, this approach obscures the complex nature of healthcare and provides little value to
consumers. We continue to urge CMS to remove the Overall Star Ratings from Hospital
Compare. As CMS considers other models to empower consumers, we strongly urge CMS to
avoid the use of similar composite scores moving forward.
As for specific consumer-directed models, HANYS urges CMS to consider a rural hospital
model, which recognizes the unique role of rural hospitals as hubs of the community.
Research has found that Critical Access Hospitals (CAHs) and rural hospitals are working to
address unmet community health and health system needs. i
HANYS would like to work with a cohort of small CAH or rural hospitals that are sole
providers in a broad community or county to test an all-inclusive delivery model. Utilizing
the hospital as the driver/coordinator, paired with the community physician, to address a model
that spans prevention, wellness, and health education all the way to care of patients with multiple
chronic diseases that are heavy utilizers of hospital and chronic care services could be very
impactful. The foundation would be based on specific community needs related to its
demographics and system, thus developing a coordinated, integrated healthcare system from
prevention and education programs, transportation/ambulance, telehealth, pre-diabetes classes,
chronic obstructive pulmonary disease (COPD) clinics, to adult day care, hospital, home care,
and/or long term care. The model would optimize a small hospital and community’s ability to be
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more nimble to rapidly develop, adjust to, and coordinate services that effectively provide highquality and cost-effective care.
The first phase would be to explore the comprehensive cost structure needed to support this highly
integrated approach, both from healthcare organizations and community-based organization
services. If the all-payer model could be self-sustaining, the initiative would move forward to
implement the entire continuum of care for that region.
Physician Specialty Models
HANYS is pleased that the Innovation Center is interested in increasing the availability of
specialty physician models to improve quality, reduce costs, and engage specialty physicians in
alternative payment models.
In particular, HANYS and our members are interested in participating in a Perioperative
Surgical Home (PSH) Model. There have been many advancements in surgical care and infection
prevention, but an opportunity still exists to integrate the entire peri-operative episodic continuum
of care together into a highly standardized and reliable system that achieves excellent outcomes
across the board while reducing gaps, inefficiencies, and cost. This approach highlights
opportunities for comprehensive planning and preparation in the pre-operative phase; enhanced
team-based care, workflow, and hard-wired quality practice during the hospitalization; as well as
hand-offs, role clarity, patient-centered care and numerous other practices that produce reliability
and reduce variation. This raises surgical safety beyond infection and recovery to new levels
across numerous metricsii. HANYS has relationships with key stakeholders and a strong interest
in pursuing this model.
While HANYS supports physician specialty models, we also urge the Innovation Center to
consider hospital-based innovation models. According to an American Medical Association
(AMA) study, less than half of practicing physicians own their own practice. iii Creation of
hospital-based models recognizes this trend and will result in broader engagement of physicians
as we all work to improve the delivery of care. CMS has moved in a similar direction for the
Quality Payment Program, which will include a facility-based reporting option for eligible
clinicians for calendar year (CY) 2019.
Medicare Advantage (MA) Models
While CMS seeks to promote flexibility for MA plans to innovate, CMS should address the
fundamental uncertainty about the extent to which MA plans are able to behave inconsistently with
traditional Medicare policy, both in terms of coverage and payment. Given the growth of the MA
program and CMS’ desire to provide transparency and innovation, we suggest that CMS provide
clarity on the following fundamental questions:
•

Do MA plans have the ability to deviate significantly from fundamental Medicare coverage
and payment policy?
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If plans do substantially deviate from payment and coverage policy, does CMS view these
deviations as within its regulatory authority to correct, or should providers be prepared to
dispute these behaviors solely in private contract disputes?

We believe that Medicare beneficiaries and providers will be well served if CMS has authority to
oversee the deviations described above. With the growing proliferation of different Medicare
products, including private fee-for-service plans, CMS should be prepared to oversee rules around
prompt payment, utilization review, and other related payment policy issues for MA plans.

State-Based and Local Innovation, including Medicaid-focused Models
HANYS agrees that states play a critical role in innovation and delivery of high quality care and
we are encouraged that CMS wants to partner with states to drive better outcomes for people based
on local needs. New York State has worked with CMS on a variety of initiatives, including the
State Innovation Model, the Delivery System Reform Incentive Payment (DSRIP) program,
Bundled Payment Initiatives, and the Partnership for Patients program.
Moving forward, HANYS encourages CMS to continue to partner with states to develop
plans and local innovation initiatives to test new models, which will provide important
lessons learned for advancing innovation.
In a previous comment letter on the QPP, HANYS urged CMS to recognize the complex and
continuously evolving value-based payment arrangements that are currently being implemented in
the field. HANYS anticipates that much of the work being done in New York State to reform the
healthcare delivery system and associated payment policies (DSRIP, Patient-Centered Medical
Home, Advanced Primary Care, etc.) would qualify as Advanced APMs under adjusted criteria
that consider “Payer-Initiated Other Payer Advanced APMs” as outlined in the QPP Proposed Rule
for CY 2018. HANYS was encouraged to see that these payer-initiated models were included as
an option in the CY 2018 Quality Payment Program Final Rule.
Additionally, HANYS supports the continued use of 1115 Waivers for DSRIP and other
programs. These demonstration programs provide insightful experience that further informs future
healthcare delivery transformation projects. In New York, 1115 Waivers have been used to support
the integration of behavioral health into primary care, which is a key CMS goal, and the Innovation
Center, and supports the Triple Aim of better care, better outcomes, and lower costs.
Mental and Behavioral Health Models
HANYS is pleased that CMS is actively exploring potential models focused on behavioral health.
In 2015, mental health and substance use disorders (SUDs) were the leading cause of disease
burden in the U.S., surpassing even cancer and cardiovascular disease. Treating the behavioral
health needs of patients, along with their medical needs, is critically important to achieving better
outcomes and increasing the quality of care provided. However, behavioral health often faces an
uphill battle in terms of workforce shortages, inadequate reimbursement, and legislative/regulatory
barriers to care. It is imperative that CMS encourage models of care that promote adequate
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payment and greater integration of behavioral health and primary care, while still recognizing and
supporting the need for specialty behavioral health services.
We urge CMS to work with Congress to remove the Medicaid Institutions for Mental Disease
(IMD) exclusion, which prohibits federal financial participation for inpatient care for individuals
aged 21 to 64 provided in an IMD with more than 16 beds. While HANYS recognizes the recent
steps that CMS has taken with regard to the IMD exclusion, permitting coverage by Medicaid
managed care plans for up to 15 days and the waiver announcement around SUD treatment,
elimination of the exclusion would improve access to treatment and alleviate a barrier to care. In
addition, we encourage CMS to consider waiving or working with Congress to eliminate the 190day lifetime limit in Medicare for inpatient psychiatric facilities. The limit creates a barrier for
beneficiaries with severe mental illness and is the only such lifetime cap on specialty inpatient
hospital services under Medicare.
HANYS asks that CMS support amending 42 Code of Federal Regulations (CFR) Part 2, which
governs the confidentiality of SUD patient records. Part 2 continues to present unnecessary barriers
to the sharing of critical patient information. HANYS recommends that CMS support the necessary
legislation to align Part 2 with the Health Insurance Portability and Accountability Act (HIPAA).
HANYS recommends that CMS continue to encourage and support access to Medication Assisted
Treatment (MAT). It is critical that CMS incentivize adequate access to and reimbursement for
MAT. In addition, we ask that CMS work to increase the number of providers with specialty
training. We urge CMS to provide enhanced payments for MAT.
HANYS asks that CMS allow greater flexibility for providers seeking to share space or co-locate
in order to address gaps in patient access to behavioral health services. Current CMS regulations
do not allow for flexibility when trying to add new providers to existing services. Recent CMS
interpretations of the shared space rules have been very restrictive, disallowing visiting specialist
arrangements because the space for the specialists was not completely separate from the hospital
and independent entrances and waiting areas. Overly prescriptive interpretations of the shared
space/co-location rules restrict patient access and subvert the broader goals of providing more
integrated and patient-centered care.
In addition to the comments outlined above, HANYS urges the Innovation Center to consider two
specific models:
Behavioral Health in Primary Care Model
Evidence is mounting that addresses the growing incidence of concurrent physical and behavioral
health conditions among American patientsiv,v. While New York State has been moving forward
with integration of physical and behavioral health services, few primary care providersincluding
hospital inpatient staffhave the necessary training to successfully deliver care to this complex
population.
One intervention for CMS to consider is to strengthen their position related to the United
States Preventive Services Task Force (USPSTF) recommendation for Screening, Brief
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Intervention, and Referral to Treatment (SBIRT) for adults from guidance to providing
reimbursement for annual screening, along with face-to-face behavioral health counseling.
Evidence from the Iowa Department of Public Health, which is piloting SBIRT, indicates that the
use of SBIRT can reduce risky substance use, as the number of individuals using illegal drugs was
reduced by approximately 43%. vi
Coupled with this is the need for education to support use and sustainability. Roughly one-third
of New York primary care providers who were surveyed indicated they were effective in treating
patient’s addictions, and less than 60% felt confident using the screening tool. Physician extenders
who participated indicated they were less likely than physicians to conduct interventions and
provide referrals.vii There is a clear need for targeted education and training related to SBIRT
screening and addressing treatment needs.
HANYS encourages CMMI to consider a model that would provide education, tools, and
financial incentives to primary care providers to support them in managing concurrent
conditions.
Opioid Addiction Management Model
HANYS is encouraged to see that CMMI is interested in developing models to respond to the
national opioid crisis. In response to member requests for additional support, HANYS has
launched an Opioid Addiction Prevention and Management Collaborative. The goal of this
initiative is to provide coordination of approaches and resources; facilitate effective
implementation of promising practices; and increase provider, patient, family and community
awareness and knowledge.
Through this Collaborative, HANYS members have identified reimbursement for addiction
treatment as a major challenge. While MAT, the combination of medication and counseling, is
the most effective treatment modality for addicted individuals, unfortunately access has been a
barrier for those seeking MAT.
We encourage CMS to provide enhanced payments for medication-assisted treatment and to
consider waiving Medicare and Medicaid regulations to alleviate barriers to care. Two
potential models are detailed below.
•

Vermont has created the Hub and Spoke Model, a statewide expansion of MAT through
a network of community practices and specialized treatment centers. The Hub and
Spoke Model has improved access to care and created a shared relationship between
providers resulting in efficient, effective, and coordinated care. This pilot program has
demonstrated a statistically significant reduction in lower healthcare costs overall ($10,192
vs. $14,353) compared to those without MAT, due in part to fewer inpatient admissions
and outpatient emergency room visits. viii

•

The Innovation Center should apply lessons learned from the HIV/AIDS response to
a new opioid treatment model. There are important parallels between the early years of
the HIV/AIDS epidemic and the current epidemic of opioid addictionrecognition of

Seema Verma
November 20, 2017

Page 10

which that could trigger a significant shift in opioid addiction prevention, diagnosis, and
treatment. The HIV/AIDS epidemic spurred a public health approach centered on human
rights, which included biomedical breakthroughs and life-saving treatment. Fast forward
30 years and the response to HIV/AIDS has attracted an unprecedented commitment of
resources and international aid—including medical care, supportive housing, and other
services to bolster prevention and treatment outcomes. A parallel response is needed in
response to the epidemic of addiction. ix
Program Integrity
HANYS and our members support CMS’ goal of reducing fraud, waste, and abuse, and improving
program integrity.
Successful implementation of alternate payment models requires establishing appropriate safe
harbors for gainsharing arrangements to facilitate coordination of care. To ensure this, CMMI
should make sure that appropriate safe harbors or waivers for the federal anti-kickback
statute, Civil Monetary Penalty (CMP) law, and provisions of the Physician Self-Referral
laws are adopted under any new models of care. Currently, CMS provides waivers of specific
provisions of the Physician Self-Referral Law, the federal anti-kickback statute, and the
gainsharing and beneficiary inducements civil monetary penalty laws for BPCI Model 2
participants who enter into defined arrangements to share savings or incentive payments. This has
proven effective for collaboration under the BPCI program and was also recognized as a necessity
under the CJR program. We urge CMMI to implement the same safe harbors under any new
BPCI models and to consider similar waivers for any other new models of care.
Again, thank you for the opportunity to submit comments to CMS as it considers a new direction
for the Innovation Center. Please do not hesitate to contact me or a member of my staff if we may
be of assistance.
Sincerely,

Marie B. Grause, R.N. J.D.
President
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March 8, 2018
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Baltimore, MD 21244-8013
VIA ELECTRONIC SUBMISSION
Dear Administrator Verma:
The HealthCare Chaplaincy Network (HCCN)1 and its affiliate, the Spiritual Care Association (SCA)
appreciates the opportunity to provide the following input on ways to improve the Center for
Medicare and Medicaid Innovation (CMMI) and to increase opportunities for awareness of and
access to spiritual health professionals.
Spiritual health professionals are playing a greater role in care management, treatment and
counselling of Medicare and Medicaid beneficiaries. All physicians, over the course of their
clinical activities, are likely to be impacted by the spiritual beliefs of their patients and their
families. The leadership of the American Medical Association (AMA) has recently defined the
need for patient access to spiritual services. Citing six past AMA House of Delegate policies, the
AMA leadership emphasized that 41% of patients want to discuss religious or spiritual concerns
in the health care setting, but less than half reported being offered the opportunity to receive
such care.2 The document resolves “[T]hat our AMA encourages expanded patient access to
spiritual care services and resources beyond trained health care professionals.”3
When faced with serious illness, beneficiaries want the freedom to control how they will live.
Professional chaplains facilitate these discussions, including: palliative care consultation services;
1

HCCN is a 56-year-old, global nonprofit organization that offers spiritual-related information and resources, and
professional chaplaincy services in hospitals, other health care settings, and online. Its affiliate, SCA, has more than
1,300 members, mostly in the U.S.
2
American Medical Association House of Delegates. Report of Reference Committee on Amendments to
Constitution and Bylaws. Resolution 004-Addressing
Patient Spirituality in Medicine. 2016 (https://assets.ama-assn.org/sub/meeting/reportsresolutions.html. Accessed
May 23, 2017).
3
Id.

care planning services; counseling for individual and family members; discussions regarding the
availability of supportive services including information on advanced directives and other endof-life planning tools; encouragement of patient-centered care; family conference services;
respite services; and caregiver training. Awareness and accessing of such services will not only
help improve quality of life, but will also reduce the stigma and fear of facing end-of-life issues in
general.
Access to spiritual professionals also lead to more thoughtful health care decisions and positive
outcomes. Studies have shown that advance cancer patients are more likely to die in hospice as
opposed to more expensive intensive care units when their spiritual needs are met by credential
chaplains.4 In addition, visits from professional chaplains increase patient satisfaction,5 raise
hospital survey scores6 and is associated with value-added care outcomes.7
While there are compelling data supporting the importance of addressing patients’ and their
families’ spiritual and religious beliefs and needs, there is a paucity of research that examines
best practices in providing this important aspect of medical care.8 Physicians need training in
order to increase their comfort and effectiveness in addressing their patients’ and loved ones’
spiritual and religious needs. In addition, we do not have data describing which chaplain
interventions have the most impact on patient outcomes. Funding of research for these
important endeavors is critical to moving the field of spiritual care forward.
HCCN/SCA urges CMMI to help erase these research gaps and conduct examination into the
role of spiritual health providers in the US health care system; how access to spiritual health
can increase positive outcomes and save care resources; and best practices to provide spiritual
screens, spiritual histories and spiritual assessment.
For far too long, spirituality has been disregarded and degraded as part of our health care delivery
system. Yet the role spirituality plays in a person - with a chronic or fatal condition - is vital in
increasing overall fulfillment, finding satisfaction in their care plan and facing the adversities that
these conditions provide in both body and mind. Moreover, services and counselling provided

4

Williams, J. A., Meltzer, D., Arora, V., Chung, G., & Curlin, F. A. (2011). Attention to inpatients’ religious and
spiritual concerns: predictors and association with patient satisfaction. Journal of general internal medicine, 26(11),
1265-1271.
5
VandeCreek, Larry. "How Satisfied Are Patients with the Ministry of Chaplains?" The Journal of Pastoral Care &
Counseling 58.4 (2004): 335-42.
6
Marin DB, Sharma V, Sosunov E, Egorova N, Goldstein R, Handzo G. 2015. The relationship between chaplain visits
and patient satisfaction. Journal of Health Care Chaplaincy. 21 (1):14-24.
7
See, Flannelly, Kevin, Margaret Oettinger, Kathleen Galek, Arnd Braun-Storck, and Ralph Kreger. "The Correlates
of Chaplains’ Effectiveness in Meeting the Spiritual/Religious and Emotional Needs of Patients." Journal of Pastoral
Care and Counseling 63.1-2 (2009): 1-15 which found 80 percent of patients surveyed had spiritual or religious
needs said the chaplain met these needs very well and most patients felt the chaplain made their stay easier and
helped them tap into inner strengths and resources.
8
HCCN/SCA, Spiritual Care and Physicians: Understanding Spirituality in Medical Practice (Oct.,
2017)(www.healthcarechaplaincy.org/docs/about/hccn_whitepaper_spirituality_and_physicians.pdf).

by spiritual care professionals provide assistance not only to the individual, but to their family
caregivers as well.
Again, HCCN/SCA is grateful for the opportunity to provide comments regarding the future
direction of CMMI. At HCCN/SCA, our mission is to advance the integration of spiritual care in
health care through clinical practice, research and education in order to improve the patient
experience and satisfaction and to help people faced with illness and grief find comfort and
meaning, whoever they are, whatever they believe, wherever they are. We look forward to
working with CMMI on strengthening policy promoting spiritual health among health providers
and those beneficiaries whose care needs may seem unsurmountable without recognition of
their faith needs.
Sincerely,

Rev. Eric J. Hall
President and CEO
HealthCare Chaplaincy Network
Spiritual Care Association

Novembe

20, 2017

Amy Bassano
Acting Deputy Administ ato fo Innovation and Quality & Acting Di ecto , Cente s
fo Medica e & Medicaid Innovation
Depa tment of Health and Human Se vices
Re: Response to CMMI’s “New Di ections” Request fo Info mation
Dea Ms. Bassano:
The Healthca e Financial Management Association (HFMA) would like to thank the
Cente s fo Medica e & Medicaid Innovation (CMMI) fo the oppo tunity to espond
to CMMI’s “New Di ections” Request fo Info mation, published Septembe 20, 2017.
HFMA is the nation's leading membe ship o ganization fo healthca e fnancial
management p ofessionals. Ou 38,000 membe s a e widely dive se, employed by
hospitals, integ ated delive y systems, managed ca e o ganizations, ambulato y
and long-te m ca e facilities, physician p actices, accounting and consulting f ms,
and insu ance companies. Membe s' positions include chief executive ofce , chief
fnancial ofce , cont olle , patient accounts manage , accountant, and consultant.
HFMA is a nonpa tisan p ofessional p actice o ganization. As pa t of its education,
info mation, and p ofessional development se vices, HFMA develops and p omotes
ethical, high-quality healthca e fnance p actices. HFMA wo ks with ab oad c osssection of stakeholde s to imp ove the healthca e indust y by identifying and
b idging gaps in knowledge, best p actices, and standa ds.
HFMA would like to thank CMS fo the oppo tunity to espond to CMMI’s RFI. Ou
membe s would specifcally like to:
-

Ofe Comment on CMMI’s “New Di ections” P inciples
P ovide Technical Feedback to Imp ove Existing and New Alte native Payment
Models (APMs)
Suggest Designs fo New Payment Models
Recommend Waive s that Must Be Available to P ovide s Pa ticipating in APMs

These comments and ecommendations inco po ate feedback collected f om HFMA
membe s who attended ou ecent Thought Leade ship Ret eat, pa ticipate in
HFMA’s Bundled Payment Council, and a e involved in both public and p ivate APMs.
CMMI’s New Directions” Principles
In 2007, HFMA convened ac oss-indust y g oup of stakeholde s to develop
p inciples of a efo med healthca e payment system 1. These p inciples a e included
in Appendix 1. In p epa ing ou esponse,
HFMA compa ed the p inciples a ticulated by its c oss-indust y stakeholde g oup to
1“Healthca e Payment Refo m: F om P inciples to Action,” HFMA, Septembe

2008.

those CMMI states will guide the development of new payment models. As
discussed below, HFMA’s membe s have conce ns about fou of the p inciples
discussed in the RFI.
Choice and Competition in the Market: HFMA’s membe s question how CMMI will
p omote competition based on “quality, outcomes, and costs” in fee-fo -se vice
(FFS) Medica e. Hospitals al eady compete agg essively fo Medica e patients.
Howeve , most physicians do not agg essively seek to inc ease the numbe of
Medica e patients they see due to inadequate payment ates – pa ticula ly fo
p ima y ca e se vices. As such, ou membe s a e conce ned attempts to p omote
competition could violate the following HFMA p inciples.
-

Alignment: T anspa ency efo ts in FFS Medica e could esult in f agmented ca e
if patients a e inadve tently stee ed away f om coo dinated ca e netwo ks fo
some diagnostic se vices. As an example, many hospital-led ACOs use p ovide based clinics as pa t of thei ACO netwo k. A benefcia y att ibuted to ahospitalbased ACO who shops on p ice will likely eceive the p eponde ance of
diagnostic se vices f om f eestanding clinics that a e not pa t of the ACO’s
integ ated p ovide netwo ks. The esults of these se vices will likely neithe be
in the benefcia y’s medical eco d no communicated back to the p ovide who
p ovides the p eponde ance of p ima y ca e se vices. At best, this situation will
lead to inc eased spending due to duplicated testing as esults will not be in the
patient’s cha t. At wo st, this situation will inc ease the likelihood of
uncoo dinated ca e, which is cont a y to the concept of accountable ca e.

-

Fairness and Sustainability, and Societal Beneft: HFMA’s membe s believe it is
inapp op iate fo Medica e benefcia ies to be encou aged to shop on disc ete
po tions of an episode of ca e. Benefcia ies shopping fo disc ete se vices in an
episode will likely avoid safety net and teaching hospitals. These hospitals will
appea mo e expensive due to the legislated add-on payments (e.g.,
Disp opo tionate Sha e Hospitals [DSH] and Indi ect Medical Education [IME])
that ecognize the special ole these institutions play in society.

-

HFMA’s membe s st ongly suppo t the concept of hospitals and othe p ovide s
competing on quality. Howeve , we have conce ns ega ding the quality
measu es cu ently available. Fi st, due to inadequate isk adjustment and
g eate fuctuation of the patient base, safety net hospitals and Level 1 and 2
t auma cente s will appea to be lowe quality, less efcient p ovide s.
Second, aside f om mo tality and eadmissions, many of the measu es a e not
easily unde stood by Medica e benefcia ies. The efo e, ou membe s a e
conce ned that CMMI may look to simplifed composites like the Hospital Sta
Rating system. We believe this is cu ently inapp op iate due to well documented
methodological issues2 that penalize ce tain hospitals fo easons elated to the
patient communities they se ve, not the quality of ca e p ovided. Beyond

2 Lette to Kate Good ich, M.D., 25 Sept. 2017. TS. Ret ieved

f omhttp://www.aha.o g/advocacy-issues/lette /2017/170925-let-thompson-cms-sta atings.pdf
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add essing the methodological issues inhe ent in the cu ent Hospital Sta Rating
system, HFMA’s membe s encou age CMMI to wo k with measu e develope s,
physicians, hospitals, and–most impo tantly– benefcia ies to develop and collect
patient- epo ted outcomes measu es. These measu es must focus on outcomes
that matte most to Medica e benefcia ies, like etu n to function. Othe wise,
HFMA’s membe s a e conce ned that p ice t anspa ency models developed
without equitable measu es that p ovide data on issues Medica e benefcia ies
ca e most about will also violate the p inciple of quality.
-

Provider Choice and Incentives: HFMA’s membe s st ongly suppo t the concepts
in this p inciple elated to volunta y models, educed administ ative bu den, and
app op iate compa ison g oups. Howeve , ou membe s a e conce ned that as
this p inciple is cu ently w itten, it violates the HFMA p inciple of
fai ness/sustainability. It does not include language emphasizing the need fo o
ole of isk adjustment, isk mitigation mechanisms (e.g., case- ate stop loss),
and model designs that do not hold p ovide s accountable fo facto s beyond
thei cont ol. Fu the , adequate isk adjustment must apply to both fnancial
ta gets and quality measu es. Ou specifc ecommendations elated to these
issues a e available in the technical feedback section of this lette . Fu the , we
st ongly encou age CMMI to amend its p inciples to include language af ming it
ecognizes the need to add ess these issues in existing and new models.

-

Beneft Design and Price Transparency: HFMA gene ally suppo ts the use of
beneft design and p ice t anspa ency to ewa d patients and consume s fo
eceiving se vices f om high quality, cost efcient–f om the pe spective of total
cost of ca e–p ovide s. This is fully aligned with ou payment efo m p inciple of
“fai ness and sustainability.” HFMA convened a c oss-indust y p ice t anspa ency
task fo ce that included consume s. The esulting white pape and consume
guide3 p ovide guidance to stakeholde s on the implementation of p ice
t anspa ency within healthca e delive y and fnancing systems. The goal of these
publications is to info m consume s and help patients make bette decisions
about whe e they eceive thei health ca e. We st ongly encou age CMS to follow
these ecommendations. Fu the , we believe that CMS and CMMI should make
the consume guide available to Medica e and Medicaid benefcia ies.
Based on ou expe ience with this task fo ce, HFMA’s membe s have conce ns
elated to CMMI’s a ticulation of this p inciple. As discussed above unde the
p inciple of “Choice and Competition in the Ma ket,” HFMA’s membe s caution
CMS to conside the unintended outcomes f om changes to beneft design and
deployment of p ice t anspa ency tools. If not done ca efully this has the
potential to f agment ca e–the eby violating HFMA’s p inciple of alignment—if
patients a e stee ed away f om coo dinated ca e netwo ks. Also, given that the
va iances in inpatient Medica e payment ates among hospitals a e a function of
Cong essionally legislated add-on payments fo educating the next gene ation of
physicians and p oviding additional suppo t to safety-net hospitals, we
encou age CMS to focus its p ice t anspa ency efo ts on the total cost of ca e

3 “Unde standing Healthca e P ices: A Consume Guide,” HFMA, 2015. Ret ieved

f om http://www.hfma.o g/t anspa ency/
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fo an episode. The defnition of an episode should extend past the discha ge (fo
an inpatient stay) o p ocedu e date (fo an outpatient se vice). Howeve , befo e
this can happen, CMMI will need to develop adequate defnitions of episodes that
can be used fo outpatient episodes that a e app op iately isk adjusted
(including fo social dete minants of health) and include only se vices di ectly
elated to the condition, p ocedu e, o event that t igge ed the episode.
Additionally, in the RFI, CMMI equests feedback on models whe e benefcia ies
di ectly cont act with p ovide s. HFMA’s membe s a e conce ned that these
types of a angements will c eate asignifcant administ ative bu den on
p ovide s that would ofset any theo etical savings to the p og am. Hospitals and
p ovide s often st uggle to deal with insu ance b oke s ep esenting small
employe s, much less negotiate individual cont acts with benefcia ies o , mo e
likely a b oke ep esenting asmall g oup of Medica e benefcia ies. Beyond the
logistics of negotiating cont acts with small g oups of benefcia ies, HFMA’s
membe s question how CMMI will ensu e benefcia y p otections and access to
medically necessa y ca e in a model whe e the benefcia y di ectly negotiates fo
ca e.
-

Transparent Model Design and Evaluation: HFMA’s membe s suppo t
expe imentation and ealize that evaluation of evidence is the only way CMMI
will fnd models suppo ting the p ovision of high quality, cost efective ca e.
Howeve , CMMI’s evaluation efo ts to-date have been administ atively
bu densome, violating the p inciple of simplifcation. The efo e, we encou age
CMMI to limit the scope of its evaluation efo ts to only pe tinent esea ch
questions elated to imp ovements in quality o eductions in the total cost of
ca e. Below, in the technical feedback section, HFMA’s membe s p ovide CMMI
with specifc feedback.

Technical Feedback to Improve Existing and New Models
HFMA’s membe s emain conce ned about design faws in many of the Advanced
APMs (AAPMs) in CMMI’s po tfolio. Specifc to episodic payment models, ou
membe s continue to believe that issues elated to ta get p ice setting, isk
adjustment, econciliation, and the p ovision of data must be add essed. In the
Medica e Sha ed Savings P og am, we believe the e a e oppo tunities to imp ove
patient att ibution in T acks 1 and 2. In both p og ams, the e a e oppo tunities to
educe the administ ative bu den pa ticipants face when they engage in Medica e
APMs. Below we p ovide specifc comments on key issues facing APM pa ticipants.
We st ongly encou age CMMI to fx these issues in existing models and ensu e they
a e not epeated in new models.
-

Provide Stable Target Prices that Refect the Total Cost of Care and Necessary Social
Supports: HFMA’s membe s who pa ticipate in episodic payment models believe
that ta get p ices must be set in advance, inf equently ebased (if coupled with a
discount), and t ended fo wa d annually. Fu the , any savings achieved in p io
pe iods should be added back to ebased ta get p ices.
A stable, p ospectively set ta get p ice is accepted p actice in comme cial bundling
a angements. Unfo tunately, unde Bundled Payments fo Ca e Imp ovement
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(BPCI), the ta get p ice changes based on p ecedence ules and adjustment of
national t end facto s. Given that this can occu th ough seve al econciliation
pe iods, the actual ta get p ice is unknown fo up to ayea afte the conclusion of
an episode. While the qua te -ove -qua te change is capped at plus o minus 3.5
pe cent, CMMI’s app oach to the ta get p ice is det imental to pa ticipants fo the
following easons:
 A shifting benchma k makes it difcult to focus on changes that will educe
episode spending when the baseline fuctuates without sufcient explanation
as to why it changed. These andom fuctuations can have ade-motivating
impact on individuals involved in ca e p ocess edesign.
 The easons fo the changes in the benchma k appea to be andom within
episodes, making it exceedingly difcult to communicate what’s changed to
pa ticipating physicians. This st ains the
elationship between collabo ating o ganizations. The isk of this occu ing is
exace bated fo pa ticipants who have gainsha ing ag eements with
physicians and othe p ovide s.
The Comp ehensive Ca e fo Joint Replacement Model (CJR) add essed this issue
and west ongly encou age CMMI to follow this methodology, with modifcation, fo
setting ta get p ices in futu e episode-based models.
The CJR ebases the p ice twice du ing the fve-yea ag eement pe iod and locks in
a discount of up to 3 pe cent based on pe fo mance on quality measu es. As a
esult, Medica e gua antees itself savings both when it ebases the p ice and by
taking adiscount facto . HFMA believes it is highly inapp op iate fo CMS to lock in
savings using adiscount facto and then continually ebase claims so as to p event
hospitals f om eceiving a etu n on thei investments in p ocess e-enginee ing and
ca e coo dination.
In futu e models, HFMA believes that CMMI should eithe ebase the p ice o take a
discount of the ta get p ice. If CMMI elects to ebase the ta get p ice in futu e
models, we believe it should be done inf equently (e.g., once du ing afve-yea
ag eement pe iod) and should add back any pe -episode savings gene ated du ing
p io yea s.
HFMA gene ally4 suppo ts the use of egional data to calculate ta get p ices as it
ewa ds elatively efcient p ovide s. We suppo t the phased-in app oach used in
CJR allowing elatively high-cost p ovide s an oppo tunity to imp ove ca e delive y
befo e compa ing them to a egional benchma k. Howeve , we believe the phase-in
pe iod needs to be longe than fou yea s to allow ca e coo dination and p ocess
edesign efo ts to bea f uit.
Additionally, HFMA does not suppo t using 100 pe cent egional p icing unless an
o ganization is–based on histo ical data–al eady mo e efcient than its ma ket.
4 HFMA desc ibes one exception to its suppo t fo inco po ating egional data in
ta get p icing in the discussion of physician focused models in the new models
section.
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Evidence f om the BPCI evaluation epo ts suggest o ganizations who voluntee ed
to pa ticipate we e mo e likely to have highe -than-ave age histo ical episode
costs.5 When p icing is based initially on histo ical data, efcient p ovide s a e
unlikely to pa ticipate as they will incu signifcant administ ative expense with little
p ospect of fnancial etu n. The efo e, HFMA ecommends that CMMI, in new
models, allow all accountable entities whose isk-adjusted histo ical costs a e lowe
than thei ma ket ave age to elect to have thei ta get p ice calculated with a
heavie weighting fo ma ket data. Fu the , fo o ganizations that have pa ticipated
in p og ams like BPCI and CJR, and have become efcient, HFMA st ongly
ecommends CMMI develop amethodology that de-emphasizes histo ical
expenditu es (eithe at the o ganization o ma ket level) and mo e heavily weights
attainment, as in the Next Gene ation ACO model.
Beyond ensu ing accu ate ta get p ices, HFMA’s membe s believe CMS and CMMI
must p ovide funding to APM pa ticipants. This funding is needed fo inf ast uctu e
investments and to amelio ate social dete minants of health that adve sely impact
outcomes.
Pa ticipating in an APM inc eases an accountable entity’s ove all cost st uctu e, as it
must invest in, among othe things, advanced IT inf ast uctu e and analytics,
specialized stafng (e.g., ca e navigato s), and additional administ ative pe sonnel
to suppo t p og am compliance. The one-time sta t-up costs a e well documented 6
fo ACOs. Howeve , what is not as well unde stood a e the sta t-up and ongoing
costs fo pa ticipating in episodic payment models. Like ACOs, episodic payment
models equi e the maintenance of IT inf ast uctu e and new suppo t staf, which
HFMA membe s anecdotally epo t a e signifcant.
Fu the , when o ganizations pa ticipate in an APM they (app op iately) assume
execution isk elated to the clinical ca e they delive . Howeve , given that clinical
facto s cont ibute less than 20 pe cent7 to an individual’s health outcomes, APM
pa ticipants also bea isk elated to social dete minants of health. While healthca e
delive y systems a e well placed to add ess some of these issues, it is inapp op iate
to hold them accountable fo b oad societal failings that span the dive se but
inte elated a eas of economic oppo tunity, and access to high-quality education,
housing, and nut ition to name afew. Despite not being adequately eimbu sed
(eithe th ough payments f om pu chase s o via tax exemption fo not-fo -p oft
hospitals) all health systems play a key ole in thei communities in add essing
social dete minants. Howeve , with limited esou ces, they lack the funding to
esolve specifc issues fo each individual patient. And, even if they had sufcient
5 “CMS Bundled Payments fo Ca e Imp ovement Initiative Models 2-4: Yea 2
Evaluation & Monito ing Annual Repo t,” The Lewin G oup, August 2016. Ret ieved
f om https://innovation.cms.gov/Files/ epo ts/bpci-models2-4-y 2eval pt.pdf
6 Mu phy, Kyle, PhD, (2014, Jan. 28) How Much Does Launching Accountable Ca e
O ganizations Cost? Ret ieved f om https://eh intelligence.com/news/how-muchdoes-launching-accountable-ca e-o ganizations-cost
7 McGove n, L., Mille , G., Hughes-C omwick, P., “The Relative Cont ibution of
Multiple Dete minants to Health Outcomes,” Health Afairs, August 2014, pp. 1-9 .
Ret ieved f om
https://www. wjf.o g/content/dam/fa m/ epo ts/issue_b iefs/2014/ wjf415185
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funding, the cu ent legal f amewo k fo p eventing “f aud and abuse” limits an
o ganization’s ability to p ovide meaningful suppo t, in many instances.
HFMA’s membe s believe new CMMI APMs (both population and episode-based)
should include pe -membe -pe month (PMPM) payments that can be used to build
and suppo t the necessa y inf ast uctu e to pa ticipate in APMs and add ess unmet
social needs that negatively impact health outcomes. While these PMPM payments
a e necessa y to add ess social dete minants of health and take esponsibility fo
patient outcomes, they a e not sufcient. Waive s of fede al f aud and abuse laws
elated to patient inducement a e also necessa y. HFMA p ovides its membe s’
specifc ecommendations in the section elated to waive s.
-

Risk Adjustment and Mitigation: CMMI’s cu ent episodic payment models a e
o ganized based on MS-DRGs. As HFMA has p eviously commented, we believe this
is inapp op iate. The MS-DRG is only designed to p edict hospital spending and
the efo e not valid fo p edicting expenditu e in the post-discha ge pe iod. Analysis
by MedPAC suppo ts this. A ecent epo t to Cong ess found that only
8 pe cent of the va iation in cha ges fo 30-day post-acute ca e-only episodes could
be explained by the MS-DRG f om the p io acute ca e hospital stay. 8
Analysis of a30-day episode of ca e fo MS-DRGs 469 and 470 by the Health Ca e
Incentives Imp ovement Institute (HCI3)9 fu the p oves the point, as shown in the
table below.

88. “Repo t to the Cong ess: Medica e and the Health Ca e Delive y System,”
MedPAC, June 2013. Ret ieved f om http://www.medpac.gov/docs/defaultsou ce/ epo ts/jun13_enti e epo t.pdf?sfv sn=0
99. http://www.hci3.o g/sites/default/fles/fles/HCI-IssueB ief-5-2012.pdf.
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Major Joint Replacement: Average Episode Cost by MS-DRG and Principal
Procedure Costs

While the ave age episode p ice fo MS-DRG 469 and 470 is $32,345 and $19,638,
espectively, the e is signifcant cost va iation within aMS-DRG, depending on the
specifc lowe ext emity joint eplacement (LEJR) p ocedu e. Using the data in the
table above fo MS-DRG 470, the e is app oximately an $11,600 (65 pe cent)
dife ence in cost fo a30-day episode of ca e fo apa tial hip eplacement vs. a
total knee eplacement. Du ing the pe fo mance yea , if ahospital does fewe total
knee eplacements and mo e pa tial hip eplacements than in the benchma k
pe iod, the facility will lose money on the bundle. This loss is not the esult of
clinical pe fo mance but ap oduct of andom chance. HFMA believes that CMS
should develop a isk adjustment mechanism fo the new models based on p incipal
p ocedu e code.
Additionally, HFMA continues to hea f om pa ticipants in ACO and episode-based
models whose patient population includes ala ge sha e of dual-eligible patients
that thei o ganizations a e disadvantaged due to alack of socioeconomic status
adjustment. As esea ch has shown, dual-eligible patients typically incu highe
cost. HFMA believes CMMI should inco po ate some level of adjustment fo
socioeconomic (SES) facto s into APMs. As along-te m solution, HFMA encou ages
CMS to explo e inco po ating the National Quality Fo um (NQF) SES isk adjustment
measu e, once it is adopted. Howeve , we believe an app op iate inte im solution
would be to base SES isk adjustment on an accountable entity’s p opo tion of
patients eligible fo Supplemental Secu ity Income (SSI) as ap oxy fo SES facto s.
This could be done fo all p ovide types and deployed in both episode- and
population- based models.
Rega dless of whethe CMMI add esses the issue of inadequate isk adjustment in
its episodic payment models, it must p ovide an additional isk mitigation
mechanism. Accountable entities in episode payments will not have sufcient
volumes of any episode to avoid some deg ee of insu ance isk. This is especially
t ue in low volume, highly complex episodes like co ona y a te y bypass g afting
(CABG). HFMA’s membe s believe this t ansfe of insu ance isk f om Medica e to
accountable entities is inapp op iate.
To encou age p ovide s to pa ticipate in episodes, pa ticula ly those fo lowe volume conditions and p ocedu es, HFMA’s membe s ecommend CMMI p ovide a
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case- ate stop loss on ape -episode basis. Unde this model, each episode's losses
would be limited fo the p ovide o ganization taking fnancial isk. A small dec ease
in ta get p ice would be applied to eve y episode of ca e to p ovide accountable
entities alowe ta get p ice in exchange fo the p otection of stop-loss fo each
episode of ca e. The stop loss would ofset the top 10 pe cent of episodes based on
cost fo each episode of ca e in an episodic payment model. This p oposal should be
tested as a next step to ensu e it wo ks well fo all involved.
-

Reconciliation: The econciliation p ocess fo the BPCI p og am is fawed. HFMA’s
membe s believe these faws must not be eplicated in new volunta y models.
Counte to the intent of BPCI, this issue c eates aba ie between accountable
entities and thei netwo k pa tne s. If not add essed, cu ent BPCI pa ticipants may
choose not to pa ticipate in BPCI advanced o othe APMs with asimila faw.
If an accountable entity pa ticipates in multiple episodes (e.g., LEJR, acute
myoca dial infa ction [AMI], congestive hea t failu e [CHF], and CABG) the fnancial
outcomes a e pooled, instead of econciled sepa ately. The efo e, if the LEJR
episodes esult in apositive net payment econciliation (NPRA) amount of
$100,0000 and the othe th ee episodes have a negative combined NPRA of $150,000, then CMMI conside s the episodes to have collectively sustained a loss.
As a esult, if the accountable entity has againsha ing ag eement with the
o thopedists who pa ticipated in the LEJR episode, it is not allowed to sha e the
gains ea ned by the o thopedists with them. This f ust ates an accountable entity’s
key pa tne s and inc eases the likelihood that cu ent BPCI pa ticipants will
discontinue pa ticipating in non-p oftable episodes. In futu e models, o ganizations
will be less likely to attempt episodes whe e it will be difcult to achieve savings.
Unde this scena io, HFMA’s membe s anticipate inte est in medical episodes of
ca e fo ch onic conditions will ga ne little inte est.

-

Patient Attribution: HFMA’s membe s st ongly suppo t p ospective att ibution to
align benefcia ies in the MSSP T ack 1+, Next Gene ation, Pionee , and othe simila
models. P ospective att ibution benefts both MSSP pa ticipants and benefcia ies
by:




Making it easie to analyze data and evaluate t ends on astable
population
Reducing chu n, which is signifcant unde the cu ent model and
ext emely difcult fo ACOs to manage
Ove coming the ba ie s CMMI and CMS cu ently cite when it
p ecludes T ack 1 and 2 pa ticipants f om many of the waive s
available to Medica e ACOs that use p ospective alignment

HFMA’s membe s st ongly encou age CMS to allow T ack 1 and T ack 2 pa ticipants
to choose p ospective assignment. Fu the , if CMMI develops additional sha ed
savings models, they should allow fo optional p ospective assignment, ega dless
of whethe the pa ticipant bea s downside isk. CMS has long esisted moving to a
p ospective methodology fo benefcia y assignment based on the conce n that
ACOs would t eat att ibuted benefcia ies unde one set of p otocols while t eating
non-att ibuted benefcia ies unde anothe . While most (if not all) ACOs do t ack
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att ibuted benefcia ies, the clinical eality is that once ca e p otocols a e put in
place, it is difcult, if not impossible fo p ovide s to change ca e pathways based
on patient type. Fu the , it behooves ACOs to p ovide the same level/quality of ca e
to non-att ibuted benefcia ies in hopes the benefcia y would mig ate mo e of thei
ca e to the ACO. Given that CMS has yet to p ovide examples of MSSP pa ticipants
bifu cating ca e delive y based on whethe abenefcia y is att ibuted to an ACO,
HFMA believes that the benefts of p ospective att ibution fa outweigh the
hypothetical isks.
Increase the Utility and Usability of Data Files Provided to APM Participants: Having
timely, complete data in afo mat that is eadily available is ap e equisite to
successfully managing isk in an APM. Unfo tunately, HFMA’s membe s epo t that
ac oss all p og ams, the data p ovided to them by CMS o CMMI does not meet
these c ite ia.
Ac oss its po tfolio of APMs, CMS and CMMI exclude individually identifable data
elated to substance abuse and mental health se vices f om claims fles. This
info mation is key fo accountable entities to unde stand the full isk associated with
patients and identify app op iate ca e management st ategies. While we
unde stand the sensitivity of such se vices and CMS and CMMI’s exclusion of them
in the fles, we think the e a e options that would p ovide isk-bea ing entities with
mo e info mation, while not isking benefcia y p ivacy by supp essing identifable
elements. Given that accountable entities a e now fo ced to bea isk fo these
patients, HFMA believes that CMS and CMMI at aminimum must p ovide the deidentifed cost and claims data fo these se vices. If CMS and CMMI a e unwilling to
do this, we believe accountable entities should not be fo ced to bea downside isk
fo patients who have had acove ed Medica e mental health o substance abuse
visit in the p io 24 months. Additionally, we st ongly encou age CMMI to use its
waive autho ity to make benefcia y-specifc claims level substance abuse
info mation available to hospitals. If CMMI does not believe it has sufcient
autho ity, it must wo k with Cong ess to c eate an exception to 42 CFR Pa t 2 to
p ovide claims level, identifable data.
Fu the , HFMA’s membe s who pa ticipate in CMS and CMMI APMs epo t that while
the quality of data fles has imp oved in te ms of thei completeness, detailed fles
a e not eadily usable when they a e p ovided. And, in many instances, it equi es
signifcant expe tise and efo t to manipulate the aw data into actionable insights
that can be used to imp ove clinical ca e pathways and t ack p og am esults. Fo
example, data fo the BPCI p og am is p ovided in 16 sepa ate fles that pa ticipants
must elate to one anothe and analyze. Many pa ticipants, including la ge health
systems, lack the capability to do this in atimely manne . As a esult, they have
etained consultants, at conside able expense, to pe fo m this wo k. While this
expense is unnecessa y, but bea able fo la ge p ovide s, it is asignifcant ba ie
to ent y fo many independent physician p actices. HFMA st ongly encou ages CMMI
to equi e its cont acto s to p ovide data to APM pa ticipants in a fo mat that is easy
to manipulate and eadily usable.
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-

Reduce Administrative Burden: HFMA’s membe s believe the e a e signifcant
oppo tunities to educe the administ ative bu den fo pa ticipating in APMs. Ou
membe s epo t the shee complexity of p og ams necessitates an inc eased need
fo staf and exte nal esou ces to pa ticipate in p og ams, explain thei
equi ements to stakeholde s, adhe e to p og am equi ements, and pa ticipate in
evaluation activities. This bu den is adisincentive to engage in APMs. To educe this
bu den, CMMI should empowe staf to answe pa ticipants’ questions. HFMA’s
membe s whose o ganizations pa ticipate in CMMI APMs f equently epo t that CMMI
staf a e unable to answe technical questions ega ding specifc scena ios elated
to the p og am. Instead of eceiving an answe , HFMA membe s a e advised to seek
the advice of thei outside counsel, as CMMI staf state they “cannot inte p et
policy.” To p ovide examples, questions that elicited this esponse include que ies
elated to inte p eting the p ecedence ules, applying the gainsha ing algo ithm,
and implementing the benefcia y se vices waive .
Given that CMMI is esponsible fo developing these p og ams, HFMA’s membe s
believe it is CMMI staf’s esponsibility to answe technical questions and esolve
ambiguities elated to ap og am’s ules. The efo e, CMMI needs to develop an
escalation p ocess that p ovides answe s to these types of questions in a timely
manne . Fu the , HFMA’s membe s app eciate that some questions a e elated to
p og am integ ity issues and t uly might be beyond the scope of CMMI to answe . In
these instances, CMMI needs to collabo ate with the Ofce of the Inspecto Gene al
and develop amechanism to answe questions elated to p og am integ ity in an
expeditious manne . Finally, HFMA’s membe s st ongly encou age CMMI to maintain
cu ent FAQ documents that a e publicly available so the answe s to questions
posed by one pa ticipant a e eadily available to othe pa ticipants and the public.
Beyond empowe ing staf to answe detailed questions elated to an APM, CMMI
must educe the administ ative bu den associated with p og am evaluation. As an
example, HFMA has hea d f om pa ticipants that the BPCI p og am entails a
signifcant volume of administ ative wo k, which d ains time and esou ces f om
patient ca e activity. Examples cited include:
-

Ove lapping epo ting equi ements elated to updating p og am implementation
plans and data equested by Lewin G oup in an attempt to identify best
p actice/sha eable ca e p otocols
Meeting monthly with p og am monito s

HFMA is deeply conce ned the administ ative bu den posed by the va ious
ove lapping evaluation efo ts inc eases pa ticipation costs and leads to physician
bu nout. HFMA believes that CMS must make aconce ted efo t to limit site visits to
the minimum necessa y to unde stand the impact of the p og am. Fu the , CMS
must compensate hospitals on an hou ly basis fo the time thei staf spends on
administ ative activities esulting f om CMS evaluation efo ts.
Designs for New Payment Models
As CMMI designs new payment models, HFMA’s membe s believe it is impo tant to
seek feedback f om clinicians and administ ato s while models a e unde
development. HFMA’s membe s app eciate the oppo tunities they a e afo ded to
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p ovide feedback to CMMI. Howeve , they a e conce ned these oppo tunities occu
afte APMs and othe payment models a e la gely fo med. We st ongly encou age
CMMI to engage ab oade set of stakeholde s as it develops new models. These
stakeholde s can ensu e that new models will achieve the goals established by
CMMI in amanne that is as administ atively simple as possible. The set of
stakeholde s should include both clinicians and administ ato s in o ganizations that
a e actively pa ticipating in existing APMs. These individuals have hands-on
expe ience implementing CMMI models and a e dedicated to engaging in payment
systems that educe the total cost of ca e while imp oving patient outcomes. HFMA
cu ently convenes aBundled Payment Council (BPC) and Physician P actice
Executive Council (PPEC) that a e ideal g oups to engage fo these efo ts. The BPC
comp ises both clinicians and fnance executives who a e involved in the BPCI and
CJR p og ams. Many of the PPEC’s pa ticipants ep esent o ganizations that a e
involved in aMedica e ACO model.
HFMA’s membe s believe the e a e signifcant oppo tunities fo CMMI to expe iment
with a ange of isk and non- isk bea ing models that have the potential to educe
the total cost of ca e while imp oving outcomes. Below please fnd ou specifc
comments fo physician specialty, consume - and ma ket- di ected, state-based,
and advanced payment models. In addition, HFMA also p ovides ecommendations
fo models that encou age physicians and patients to collabo ate in developing
clinical ca e plans.
-

Physician Specialty Models: HFMA st ongly suppo ts the development of physician
specialty models that meet the Advanced Alte native Payment Model (AAPM)
c ite ia. As CMMI looks to develop models that engage specialist physicians, HFMA’s
membe s believe it is impo tant that the models a en’t limited to one p ovide type.
Instead of developing models that only specialty physicians can pa ticipate in, CMMI
should develop models ta geting specifc conditions o p ocedu es that involve
specialty physicians. New models should be like BPCI. Any p ovide type, that is
typically involved in the episode and wants to bea isk, should be allowed to be an
accountable entity.
HFMA’s membe s believe p ovide s should have the f eedom to fo m elationships
and decide which p ovide should se ve as the accountable entity and which will
sha e in savings and losses th ough gainsha ing a angements. Like T ack 1 of CJR,
specialists who sign collabo ato ag eements with the accountable entity can qualify
fo the AAPM incentive payment unde MACRA, assuming volume equi ements a e
met. We believe this app oach foste s the g eatest amount of innovation and
collabo ation ac oss the ca e continuum.
In ou membe s’ expe ience, episode initiato s who assume the majo ity of the isk
of the episodes in which they pa ticipate a e maximally invested in ca e
t ansfo mation. P ovide s cont acting with isk- bea ing awa dee convene s have
little incentive to fully engage in t ue ca e delive y innovation as they do not bea
the isk. This is counte to CMS’s stated intent of APMs: to b ing p ovide s togethe
to fundamentally change the p ovision of ca e in o de to inc ease the value and
patient expe ience of ca e. The efo e, ou membe s st ongly oppose allowing isk12 | P a g e

bea ing awa dee convene s to pa ticipate in any new model, including physician
specialty models.
As CMMI develops new models, pa ticula ly those ta geted to physician specialties,
HFMA’s membe s believe it should espect existing p ecedence ules. The
p ecedence ules dictate which entity is accountable fo a case, episode, o patient
when multiple APM pa ticipants a e involved. To the extent that APMs a e simila in
concept (e.g., BPCI/CJR and BPCI Advanced), ou membe s st ongly believe that
entities who pa ticipated in the p eceding p og am o have an ea lie sta t date
should etain p ecedence. As an example, a hospital that pa ticipated in aLEJR
episode in BPCI should etain p ecedence fo LEJR episodes ove aphysician
p actice who did not pa ticipate in BPCI if both pa ticipate in BPCI Advanced.
P ovide s who we e at the vangua d in BPCI and othe p og ams have invested
signifcant sums of intellectual and fnancial capital. The lessons they lea ned have
helped p epa e othe p ovide s to bea isk in APMs and ofe ed CMMI invaluable
insights to efne its APM designs. It would be patently unfai if CMMI disadvantaged
these pionee ing o ganizations in subsequent models and would likely discou age
futu e pa ticipation in innovative models.
In addition to especting existing p ecedence ules, HFMA’s membe s believe any
specialist-focused model must minimize the potential fo patient selection. HFMA
membe s, pa ticula ly those who pa ticipate in population-based APMs a e
conce ned that specialty-focused models could inadve tently ewa d physicians fo
avoiding sicke , mo e complex patients instead of imp oving ca e delive y. Not only
would this fnancially disadvantage o ganizations that a e committed to imp oving
outcomes and educing costs fo all patients but it would also limit access fo
patients. HFMA’s membe s suggest CMMI take the following steps to minimize this
isk.
1) Use Quality Measures to Adjust Payment: Any specialty-specifc payment model
c eated by CMMI should allow physicians who pa ticipate in it as eithe the
accountable entity o as acollabo ato to qualify fo the AAPM incentive
payment. The efo e, HFMA’s membe s believe that these models should p ovide
payment fo cove ed p ofessional se vices based on quality measu es
compa able to those used in the Me it-based Incentive Payment System (MIPS)
quality pe fo mance catego y. Like CJR, we ecommend that CMMI set a quality
th eshold that pa ticipants must meet o exceed to qualify fo savings.
2) Incorporate Adequate Risk Adjustment: HFMA’s membe s continue to believe
that ta get p ices, cost benchma ks, and quality measu es a e inadequately isk
adjusted. Please see ou comments above in the technical feedback section fo
specifc steps CMMI should take to make su e specialty-specifc model ta get
p ices a e adequately isk adjusted. HFMA’s comments on adequately isk
adjusting quality measu es a e available in ou 2018 Inpatient P ospective
Payment System p oposed ule comment lette .10
10 HFMA Comment Lette to Ve ma, Seema, 5 June 2017. TS. Ret ieved
f omhttp://www.hfma.o g/Content.aspx?id=54509
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3) Target Pricing for Elective Episodes: Unde most ci cumstances, HFMA’s
membe s gene ally suppo t inco po ating egional p ice data 11 into ta get p ices
o benchma ks fo APMs. Howeve , in instances whe e aphysician g oup is the
accountable entity fo aspecialty-specifc model focused on an elective episode,
HFMA’s membe s believe CMMI should not inco po ate egional data into the
ta get p ice. Instead, HFMA encou ages CMMI to use the p actice’s histo ical
data to set the ta get p ice. Exclusively using the p actice’s histo ical data will
encou age them to continue p oviding ca e to all patients ega dless of
como bidities (assuming the episode ta get p ice is p ope ly isk adjusted).
When the ta get p ice is ebased, CMMI should add the p actice’s p io
econciliation payments back to the ta get p ice fo the afected pe iods. Adding
p io econciliation payments back will not penalize p actices fo imp oving the
efciency of the ca e they delive .
-

Consumer Directed Care and Market-Based Innovation Models: HFMA’s membe s
gene ally suppo t the use of consume incentives and ma ket-based mechanisms to
imp ove quality and educe the total cost of ca e. Ou membe s believe the e is an
oppo tunity test the efcacy of p ice t anspa ency and the expansion of incentive
payments that engage patients in thei ca e in the Medica e and Medicaid
p og ams. Below a e specifc comments on each concept.
Price Transparency: As pa t of its wo k, HFMA’s P ice T anspa ency Task Fo ce
a ticulated fve guiding p inciples, which a e listed below.
1) P ice t anspa ency should empowe patients and othe ca e pu chase s to make
meaningful p ice compa isons p io to eceiving ca e. It should also enable othe
ca e pu chase s and efe ing clinicians to identify p ovide s that ofe the level
of value sought by the ca e pu chase o the clinician and his o he patient.
2) Any fo m of p ice t anspa ency should be easy to use and easy to communicate
to stakeholde s.
3) P ice t anspa ency should be pai ed with othe info mation that defnes the value
of se vices to the ca e pu chase .
4) P ice t anspa ency should ultimately p ovide patients with the info mation they
need to unde stand the total p ice of thei ca e and what is included in that
p ice.
5) P ice t anspa ency will equi e the commitment and active pa ticipation of all
stakeholde s.
As discussed in ou comments on CMMI’s p inciples, HFMA’s membe s believe the
potential fo unintended consequences is heightened when p ice t anspa ency is
used in payment systems whe e p ices a e administ atively set. The efo e, we
believe it is of pa amount impo tance that the HFMA P ice T anspa ency Task Fo ce
11 Please see ou comments in esponse to question th ee ega ding the use of
egional data.
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p inciples a e adhe ed to. In the context of Medica e o Medicaid, we believe CMMI
must:
Couple p ice data with elevant quality measu es that a e app op iately isk
adjusted. App op iate isk adjustment must account fo complicating
como bidities and socioeconomic dete minants of health in the unde lying
patient population on which the p ice estimates a e de ived. HFMA, in nume ous
p io comment lette s, exp essed conce n about the lack of sufcient SES
adjustment fo quality measu es used in Medica e p og ams; we continue to
st ongly u ge CMS and CMMI to add ess these issues befo e moving fo wa d with
any p ice t anspa ency efo ts in the Medica e o Medicaid p og ams. Othe wise,
we a e conce ned that safety net hospitals will be unfai ly penalized fo the
patient populations they se ve, as the measu es as cu ently epo ted may not
accu ately efect the quality of ca e they p ovide.
P icing in the Medica e and Medicaid p og am is administ atively set. The efo e,
dife ences in in-patient p ices ac oss disc ete se vices a e afunction of “add-on”
payments fo p oviding valuable se vices to society, such as t aining physicians
(IME payments) and ca ing fo the indigent (DSH payments). Simila to ta get
p ice o benchma k calculation in Medica e APMs, CMMI should emove add-on
payments elated to teaching and indigent ca e f om p ices shown to patients.
Othe wise, CMMI will stee patients away f om these p ovide s and inadve tently
ha m them fnancially.
P ovide p ice data compa isons fo episodes of ca e, not disc ete se vices.
HFMA’s membe s believe that estimates at the episode level not only p ovide
patients afull unde standing of the totality of thei fnancial obligation fo
needed ca e, but will help them identify high quality, cost efcient p ovide s. We
believe Ma yland’s ecently int oduced “Wea the Cost” 12,13 website is a
easonable example of this p inciple in action. It includes the p ice of all se vices
and p ovides and desc ibes the costs associated with potentially avoidable
complications.
P ovide actual p ice data, not cha ges, as is commonly done in many states.
When p ice data is p ovided, it should entail both the total p ice to the pu chase
and any out-of-pocket expense the benefcia y is esponsible fo . HFMA’s
membe s st ongly believe patients need to unde stand thei specifc out-ofpocket costs so they can budget fo needed ca e. This, unfo tunately, is a
sho tcoming of Ma yland’s “Wea the Cost” website as it does not ofe
consume s an inte face to access thei specifc info mation.
Finally, HFMA’s membe s a e conce ned that p oviding p ice data to benefcia ies
may not be sufcient to change behavio . Based on MedPAC analysis, 86 pe cent 14
12 http://healthafai s.o g/blog/2017/10/19/the-next-chapte -in-t anspa encyma ylands-wea -the-cost/
13 “Wea the Cost”. (2017) Ret ieved f om
http://healthca ecost.mhcc.ma yland.gov/
14 “Medica e Benefcia y and Othe Paye Financial Liability”. Ret ieved f om
http://www.medpac.gov/docs/default-sou ce/data-book/june-2016-data-book15 | P a g e

of benefcia ies eithe have supplemental cove age o a e in aMedica e Advantage
(MA) p oduct. The efo e, many of these individuals a e insulated f om most out-ofpocket costs. The efo e, we st ongly ecommend CMMI deploy p ice t anspa ency
tools in Medica e o Medicaid in conjunction with positive benefcia y incentives. As
an example, P io ity Health, th ough its “P io ityRewa ds” p og am, p ovides agift
ca d to membe s who use the plan’s p ice t anspa ency tool and choose to eceive
ca e f om facilities that a e anked “fai ” o “below” ma ket p ices fo agiven
p ocedu e15.
In addition to p oviding Medica e benefcia ies with data on p ices and thei specifc
cost-sha ing amounts, HFMA membe s believe CMMI should expe iment with
benefcia y engagement st ategies, anging f om beneft design to the use of
positive incentives to ewa d desi ed behavio s.
CMMI, th ough its Medica e Advantage Value-Based Insu ance Design Model, 16 is
al eady expe imenting with beneft designs fo select plans in seven states.
Pa ticipating plans can ofe va ied beneft designs fo en ollees with diabetes, CHF,
ch onic obst uctive pulmona y disease (COPD), past st oke, hype tension, co ona y
a te y disease (CAD), mood diso de s, and combinations of these catego ies.
Beginning in 2018, CMMI will also allow pa ticipating MA plans to ofe value-based
insu ance design (VBID) to en ollees with dementia and heumatoid a th itis.
Changes in beneft design may educe cost sha ing fo se vices identifed as highvalue fo one o mo e of these conditions o plans may ofe additional w ap-a ound
se vices that have been identifed as leading to imp oved clinical outcomes.
HFMA’s membe s st ongly suppo t the concept of VBID. Studies of VBID models
tailo ed to diabetic patients have esulted in inc eased adhe ence to ca e plans and
dec eased ove all spending afte upf ont costs we e conside ed 17,18. We encou age
CMMI to c eate aVBID model pilot in the Medica e ACO models (MSSP t acks, Next
Gene ation) and CPC+. We believe ACOs and CPC+ pa ticipants inte ested in
pa ticipating should have the oppo tunity to apply. To educe the administ ative
bu den on pa ticipants in aVBID model, Medica e should standa dize existing VBID
designs fo specifc conditions that a e cu ently used in comme cial and MA plans
section-3-medica e-benefcia y-and-othe -paye -fnancial-liability.pdf?sfv sn=0
15 Being aSavvy Health Ca e Consume Pays with New P io ityRewa ds (2015, July
23). Ret ieved f om https://www.p io ityhealth.com/about-us/fo -the-media/newseleases/p io ity ewa ds-launched
16 Medica e Advantage Value-Based Insu ance Design Model (2017, Sept. 5).
Ret ieved f om https://innovation.cms.gov/initiatives/vbid/
17 Value-Based Insu ance Design Helps Cut Plan’s Diabetes Costs (2013, Feb.).
Ret ieved f om https://www.managedca emag.com/a chives/2013/2/value-basedinsu ance-design-helps-cut-plan%E2%80%99s-diabetes-costs
18 Mahoney, J., Lucas, K., Gibson, T.B., Eh lich, E. D. Gatwood, J., Moo e, B. J., &
Heithof, K.A. Value-Based Insu ance Design: Pe spectives, Extending the Evidence,
and Implications fo the Futu e. American Journal of Managed Care. June 2013.
Ret ieved f om
http://www.ajmc.com/jou nals/supplement/2013/ad115_13jun_vbid/ad115_jun13_vbi
d
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and administe the p og am fo the pa ticipating entities. Medica e should p ovide
pa ticipants in a VBID pilot att ibuted benefcia y lists that identify which membe s
qualify fo VBID and the condition(s) that entitle them to the p og am.
Medica e benefcia ies should only be able to eceive benefts elated to the VBID
p og am if they use p ovide s who a e pa ticipating in the ACO. This will p ovide
additional incentive fo these benefcia ies to emain within the netwo k that is
ultimately esponsible fo thei ca e. Fo models that ely on et ospective
att ibution, benefcia ies who a e initially assigned to an ACO, but a e not included
in the fnal att ibution list, should not be esponsible fo epaying the p og am fo
any benefts they eceived f om the VBID p og am.
In addition to testing VBID, HFMA’s membe s st ongly encou age CMMI to develop a
model that add esses misaligned incentives benefcia ies face when they equi e
post-acute ca e. Cu ently, Medica e benefcia ies face no cost sha ing fo the f st
20 days of aqualifying stay in askilled nu sing facility (SNF). Howeve , if patients
a e instead discha ged to home with home ca e, and eceive outpatient physical
(PT), occupational (OT), o speech (ST) the apy, they a e cha ged a 20 pe cent coinsu ance. In this scena io, these benefcia ies would not incu additional cost
sha ing fo these se vices had they been discha ged to amo e expensive setting fo
the Medica e p og am–a SNF–and eceived the apy se vices the e.
Many Medica e benefcia ies a e unnecessa ily discha ged to aSNF when, clinically,
they can ecove at home. Howeve , in the situation desc ibed in the p eceding
pa ag aph, when patients a e discha ged to amo e app op iate setting of ca e
(thei home), they face inc eased cost sha ing. Pa ticipants in the BPCI and CJR
p og ams epo t that this inc eased cost sha ing has posed aba ie to discha ging
patients to the app op iate post-acute site. HFMA’s membe s st ongly ecommend
CMMI add ess this issue. Below a e seve al possible suggestions fo aligning the
incentives to ensu e that benefcia ies a e ewa ded (o not disadvantaged) fo
eceiving ca e in the clinically app op iate setting:
1) Expand the Existing Post-Discharge Home Visit Waiver: Cu ently PT, OT, o ST19
a e not cove ed unde the cu ent post-discha ge home visit waive . HFMA’s
membe s st ongly encou age CMMI to wo k with the OIG to expand this waive in
all applicable APMs to include these necessa y se vices.
2) Create aCost Sharing Waiver: CMMI should wo k with the Ofce of Inspecto
Gene al (OIG) to c eate acost-sha ing waive fo benefcia ies who have
eceived ca e f om aMedica e APM pa ticipant and equi e the apy se vices as
pa t of that episode of ca e. Given the potential complexity of implementing this
waive (e.g., identifying qualifying benefcia ies), this option is not HFMA’s
p efe ed ecommendation.

19 Comp ehensive Ca e fo Joint Replacement (CJR) Model F equently Asked

Questions. Ret ieved f om https://innovation.cms.gov/Files/x/cj -faq.pdf
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3) Implement SNF Cost Sharing: CMMI could expe iment with amodel that
implemented cost sha ing fo the f st 20 days of aMedica e benefcia y’s stay in
a SNF.
Beyond implementing VBID and making specifc changes to beneft design, HFMA’s
membe s believe the e is an oppo tunity to expand CMMI’s use of positive
incentives to ewa d benefcia ies fo desi ed behavio s. Cu ently, in the Next
Gene ation ACO model, att ibuted benefcia ies can eceive up to $50 annually f om
Medica e if aspecifed pe centage of thei encounte s a e with Next Gene ation
p ovide s, supplie s, p efe ed p ovide s, and afliates. HFMA’s membe s st ongly
believe this incentive payment should be expanded beyond the Next Gene ation
model and available to all pa ticipants in AAPM models that inco po ate benefcia y
assignment o att ibution. Fu the , fo population-based models, like Medica e ACOs
o CPC+, we believe the e is an oppo tunity to incent patients to eceive all
clinically indicated p eventive ca e. In the Next Gene ation ACO, att ibuted
benefcia ies can eceive a$25 ewa d fo completing an annual wellness visit f om
a Next Gene ation pa ticipant o p efe ed p ovide in the pe fo mance yea . Again,
HFMA’s membe s believe this should be expanded beyond the Next Gene ation
p og am.
HFMA’s membe s believe aligning state and local payment models with Medica e
APMs would educe administ ative costs and accele ate ca e delive y edesign. Ou
ecent Thought Leade ship Ret eat was focused on the “Futu e of Value.” Ret eat
attendees, who pa ticipate in APMs, f equently cited alack of c itical patient mass in
these models as one of the impediments to inc eased assumption of isk. Fo all but
a few o ganizations, fee-fo -se vice is still the p evailing payment model. Fu the ,
o ganizations that pa ticipate in APMs with multiple paye s a e f ust ated the e is
little standa dization in te ms of payment model design and quality measu ement.
This lack of standa dization does not imp ove outcomes fo patients and inc eases
administ ative costs and, as a esult, the total cost of ca e.
HFMA’s membe s encou age CMS and CMMI to use thei autho ity, whe e possible,
to encou age alignment ac oss state and fede al p og ams. While HFMA’s membe s
a e not suppo tive of mandato y CMMI p og ams, wewe e suppo tive of the
implementing CJR in the T iCa e p og am, as it inc eases the numbe of lives
cove ed unde asingle APM.
App oximately 2.8 million20 individuals wo k fo the civilian fede al gove nment.
Many of them, and thei families, a e cove ed unde the Fede al Employee Health
Beneft Plan (FEBP). We would encou age CMMI staf to wo k with the Ofce of
Pe sonnel Management to collabo ate with FEBP ca ie s to implement CMMI’s
models into p ovide cont acts.
HFMA also believes CMMI should encou age states, whe e app op iate, to expand
Medicaid APMs into the health plans that p ovide cove age fo state and local
employees on avolunta y basis. App oximately 19 million individuals wo k fo state
20 Jennings, J. “Fede al Wo kfo ce Statistics Sou ces: OPM and OMB”. (2016, Dec 7).
Ret ieved f om https://fas.o g/sgp/c s/misc/R43590.pdf
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and local gove nments21. The numbe of cove ed lives is likely much la ge once
family membe s cove ed by state and local employee health plans a e included. We
believe that CMMI could suppo t states that choose to do this by p oviding
additional Medicaid administ ative funding o p oviding funding to suppo t the
fu the development of state and egional health info mation exchanges (HIEs).
Unfo tunately, in many states, HIE development has been stifed fo want of
sufcient funding. This is aquintessential t agedy of the commons. Stakeholde s in
many states to date have been unwilling to fund HIEs as they don’t believe they will
eceive a etu n on investment. P ovide s, fo thei pa t, have been unwilling to
cont ibute because they do not anticipate bea ing signifcant downside isk ac oss
thei po tfolio of paye s. Howeve , they a e unwilling to bea inc eased levels of isk
until they have access to the necessa y data to manage patients ac oss the ca e
continuum. HFMA’s membe s believe that, if CMMI we e to ewa d states—on a
volunta y basis—that expanded Medicaid APMs into state and local employee health
plans, it could signifcantly expedite the t ansition to APMs in th ee ways. Fi st, it
would inc ease the numbe of lives in APMs. Second, it would p ovide necessa y
investments in the c oss-continuum info mation inf ast uctu e that is equi ed if
p ovide s a e going to successfully manage isk-based payments and imp ove
quality. And fnally, it would educe the t ansaction costs of pa ticipating in an APM
by aligning models ac oss public p og ams and the la gest employe in many
ma kets.
The e a e additional oppo tunities to align Medica e APMs with those developed at
the state level that CMS and CMMI have not taken advantage of, to date. As an
example, A kansas implemented an episode payment model in its Medicaid
p og am that has been adopted by the state’s majo comme cial paye s. It is
HFMA’s unde standing that stakeholde s in A kansas equested that, fo Medica e
benefcia ies in the qualifying met opolitan statistical a ea (MSA), CMMI substitute
the state-specifc LEJR episode model fo CJR. CMMI did not allow the substitution
and the efo e missed an oppo tunity to align the payment model fo hip and knee
eplacements fo Medica e benefcia ies with the model used with the est of
A kansas’s population. This would have educed administ ative costs fo p ovide s
and led to imp oved outcomes. In the futu e, we st ongly encou age CMMI to allow
state-based innovation models that can be t anslated to the Medica e population to
become volunta y CMMI models. CMMI would also beneft f om this, as it would
allow it to expe iment with fa mo e models than it could develop on its own.
New AAPMs: HFMA’s membe s would like to p ovide CMMI with f amewo ks fo two
AAPMs. One c eates ap ima y ca e-based mental health medical home. The othe is
an episode of ca e that uses a“hospital at home” model to educe costs by avoiding
hospitalizations fo patients with low acuity conditions.
Appendix 2 desc ibes amental health delive y system envisioned by HFMA’s
membe s as amodel fo p oviding ca e in u al a eas. Ou membe s believe this
21 Bu eau of Labo Statistics. Ret ieved f om
https://data.bls.gov/pdq/Su veyOutputSe vlet
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model is aplatfo m that could be used to c eate ap ima y ca e-based mental
health home.
Howeve , the e a e challenges to fully implementing the model. The model uses the
Unive sity of Washington’s Collabo ative Ca e 22 app oach, which is g ounded in the
p inciples of patient-cente ed team ca e, population-based ca e, measu ementbased t eatment to ta get, evidence-based ca e, and accountable ca e. A
systematic eview of 79 andomized clinical t ials fnds that the Collabo ative Ca e
model has been associated with signifcant imp ovement in dep ession and anxiety
outcomes compa ed with usual ca e 23. In addition, if delive ed befo e the onset of
ca diovascula disease (CVD), the Collabo ative Ca e app oach educed the isk of
CVD by 50 pe cent.24 Given the efcacy of the Collabo ative Ca e app oach, HFMA’s
membe s believe that CMMI should develop ap ima y ca e-based mental health
payment model like it. Simila to CPC+, the model could p ovide a PMPM payment
to suppo t the deployment of the Collabo ative Ca e app oach to Medica e
benefcia ies who have at least one existing mental o behavio al health diagnosis.
The model should also inco po ate pe fo mance- based payments fo meeting
p edete mined imp ovement in outcome and utilization measu es.
The model elies on P oject ECHO to c eate ahub-and-spoke model ancho ed by a
egional cente of excellence to help p ima y ca e p ovide s p ovide basic mental
health se vices in communities that would othe wise lack them. The inf ast uctu e
to suppo t P oject ECHO is capital- and labo -intensive. The efo e, HFMA’s membe s
believe CMMI should open anothe ound of innovation awa ds 25 to expand the
numbe of P oject ECHO sites.
22 “P inciples of Collabo ative Ca e.” Ret ieved f om
https://aims.uw.edu/collabo ative-ca e/p inciples-collabo ative-ca e
23 A che , J., Bowe , P., Gilbody, S., et.al., “Collabo ative Ca e fo Dep ession and
Anxiety P oblems, Evidence Based Mental Health”, Octobe , 2012. Ret ieved f om
https://www.ncbi.nlm.nih.gov/pubmed/23076925
24 Stewa t, J., Pe kins, A.J., & Callahan, C., “Efect of Collabo ative Ca e fo
Dep ession on Risk of Ca diovascula Events: Data f om the IMPACT Randomized
Cont olled T ial,” Psychosomatic Medicine, Janua y 2014, pp.29-37. Ret ieved f om
https://www.ncbi.nlm.nih.gov/pmc/a ticles/PMC3899245/
25 Health Ca e Innovation Awa ds: New Mexico. Ret ieved f om
https://innovation.cms.gov/initiatives/Health-Ca e-Innovation-Awa ds/NewMexico.html26 Klein, Sa ah, "Hospital at Home" P og ams Imp ove Outcomes, Lowe
Costs but Face Resistance f om P ovide s and Paye s. Quality Matters. Aug. Sept.
2011, Ret ieved f om
http://www.commonwealthfund.o g/publications/newslette s/qualitymatte s/2011/august-septembe -2011/in-focus
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Finally, given the sho tage of mental and behavio al health p ofessionals in many
a eas, the model elies heavily on tele-psychiat y to delive se vices to p ima y ca e
sites and c itical access hospitals. Howeve , the e a e multiple ba ie s to doing this.
Fi st, licensing and c edentialing equi ements in many states have not evolved to
keep pace with technology and changes in wo kfo ce. HFMA’s membe s encou age
CMMI and CMS to wo k with the National Confe ence of State Legislatu es, elevant
p ofessional societies, and othe stakeholde s to add ess these issues.
Second, Medica e does not cove se vices p ovided via telemedicine in a eas that
do not meet the o iginating site equi ements. The e a e many places in the count y
that do not qualify as Health P ofessional Sho tage A eas (HPSAs) but sufe a
sho tage of physicians and mental health p ofessionals. And as a esult of
Medica e’s payment policy, tele-access to mental health p ovide s is limited, which
leads to poo patient outcomes. Fo acase example, conside aMedica e
benefcia y eceiving post-acute ca e in aSNF that is located a u al a ea that is not
a HPSA. Unde the cu ent telemedicine equi ements, if he o she equi es mental
health se vices du ing non-ofce hou s the patient must be t anspo ted to the local
hospital eme gency oom. F om acost pe spective, this esults in an unnecessa y
visit to the eme gency depa tment (ED) and the attendant ambulance t ip. Mo e
impo tantly, it ep esents an undesi ed outcome f om the patient’s pe spective, as a
f ail Medica e benefcia y is unnecessa ily t anspo ted to ahospital ED. And, once
the e, the benefcia y is likely to be admitted to the inpatient se vice. This is a
chaotic t ansition that inc eases the likelihood that afail elde will decompensate
fu the . The efo e, to avoid this outcome, CMMI should inco po ate awaive of the
o iginating site equi ement into any p ima y ca e-based mental health payment
model it develops.
Appendix 3 desc ibes a30-day home hospitalization ca e delive y model. HFMA’s
membe s st ongly encou age CMMI to develop avolunta y 30-day episode of ca e
payment model fo home hospitalizations. This model has the potential to educe
the total cost of ca e while imp oving outcomes. Fo example, ea ly t ials have
found incidence of deli ium was app oximately 63 pe cent lowe 26 fo patients
admitted to the hospital-at-home model. An HFMA membe whose o ganization is
cu ently using this model with benefcia ies of its community health plan epo ts
patient satisfaction is 27 pe cent highe than clinically compa able patients who
we e hospitalized. HFMA’s membe s also believe the hospital-at-home model can
educe eadmissions. Having ca egive s in the patient’s home (eithe in-pe son o
vi tually) fo 30 days post-discha ge p ovides a bette oppo tunity to execute a
ange of activities like assessing fall isks, sc eening fo and add essing social
dete minant3s of health (e.g., food insecu ity o mal-diet), pe fo ming medication
econciliation, and p oviding detailed patient education.
Ta get p ices should be developed fo each MS-DRG tested in the model. They
should be app op iately isk adjusted (as discussed above) and based on the
egional ave age. The episode should begin th ee days p io to an admission and
end 30 days post-discha ge. The following costs should be included in episode
ta get and actual p ices:
26
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Initial hospitalization
Physician se vices p ovided du ing the hospitalization
Physician se vices elated to the admitting diagnosis p ovided in the 30-day
post-discha ge pe iod
Othe outpatient se vices (e.g., ED visits, diagnostic imaging) elated to the
admitting diagnosis incu ed in the 30-day post-discha ge pe iod
Post-acute ca e (PAC) se vices p ovided du ing the 30-day post-discha ge pe iod
elated to the initial home hospitalization
Subsequent hospitalizations (e.g., eadmissions) elated to the admitting
diagnosis incu ed in the 30-day post-discha ge pe iod
The MS-DRG payment used to develop the ta get p ice should include outlie and
add-on payments (e.g., DSH and IME). Since the hospital-at-home model is alowe p iced ca e setting, the MS-DRG payment should be educed by 15 pe cent. The full
cost of all othe se vices should be included in the bundle at the isk-adjusted
egional ave age. In this model, CMS should continue to make fee-fo -se vice
payments to any p ovide who p ovides ase vice elated to the episode of ca e.
Results should be dete mined using a et ospective econciliation p ocess simila to
the CJR model. Given that many of the potential pa ticipants in this type of model
a e health systems that own ahealth plan, HFMA’s membe s believe ahospital-athome model could p ovide CMMI the oppo tunity to also develop a p ospective
payment model. Howeve , if CMMI elects to ofe this type of “payment t ack,” the
discount on the MS-DRG should be educed by a pe centage that ep esents the
claims administ ative costs shifted to the episode pa ticipant.
The model should ofe CMMI a 5 pe cent discount on the full ta get p ice that is
adjusted based on pe fo mance on quality measu es. These measu es should
include sco es on Consume Assessment of Healthca e P ovide s and Systems
(CAHPS), ates of hospital-acqui ed conditions and condition-specifc mo tality,
eadmission, and ED utilization. Results fo patients in the model should be
compa ed to clinically simila patients admitted to an acute-ca e hospital. Fu the ,
given that in this model apatient will be followed by a telemedicine se vice and inhome ca egive s fo 30-days post discha ge, HFMA membe s believe this p esents
an ideal oppo tunity fo CMMI to wo k with measu e develope s to develop and
subsequently expe iment with patient- epo ted outcome measu es.
Ta get p ices should be p ospectively set. The initial model should last fo fve yea s.
Pa ticipants should have an option to extend the model fo additional phases if it is
not found to negatively impact patient outcomes o inc ease costs to the Medica e
p og am. Du ing the initial phase, ta get p ices should be inc eased annually, using
a egional infation facto . Ta get p ices should not be ebased du ing the f st phase.
In o de to fully test this model, the model should inco po ate all of the waive s
discussed in the waive s section of this lette .
Engaging Physicians and Patients in Care Planning: Beyond incentives desc ibed in
the ma ket-based incentives section that focus on ewa ding patients fo desi ed
behavio s, HFMA’s membe s believe the e is an oppo tunity to encou age
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physicians to use sha ed decision-making (SDM) tools. SDM has the potential to help
patients bette unde stand thei t eatment options and make decisions about thei
ca e that a e bette aligned with thei individual values.
SDM tools have been found to imp ove the patient expe ience of ca e. As an
example, 95 pe cent of G oup Health Coope ative Membe s who esponded to a
su vey stated the aids helped them bette unde stand thei t eatment options.
Bette unde standing of t eatment options esulted in dec eased hip and knee
eplacement su ge ies –by 26 and 38 pe cent espectively–afte the decision aids
we e deployed. The inte vention educed the total cost of ca e fo patients with
osteoa th itis between 12 and 21 pe cent ove asix-month pe iod. 27
Physicians a e gene ally suppo tive of using patient decision aids. Sixty-seven
pe cent of physicians esponding to a2012 su vey epo ted they believe these aids
would p omote bette conve sations with thei patients. 28 Howeve , time and
administ ative const aints a e common ba ie s to b oade deployment. CMMI is
awa e of these const aints. At the end of 2016, it launched the Benefcia y
Engagement and Incentives: Sha ed Decision Making (SDM) Model. The model
focuses on six p efe ence-sensitive conditions and has been deployed to 50
Medica e ACOs. HFMA’s membe s st ongly encou age CMMI to expand the model
beyond Medica e ACOs to p ovide s who a e not pa ticipating in aMedica e APM.
Fu the , given the time and esou ces equi ed to fully educate patients about thei
options, HFMA’s membe s encou age CMMI to inc ease the payment fo p oviding
the SDM se vice.
HFMA’s membe s also believe CMMI should expe iment with models that ewa d
physicians fo adhe ence to evidence-based ca e p otocols and patients fo being
adhe ent to ca e plans. As an example, HFMA is awa e of such amodel used by a
benefts b oke in the individual and small g oup ma ket in Oklahoma. Physicians
who p ovide a high-quality patient ca e expe ience and consistently adhe e to the
“Choosing Wisely” ecommendations eceive a10 pe cent inc ease to thei
allowable fee-fo -se vice payments. To gauge patient expe ience, patients espond
to aweb-based su vey that dete mines how well the patient unde stands the
diagnosis and ca e plan. In conjunction with the physician bonus, patients a e
eligible to have thei cost-sha ing efunded on aqua te ly basis if they a e deemed
adhe ent with p esc ibed ca e plans. Physicians a e asked to complete aweb-based
inst ument about each patient to desc ibe the patient’s level of ca e plan
adhe ence.
Finally, CMS ecently canceled its ca diac ehabilitation incentive payment model.
The model was designed to be volunta ily available in 45 ma kets selected fo the
27 A te bu n, D., Wellman, R., Westb ook, E., Rutte , C., Ross, T., McCulloch, D.
Handley, M., and Jung, C., “Int oducing Decision Aids at G oup Health Was Linked to
Sha ply Lowe Hip and Knee Su ge y Rates and Costs,” Health Afairs, Septembe
2012.
28 Tilbu t, J.C., Wynia, M.K., Monto i, V.M., Tho steinsdotti , B., Egginton, J.S.,
Sheele , R.D., Liebow, M. Humeniuk, K.M., Goold, S.D., “Sha ed Decision-Making as a
Cost-Containment St ategy: US Physician Reactions F om aC oss-Sectional Su vey,”
BMJ Open, 2014.
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Episode Payment Model (EPM) ca diac episodes (AMI and CABG) and 45 ma kets not
selected in the EPM ule. The model tests the impact of p oviding an incentive
payment to hospitals whe e benefcia ies a e hospitalized fo ahea t attack o
bypass su ge y, which would be based on benefcia y utilization of intensive ca diac
ehabilitation se vices in the 90-day ca e pe iod following hospital discha ge.
Hospitals may use this incentive payment to coo dinate ca diac ehabilitation and
suppo t benefcia y adhe ence to the ca diac ehabilitation t eatment plan to
imp ove ca diovascula ftness.
It established a two-pa t ca diac ehabilitation incentive payment that would be paid
et ospectively based on the use of ca diac ehabilitation se vices by benefcia ies
att ibutable to pa ticipant hospitals:
1) The initial payment would be $25 pe ca diac ehabilitation se vice fo each of
the f st 11 se vices paid fo by Medica e du ing the ca e pe iod fo ahea t
attack o bypass su ge y.
2) Afte 11 se vices a e paid fo by Medica e fo abenefcia y, the payment would
inc ease to $175 pe se vice paid fo by Medica e du ing the ca e pe iod fo a
hea t attack o bypass su ge y.
The model also p ovided additional tools to imp ove the efectiveness of ca e
coo dination by pa ticipant hospitals in selected MSAs. These tools included:
1) P oviding hospitals with elevant spending and utilization data
2) Waiving ce tain Medica e equi ements to encou age fexibility in the delive y of
ca e
3) Facilitating the sha ing of best p actices between pa ticipant hospitals th ough a
lea ning and difusion p og am.
HFMA is assuming CMMI will include ca diac episodes in the BPCI Advanced
p og am. When the p og am is launched, ou membe s st ongly encou age CMMI to
also make the ca diac ehabilitation incentive payment model available to
accountable entities that elect to pa ticipate in ca diac episodes.
Recommended Waivers
HFMA’s membe s believe the payment waive s that CMS applies within the CJR
model and the down-side isk t acks of the MSSP should be standa dized ac oss all
CMS and CMMI APMs (including CPC Plus and T ack 1 MSSP). These waive s should
also be available to pa ticipants in any new APMs. Pa ticipants in new APMs will
have both fnancial incentives and quality measu ement th esholds that hold them
accountable fo the ove all cost and outcomes associated with the episode. Thus,
the e is less isk that the payment waive s will esult in inc eased spending o
poo e outcomes.
Specifcally, we u ge CMS to inco po ate all of the following waive s:
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Removing hospital discha ge planning equi ements that p ohibit hospitals f om
specifying o othe wise limiting the info mation p ovided on post-hospital
se vices. HFMA’s membe s epo t that discha ging patients to high-quality PAC
sites of ca e has signifcantly educed eadmissions, sho ted stays in institutional
settings, and dec eased the total cost of ca e. Many APM pa ticipants have
developed anetwo k of PAC p ovide s they believe a e high-quality and
coo dinate closely with these sites of se vice.
Eliminating the skilled-nu sing facility (SNF) th ee-day stay ule, which equi es
Medica e benefcia ies to have ap io inpatient stay of no fewe than th ee
consecutive days to be eligible fo Medica e cove age of inpatient SNF ca e.
HFMA’s membe s believe this waive should be expanded to all accountable
p ovide types.
Reducing Medica e equi ements fo payment of telehealth se vices, such as
limitations on the geog aphic a ea and p ovide setting in which these se vices
may be eceived. Fu the , HFMA’s membe s believe the scope of eimbu sable
telehealth se vices should be expanded to include ambulato y pha macy
se vices and nut ition consultations.
Eliminating the homebound equi ement fo home health, which equi es that a
Medica e benefcia y be confned to the home to eceive cove age fo home
health se vices. Fu the , cove ed home health se vices fo patients att ibuted to
a population o episode-based model should be expanded to include additional
se vices such as p ivate duty nu sing and dieta y se vices. While this expansion
unde t aditional fee fo se vice would inc ease Medica e spending, HFMA’s
membe s believe it will allow mo e patients to be discha ged to home, suppo ted
by home health, which will lowe the total cost of ca e.
Removing the Inpatient Rehabilitation Facility (IRF) PPS “60 pe cent ule” which
equi es that at least 60 pe cent of all the IRF’s patients (Medica e and nonMedica e) must have conditions o diagnoses that fall within alist of 13 specifc
diagnostic catego ies, eithe as ap ima y diagnosis o as aqualifying
como bidity.
HFMA’s membe s also believe that the Benefciary Inducements unde the Civil
Monetary Penalty and the Federal Anti-Kickback Statute should be waived to pe mit
pa ticipants to p ovide items and se vices to benefcia ies fo f ee o less than fai
ma ket value, as pa t of ca e eceived unde any APMs as pa t of at eatment goal
such as p evention o adhe ence to a t eatment egimen. We also ask that CMMI
and the OIG p ovide additional education and cla ifcation as to what is conside ed
pe missible unde this waive . HFMA’s membe s epo t the e is still conside able
confusion as to how this wavie can be used to p ovide patients with clinically
indicated suppo tive goods and se vices. As a esult, many APM pa ticipants a e not
deploying this waive to its fullest potential to imp ove patient outcomes.
Additionally, home health agencies (HHAs) a e p ohibited f om pe fo ming f ee p eope ative home safety assessments fo patients scheduled to unde go su ge y. A
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waive of this policy would esult in mo e info med post-acute ca e plans, a
dec eased likelihood of falls and eadmissions, and amo e patient-cente ed ca e
plan. HHAs a e especially adept at wo king with clinicians to assess apatient’s ca e
needs, including ambulato y limits o othe functional impai ments, and should not
be p evented, unde APMs, f om wo king collabo atively to gene ate aca e plan at
the p e-admission stage that helps t ansition the benefcia y to the lowe -cost
community-based setting.
Beyond p e-ope ative home safety assessments, we believe the Federal AntiKickback Statute should be waived to allow APM pa ticipants, including, without
limitation, home health p ovide s, to assist with discha ge planning fo benefcia ies
and coo dinate ca e t ansitions. Cu ent est ictions that p event active coo dination
in t ansition planning obst uct the goal of ensu ing that patients a e discha ged to
the setting that best suits thei needs.
Finally, HFMA’s membe s believe APM pa ticipants should be excluded f om eviews
by et ospective medical necessity audito s. The MSSP, Pionee ACO p og am, Next
Gene ation ACO, BPCI, CJR and othe simila p og ams shift the economic incentives
fo p ovide s f om ewa ding individual incidents of ca e to managing population
health o episodes of ca e. P ovide s pa ticipating in these p og ams a e ewa ded if
they can educe Medica e spending pe benefcia y below a ta get benchma k while
imp oving quality on a ange of measu es. The efo e, inapp op iate admissions
would actually cause o ganizations pa ticipating in these p og ams fnancial ha m.
This gives pa ticipants absolutely no incentive to admit aMedica e benefcia y to
the hospital when it is medically unnecessa y.
The administ ative and clinical esou ces spent managing RAC audits do nothing to
imp ove quality fo patients. This is especially t ue at o ganizations pu suing
population health o episodic payment models. As an example, Billings Clinic (a
pa ticipant in the MSSP) estimates it spends 8,600 staf hou s (ove fou full-timeequivalent employees) and $740,000 annually ($2,731 pe stafed bed) managing
RAC eviews.29 (As apoint of compa ison, 30 pe cent of espondents to a ecent
HFMA su vey epo t spending less than $2,50030 pe bed to achieve meaningful
use.) Thei expe ience is not uncommon, based on what wehea f om ou
membe s. These esou ces could be bette spent by Billings Clinic (o any p ovide )
imp oving ca e coo dination and the quality of patient ca e, leading to bette
outcomes at alowe cost to the Medica e p og am.
HFMA st ongly believes the Recove y Audit Cont acto (RAC) p og am is misaligned
with the goal of imp oving the quality of ca e delive y. We believe this is especially
t ue fo p ovide s pa ticipating in population and episode-based eimbu sement
p og ams such as MSSP, Pionee ACO p og am, Next Gene ation ACO, BPCI, CJR and
othe simila p og ams. The efo e, we st ongly ecommend that pa ticipants in CMS
and CMMI APMs be excluded f om the RAC and othe medical necessity eview
29 P og am Integ ity: Ove sight of Medica e Recove y Audit Cont acto s. Hea ings
befo e Senate Finance Committee. (June 2013) (Testimony of Jennife J. Ca mody).
Ret ieved f om http://www.fnance.senate.gov/imo/media/doc/RAC%20Testimony
%20Final%20-%20Ca mody1.pdf
30 HFMA Su vey: Elect onic Health Reco ds and Meaningful Use; August 2013.
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p og ams. O ganizations pa ticipating in population-based models like the Next
Gene ation ACO should be fully exempt f om these p og ams while utilization eview
cont acto s should not be allowed to audit se vices elated to an episode of ca e in
which ap ovide is pa ticipating. Not only will this allow these o ganizations to
allocate sca ce esou ces mo e efectively to imp oving patient ca e, but it will also
se ve as an additional incentive fo othe hospitals to pa ticipate in these p og ams.
We a e at you se vice to help CMS gain abalanced pe spective on these complex
issues. If you have additional questions, you may each me o Richa d Gundling,
Vice P esident of HFMA’s Washington, DC, ofce. The Association and I look fo wa d
to wo king with you.
Since ely,

Joseph J. Fife , FHFMA, CPA
P esident and Chief Executive Ofce
Healthca e Financial Management Association

Appendix 1: HFMA Principles of Payment Reformed Payment System
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1) Quality: Payments should encou age and ewa d high-quality ca e and
discou age medical e o s and inefective ca e. Whe eve possible, payments
should ewa d positive outcomes, athe than adhe ence to p ocesses. In the
absence of outcome measu es, payment systems should ewa d the use of
accepted p actice and evidence-based p ocesses and p otocols that meet o
exceed standa ds of quality and safety to p omote optimal outcomes. Paye s
should not be esponsible fo payment to cove costs di ectly elated to
se ious p eventable medical e o s.
2) Alignment: Payments should align incentives among all stakeholde s to
maximize the efciency and coo dination of health se vices based on
accepted p actice and evidence-based delive y models and p otocols.
Payment systems should stimulate and ewa d healthful behavio al choices
and selection of value-based se vices by consume s elated to p evention,
p ima y ca e, acute ca e, and ch onic disease management. Ca e decisions
should be made th ough asha ed decision-making p ocess in which patients’
values and p efe ences a e identifed and espected.
3) Fairness/Sustainability: Payment systems should sufciently balance the
needs and conce ns of all stakeholde s. Payments should ecognize
app op iate total costs fo the efcient delive y of healthca e se vices that
a e necessa y and consistent with evidence-based ca e, high-quality/low-cost
p ovide benchma ks, and the advancement of medical science. Payment
systems should accommodate paye s’ and pu chase s’ needs to allocate
funds in ap edictable, manageable fashion. In addition, consume s should
have fnancial incentive to select high-quality, efcient ca e without being
discou aged f om seeking necessa y and app op iate se vices. Finally, the
payment system should be sustainable, p oviding astable funding st eam in
the face of competing claims on public and p ivate capital.
4) Simplifcation: Payment p ocesses should be simplifed, standa d, and
t anspa ent. Payment and billing systems should educe the volume and
complexity of communications sent to healthca e consume s and the cost of
billing, adjudication, and payment fo p ovide s of ca e and paye s. All pa ties
should use payment methodologies, standa dized at the national level, to
educe complexity. The payment methodologies should be t anspa ent to
those afected by them, and comply with p ivacy, secu ity, and antit ust laws
and egulations.
5) Societal Beneft: The esou ces needed to suppo t b oad societal benefts
such as medical and public education, medical esea ch, and ca e fo
disenf anchised o uninsu ed pe sons should be identifed and paid fo
explicitly. Simila ly, payment systems should ewa d innovato s who develop
technologies, se vices, p ocesses, and p ocedu es that enhance safe, highquality, and efcient ca e.
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Appendix 2: Tiered Model for Increasing Access to Mental and Behavioral
Health Services
This model c eates a egional cente of excellence, leve aging aP oject ECHO clinic,
to delive mental health se vices. While the model was designed fo use in u al
a eas, given the sho tage of mental health p ovide s, HFMA believes asimila model
is needed in u ban a eas.
The model includes seve al tie s of integ ated and coo dinated suppo ts fo p ima y
ca e sites and c itical access hospitals. P oject ECHO clinics engage and connect the
existing wo kfo ce in p ima y ca e clinics. P oject ECHO p ovides aplatfo m fo an
inte active lea ning community focused on mental health and addiction se vices.
The cente of excellence uses its expe ts to disseminate best p actices th ough
egula ly scheduled video-based lea ning sessions.
The model t iages patients and assigns them to a tie based on thei ca e needs.
Below is ab ief explanation of each tie .
TIER 1:
Patients access mental health se vices th ough p ima y ca e clinics. The clinics
use acollabo ative ca e model based on active population health management
st ategies including t eatment-to-ta get and use of an elect onic patient egist y.
The p ima y ca e site stays ab east of best p actices and changes in t eatment
app oaches using P oject ECHO. If the p ima y ca e team deems the patient too
complex, then the patient goes to TIER 2.
TIER 2:
Patients access adi ect psychiat ic evaluation using tele-psychiat y delive ed to
the p ima y ca e site. The psychiat ist wo ks with the p ima y ca e site to keep
the patient engaged and t eatment- adhe ent. Once stable, the p ima y ca e
team takes ove ca e.
TIER 3:
In the event of apsychiat ic c isis, the patient goes to the local ED. Instead of
being sent to anothe ED fo apsychiat ic evaluation, the cente of excellence
p ovides an acute psychiat ic evaluation via tele-psychiat y.
At that point, it is dete mined if patient can stay in his/he community fo ca e,
o if the patient needs to be sent to the nea est psychiat ic hospital.
To suppo t this model, the cente of excellence:
T ains new p ovide s
Suppo ts existing p ovide s and clinicians in p ima y ca e sites using P oject
ECHO and p oviding psychiat ic consultations fo the Collabo ative Ca e Model
Delive s tele-psychiat y se vices into the p ima y ca e clinics and EDs of c itical
access hospitals
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Appendix 3: Hospital-at-Home Care Delivery Model
Hospital-at-home models a e being piloted in alimited numbe of healthca e
delive y systems ac oss the count y. Howeve , they have been deployed
successfully in othe count ies fo many yea s. 31 In the United States, these models
a e used fo alimited numbe of medical MS-DRGs like congestive hea t failu e
(CHF), ch onic obst uctive pulmona y disease (COPD), community-acqui ed
pneumonia, and cellulitis that have well-defned t eatment p otocols. It’s estimated
that app oximately 100 MS-DRGs could cu ently be t eated in this model.
Patients can be efe ed to the p og am f om community physician p actices, u gent
ca e cente s, o ahospital ED. A ca e coo dinato t iages the patient to dete mine if
she o he is app op iate fo the hospital-at-home model. Na owly defned eligibility
c ite ia help distinguish patients who need intensive se vices and/o multiple visits
f om specialists—and the efo e should be t eated in hospital settings. This
evaluation can occu in pe son—most often in an ED—o telephonically, f om a
community setting. While the suitability of the patient’s home is evaluated and
necessa y du able medical equipment is delive ed to the home, equi ed medical
ca e begins (e.g., administ ation of I.V. antibiotics) and esponsibility fo ca e is
assigned to aphysician.
A ca egive meets the patient at home and aphysician—eithe in pe son o via
video—explains the t eatment p otocol. O de s a e w itten and clinical staf,
including espi ato y the apists, physical the apists, and othe ca egive s a ive as
needed to administe int avenous medications and fuids, p ovide nebulize
t eatments, and conduct tests, including ult asounds, X- ays, and
elect oca diog ams. Meals a e a anged, if necessa y. The patient's vital signs a e
monito ed elect onically.
The physician visits the patient daily, o in some models, communicates with the
patient via telemedicine equipment. To captu e any decline in the patient's
condition when clinicians a e of site, p ovide s monito the patient using
telemedicine equipment.
Once the patient is stabilized and well enough to etu n to activities of daily living,
he o she is handed of to his o he p ima y ca e physician. In one model, p ovide s
maintain ove sight of the patient fo at least 30 days, to ensu e he o she is keeping
appointments and is not sufe ing any adve se consequences. Du ing this pe iod,
the physician p ovides updates to the patient's p ima y ca e physician.
31 Hospital at Home" P og ams Imp ove Outcomes, Lowe Costs but Face Resistance f om
P ovide s and Paye s. Quality Matters. Aug. Sept. 2011, Ret ieved f om
http://www.commonwealthfund.org/publications/newsletters/quality matters/2011/august september 2011/in focus
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33 West Monroe St, Suite 1700
Chicago, IL 60603-5616
Tel 312 664 4467
Fax 312 664 6143
www.himss.org

November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Baltimore, MD 21244-1850
Dear Ms. Verma:
On behalf of the Healthcare Information and Management Systems Society (HIMSS), we are
pleased to provide written comments in response to the Centers for Medicare & Medicaid Services
(CMS): Innovation Center New Direction Request for Information (RFI). HIMSS appreciates the
opportunity to leverage our members’ expertise in support of your goal for a new direction to
promote patient-centered care and test market-driven reforms that empower beneficiaries as
consumers, provide price transparency, increase choices and competition to drive quality,
reduce costs, and improve outcomes for the CMS Innovation Center.
HIMSS is a not-for-profit global voice, advisor, and thought leader of health transformation
through information and technology, with a unique breadth and depth of expertise and capabilities
to improve population health, and the quality, safety, and efficiency of care. We drive innovative
thinking in support of our 70,000 individual members, 630 corporate members, and 450 non-profit
members’ efforts to achieve connected care, improved population health, and lower cost of care.
Globally, we provide education, community, predictive models, and tools to leaders, stakeholders,
influencers, and users of best practices, so all have the right information at the point of decision.
HIMSS, headquartered in Chicago, has offices in North America, Europe, the United Kingdom,
and Asia.
Health information and technology are essential, foundational elements of meaningful
transformation of our nation’s health system, capable of supporting care coordination,
improvement of care quality, enhancing the patient experience, enabling clinicians to work at the
highest levels of their licensure, containing costs, standardizing evidence-based model practices,
expanding access to care, and optimizing the effectiveness of public payment.
HIMSS offers the following comments on the critical role of health information and technology
in the RFI’s Guiding Principles as well as on the document’s Focus Areas:
Guiding Principles
As CMS looks to forge a new direction through the Guiding Principles presented in the RFI,
HIMSS offers to help CMS reach its goals of testing innovative payment and service delivery
models while enhancing the quality of care for individuals.
HIMSS supports the Innovation Center’s Guiding Principle on choice and competition—it is
critical to promote competition and choice in the market based on quality, outcomes, and costs,
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as true competition and choice can only happen when patients are fully engaged. Innovation
Center efforts should build effective alliances with patients and providers and strive for
transparency and accessibility of cost and quality data to drive improved outcomes.
Empowering patients and their families to take ownership of their health and ensure that they
have the flexibility and information to make choices as they seek care across the care continuum
is critical to transforming our healthcare system. HIMSS notes that offering information to
patients requires supportive structures, such as formal use of Shared Decision-Making principles
by physicians. The Innovation Center should consider expanding current efforts in the area of
Shared Decision-Making to include requiring additional languages for patient-specific education
materials, and expanding the current Shared Decision-Making Accountable Care Organization
(ACO) models to include consideration of decisions for hospitalization, treatment options, and
self-care decisions.
HIMSS also supports the new Guiding Principle which is focused on benefit design and price
transparency as using data-driven insights ensures cost-effective care that leads to improvements
in beneficiary outcomes. The Innovation Center should encourage the use of standards for price
transparency at the point of decision-making, to include orders and referrals, and be used by
patients and providers with an initial emphasis on prescription medication pricing.
We strongly encourage the Innovation Center to promote and test new models that utilize health
care professionals in addition to physicians, such as nurses and pharmacists. Outcomes are
improved when the entire patient care team works collaboratively, thus ensuring success of
Innovation Center models in meeting the goal of providing patient-centric care throughout the
continuum of care.
Focus Areas
Expanded Opportunities for Participation in Advanced APMs
The Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) Proposed Regulation
which was released in the spring of 2016 first presented the details on the incentives for providers
who participated in Advanced Alternative Payment Models (APMs). As our comment letter on
the proposed rule noted, HIMSS endorses the idea that the largest impact on healthcare
transformation would come from those clinicians participating in MACRA’s Advanced APM
Track—but the community needs more options in order to fulfill that promise.
HIMSS encourages the Innovation Center to work with the broader community on creating more
risk-bearing APMs that can serve clinicians as Advanced APMs in the Quality Payment Program
(QPP). To facilitate patient ease of transition and reduced cost, the Innovation Center should
emphasize Advanced APMs across care settings. This approach should include a greater quantity
of diverse models that can aid clinicians in multiple settings and in different specialties. In
addition, greater use of specialty-specific Advanced APMs should also be examined, as clinicians
in a particular specialty could offer a more consistent and holistic approach to patient care,
especially for patients with multiple chronic conditions. As CMS has relayed in the past, the
Advanced APM Track in QPP holds the greatest promise for positively influencing healthcare.
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Creating further compelling options for clinicians to adopt in the future will allow greater provider
participation in broader transformation efforts.
One immediate area for additional Advanced APM opportunities that the Innovation Center
should consider testing are medical home models which are primed for expansion. CMS has an
opportunity to expand medical homes under their authority. The agency must test these medical
home models to ensure that they meet certain criteria, including how the expansion can improve
quality without increasing cost.
An additional area to pursue for increased Advanced APM participation would be to support
patient activation and inclusion like the Direct Decision Support model and the Shared DecisionMaking models that were announced by CMS in 2016.
Consumer-Directed Care & Market Based Innovation Models
HIMSS supports Innovation Center action on innovative payment models that demonstrate
cooperative development between patient, caregiver, and provider groups. The Innovation Center
should expand its role as a convener for interested parties on “neutral territory.” Further, the
Innovation Center should implement a framework to evaluate whether proposed payment models
are in the best interest of relevant stakeholders. In this role, the Innovation Center could level the
playing field between the voices of healthcare providers and patients, and promote the goals of
increased transparency and patient participation.
Prescription Drug Models
HIMSS supports the idea of the Innovation Center testing new models for prescription drug
payment in an effort to incentivize better health outcomes for Medicare and Medicaid
beneficiaries, especially as it works to lower health care costs and align payments with value.
While HIMSS is supportive of this direction, we urge the Innovation Center to recognize that the
cost of healthcare plays a major role in the patient/provider decision-making process. Cost
transparency should be included in any new payment model.
Access to cost information at the point of decision-making will improve transparency of value
and engagement of patients, families, and caregivers. We urge the Innovation Center to test new
payment models that utilize cost transparency technologies at the point-of-care. HIMSS
recommends this information should be integrated into provider clinical decision support to
enable collaborative decision-making with patients and their families at the point-of-care.
Specifically, an individual’s ability – at the point-of-care – to view the various cost components
of their treatment plan, and simultaneously view the cost of alternative care options will empower
patients to make decisions about their own care plans by working collaboratively with their care
team.
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Additionally, new incentives for health information exchange could directly impact supporting
new and current health reform payment models. The provision of additional reimbursement
incentives to those payment models that demonstrate robust use of secure, interoperable systems
should be reviewed. Ultimately, we envision a coordinated and collaborative health system where
patients, their families, and their clinicians are all part of the care team.
State-Based and Local Innovation, including Medicaid-focused Models
HIMSS supports further testing and greater study of models in this area. The Innovation Center
should continue to look to states for innovative ideas and model practices leveraging information
and technology that are appropriate for additional analyses for broader applicability in multiple
states and localities, as well as in a variety of care settings. Out of financial necessity, State
Medicaid programs are often laboratories of innovation to promote value transformation; these
should be cultivated for potential advances worthy of examination at a national level.
Telehealth and remote patient monitoring (RPM) are key areas where state Medicaid programs
have become innovation leaders. As CMS seeks stakeholder comment on expanding Medicare
access to telehealth services within its current statutory authority, and to pay appropriately for
services that take full advantage of communication technologies, the Innovation Center should
examine and mine state-level Medicaid work for innovative ideas, and test these for relevance
across both programs and the nation.
In terms of innovation, the Innovation Center should also consider who receives funding, and how
these entities are funded for testing new care models. HIMSS encourages the Innovation Center
to look to the start-up company community for generating and testing new ideas, and new ways of
looking at questions and opportunities.
Moreover, CMS should consider adding challenge competitions to the Innovation Center research
funding portfolio. HIMSS, foundations, and multiple DHHS offices have successfully used
challenges to find innovative solutions and discover new ways of looking at vexing issues. For
example, in April, HIMSS and collaborators funded a business plan challenge for start-up
companies with big data ideas pertaining to patient engagement, clinical trial optimization, and
clinical decision support. In October, HIMSS and the Cleveland Clinic hosted a hackathon focused
on precision medicine, opioids, population health, and public health. Successful start-ups are
provided a platform to introduce new ideas and tools that can be expanded, and eventually tested
for scalability across the broader community.
In addition, one innovation topic that should receive more attention and testing from the Innovation
Center is interoperability and health information exchange; specifically, how different types of
provider business models impact providers’ ability, or incentive, to share patient data. With more
than 20 years of championing secure interoperability, HIMSS knows that business models often
have a more significant impact on a provider’s willingness to share patient data than do technical
concerns about transferring information.
As the healthcare community continues to expand value-based care delivery, the Innovation Center
should use the focus on interoperability from the 21st Century Cures Act (PL 114-255) to test
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various provider business models. Such testing can help determine an appropriate set of incentives
that promote secure e-exchange of health information. The tests could result in model practices
on replicability and scalability. HIMSS’s Interoperability Call to Action invites stakeholders to
join us in these critical efforts.
Finally, when discussing innovation, HIMSS calls on the Innovation Center to share the outcomes,
conclusions, model practices, implementation guides and lessons learned from its testing and pilots
more broadly, as well as in a timely manner. Greater sharing of the Innovation Center’s
information will amplify the Innovation Center’s message and impact. The Evaluation Reports
that the Innovation Center produces at the conclusion of a research project are extensive and datarich—however, they are often published long after the conclusion of the project and to a narrow
audience, thus minimizing a positive impact on the healthcare community.
The Innovation Center should publish easily-digestible interim results reports as a method to
publicize its work, and promote innovation in a suitable timeframe. After completing its
evaluation, the Innovation Center can publish more extensive information. HIMSS supports the
publication of clear and timely data and practical guidance from the Innovation Center as a means
to promote innovation, increase transparency, improve community outreach, and build more
grassroots support for the Innovation Center’s mission and initiatives.
Overall, as CMS moves forward in promoting innovation, a foundational idea to consider focuses
on encouraging innovation that incorporates change management or innovations in change
management. Studying or testing information and technology issues without a sharp focus on the
people and process aspects of achieving transformative change will likely be less successful and
result in slower progress. The Innovation Center should examine how to incorporate these ideas
into future research models.
Mental and Behavioral Health Models
Health information and technology are essential, foundational elements of meaningful
transformation of the nation’s healthcare delivery system; therefore, the use of information and
technology should support care coordination, including as it relates potential new mental and
behavioral health models. As providers share information across the care continuum, ease of use
for providers, patients, and caregivers is paramount to the success of these models. Given the
complexity of mental and behavioral health disorders, including the need to coordinate care
across the continuum, health information and technology can play a critical role in these new
payment models. HIMSS continues to support care coordination for patient populations,
including those impacted by mental and behavioral health disorders. HIMSS recommends that
care and outcomes can be positively impacted through the use of telehealth and remote patient
monitoring solutions. More research and testing of the role of information and technology in
mental and behavioral health models is essential.
Program Integrity
Greater use of health information and technology can reduce waste, fraud, and abuse, and
improve program integrity across the Innovation Center. We see information and technology as
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program integrity tools to be incorporated into all models under consideration by the Innovation
Center and a critical component to broader study of the most effective path for enabling valuebased care delivery. The appropriate use of secure health information and technologies can also
help reduce the burdens on patients and providers, thus contributing to stronger program integrity
initiatives.
We welcome the opportunity to meet with you and your team to discuss our comments and
resources in more depth.
Thank you for your consideration.
Sincerely,

Michael H. Zaroukian, MD, PhD, MACP, FHIMSS

Harold F. Wolf III

Vice President & Chief Medical Information Officer
Sparrow Health System
Chair, HIMSS Board of Directors

President & CEO
HIMSS
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November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Dear Administrator Verma:
The Healthcare Leaders for Accountable Innovation in Medicare and Medicaid (AIM)
coalition is pleased to share our perspective with you on the “Centers for Medicare and
Medicaid Services: Innovation Center New Direction” Request for Information (RFI).
We believe there is a vital and appropriate role the Center for Medicare and Medicaid
Innovation (CMMI) can and should play in advancing healthcare delivery.
AIM, a coalition representing patients, hospitals, physicians, and healthcare leaders,
formed last year to encourage policy makers to address concerns regarding CMMI that
arose among those who deliver and depend upon quality healthcare, as well as
members of Congress of both parties. These concerns focused on proposed largescale demonstration projects that can affect significant portions of the nation’s
healthcare system and have unintended consequences for patients, the need for
consistent collaboration with providers, the patient community, and the private sector in
selecting and implementing new payment and delivery models; and the imperative to
maintain vigilant monitoring and quality measurement. The AIM coalition believes
strongly in dynamic innovation that strengthens patient access to care and that offers
the promise of a Medicare and Medicaid program defined by quality, value, and
exemplary patient health outcomes.
Earlier this year, the group developed a set of principles to improve CMMI. The
principles call for a CMMI that, among other improvements and safeguards, engages in
appropriately-scaled, time-limited demonstration projects, greater transparency,
improved data-sharing, and broader collaboration with the private sector. Adoption of
these principles can help to ensure that demonstrations are widely embraced and
supported, a contrast to recent episodes that saw widespread resistance from patients
and the healthcare community.
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We were pleased to see the majority of our principles are closely aligned with the RFI’s
Guiding Principles. These include:




Appropriately-scaled model tests that are voluntary, transparent, and structured
in a way to ensure valid results that foster strong scientifically valid testing prior
to expansion;
Working collaboratively with the private sector to harness market competition and
innovation; and
Providing transparency and meaningful stakeholder engagement.

We would emphasize some other areas that CMMI may want to consider when
considering guiding principles going forward. They are included in the attached AIM
principles and highlighted below:




Respect Congress’s role in making health policy changes;
Improve sharing of data from CMMI testing; and
Strengthen beneficiary safeguards.

AIM coalition members are leaders in health system transformation, committed to
ensuring innovation and value while achieving long-term sustainability. We welcome
the opportunity to work with you in optimizing CMMI so it can fulfill its intended mission.
Thank you for your commitment to fostering an affordable, accessible healthcare
system focused on driving value through innovation. To make that possible, we
encourage that CMMI finalize this evaluation process and fully consider the feedback
received before launching any new demonstration projects. If you have questions,
please feel free to contact Debbie Witchey at 202-449-3435.
Sincerely,
American Academy of Allergy, Asthma & Immunology
American Alliance of Orthopaedic Executives
American Association of Neurological Surgeons
American Autoimmune Related Diseases Association
American College of Rheumatology
American Health Care Association / National Center for Assisted Living
American Psychiatric Association
American Speech-Language-Hearing Association
AMGA
Arthritis Foundation
California Hepatitis C Task Force, Inc.
CAPG
Coalition of State Rheumatology Organizations
Community Oncology Alliance
Congress of Neurological Surgeons
Federation of American Hospitals
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Global Liver Institute
Healthcare Leadership Council
ICAN, International Cancer Advocacy Network
IFAA
Kidney Cancer Association
Lupus and Allied Diseases Association, Inc.
Mended Hearts, Inc.
National Alliance on Mental Illness
National Association of ACOs
National Association of Hepatitis Task Forces
National Association of Nutrition and Aging Services Programs
National Association of Social Workers, North Carolina Chapter
National Committee for Quality Assurance
National Council of Asian Pacific Islander Physicians
National Hispanic Medical Association
National Infusion Center Association
National Minority Quality Forum
Patients Rising
Pharmaceutical Research and Manufacturers of America
RetireSafe
StopAfib.org
The Grant Group, LLC
The Joint Commission
The Society of Thoracic Surgeons
The US Oncology Network
The Veterans Health Council
Vietnam Veterans of America
VNAA

Enclosure: AIM principles
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As our healthcare system evolves toward value-based care, it is essential to test new ideas that have the
potential to make healthcare more quality-driven, cost-efficient, and patient-focused. Fortunately, the Center
for Medicare and Medicaid Innovation (CMMI) provides such a robust research and development platform to
experiment and evaluate new payment and delivery approaches and determine what works and why. Because
of the potential impact, however, on patients, healthcare providers, and other health system stakeholders, it is
essential that such experimentation comply with the original intent of CMMI and be limited in scope and fully
transparent. Concerns over both the scale and scope of CMMI’s recent demonstrations and its claim of
authority to expand demonstrations nationwide and, in effect, enact permanent policy changes should be
addressed. Congress should have the ability to intervene in these matters, but its ability to do so is hampered
by Congressional Budget Office scoring rules that assume theoretical savings from CMMI initiatives. Clearly
establishing CMMI’s role to verify “proof of concept” and Congress’s role to act on that proof would help build
the trust and confidence needed to ensure CMMI’s success.

Principles


Foster strong scientifically valid testing prior to expansion. Initial CMMI experiments of new payment
and delivery models should have comprehensive, methodologically sound, transparent evaluation plans
and occur via appropriately scaled, time-limited tests in order to protect beneficiaries and participants from
unintended or adverse consequences. Participation in model tests must be voluntary and should be
structured in such a way to ensure valid results.



Respect Congress’s role in making health policy changes. The legislative branch has a responsibility
to oversee CMMI and must approve model expansions and related changes to Medicare and Medicaid.
CMMI’s important work in testing new models that improve quality or reduce costs without harming
beneficiary access or healthcare outcomes should inform congressional decisions on national health policy.



Consistently provide transparency and meaningful stakeholder engagement. CMMI’s process for
developing, testing, and expanding models must be more open, transparent, and predictable to provide
meaningful opportunities for stakeholder input, ensure safeguards for patients and providers, and improve
accountability. This includes: developing new models in close consultation with affected stakeholders,
maintaining complete transparency in decision-making and program procedures, and fully evaluating data
and seeking patient and stakeholder input prior to model expansions.



Improve sharing of data from CMMI testing. Data from CMMI model tests should be made public on an
ongoing basis to facilitate assessments of their impact on care quality and spending and to inform parallel
efforts in the private sector.



Strengthen beneficiary safeguards. Beneficiaries must not be compelled to participate in a
demonstration project and must be adequately educated about the project as well as protected by
safeguards to ensure continued access and care quality.



Collaborate with the private sector. For CMMI to have an optimal impact on improving healthcare
quality and cost-efficiency, it must work collaboratively with the private sector and harness market
competition and innovation. In selecting demonstration projects, priority should be given to partnerships
involving providers, payers, and other private sector entities throughout the healthcare continuum. CMMI
models should support private sector organization efforts to advance healthcare value, rather than
impeding such efforts by picking winners and losers in the market.

November 20, 2017

The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, D.C. 20201
Re: CMS Innovation Center – New Direction – RFI
Dear Administrator Verma:
Thank you for your leadership of the Centers for Medicare and Medicaid Services (CMS) and
your commitment to fostering a quality-driven, value-based, and accessible healthcare system
that is sustainable and puts patients first.
The Healthcare Leadership Council (HLC) appreciates the opportunity to share its thoughts with
you in response to the CMS request for information (RFI) seeking feedback on a new direction
for the Center for Medicare and Medicaid Innovation (CMMI) to promote patient-centered care
and test market-driven reforms that empower beneficiaries as consumers, provide price
transparency, increase choices and competition to drive quality, reduce costs, and improve
outcomes.
HLC is a coalition of chief executives from all disciplines within American healthcare. It is the
exclusive forum for the nation’s healthcare leaders to jointly develop policies, plans, and
programs to achieve their vision of a 21st century healthcare system that makes affordable, highquality care accessible to all Americans. Members of HLC –hospitals, academic health centers,
health plans, pharmaceutical companies, medical device manufacturers, laboratories, biotech
firms, health product distributors, pharmacies, post-acute care providers, and information
technology companies –advocate for measures to increase the quality and efficiency of
healthcare through a patient-centered approach.
HLC supports CMMI’s mission to test innovative payment and service delivery models to reduce
costs and preserve or enhance the quality of care through approaches that provide a platform to
test and scale models through a very collaborative and highly transparent process. We view
innovation as part of the solution for transforming the healthcare system and believe that CMMI
is a key partner for both public and private stakeholders, including providers, payers and
manufacturers, for collaboration toward this goal. HLC believes it is essential for the nation to

shift to value-based healthcare models and supports public policy that enables participants to
innovate in their quest to provide care of the highest quality and highest value.
We applaud CMS for putting forth this RFI as an opportunity to provide feedback from across
stakeholder groups. We have responded to Questions 1, 2, 3, 5, 6 and 7 in the RFI.
Question 1: Do you have comments on the guiding principles or focus areas?
1) Proposed Guiding Principles
The proposed guiding principles should act as critical guideposts for CMMI helping to direct the
development of models that adhere to its mission and to ensure that the models are effective tools
for testing new ideas for the delivery of a value-driven healthcare system.
As a member of the Healthcare Leaders for Accountable Innovation in Medicare (AIM)
coalition, HLC believes in dynamic innovation that protects patient access to care and that offers
the promise of a Medicare defined by quality, value, and exemplary patient health outcomes.
AIM is comprised of organizations from across the healthcare and patient advocacy spectrums,
committed to improving CMMI so that it is a more effective incubator for new ideas and an
interactive, transparent partner with stakeholder organizations.
As our healthcare system evolves toward value-based care, CMMI has provided and should
continue to provide a robust research and development platform to experiment and evaluate new
payment and delivery approaches and determine what works and why. Because of the potential
impact on patients, healthcare providers, and other health system stakeholders, it is essential that
such experimentation comply with the original intent of CMMI and be appropriate in scope and
fully transparent. Concerns over both the scale and scope of CMMI’s recent demonstrations and
its claim of authority to conduct nationwide demonstrations and, in effect, enact permanent
policy changes should be addressed. Clearly establishing CMMI’s role to verify “proof of
concept” and Congress’s role to act on that proof would help build the trust and confidence
needed to ensure CMMI’s success.
In furtherance of these goals, AIM adopted the following set of principles:
• Foster strong scientifically valid testing prior to expansion.
• Respect Congress’s role in making health policy changes.
• Consistently provide transparency and meaningful stakeholder engagement.
• Improve sharing of data from CMMI testing.
• Strengthen beneficiary safeguards.
• Collaborate with the private sector.
We believe AIM’s principles align with the proposed CMMI guiding principles and have crosswalked the two sets of principles in the following table. We generally support CMMI’s proposed
guiding principles, taken in their entirety, and have included comments on each of them.
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Proposed Guiding
Principle

AIM Principles

Comments

Choice and
Competition in the
Marketplace

•

Collaborate with the private sector

We encourage model designs that
engage private sector
stakeholders, including providers
and payors, and other private
sector entities, to harness the
benefits of competition in the
private sector marketplace.

Provider Choice and
Incentives

•

Foster strong scientifically valid
testing prior to expansion.

•

Consistently provide transparency
and meaningful stakeholder
engagement.

We support the focus on
voluntary models that are
designed to minimize
administrative burden on
healthcare providers.

•

Strengthen beneficiary safeguards.

We believe that participants
should have the flexibility to
determine the tools that will
promote innovation, while
ensuring regulatory consistency
among federal programs.
We support creating an
environment that facilitates access
to data and consistent
communication to enable
meaningful engagement by
beneficiaries and healthcare
providers in the development,
testing, and expansion of models.

Patient-Centered
Care

Benefit Design and
Price Transparency

•

Strengthen beneficiary safeguards.

•

Foster strong scientifically valid
testing prior to expansion.

•

Consistently provide transparency
and meaningful stakeholder
engagement.
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Beneficiaries should have access
to information that enables
informed decision-making,
including the decision whether to
participate or not participate in a
demonstration project.
We believe that safeguards should
ensure that beneficiaries are
adequately informed and continue
to have access to quality care.
We support the inclusion of
families and caregivers, along
with beneficiaries, when
determining whether a model is
supporting the delivery of patientcentered care.
We believe that new payment and
delivery models should have
comprehensive, methodologically
sound, transparent evaluation
plans that are reviewed on a
regular basis to protect
beneficiaries and participants

from unintended or adverse
consequences.

Transparent Model
Design and
Evaluation

•

Improve sharing of data from
CMMI testing.

•

Respect Congress’s role in making
health policy changes.

•

Collaborate with the private sector*

We support transparency in
decision-making related to model
development and implementation
that includes impact on
price/costs, without disclosing
proprietary pricing information.
We encourage CMMI to engage
in transparent, comprehensive
collaboration with stakeholders
throughout the demonstration
process. This includes
consultation with affected
stakeholders as part of the model
development process, prior to
issuing any new proposed models.
We believe data about CMMI
demonstration models should be
made public on an ongoing basis
to facilitate assessments of their
impact on care quality and
spending. Such data sharing
would also inform parallel efforts
moving toward value-based
healthcare in the private sector.
We believe providing for
transparency in model design and
evaluation allows for appropriate
oversight to ensure that models
improve quality or reduce cost in
a way that does not harm
beneficiary access or negatively
impact healthcare outcomes.

Small Scale Testing

•

Foster strong scientifically valid
testing prior to expansion.

*We applaud the inclusion of a
principle that explicitly
encourages models that “draw on
partnerships and collaboration
with public stakeholders,” but
strongly recommend that
language be added to include
“private sector stakeholders” to
best position the CMMI to
“harness ideas from a broad range
of organizations and individuals
across the country.”
We believe testing smaller scale,
yet large enough to be statistically
significant, models complies with
the original intent of CMMI.
However, we recognize that large
scale models, such as ACOs and
bundled payment initiatives,
remain a critical model design for
testing model payment and
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delivery alternatives. We find
that 3-5 year models can limit the
ability for providers to receive
benefits from their investments
and participation within such a
short period of time. We believe
providers are best positioned for
success when they have the
opportunity to participate in the
type of model that is most
appropriate for their practice,
whether ongoing, long-term
models or short-term models.
Accordingly, we believe a range
of types of models – both longterm and short-term, should be
widely available and open to
participation.

2) Proposed Focus Areas
We believe the eight proposed focus areas are appropriate areas of interest and focus for CMMI
and concur with allowing continued testing of models in other areas as well. In addition, to
ensure that CMMI is focusing on the most appropriate areas for model testing that is in sync with
the ever-evolving healthcare environment, we would recommend a predetermined timeline, such
as every three years, for reassessing whether the focus areas remain appropriate and whether
additional focal areas should be considered. This assessment should be conducted in a
transparent and inclusive manner.
Question 2: What model designs should the Innovation Center consider that are consistent
with the guiding principles?
HLC supports CMMI’s critical role in facilitating movement away from our fractured, volumedriven healthcare system through the testing of alternative models of care that are value-based
and patient-centered and reward improved quality and cost-effective care. We also believe that
the proposed guiding principles can help CMMI stay aligned with its mission and be betterpositioned for success.
We encourage CMMI to review its current models and consider new model designs with the
proposed guiding principles in mind. While not an all-inclusive list, we have included several
specific examples of model designs for continued and future consideration that are wellpositioned to be consistent with the proposed guiding principles.
1) Population-based Models
Population-based models facilitate coordination and cooperation among healthcare providers to
achieve better health outcomes for beneficiaries and reduce overall cost of care. Existing models,
such as Accountable Care Organizations (ACOs) and Advanced Alternative Payment models
(AAPMs), are important avenues for moving healthcare providers toward value-based healthcare
delivery. As part of CMMI’s assessment, we recommend a review of existing population-based
models for consistency with the guiding principles. In addition, CMMI should consider
developing additional population-based models to address current innovation gaps.
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Layered Payment Model Demonstration
HLC believes a Layered Payment Model Demonstration is an approach that would fill an
innovation gap not addressed by current models. This model is a voluntary demonstration that
replaces reimbursement for primary care physicians (PCPs) for their evaluation & management
services with a single monthly capitated payment that would be included in total spending for the
purposes of comparing an ACO’s actual expenditures to its historical Medicare Shared Savings
Program (MSSP) benchmark. This limited capitation would allow PCPs to focus their attention
away from generating as many services as possible towards better managing a panel of patients
through new methods of care. PCP capitation would enable primary care practices to optimize
their use of care teams that include physician extenders, such as nurse practitioners and health
coaches, to institute electronic visits, and to expand use of patient portals – all of which would
facilitate having open access and enhance the patient experience. The care teams would be able
to handle much of the routine, less complex care, thereby allowing the PCPs more time for the
care of the complex patient within the practice and encouraging them to have more complex
patients on their panels.
Combining the shared savings element of the MSSP with a PCP capitation would discourage the
PCPs from referring patients unnecessarily to costly specialists. Simultaneously, the rigorous
quality measures within the MSSP would ensure that the PCPs focus on appropriate referrals and
transitions of care. We believe PCPs would be better able to: 1) care for their patients within the
confines of their office, thus utilizing less unnecessary specialist (professional and ancillary) and
hospital (emergency department and readmissions) services, and thereby lowering the overall
cost of care; and 2) deliver high quality patient care and experience.
If, however, specialty acute care becomes necessary, the underlying payment for such services
would fall under bundled payments rather than traditional fee-for-service. By setting unified
targets across episodes of acute care, the ACOs can more directly associate savings with the
work of specialists and provide more timely compensation for improved care at a lower cost. At
the same time, the capitated primary care payments will ensure the continued engagement of the
PCP and the overarching ACO incentives will temper the incentive to generate more episodes.
All the spending, whether through capitation, bundling, or the remaining fee-for-service would
be tallied and reconciled against the ACO’s historical benchmark to see if overall spending is
lowered. As providers begin to achieve savings through better coordinated and higher quality
care, an adjustment would be made to the per-service payment if the changes in practice resulted
in a reduced volume of services. This will allow providers to remain financially healthy and
ensure that the model continues to provide incentives for even greater improvements in the
delivery of care. Understanding that specialty care can be more complex to bundle, we
encourage CMMI to consider carefully any bundling of specialty care to ensure that access to
care and appropriate reimbursement for complex patients is preserved.
We believe that current models continue to be built on a foundation of fee-for-service payments
with providers seeking to beat their prior performance year over year. At some point, providers
will not be able to continue reducing their costs relative to themselves and will need payment
models built off the best value in their community. And, as volume declines, providers’ per case
payments must be adjusted up to a fair rate recognizing that the per case costs increase for those
services that remain paid on fee-for-service. We believe this layered payment model approach is
an important consideration for future testing.
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We also recommend that future models explore the use of regional adjustments, prospective
global budgets, and underlying payments based on bundling and partial capitation, provided that
there are sufficient incentives to reward improved outcomes, track quality and access to care.
2) Targeted Population-based Models
HLC supports targeted population-based models as important avenues for value-based
approaches for specific populations, such as beneficiaries with a chronic illness or multiple
chronic conditions. Some current examples are the Medicare Diabetes Prevention Program
Model and the Independence at Home Care Coordination Model. We encourage the
consideration of models that focus on beneficiaries with complex needs and potentially high
costs. In addition, an expansion of the number of options available under Medicare Special
Needs Plans (SNPs) to include a Community-Based Institutional Special Needs Plan (CBI-SNPs)
would provide a promising option for targeting Medicare beneficiaries who would benefit from
long-term services and supports (LTSS).
Medicare Diabetes Prevention Program
The Medicare Diabetes Prevention Program (MDPP) expanded model is a structured behavior
change intervention that aims to prevent the onset of type 2 diabetes among Medicare
beneficiaries diagnosed with pre-diabetes. The MDPP expanded model was announced in early
2016, when it was determined that the Diabetes Prevention Program model test, tested under the
Health Care Innovation Awards, met the statutory criteria for expansion.
Independence at Home Demonstration
Established under the Affordable Care Act, the Independence at Home Demonstration is testing a
service delivery and payment incentive model that uses home-based primary care teams designed
to improve health outcomes and reduce expenditures for Medicare beneficiaries with multiple
chronic conditions. The home-based primary care teams are directed by physicians and nurse
practitioners. The Independence at Home Demonstration awards incentive payments to
healthcare providers who succeed in reducing Medicare expenditures and meet designated
quality measures.
This approach allows health care providers to spend more time with their patients, perform
assessments in a patient’s home, and assume greater accountability for all aspects of the patient’s
care. This focus on timely and appropriate care is designed to improve overall quality of care and
quality of life for patients served, while lowering health care costs by forestalling the need for
care in institutional settings.
Under the Independence at Home Demonstration, selected participants, including primary care
practices provide home-based primary care to targeted chronically ill beneficiaries for a five-year
period. Participating practices will make in-home visits tailored to an individual patient’s needs
and preferences and the beneficiary’s care experience is tracked through quality measures.
Practices that succeed in meeting consistent quality standards, while generating Medicare
savings, have an opportunity to share in savings after meeting a minimum savings rate.
Complex-Need and High-Cost Beneficiaries
According to the Congressional Budget Office (CBO), the top 10 percent of the sickest Medicare
fee-for-service (FFS) beneficiaries accounted for over 60 percent of total spending. These
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beneficiaries are more likely to have multiple chronic conditions, including end-stage renal
disease, heart failure, and stroke. They are also more likely to be dual-eligible for Medicare and
Medicaid. Their Medicare costs are over six times the average costs of all beneficiaries with a
disproportionate amount spent on acute inpatient and skilled nursing facility use; they also have a
much higher than average high mortality rate when measured over a three-year period.
Given this dynamic, we think it is important that CMMI makes testing models of care for the
sickest and mostly costly FFS beneficiaries a priority as the agency seeks out new ways to
innovate in the Medicare program. In particular, we recommend the agency consider testing
such models in Medicare Advantage (MA), which has not been afforded as many opportunities
as Medicare FFS to test out new models of care and is designed to be a comprehensive,
integrated coverage model with extensive care management experience.
Specifically, we recommend CMMI consider a model that draws from legislation introduced in
the 114th Congress, (Providing Innovative Care for Complex Cases Demonstration Act (H.R.
3244) and Medicare Program Linking Uncoordinated Services (PLUS) Act (S. 2498)) which
would require CMS to establish a pilot program for the highest cost, highest need (top 10%/15%)
Medicare FFS beneficiaries. We believe the proposed legislation outlines precisely the sort of
innovative program and service delivery model pilot project that CMS should adopt, giving
health plans the opportunity to demonstrate that enhanced care, with better outcomes, can be
provided at a lower cost.
Community-Based Institutional Special Needs Plan
HLC supports the creation of a CBI-SNP demonstration program to provide home and
community-based care to low-income Medicare beneficiaries who are unable to perform two or
more activities of daily living. SNPs serve an important role for Medicare beneficiaries who are
high-risk because they are dually eligible for Medicare and Medicaid or have severe or disabling
chronic conditions. SNPs allow beneficiaries access to care plans and provider networks
designed especially for their health conditions. By coordinating care and providing access to
supplemental benefits, these plans improve the health of Medicare beneficiaries and reduce costs
for taxpayers.
The CBI-SNP program would improve the care of these beneficiaries and eliminate the need for
them to spend down their income and assets to qualify for Medicaid. They would instead be
provided with home and community-based long-term care services and supports. This would
enable beneficiaries to remain at home, where they want to be, and reduce their Medicare and
Medicaid costs.
The demonstration would aim to help Medicare beneficiaries remain in the setting of their choice
and reduce total costs of both acute and long term care. Specific goals would include:
• Prevent or delay institutionalization for the near-dual population.
• Delay spend-down to Medicaid eligibility.
• Reduce utilization of hospital services.
• Quantify impact of LTSS on state and federal expenditures.
A demonstration explicitly designed to test the impact of LTSS on utilization of expensive acute
care and nursing home services, the rate of spend down to Medicaid eligibility, and health-
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related quality of life would fill an important gap in our current understanding of the value of
LTSS. The demonstration would also contribute to the evidence base on how to most effectively
target what specific services to provide individuals. The results of the demonstration would
therefore also be very useful to state Medicaid programs, which provide LTSS through Home
and Community Based Services (HCBS) waiver programs, and do so in the absence of clear
guidelines about what services to provide and to whom. Medicaid Home and Community-Based
Services Waivers allows states to target LTSS to Medicaid beneficiaries who are at risk of longterm nursing home placement, without making these services available to all other community
dwelling Medicaid beneficiaries in the community.
HLC is encouraged by Congressional consideration of the Community-Based Independence for
Seniors Act to establish a CBI-SNP demonstration.
3) Multi-payer (Public and Private) Models
For CMMI to have an optimal impact on improving healthcare quality and cost-efficiency, it
must work collaboratively with the private sector. We encourage CMMI to prioritize
partnerships involving providers, payers, and other private sector entities throughout the
healthcare continuum.
Community Health Workers
HLC believes the integration of Community Health Workers (CHW) into care teams and
comprehensive care models is a promising strategy for encouraging better value-based care that
has been increasingly embedded within healthcare delivery systems, both private and public.
Community Health Workers are lay members of communities who may share ethnicity,
language, socioeconomic status, and life experiences with the community members served.
Services often focus on social determinants of health with CHWs acting as a critical link to
health and social services, that may include access to preventive care, teaching chronic disease
management, encouraging healthier lifestyle choices, and increasing adherence to treatment
regimens.
According to the Bureau of Labor and Statistics, there were 99,400 CHWs in the United States in
2012 with the number expected to increase by 21% by 2022. The effectiveness of CHWs in the
United States have been considered somewhat dependent on the type of beneficiaries being
served.1 In particular, CHWs have been most effective when targeted to low-income, minority,
or other underserved populations.
CHWs are currently incorporated in to several models being tested within CMMI, including a
number of State Innovation Models strategies and in many demonstration projects funded
through CMMI’s Health Care Innovation Awards.
Given the changing demands of our country’s evolving healthcare system, as well as our
growing and aging population, HLC believes that CHWs can play an increasingly important role
as a link between healthcare providers and communities in the US health care workforce. We
also believe that more is needed to test their effectiveness. HLC encourages the continued
incorporation of CHWs into existing and future care coordination models.
1

John Snyder, Office of the Assistant Secretary for Planning and Evaluation, Community Health Workers: Roles
and Opportunities in Health Care Delivery System Reform, January 2016.
https://aspe.hhs.gov/system/files/pdf/168956/CHWPolicy.pdf at page 7.
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4) Concurrent models
HLC recommends the alignment of interests across payment models and across payors, both
public and private, for concurrent models. Given CMMI’s efforts to promote patient-centered
care and test market driven reforms, there is an increasing likelihood that the expansion of
multiple payment and healthcare delivery models will lead to increased interactions among
models. This interaction presents operational challenges, such as the proper attribution of cost
savings, and has the potential to increase administrative burdens on healthcare providers. We
recommend that CMMI review incentives within the structure of an individual model for
potential interactions with other models within the larger healthcare system.
Question 3: Do you have suggestions on the structure, approach, and design of potential
models? Please identify potential challenges or risks associated with any of these suggested
models?
1) Feedback on Proposed Potential Models
Expanded Opportunities for Participation in AAPMs
HLC supports the expansion of opportunities for participation in AAPMs as an important step
forward in the movement toward value-based healthcare delivery.
Providing for MA plans, commercial health plans, Medicaid managed care organizations
(MCOs), and other appropriate entities to be eligible for Other Payer Advanced APMs is a viable
option for expanding participation in AAPMs. We believe that making the Other Payer
Advanced APM category as broad and as flexible as possible will help move the entire health
system toward care focused on value and optimal patient outcomes.
In furtherance of this expansion, HLC encourages CMS to be transparent, flexible, and consistent
regarding the criteria for APM “eligibility” for advanced model consideration. We note that the
mandated 25% Medicare volume is making eligibility difficult for many providers. It is equally
important for CMS to consider the sensitivity of patient and proprietary contractual information
to ensure that transparency efforts are also protective of disclosure. Similarly, the Other Payer
certification process and timelines will need to reflect the realities of the market, and would be
best supported by a flexible, rolling AAPM certification process.
CMS should also focus on the alignment of measurement across all programs to ensure current
incentives (such as MA benchmark calculations) facilitate the transition to Other Payer
Advanced APM arrangements. CMS should recognize that MA plans forming Other Payer
Advanced APM arrangements will need to adjust their bids to account for increased risk and the
requirements of other value-based initiatives; and the benchmarks must be adjusted accordingly.
One approach to facilitating a strategy for Other Payer Advanced APMs would be use of through
1115A waiver authority. Treating providers who contract with private sector alternative payment
arrangements and who meet requirements regarding electronic health record (EHR) usage,
quality, and financial risk, as participating AAPMs would allow for consistent application of
APM requirements across the Medicare program while reducing provider burden. A voluntary
demonstration project designed to test risk contracts between health plans and other stakeholders
for inclusion as Other Payer Advanced APMs would allow both CMS and the private sector time
to perfect the rules for MA and other programs to become a qualifying MACRA AAPM.
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A CMMI demonstration could also allow for experimentation in harmonizing performance
measures across programs.
HLC and CMS share a goal of moving clinicians to advanced alternative payment models. We
believe these changes would remove current barriers to participation in AAPMs while helping to
accelerate the transition to value-based healthcare delivery across a broader marketplace.
Consumer-Directed Care & Market-Based Innovation Models
HLC agrees that beneficiaries should be empowered consumers when it comes to their
healthcare. We believe that consumer-directed care and market-based innovation models are
important avenues for maximizing beneficiary engagement in the healthcare system’s
transformation from volume-based to value-based.
We view MA as a demonstrable approach that both supports consumer choice and promotes
market competition. MA enables beneficiaries to gravitate toward health plans that provide them
with high-quality healthcare at the most affordable costs and we encourage the promotion of MA
as an important and valued option for Medicare beneficiaries.
Beneficiary choice is a key component of consumer-directed approaches, such as MA. For these
models to work effectively, beneficiaries need access to data and, ideally, decision support tools
to evaluate their coverage options and select the plan that best meets their needs.
Access to data, or information, is at the core of any consumer-directed model and that data
should be accessible, understandable, and meaningful. The models should facilitate and
encourage price and quality transparency – including the compilation, analysis and release of
cost data and quality metrics. However, we caution that the information is not provided in a
format that is overwhelming, like an “information dump,” and should be easy for beneficiaries to
understand. We also believe parameters should be in place to protect proprietary information.
To best operationalize a consumer-focused, market-driven model, we recommend starting with
the beneficiaries themselves. As the ultimate consumers of healthcare, beneficiaries are the most
effective source of insight into how they want to be engaged and how best to provide them the
information they need to make informed decisions on their healthcare relative to cost, quality,
and access to care.
Physician Specialty Models
HLC supports physician specialty models as a viable option for encouraging specialists to
participate in alternative payment models that improve quality and lower costs. We appreciate
efforts to engage specialists and the potential benefits for beneficiaries who have complex or
chronic medical conditions, including multiple chronic conditions.
While we support physician specialty models, we have concerns with the suggested model that
CMS put forth in the RFI as a potential option for cancer care. Specifically, CMS included
consideration of a potential model that could test full prepayment for Medicare and Medicaid
beneficiaries, possibly incorporating elements from the existing Oncology Care Model (OCM).
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First, we believe it is premature to incorporate elements of the existing OCM model because it is
still in the early stage of testing; we do not support the incorporation of elements of existing
pilots and demonstrations until they have been fully tested and evaluated. Second, we have
several specific concerns about the OCM model, including its focus on cost cutting, its
insufficient patient protections to ensure access to appropriate and innovative therapies, and the
lack of robust quality and outcomes measures that capture patient reported outcomes in the
model. And, finally, we have great concerns about a prepayment (e.g., capitation) model in
oncology for Medicare and Medicaid beneficiaries, particularly when it is not clear what
protections CMS would be able to put in place to protect patient access to care if full-risk is
shifted to providers.
As CMMI considers physician specialty models in general, we caution that while the value of
coordinated care for beneficiaries with multiple chronic conditions should hopefully result in
better health outcomes, there may not always be decreased costs, due to the unpredictability of
managing chronic disease. Additionally, we encourage CMMI to consider physician specialty
models in which the specialist takes on the role of primary care provider, which is common with
specialists who provide longitudinal care, such as nephrology, cardiology and pulmonology.
Physician-Focused Payment Model Technical Advisory Committee (PTAC)
As a facilitator for consideration of physician-focused models, the Physician-Focused
Payment Model Technical Advisory Committee (PTAC) is a useful venue for working
with such proposals. However, PTAC’s processes would benefit from streamlining and
shorter timeframes for review. PTAC also would benefit from deeper technical support
to enable more timely decisions regarding physician-focused models.
Prescription Drug Models
HLC supports prescription drug models that seek better value and health outcomes for
beneficiaries and would encourage the testing of novel arrangements for plans, pharmaceutical
manufacturers, and stakeholders across the supply chain. However, we note that current
Medicaid “best price” policy has severely restricted innovative arrangements with
pharmaceutical manufacturers who are concerned that engaging in risk-based contracts would
run the risk of best-price calculations triggering a $0 price for their products in Medicaid. To
address this, HLC recommends the use of waivers regarding the calculation of a drug’s best price
to remove this disincentive and encourage creative innovation in these models. We also urge
CMS to issue safe harbors, exceptions, or guidance that effectively extend federal Anti-Kickback
statute waivers for prescription drug models that involve the integration of care, items, services,
and payment across stakeholders that meet established value-based healthcare criteria and that
are designed to improve patient outcomes and reduce the overall cost of providing care.
Medicare Advantage Innovation Models
HLC supports more models in the MA market and encourages CMS to demonstrate the
regulatory flexibility required for testing such models.
In the RFI, CMS noted that the current MA-Value-Based Insurance Design (VBID) model could
be modified to provide more flexibility to MA plans and potentially test the model in additional
states. We support the voluntary expansion of the existing VBID model to other states and for
other diseases with significant health implications for the Medicare population, such as
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osteoporosis. In support of this effort, we recommend reductions in marketing restrictions to
permit at least some pre-enrollment marketing of plan designs and cost sharing adjustment of
designs. We would also like to request a clarification on the cost neutrality requirement.
Currently, demonstrations must show cost savings or cost neutrality for the plan at year 5 of
implementation. We seek clarification if “savings” refers to the plan only, or if it includes other
savings such as societal savings or savings to the beneficiary. We also suggest an extension
beyond the 5-year time frame for an alternative time frame of 7, 8, or 10 years.
HLC appreciates that CMS has included MA as a focal area for innovation for CMMI. In
support of this focus, we call for risk arrangements in MA to be afforded the same credit under
the Medicare Access and CHIP Reauthorization Act (MACRA) as risk arrangements in
traditional Medicare FFS. A physician should have equal incentives to take risk in traditional
Medicare FFS as in a contract with a MA plan. Leveling the playing field across Medicare will
result in better care for patients and more equitable opportunities for physicians.
Today, MA makes up a third of the enrollment in Medicare. In some counties, MA makes up
nearly half of all Medicare enrollees.
Studies2 have shown that alternative payment models in MA deliver care that is of higher quality
and lower cost than care delivered in fee-for-service. In fact, a recent publication in the
American Journal of Managed Care demonstrated that patients in capitated MA had a six percent
higher survival rate, and were 11 percent less likely to visit the Emergency Room and 12 percent
less likely to have an inpatient admission.
To echo our comments related to the expansion of opportunities for participation in AAPMs,
since current policy does not allow for MA arrangements to count as AAPMs and MA risk does
not count toward the AAPM risk threshold, we propose the creation of a voluntary MA APM, or,
alternatively, modifications to the current threshold requirements. These are critical steps should
CMMI wish to focus on innovative models in MA.
In addition, given the maturity in the MA space for exploring and implementing alternative
value-based arrangements, we suggest that CMMI consider assuming the primary role of
overseer, rather than administrator, of these arrangements for MA Innovation models. In this
role, CMMI would run data on performance, but would not be responsible for contract
administration.
State-Based and Local Innovation, including Medicaid focused models
HLC supports the development of state-based and local innovation models that include
Medicaid-focused models. Focusing on opportunities at the state and local level is firmly in line
with CMMI’s mission to take locally-driven approaches –from doctors and other healthcare
partners providing care to patients every day – and give them a platform to scale through a very
collaborative and highly transparent process.

2

"Value-Based Contracting Innovated Medicare Advantage Healthcare Delivery and Improved Survival” by AK
Mandal, et al. American Journal of Managed Care Vol 23, No 2. http://www.ajmc.com/journals/issue/2017/2017vol23-n2/value-based-contracting-innovated-medicare-advantage-healthcare-delivery-and-improved-survival.
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As noted earlier in our response to Question #2, CHWs are already incorporated into several
models being tested within CMMI, including a number of State Innovation Models strategies and
in many demonstration projects funded through the Center’s Health Care Innovation Awards.
Given this, we would encourage CMMI to continue to look at opportunities to incorporate
CHWs into future, state-based and local models.
Mental and Behavioral Health Models
HLC appreciates the proposed focus on mental and behavioral health models, particularly given
the public health emergency our nation is facing with opioid addiction. Healthcare providers
have played and will continue to play critical roles in combatting opioid abuse.
Efforts to combat this crisis require collaboration at the local, regional, and state levels, and the
engagement of diverse sectors within communities such as public health, government regulators,
law enforcement, and social services, in addition to health care. We have two recommendations
for consideration related to mental and behavioral health models and their potential role in
addressing the opioid crisis.
First, given the importance of focusing on the issue at the community level, HLC believes this is
a viable opportunity for Community Health Workers (CHW) to act as a critical link to health and
social services and work with beneficiaries who may be at risk for opioid addiction as well as
with beneficiaries who are facing opioid addiction. This would be a particularly helpful approach
for the increasing number of aging Americans facing opioid addiction. A report from 2016
found that one out of every three enrollees in Medicare’s prescription drug benefit program
received an opioid prescription.3
And, second, HLC recommends that in order to best position these models for success, efforts
should be made to align provisions in the “Confidentiality of Alcohol and Drug Abuse Patient
Records” under 42 CFR Part 2 regulations with the privacy provisions under the Health
Insurance Portability and Accountability Act (HIPAA). Currently, 42 CFR Part 2 regulations do
not allow substance and alcohol use information to flow with medical information under HIPAA.
As such, these provisions are currently not compatible with the way healthcare is delivered and
can act as barriers to appropriate care in efforts to help patients with opioid addiction.
Providers and organizations need access to a patient’s entire medical record, including addiction
records, in order to provide safe, effective, high-quality treatment, and care coordination. In other
words, healthcare providers need to be able to treat the “whole person” based on data that
presents a complete healthcare picture. Regulations on substance abuse records extend far
beyond the requirement in HIPAA, and compliance with two separate sets of confidentiality
regulations has proven unnecessary and impedes coordinated care.
We believe the requirements for sharing patients’ substance use records should be aligned with
the strong confidentiality requirements in the HIPAA regulation that allow the use and disclosure
of patient information for treatment, payment, and healthcare operations. We believe the 42 CFR
Part 2 regulations duplicate the already strong privacy protections for health information under
HIPAA and act as unnecessary barriers to ensuring appropriate care.
2) Incorporating Socioeconomic Status Adjustments
3

HHS, OIG Data Brief-02-17-00250. https://oig.hhs.gov/oei/reports/oei-02-17-00250.pdf.
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To better incentivize alternative payment arrangements in areas of high need, HLC recommends
that CMS quality measurement should better incorporate socioeconomic status adjustments. It is
critical that all efforts to move to outcome-based payment properly account for both complexities
of patients as well as the socioeconomic challenges that providers face in caring for patients.
3) Incorporating Telehealth Across Proposed Potential Models
Telehealth has the potential to enhance the impact of value-driven, patient-centered, qualityfocused initiatives while improving the access to and convenience of healthcare delivery. It is an
effective tool to strengthen the cost-efficiency of healthcare.
HLC believes telemedicine should be a critical facet of any strategy to increase access to care.
Telehealth removes barriers to care by enabling more beneficiaries to receive healthcare within
their own homes rather than in a healthcare facility — improving patient experiences while
reducing costs and freeing up capacity in health facilities for more acute cases. Telehealth also
allows for more flexibility in providing telehealth services to individuals in both urban and rural
areas.
As CMMI considers new payment and delivery models, HLC recommends the incorporation of
telehealth in model designs. Opportunities for telehealth adoption already exist in several
alternative payment models, including NextGeneration ACO initiatives, MA Value-Based
Insurance Design (VBID) Model, State Medicaid alternative payment models, and existing
Commercial ACOs.
We believe incorporating telehealth into the new model designs is consistent with the guiding
principle of patient-centered care that is both sensitive and responsive to a beneficiary’s interest
in determining how their healthcare services are delivered.
Question 5: How can CMS further engage beneficiaries in development of these models
and/or participate in new models?
HLC believes that beneficiary engagement is an essential consideration in the development and
implementation of new models and should be embedded in all aspects of model design, including
measurement, transparency efforts, benefit design, and payment. We believe that increased
beneficiary engagement at multiple levels will promote a more active interest and involvement
by beneficiaries in their health, with the potential for an increased focus on prevention and selfmanagement, and, ultimately, produce better health outcomes.
We believe a key driver to beneficiary engagement is the availability of data that is accessible,
understandable, and meaningful.
Beneficiaries should have access to information about payment and delivery models that include
specifics about model design and implementation. Beneficiaries should also be fully informed
about their ability to choose to participate or to not participate in a particular model.
Beneficiaries should also have easy and secure access to their own health data in an electronic
health format and should be able to direct that data to desired locations. They should also be
fully informed on how their information is adequately protected, shared, and used.
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Data should also be easy-to-understand and meaningful to beneficiaries. For example, while
most programs link quality to payment and publicly report quality information, this data is often
not in a format that is readily accessible to beneficiaries and does not translate in a meaningful
way. The type of information provided and how that information is delivered should be clear and
easily translatable for beneficiaries.
In addition to incorporating beneficiary engagement in model design, we also recommend using
tools for engagement that are likely to be familiar and easy to use by beneficiaries, such as
through brief online surveys, in order to encourage feedback on model design and on impact to
beneficiary care prior to and during implementation. We believe this approach would be helpful
for assessing levels of beneficiary engagement, potentially identify areas for improvement, and
would support uptake and continued participation in new models.
Question 6: Are there payment waivers that CMS should consider as necessary to help
healthcare provider innovate care delivery as part of a model test?
1) Physician Self-Referral (Stark) Law, Anti-Kickback Statute, and Civil Monetary
Penalty Statute
HLC believes that a comprehensive modernization of physician self-referral and anti-kickback
laws is needed to support healthcare providers seeking to successfully implement innovate care
delivery models.
When the Anti-Kickback Statute (1972) and the Physician Self-Referral (Stark) Law (1988) were
enacted, the healthcare system provided little or no incentive to providers to coordinate
healthcare delivery. Reimbursement models based on the number of services provided rewarded
volume, rather than rewarding health promotion and maintenance. As a result, policymakers
sought to restrict financial arrangements that could lead to overutilization, influence provider
decision-making, and compromise patient care. Other laws also came into play with additional
restrictions on healthcare provider and payor arrangements, such as the Civil Monetary Penalties
(CMP) Law related to both beneficiary inducement (i.e., providing anything of value to a patient
in order to encourage the patient to utilize a particular provider) and gainsharing (i.e., sharing
savings among providers based on limited or reduced medically necessary services).
As reimbursement models have evolved to become more patient-centered, the Anti-Kickback
Statute, the Stark Law, the CMP Law, and their implementing regulations, have become barriers
to value-oriented care models that improve health outcomes and reduce costs. While these laws
have been minimally modified (e.g., CMMI waivers for particular demonstration projects) in an
attempt to keep pace with these changes, these modifications are piecemeal and do not apply to
all value-based care models that require appropriate coordination among stakeholders.4
To more appropriately support a healthcare system transforming from volume to value-based
through creative service delivery and payment arrangements, HLC calls for the development and
adoption of a modernized legal framework that facilitates broader collaboration among
stakeholders that include payers, providers, and manufacturers, to accelerate ongoing
improvements in care quality and patient safety while driving down costs.
4

See HLC’s February 2017 paper, “Health System Transformation: Revisiting the Federal Anti-Kickback
Statute and Physician Self-Referral (Stark) Law to Foster Integrated Care Delivery and Payment Models”;
https://www.hlc.org/app/uploads/2017/02/HLC_StarkAntiKickback-White-Paper.pdf.
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2) Telehealth Use and Reimbursement Restrictions
HLC recommends an examination of restrictive reimbursement and regulatory requirements that
can act as barriers for healthcare providers seeking to improve patient care through the use of
telehealth. We believe telehealth has the potential to enhance the impact of value-driven service
delivery and payment models while improving beneficiary access to healthcare.
Under current policy, CMS approves new telehealth services on a case-by-case basis, with the
result that Medicare pays for only a small percentage of services when they are delivered via
telehealth. HLC recommends that CMS lift current restrictions on telemedicine, including patient
location restrictions, communication technology restrictions, and coverage restrictions (known as
1834m restrictions). CMS should also eliminate originating site restrictions for telehealth to
allow MA plans more flexibility in providing basic telehealth services to individuals in both
urban and rural areas and allow for increased innovation in MA delivery systems. Currently, MA
plans must use their rebate dollars to pay for these services as a supplemental benefit for their
members.
3) Medicaid Best Price Policy
An additional regulatory challenge that impacts the movement toward value-based care across
healthcare payors is the Medicaid “best price” policy. Specifically, the policy requires that
pharmaceutical manufacturers participating in the Medicaid program provide rebates based on
that best price. “Best price” regulations make it nearly impossible for pharmaceutical
manufacturers to engage in risk-based contracts without running the risk of best-price
calculations triggering a $0 price for their products in Medicaid. We understand that CMMI does
not have the authority to waive Medicaid best price law, but we emphasize that this policy
severely limits how pharmaceutical manufacturers, a key stakeholder and potential contributor in
the move toward value-based care, can engage and collaborate with payer and provider
customers. HLC believes that policy changes regarding the calculation of a drug’s best price, as
well as federal price reporting requirements generally, could remove this disincentive.
Question 7: Are there any other comments or suggestions related to the future direction of
the Innovation Center?
Innovation and the Role of Data: Access, Analytics, Harmonization, Infrastructure, and
Interoperability
HLC recognizes the increasing importance of the efficient and timely transfer of patient
information throughout the healthcare system, enabling care to be delivered to the patient more
quickly and guided by meaningful data. We believe in a future in which health organizations
work not as “silos” of information, but as an interoperating health system using shared data to
accelerate progress in medicines, technologies, and healthcare delivery.
HLC believes that data analytics are critical to the successful development and implementation
of value-based payments and alternative payment models. Successful quality improvement by
healthcare providers requires effective use of clinical, pricing, and other data. Access to data can
empower risk modeling, and help providers identify patients who may benefit from targeted
interventions, engage in effective patient engagement initiatives, design and evaluate quality
improvement initiatives, identify and close clinical care gaps and cost control costs.
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However, the current regulatory framework for data sharing, the nation’s underdeveloped
information technology architecture, and the barriers to electronic health record interoperability
frustrate providers’ ability to access and harness data. Data sharing is governed by a series of
crisscrossing state and federal regulations that are often inconsistent with one another and
incompatible with a digital health world. The same data sharing effort might be permitted by
some federal laws and prohibited by others, undermining the conduct of important research and
public health efforts. The lack of harmonization often results in an incomplete picture of a
beneficiary, such as with dual-eligible patients who participate in both state and federal
programs.
Moreover, the Medicare program expects providers to take on increasing accountability for
beneficiaries, but the data provided to support these efforts are neither timely nor complete. For
example, CMS currently does not provide claims data containing substance use diagnoses
(whether it is the primary purpose of a visit or just listed as a comorbidity) to any providers in
alternative payment models. Protecting the confidentiality of sensitive health information is
laudable, but disparate treatment for alcohol and substance disorder information compared with
other types of health information (for example, mental health), frustrates comprehensive data
sharing and the development of a complete patient-centered care approach to care and the ability
of healthcare providers to engage in managing their entire population’s health.
In addition, missing and lagged data prevent providers from developing a truly patient-centered
approach to managing the entire population’s care. Electronic health record interoperability is
the cornerstone for state of the art medical care, enhancing patient satisfaction and enabling data
sharing in the event of national security events. Despite recognition of the importance of
interoperability, it has been widely documented that that our electronic health systems remain
fractured and siloed, and that more work is also needed to create adequate exchange of health
information.
While CMS has made great strides in promoting access to government data, continued
investments in its infrastructure and statutory permissions are needed.
Healthcare providers currently have limited access across federal programs. Streamlined access
to this information would assist healthcare providers with effectively managing care transitions
between state and federal health programs. The web of different state and federal laws should be
harmonized to increase clarity and reduce burden on providers. Moreover, the conflicting federal
laws should also be harmonized and updated to reflect the digital age. Interoperable electronic
health record (EHR) systems are needed to ensure patient information can be seamlessly shared
across providers to improve care outcomes and efficiency.
HLC CEOs, who are leaders in every healthcare field, have agreed upon the need for an
interoperable health IT infrastructure that takes shape in a way that is both beneficial to
consumers and workable for industry. We encourage CMS to consider our recommendations
below as it works to toward the healthcare system of tomorrow using the healthcare data of
today.
•

We believe that policymakers should encourage exchange of material and meaningful
health data through the use of technologies and applications that enable bidirectional and
real-time exchange of health data currently residing in electronic health record (EHR)
systems (e.g., open and secure API technology).
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•

•

•

Policymakers should also use appropriate authority to certify only those EHR
technology products that do not block or otherwise inhibit health information
exchange. The HHS Office of the National Coordinator should decertify “Meaningful
Use” products that intentionally block the sharing of information, or that create structural,
technical, or financial impediments or disincentives to the sharing of information.
The federal government, in collaboration with the private sector, should build on current
and emerging best practices in patient identification and matching to identify
solutions to ensure the accuracy of every patient’s identity, and the availability and
accessibility of their information, absent lengthy and costly efforts, wherever and
whenever care is needed.
Any interoperability requirements or incentives should be “technology neutral” and
focused on outcomes—active interoperation between and among systems—rather than
on adoption or use of specified technologies. It is critical that future policies do not stifle
potential innovations in health system connectivity

Thank you for this opportunity to provide feedback on the future direction of CMMI. HLC looks
forward to continuing to work with you. Should you have any questions, please do not hesitate
to contact Tina Olson Grande.
Sincerely,

Mary R. Grealy
President
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November 20, 2017
Centers for Medicare & Medicaid Services
Innovation Center
Department of Health and Human Services
Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Seema Verma:
The Healthcare Quality Coalition (HQC) welcomes the opportunity to offer comments on a new direction
for the Centers for Medicare and Medicaid Services Innovation Center (CMMI).
The HQC is comprised of hospitals, physicians, health systems and associations committed to value-based
healthcare. Organized in 2009, the HQC supports efforts to create a sustainable Medicare system through
incentivizing high-value care. We believe value-based payment policies can drive better quality, lower cost of
care, and reduce overall costs for the Medicare program. The HQC strongly supports continued
implementation of payment systems that reward value over volume, and we are pleased to provide
comments on broad themes to improve the CMMI for existing program models and to facilitate increased
participation in alternative payment arrangements.
The coalition includes members that are in agreements with CMMI and non-CMMI alternative payment
models (APMs) and others that have explored available programs but have not participated. Nonetheless,
members have identified a number of strategic areas and themes that CMMI should take into consideration
for soliciting, developing and approving new payment models.

As a key strategy, CMMI should solicit and approve new qualified advanced APMs and Meritbased Incentive Payment System (MIPS) APMs. The enactment of the Medicare Access and CHIP
Reauthorization Act (MACRA) consolidated existing legacy programs and set a new direction in
physician/professional services reimbursement. For the Quality Payment Program (QPP) to succeed, the
role of CMMI should be to focus on models that provide a transition from the MIPS in the direction of
advanced APMs.
For example, the implementation of the MIPS allows for preferred scoring for those models approved as
“MIPS APMs”, such as Accountable Care Organization (ACO) Track 1 models (no downside risk). CMMI
Mission: “The HQC strives to transition healthcare delivery and payment from wasteful, volume-driven incentives to a valuebased (higher quality, lower cost) system. The HQC advocates advancing healthcare payment policies that encourage high value
care and appropriately compensate for outcomes through measureable quality and cost criteria.”
www.qualitycoalition.net
info@qualitycoalition.net
(608) 775-1400
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should work in tandem with those managing the QPP to ensure applicable professional service-driven
models that are not qualified as advanced APMs be approved and subjected to MIPS APM scoring
standards. This will ensure new approved and available models make a meaningful step toward advanced
APM status, and are worthwhile for clinicians and organizations to participate.

In addition to Medicare Part B models, CMMI should develop and expand voluntary hospital
Alternative Payment Models. There are currently an array of programs and initiatives aimed at reducing
cost and improving quality. Since 2015, the HQC has advocated for the focus on hospital-focused APM
options. Although the Medicare ACO program has demonstrated mixed results, experience from providers
and hospitals participating as an ACO and other innovative models are integral for developing improved
payment policy. In addition, the enactment of MACRA was a milestone in Medicare physician payment
policy. Improved hospital payment policy should provide the opportunity for encouraging and incentivizing
hospitals to undertake new models of care with opportunities for improved integration with clinical
services.
In providing opportunities for future hospital and integrated health system APMs to flourish, we ask
lawmakers to follow these guiding principles:
 Hospitals should have the opportunity to take on risk—rewarding quality and efficiency.
 Incentivize coordinated care and build on existing initiatives and infrastructure.
 Capitated-based payment should be encouraged.
 Flexibility and proper tools are essential to improve quality and reduce cost, including established
provider and hospital networks.
 Beneficiaries should be engaged in delivery system reform, such as patient involvement and
understanding their stake in value-based outcomes.

Greater coordination between the Physician-focused Technical Advisory Committee (PTAC) and
CMMI is needed. As evidenced by the recent House of Representatives Energy and Commerce
Subcommittee on Health Hearing on Alternative Payment Models, the PTAC was created in the MACRA to
provide direction and technical assistance for approving new physician APMs. The PTAC is comprised of
physicians, healthcare policy and payment methodology experts aimed at approving new models of care
delivery and payment.
However, models reviewed and approved by PTAC do not need to be made available by CMMI to public
participation. We believe CMMI needs to work closely with PTAC to ensure there is a consistent and clear
pathway to approving models for the Quality Payment Program MIPS APM or advanced APM status. This
ensures models submitted to the PTAC are meaningful in existing value-based programs.

Models need to be properly structured to manage patient care within a defined network. Models
where physicians and providers are unable to coordinate patient care to ensure high quality treatment create
significant challenges and force entities to take on risk that is outside of their control or influence. Success
Mission: “The HQC strives to transition healthcare delivery and payment from wasteful, volume-driven incentives to a valuebased (higher quality, lower cost) system. The HQC advocates advancing healthcare payment policies that encourage high value
care and appropriately compensate for outcomes through measureable quality and cost criteria.”
www.qualitycoalition.net
info@qualitycoalition.net
(608) 775-1400
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occurs when systems directly manage the care of their patients and can proactively work to improve
outcomes for their populations. This ensures accurate patient attribution and management of care.

Lack of actionable and timely data. Improvement cannot occur if models do not have access to current
information about quality and costs. Existing data provided to models is often over a year old and fails to
capture what change is occurring and areas where there are opportunities for growth. We support efforts to
provide data on an ongoing basis. CMMI should also look to help facilitate reports on the data so that
APMs can more easily help identify opportunities for improvement and cost savings. For example, reports
could include key utilization metrics, such as readmission rates or performance on key quality metrics.

Continue to offer exclusively voluntary models. CMMI models should be voluntary, as it requires
significant dedication and resources from participants to make the necessary changes to transform
care. Choice also ensures that entities can select which models best fit their patient populations and those
ongoing efforts are not disrupted by new mandatory requirement

Multi-payer models. A multi-payer approach would also help to address provider burden and the lack of
alignment in reporting requirements. Medicaid programs should also be taken into consideration in multipayer models to facilitate further alignment. Establishing uniformity in measure reporting across payers
would allow the health care delivery system to reduce these burdens and more clearly focus on improving
quality. This strategy would also align with the CMS’ new meaningful measurement framework that is
seeking to make reporting requirements more streamlined. As medical service reimbursement is focused on
value over volume—measurement of quality should also focus less on volume of reporting and emphasize
measures that are meaningful and outcome-driven.
Conclusion
On behalf of the HQC, we appreciate the opportunity to provide comments on the new direction of the
CMMI. We urge CMS to work together with physicians, groups, hospitals, associations, and coalitions to
ensure value-based payment programs are working in tandem to achieve the goals of better quality and
lower cost. Thus far, we have been very pleased with the outreach and engagement from CMS officials and
we hope this can continue. We look forward to continuing to provide feedback on new payment and care
delivery models offered by CMMI.
If you have any questions or need clarification, please feel free to contact us.
Sincerely,
The Healthcare Quality Coalition

Mission: “The HQC strives to transition healthcare delivery and payment from wasteful, volume-driven incentives to a valuebased (higher quality, lower cost) system. The HQC advocates advancing healthcare payment policies that encourage high value
care and appropriately compensate for outcomes through measureable quality and cost criteria.”
www.qualitycoalition.net
info@qualitycoalition.net
(608) 775-1400

November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, D.C. 20201
Submitted via electronic mail to: CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma,
This letter is being submitted by HealthSouth Corporation in response to the Request for
Information (“RFI”) issued by the Center for Medicare and Medicaid Innovation (“Innovation
Center”) on September 20, 2017 calling for a “new direction” for the innovation center.
Effective January 2018, HealthSouth Corporation (“HealthSouth”), along with our
subsidiary Encompass Home Health and Hospice (“Encompass”), will operate under the common
name “Encompass Health.” HealthSouth is the nation’s largest provider of rehabilitation hospital
care and services, operating 127 freestanding rehabilitation hospitals, or IRFs, located in thirty one
(31) states and Puerto Rico; forty two (42) of these hospitals are aligned with general acute care
hospital networks or systems. Through its home health subsidiary, HealthSouth is the nation’s
fourth-largest home health care provider, comprised of 203 home health agencies (“HHAs”) and
thirty seven (37) hospice agencies in twenty nine (29) states. Sixty percent (60%) of our
rehabilitation hospitals are located within a thirty (30) mile radius of an Encompass HHA location
and approximately fifty five percent (55%) of the patients discharged from our IRFs qualify for and
require home health services to complete their recovery. HealthSouth is a national leader in the
post-acute care (“PAC”) space and is positioned as a high-quality provider of inpatient and homebased PAC services.
Numerous of our hospitals and home health agencies are participating in the Models 2 and 3
of the Bundled Payment for Care Improvement Initiative (“BPCI”) and shared savings and Next
Generation accountable care organizations (“ACOs”). We also note that we are submitting a
separate joint letter with Cerner Corporation, a healthcare analytics and information company with
whom we recently announced a collaborative for the formation of a post-acute care innovation
center. This collaboration will function as a unique platform through which clinical-based data and
information will flow and be analyzed, ultimately enabling us to precisely refine and tailor our care
delivery models with the objectives of further improving patient outcomes and cost-effectiveness,
and setting the stage for greater levels of episodic-based risk and reimbursement.
The RFI states that “CMS is not seeking proposals” and “will not accept unsolicited
proposals.” Given this limitation, the comments and responses contained herein are more general in
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nature and scope and not intended to reflect any particular proposal, unsolicited or otherwise. We
do, though, anticipate the opportunity to submit a more detailed description of our conceptual ideas
and approaches to particular care models that we believe should be tested by the Innovation Center.
Our responses to the questions posed by the RFI are as follows:
1) Do you have comments on the guiding principles or focus areas?
Summary: Market-driven pricing models will require regulatory flexibility to serve
patients efficiently.
Response: Regarding the second principle, “Provider Choice and Incentives,” when
developing models, we encourage the Innovation Center to be more flexible and willing to
challenge the regulatory frameworks of all payment systems as part of the effort to “reduce
burdensome requirements and unnecessary regulations…” Reducing burden and unnecessary
regulations sounds imminently sensible; however, CMS can often articulate a seemingly plausible
justification for the function and purpose of a particular rule, regulation, or policy – especially
within the framework and architecture of site-specific payment systems – thereby precluding the
Innovation Center from making a modification or granting a waiver.
This approach – continually maintaining legacy regulations merely because of their role in
the fee-for-service (“FFS”) system – is precisely what inhibits the Innovation Center from gaining a
new and fresh perspective on whether the modification or waiver of a rule, regulation, or policy
would demonstrate a legitimate necessity for its continuation or elimination. In short, some
Innovation Center models should be designed and tested to determine whether a rule, regulation, or
policy actually furthers the goal of providing high quality care on an efficient and low-cost basis.
Our experience has been that many such rules, regulations, or policies are inconsistent with and
counterproductive to these goals. CMS should modify or waive these rules, regulations, or policies
if they conflict with conflict with market-driven models that can deliver more effective and efficient
results for patients and the Medicare program. Many post-acute care providers, particularly
rehabilitation hospitals and home health agencies that participate in Innovation Center models,
have, to date, done so without the benefit of such an approach.
The myriad site-specific rules and regulations that govern Medicare’s coverage of post-acute
care have not been sufficiently addressed in light of the cost savings and care coordination goals of
the Innovation Center. As U.S. Representatives Pat Tiberi and Ron Kind, along with a number of
their House colleagues, stated in a letter to CMS in June 2016, “[a]s the Centers for Medicare &
Medicaid Services (CMS) continues its Medicare payment reform efforts, we write to urge the
agency to use its existing authority, where appropriate, to more broadly waive regulatory barriers
that limit care coordination and collaboration. Such regulations were designed for the Medicare
fee-for-service (FFS) environment; their waiver is necessary to allow payment reform to more
effectively move into the post-FFS era, thereby producing more insightful lessons for policymakers
and innovators developing the next generation care delivery system.”1
1

Letter to Acting CMS Administrator Andy Slavitt from U.S. Representatives Pat Tiberi, Ron Kind, other U.S.
Representatives (June 23, 2016) (furnished upon request).
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Accordingly, in designing models with regulatory flexibility and policy waivers built in, the
Innovation Center would be able to both generate better perspective on the “necessity” of particular
rules, regulations, and policies, and at the same time determine what care improvements providers
are capable of offering without such restrictions. Small-scale models would enable the Innovation
Center to carefully monitor any changes to care delivery or utilization attributable to the regulatory
modification or waiver. If such changes are deemed to be not in the best interests of patients or the
Medicare program, then the regulation could be reinstated, or the model could be cancelled.

2) What model designs should the Innovation Center consider that are consistent with
the guiding principles?
Summary: The Innovation Center should consider payment models that incentivize
providers to treat patients more efficiently with high-quality results.
Response: Regarding the enumerated principles, we agree that alternative payment models
(“APMs”) developed and tested by the Innovation Center should be voluntary and limited to welldefined control groups or comparison populations. For example, CMS’ recent attempts to
implement a completely new payment system for all home health care providers nationwide, the
Home Health Groupings Model (“HHGM”), should have first been tested on a voluntary and
limited basis. We recommend that any new payment system models be developed with substantial
stakeholder input and involvement and be tested on a voluntary basis.
Two other key observations that should be central to the Innovation Center’s APM and
payment reform efforts are:
(1) the models should be developed around reimbursement amounts or rates that are, in fact,
an alternative to or different from existing site-specific or level-of-care payment systems;
and,
(2) the regulatory and policy frameworks that define and govern site-specific or level-ofcare service/care delivery and reimbursement need to be substantially modified or dispensed
with altogether in accordance with the particular model.
To date many of the major APMs implemented by the Innovation Center affecting hospitals
and post-acute care providers have utilized an underlying FFS structure involving a reduced or
discounted “target price” determined through a healthcare provider’s anticipated level of
expenditures, based on historical expenditures. The “target price” is compared against the
provider’s actual expenditures incurred during a specified timeframe, with such expenditures being
reimbursed and regulated under the typical FFS structure. This approach disadvantages providers
with truly prospective FFS payment amounts because those amounts are fixed and they effectively
account for the regulatory costs created by the rules and regulations of the payment system. The
healthcare system will benefit from market-driven payment models that promote quality and cost
efficiency and reward high performing providers. Current payment models subsidize less efficient
providers at substantial cost to patients and to the healthcare system.
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Without a departure in Innovation Center models from FFS reimbursement amounts and
proportional regulatory modifications and waivers, providers that receive fully prospective payment
amounts are “stuck” with a relatively inflexible cost profile, impeding their ability to innovate under
APMs. PAC providers cannot engage in innovative approaches that could unlock the full potential
of the effects of care coordination and collaboration, both of which are necessary to APM program
success. The regulatory waivers associated with these models to date, particularly for post-acute
care providers, have so far been limited to non-existent, with an explicit preference for inpatient
post-acute and rehabilitative care to occur in nursing homes via a waiver of the so-called hospital 3day stay requirement for Skilled Nursing Facilities (“SNFs”).

3) Do you have suggestions on the structure, approach, and design of potential
models? Please also identify potential challenges or risks associated with any of
these suggested models.
Summary: Set prices to encourage efficiency and quality outcomes. Care efficiency and
quality should drive value and price.
Response: One or more models should be developed to test the feasibility and value of
rehabilitation hospitals being permitted to treat a broader mix of patients than are currently treated
in this level of care due to the restrictive effects on patient admission practices created by the 60%
Rule and IRF coverage criteria. The 60% Rule was originally designed to distinguish rehabilitation
hospitals from general acute care hospitals. However, the Rule no longer serves its intended
purpose because it has become an arbitrary mechanism that effectively limits patients’ utilization of
IRF services while ignoring the unique medical and rehabilitative needs of individual patients.
Providers today can use data technology, in connection with clinical and medical expertise, to more
properly and efficiently place individual patients in the right PAC setting that will optimally meet
their needs. The Innovation Center should allow providers an opportunity to demonstrate that such
an approach can achieve better results than the 60% Rule. Specifically, these models should be
designed and structured to:
(a) account for diagnostic categories and clinical conditions that are similarly distributed
among patient populations treated in IRFs and SNFs;
(b) be limited to particular diagnostic and clinical categories;
(c) involve a single lump-sum prospective payment made to the IRF intended to cover
specific care and services provided to patients attributed to the model for a defined
period of time (e.g., 60 days);
(d) include waivers of IRF-specific regulations and policies that restrict patient admission
and patient care practices, e.g., the 3-Hour Rule and 60% Rule, to accommodate a form
of a “post-acute care hospital” model;
(e) reward providers that achieve high-quality outcomes as determined through performance
on a reasonable number of specific patient outcome-based measures, and penalize
providers who fail to achieve quality outcomes for their patients;
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(f) incentivize and reward providers for providing cost-effective care, i.e., when patients
achieve high quality outcomes and incur lower expenditures, providers should be
rewarded; and,
(g) discourage and penalize providers for providing inefficient care, i.e., when patients do
not achieve high quality outcomes and incur higher expenditures, providers should be
penalized.
Likewise, one or more models should be developed to test the feasibility and value of home
health providers being permitted to treat a broader mix of patients than are currently treated in this
level of care due to the restrictive effects on patient admission practices created by the homebound
requirement and home health coverage criteria. Specifically, these models should be designed and
structured to:
(1) eliminate the current requirement for a patient to be homebound to be eligible for home
health services;
(2) eliminate the current physician documentation requirements related to eligibility
documentation, not the face-to-face encounter;
(3) amend the current definition of a “visit” to also include remote, virtual, or telehealth
visits; and,
(4) test a new benefit for the Medicare population that supports the palliation of symptoms,
specifically, allow home health agencies to care for patients who are in need of palliative
care due to eventual life limiting illness but who are not yet ready for hospice in an effort
to minimize time and dollars spent in hospital or emergent care settings.
More generally, the Innovation Center’s models should create specific safe-harbors or
waivers of the Anti-Kickback Statute in order to encourage a provider to ensure their patients are
appropriately cared for once they are discharged. The American Hospital Association advocated for
this concept earlier this year: “[h]ospital responsibility for patient care no longer begins and ends in
the hospital setting or any other site of care provided by the hospital. Maintaining a person in the
community requires more than direct patient care. It includes encouraging, supporting or helping
patients access care, or making it more convenient. It would include removing barriers or hurdles
for patients as well as filling gaps in needed support. However, current laws impede hospitals from
providing such assistance. The general prohibition on providing anything of value to ‘induce’ the
use of services paid for by the Medicare program also applies to assistance to patients.”2
Providers who can support evidence-based protocols, pricing and quality metrics can
improve patient care and promote operating efficiencies. Payment models should encourage such
providers to manage patient care across different post-acute settings free of technical regulatory
restrictions that discourage collaboration and coordination among multiple healthcare providers
caring for a patient.

2

Letter from Tom Nickels (American Hospital Association) to U.S. Representative Pat Tiberi (August 25, 2017)
(furnished upon request).
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4) What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be
tested as a model and alternative to FFS and MA?
Summary: Develop pricing models that take advantage of market mechanisms to promote
quality and lower costs through the use of technology and patient-focused data.
Response: The general parameters described in response to question 3 apply here, particularly
the responses in 3(f) and (g) regarding value-based incentives. CMS should capitalize on the ability
of providers to leverage data and technology that is complementary to their clinical and medical
expertise, to determine the proper placement of patients; help design programs and protocols to
improve patient care; facilitate coordination among providers and settings; and control costs.
Additionally, high-quality home health care providers should be allowed to provide
population-health level services to high-risk, high-spend Medicare beneficiaries, in concert with
primary care physicians, with minimal regulatory burdens and commensurate reimbursement
models. High-quality home health providers have experience caring for and keeping Medicare
beneficiaries safely and satisfactorily in their homes while reducing overall Medicare expenditures.

5) How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
Response: Providers should have greater flexibility to encourage and incentivize patients to
comply with certain aspects of patient care programs and pathways, such as by rewarding them for
successful completion of a medication adherence program. Also, by waiving or modifying certain
site-specific regulations and policies, such as the IRF 3-Hour Rule in connection with an IRFspecific model, patients and their family members will be less reluctant to be admitted into an IRF.
The 3-Hour Rule functions as a barrier or limitation to access IRF services for a number of reasons.
First, the rule restricts patients from accessing IRF services based on their conditions – for example,
a referring physician may determine that a patient should be treated in an IRF based on her/his
opinion that the patient needs the level of services provided in an IRF (such as round-the-clock
nursing and frequent visits with doctors), yet is unable to refer that patient to an IRF because he/she
may be unable to participate in the full 3 hours of therapy per day, as currently required under the 3Hour Rule. Additionally, the rule restricts access to IRF services because of self-imposed barriers
by patients and their family members or caregivers. For many patients, families, and caregivers, the
prospect of being told that the patient will be required to participate in 3 hours of therapy and rehab
each day is received as overwhelming. Under these circumstances, some patients will avoid an IRF
level of care even if they are capable of participating in that level of rehabilitation and therapy. By
providing greater incentives for beneficiaries to choose the highest quality and most cost-effective
form of treatment for their individual needs, beneficiaries’ choices can help inform which models
should be pursued.
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6) Are there any payment waivers that CMS should consider as necessary to help
healthcare providers innovate care delivery as part of a model test?
Summary: All rules, regulations, and policies should be evaluated to determine the degree
to which they continue to support the common goals of quality care and cost efficiency.
Response: CMS should develop IRF-specific models and provide waivers from at least the
60% Rule and the 3-Hour Rule for the conditions and diagnoses comprising the model, as discussed
below:
(a) 60% Rule: The IRF 60% Rule, a variation of which has been in effect since the mid1980’s, limits the number and types of patients an IRF can and cannot treat based solely
upon patients’ diagnoses. Given its overly restrictive scope, it is among the most
significant PAC regulations for which a model and test should be developed to
determine its continued relevancy and need. By requiring that 60% of an IRF’s patients
must come from a predefined list of medical conditions and diagnoses, IRFs are impeded
from consistently treating numerous patients whose code-based diagnoses do not satisfy
the Rule, including patients with cancer, cardiac, pulmonary and various orthopedic
conditions. The Rule’s restrictive effects impede IRFs’ ability to consistently
collaborate and coordinate care with other healthcare providers, which in turn limits their
ability to unlock the full potential of innovative care delivery techniques and care
coordination models and pathways.
(b) 3-Hour Rule: The 3-Hour Rule requires that every IRF patient participate in and
benefit from at least 3 hours of intensive rehabilitation therapy per day for at least 5 days
per week. The 3-Hour Rule represents a “cookie-cutter” approach to patient care that
does not account for individual patient needs and also prohibits an IRF participating in
an APM from utilizing therapy time – one of the primary cost drivers – as a way to
impact overall reimbursement levels.
(c) Coverage presumption: More broadly, there should be an administrative presumption
of coverage of PAC services, including IRF and home health services, for claims
involving services provided under an APM. Since bundle holders in the various bundled
APMs, such as the Bundled Payments for Care Improvement (“BPCI”) initiative or the
Comprehensive Care for Joint Replacement (“CJR”) model, are carrying risk for both
cost and quality of a patient’s treatment, their decisions to send a patient to an IRF or
home health under those parameters should be met with a presumed assumption of
coverage from Medicare. In other words, since bundle holders are “quarterbacking” key
patient care decisions, such as PAC utilization, those decisions – which are designed to
meet the goals of a particular APM or bundling initiative – should receive the benefit of
presumptive coverage from Medicare. Similarly, if an IRF participating in an APM has
agreed to receive an alternative payment amount or rate for patients within specific
diagnostic categories and involving specific care and services during defined period of
time (episode), the care and services should be accorded a presumed assumption of
coverage.
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See response to question 3 above regarding the homebound requirement.

7) Are there any other comments or suggestions related to the future direction of the
Innovation Center?
Response: First, the Innovation Center should refrain from relying upon short-stay acute
care hospitals as the primary laboratory in which PAC utilization and cost parameters are being
examined. Instead, CMS should focus more on the beneficiaries consuming the highest amount of
Medicare expenditures and develop models aimed at preventing avoidable hospitalizations in the
first place rather than focusing on the Medicare expenditures consumed only after the initial
“anchor stay” in the short-stay acute care hospital. Second, HealthSouth supports the Innovation
Center’s willingness to consider how market principles can control costs, promote efficiency, and
improve care quality. With these principles in mind, we are prepared to engage in the analysis of
specific pricing and payment models tied to efficiency and quality of outcomes.
Thank you for your careful consideration of these comments and observations. We look
forward to working with CMS and the Innovation Center constructively and collaboratively to
develop and test models that comport with the principles described above. If you have any
questions about this letter, please feel free to contact me.

Sincerely yours,

Justin R. Hunter
Senior Vice President
HealthSouth Corporation

November 20, 2017
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality and
Acting Director of the Center for Medicare and Medicaid Innovation
U.S. Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Innovation Center New Direction Request for Information (RFI) posted Sep 20, 2017
Dear Ms. Bassano:
Hemophilia Federation of America (HFA) appreciates the opportunity to comment on the new direction for the
Center for Medicare and Medicaid Innovation (CMMI) and strongly supports the development of patientcentered care and market-driven reforms. HFA is the largest community-based organization that assists and
advocates for people with bleeding disorders. We accomplish this through advocacy, education, and research.
Hemophilia and other bleeding disorders are genetic conditions that impair the body’s ability to clot properly.
People with hemophilia, often the most severe of these conditions, administer prescription clotting factor
medication to avoid painful or potentially life-threatening bleeding episodes that can lead to advanced medical
issues such as joint and muscle damage, and even death. These medicines are extremely effective and allow
affected individuals to lead healthy and productive lives. However, clotting factor medication, as well as the
newly approved novel therapies that have recently come to market, are extremely expensive, costing anywhere
from $250,000 to $1 million annually, depending on the severity of the disorder and whether complications
such as an inhibitor are present.
Because of the seriousness of this chronic condition and the cost of treatment, HFA is necessarily interested in
CMMI pursing potential models that are patient driven and preserve choice, yet reduce costs while maintaining
quality health outcomes. Until recently, patients with hemophilia could choose between the full range of
clotting factor products. Clotting factor was often carved out of state Medicaid preferred drug lists (PDLs) as
well as private formularies. This carve-out for clotting factor reflected payers’ recognition that clotting factors
are complex biological products and as such are not therapeutically equivalent or interchangeable. However, in
2016, six state Medicaid programs initiated a review of clotting factor to determine whether to place products
on PDLs and list some products as preferred and others non-preferred in an attempt to manage the class and
save money. Two states implemented a PDL for clotting factor, one placing strict prior authorization limitations
on access. This year, we are seeing between six and nine more states review this class.

In August of 2015, HFA began a national data collection initiative named Project CALLS, aimed at determining
how benefit design interferes with patient health outcomes. Patients participate in Project CALLS when they are
experiencing insurance issues affecting their access to care such as prior authorization, limited networks, or step
therapy. Data from Project CALLS shows that 52% of patients that experience an insurance issue of this type
delay their care by either not treating when they are supposed to, or delaying a visit to their provider. When
people with hemophilia delay care, they experience excess bleads that lead to long term joint damage or other
serious, more expensive health issues. Data from Project CALLS suggests that insurance issues and benefit
design that impede access lead to more expensive, negative health outcomes. We are greatly concerned that
when state Medicaid programs implement PDLs and place strict prior authorization procedures and step edits in
the way of access to treatment, they will experience higher, unintended health care costs.
In 2015, the Bleeding Disorders Foundation of Washington was able to secure $600,000 from the state in the
2015-2016 Washington State Budget to support the creating of the Bleeding Disorders Collaborative of Care.
This consortium of doctors, patients and representatives from the Washington State Health Care Authority,
convened to examine utilization practices in clotting factor consumption among state Medicaid patients. Instead
of limiting choice through the creation of a PDL, Washington State chose to examine other means of saving the
system money. Currently, the state is reviewing whether patients should be dosed on the basis of ideal rather
than actual body weight. (Because factor dosing is based on patient weight, overweight patients receive higher
doses of factor compared to non-overweight patients; however, since fatty tissues contain less blood volume
than muscle, dosing patients with reference to their ideal rather than actual body weights may reduce the
amount of factor used without increasing the risk of bleeding or other adverse events.) While this study is still
under way, its eventual results could impact how patients consume factor. Implementation of these evidencebased policies may prove more effective at cost-saving than instituting a PDL. In addition, Washington State
has looked at a number of other questions facing hemophilia care using the Center of Evidence-Based Policy
Medicaid Evidence-Based Decisions Project (MED) at Oregon Health & Science University.
HFA supports evidence-based policy decision making and believes that patient-centered research is the key to
cost-savings. Washington state took an inventive approach to ensuring that research and evidence drives their
policy. HFA hopes to propose working with CMMI to replicate the Washington study in other state Medicaid
populations to determine if dosing, rather than PDL implementation, is a safer and more cost-effective way to
manage clotting factor as a class of drug. HFA also hopes to incorporate current research using ultra-sound
technology to determine whether patients are experiencing bleeds that need to be treated with clotting factor or
other pain necessitating alternative pain management techniques. Incorporating the ultra-sound component
provides the unique opportunity to examine pain management among patients with chronic disorders. HFA
believes that projects such as this, driven by patients, delivering data-driven insights into benefit design, and
incorporating state-based innovation with a focus on Medicaid, aligns perfectly with CMMI’s new direction.

Thank you in advance for considering our submission. HFA appreciates the opportunity to comment and
applauds CMMI for seeking patient-focused and market-driven solutions. If you have any additional questions,
or need any additional information, please contact Katie Verb.

Sincerely,

Kimberly Haugstad
President & CEO
Hemophilia Federation of America

RFI Response - Centers for Medicare & Medicaid Services: Innovation Center Direction
Prepared By: Ed Connors – 17 November, 2018

Introduction
Heudia is proudly committed to improving the lives of vulnerable individuals across the United States
where new community-based care innovations are critically needed to eliminate disparity and reduce
avoidable healthcare cost that adversely impacts Medicare and Medicaid.
Heudia uses AccessMeCare™ - a cloud-based communications and collaboration platform to deliver a cost
effective, healthcare service that eliminates the primary barriers to care. AccessMeCare™ allows
community stakeholders & family caregivers to navigate Medicaid Beneficiaries to the most appropriate
health care centers as well as to the social, education, and economic services they need to live a healthier,
more productive life.
AccessMeCare™ is the key strategic infrastructure your organization needs to establish a culturally
competent - Community-Centered Medicaid Program empowering any stakeholder to screen, navigate,
and plan care for your Medicaid Beneficiaries while increasing the technical merit of your contract
proposal.
Heudia’s value added support services drastically simplifies the entire community-based care
coordination process – start to finish – placing each of your members at the center of a health promoting
ecosystem precisely tailored to meet their unique and individual needs.
This is accomplished based upon a 4-step process that addresses both community-level and home-based
factors that impact on health outcomes and cost by ensuring that all barriers to care are minimized to the
lowest possible level and ensures, whenever possible, each individual member is properly encouraged to
take personal responsibility for their own care.
AccessMeCare™ is a cloud-based platform that works from any computer, tablet, or smart phone without
the need to exchange personal health information with an EMR/EHR or MMIS system.
The result in a proven to increase access to the most appropriate centers of care and improve interorganizational communication and collaboration which – in turn improves a Managed Care Organization’s
operational efficiency while significantly reducing avoidable healthcare cost.
More specifically, AccessMeCare™ incorporates a series of features and functions that assures your
members have every opportunity to see care at the right time, place, and setting.
This maximizes the ability to 1) involve Medicaid Beneficiaries in their own health with the added benefit
of including family care giver, 2) empower Medicaid Beneficiaries to become better healthcare
consumers, 3) simplify the flow of information to optimize results and obtain better outcomes at a low,
4) integrate health and community-based care providers into one virtual center of care, and 5) improve
community-based care coordination & inter-organizational communication/collaboration.
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Direction Setting
It is incredibly important that future changes consider the extent to which the effectiveness and efficiency
of the Medicare and Medicaid programs truly depends upon developing models that:
1. Recognize that the existing construct of Medicare and Medicaid partnerships are often inherently
limited by the overarching self-interest of healthcare providers, clinicians, and payers that
dominate the market.
2. Engage with emerging technologies to demonstrate consumer-level innovations ‘at-scale’ across
broad market geographies that are sustainable at low-incremental cost to the government
through private/public partnerships.
3. Empower and incent community-based care providers to better engage with Medicaid
Beneficiaries.
Models for innovation, such as those outlined in this RFI, must fully consider the extreme clinical,
economic, and community benefit that can be derived by concurrently addressing the issues associated
with the “as-built-environment” and “personal responsibility” to achieve the triple aim – improvement in
quality, cost, and outcomes.
A large part of the public discussion associated with the current healthcare crisis are the “Social
Determinants of Health” a term which is conveniently broken down into categories such as education,
food security, housing, interpersonal violence, and transportation.
These issues are often viewed through the divisive lens of the “as-built-environment” – the local ecology
associated with where and how we live and “personal responsibility” – our ability, rather inability to take
ownership to overcome our unique health, social, economic, and educational challenges.
Ultimately, income inequality and lack of access to care contribute significantly to poor health, education,
and economic outcomes. The inability to address community-level and home-based issues is often driven
by the complex interplay among providers, programs, and people.
This requires a fundamentally shift in the healthcare paradigm to seek change well outside the traditional
medical perimeter using a multi-faceted approach that simultaneously engage hospitals, law enforcement
officials, government agencies, schools, and community-based organizations to change their community’s
educational and economic landscape.
Models must be developed that 1) include education and economic development as part of the solution
set and 2) automatically re-invest a portion of Medicare and Medicaid cost savings into education and
economic development programs serving vulnerable communities.
More specific to the topic of “Small Scale Testing”, it is our recommendation that a better mechanism be
developed that enables innovators to accelerate the pace and magnitude of service delivery through
multi-state and/or multi-site collaborations facilitated, but not controlled by CMS.
Comments on Potential Models
Notwithstanding the fact that each of the eight (8) model topics/areas are significant in and of themselves,
Heudia believes that when you visualize the problem systemically, from the perspective of the Medicaid
Beneficiary what becomes most important is a “Unifying Model” that integrates the problem set into a
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single, Consumer-Directed Communications and Collaboration Platform with content specifically curated
for each, Medicare or Medicaid Beneficiary based upon where and how they live.
This channels development and innovation activities towards key strategic infrastructure solutions that
are broad-based, cost-effective, and highly-scalable but remain local, personal, and relevant to each
individual Medicare or Medicaid Beneficiary.
The ability to drive impact at the most efficient operating point requires a model capable of solving a
multi-variable, simultaneous equation that empowers beneficiaries, family members, and care givers to
overcome their barriers to care and accept a reasonable degree of personal responsibility.
Such models will require a balanced approach that combines people, process, and technology with a test,
analyze, and fix methodology.
Based on the Company’s subject matter expertise and strategic relationship with the potential models
outlined within the RFI, Heudia will limit comments to the following model types:
•

Expanded Opportunities for Participation in Advanced APMs
The goals and objectives of CMS may also be served by adopting models that would enable nonclinical, community-based organizations to play a more active role in patient navigation,
consumer engagement/education, and community-based care coordination.

•

Consumer-Directed Care & Market-Based Innovation Models
Although Heudia strongly believes in the importance of empowerment and education, the
development of consumer-directed care models that only seek to inform consumers about cost
and quality would be severely self-limited given the fact that cost and quality are frequently 2 or
3 levels removed from a Medicaid Beneficiaries decision making process. While consumerism and
transparency are important considerations – Medicaid Beneficiaries face a more complex
purchasing decision which suggests that CMS should be looking at enhancing its model to think
more broadly about the construct and inclusion of decision support tools as part of this model.
Heudia is very interested in speaking with CMS to discuss ideas on how to operationalize these
principals to reduce avoidable healthcare cost, increase quality, and improve access to the most
appropriate centers of care.

•

State-Based and Local Innovation, including Medicaid-focused Models
In order for CMS to partner with States to drive better outcomes for people based on local needs;
states need to greater access to new and innovative consumer-directed care & market-based
innovations. As such, Heudia believes that there is significant opportunity to improve and
accelerate innovation by promoting greater innovation between technologists and state Medicaid
programs. The ideal model for a consumer-directed care & market-based innovation model is one
that not geographically limited to a single state or location, but is based on a common, open
source infrastructure that can be easily replicated and “scaled” at low-incremental cost to
maximize collaborative linkages and establish a coherent top-down/bottom-up line of
communication for the Medicaid Market.

•

Mental and Behavioral Health Models
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Mental and behavioral health is very pervasive and subject to shame and stigma. As such, Heudia
believes that integrating mental and behavioral health services within a robust population-health
or consumer-directed care platform that provides the greatest impact opportunity. Such models
would enable states to virtually integrate Mental and behavioral health services with primarycare and preventive care providers.
•

Program Integrity
Heudia has frequently observed how new technologies are often brought to market with a value
proposition aimed at enabling healthcare providers to earn additional revenue while strategies to
reduce cost of care are not always met with the same level of enthusiasm. Although this does not
fall within the classic definition of “fraud, waste, and abuse” it does reflect an industry challenge
that is worthy of consideration.
The integrity of the program depends on the ability to do what is right when it is required the
ability to develop models that measure, monitor, and report on utilization as a function of need –
where need includes social, economic, and educational services that reduce the demand for
medical treatment is essential.

Beneficiary Engagement Strategies
Heudia has invested significant time and effort to develop new and innovative strategies to engage
Medicaid Beneficiaries. These innovations are consistent with the models outlined in this RFI. Heudia is
interested in speaking with CMS to discuss our methodology and how they might be tested in conjunction
with one or more of the potential models.
Company Overview
Heudia works with Managed Care Organizations to improve the strength/effectiveness of the local health
care and social service ecosystem by fully integrating home and community based services into the
continuum of care.
Heudia’s solution set is focused on the Medicaid populations that are 1) twice as likely to misuse the
Emergency Department for non-emergent or primary care treatable illnesses, 2) require additional social
support to become and remain healthy, and 3) remain vulnerable to illness because of poor health
behaviors, lack of access to care, socio-economic factors, and their environment.
Heudia was nominated for the National Medal of Technology and Innovation because of its ability to
addressing the social determinants of health and was cited as a “Promising Practice” by a representative
of the U.S. Department of Health and Human Services.
Thank You
To learn more about Heudia, AccessMeCare™, or how can help improve your performance please contact:
Ed Connors at Heudia Health
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, Maryland 21244-1850
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
On behalf of the High Value Healthcare Collaborative (HVHC), thank you for the opportunity
to provide our comments below on the request for information for the Centers for Medicare
& Medicaid Services: Innovation Center New Direction.
We hope you find our input informative. For more information about the recommendations
in our comment, please contact Shannon Regan, Clinical Improvement Coordinator, HVHC
Program Office.
Sincerely,

Rob Nesse, MD
Chair, HVHC Board

45 Exchange Street, Suite 400 | Portland, ME 04101

1

45 Exchange Street, Suite 400
Portland, ME 04101
www.highvaluehealthcare.org

On behalf of the HVHC Board:
The High Value Healthcare Collaborative (HVHC) is a learning network of ten diverse delivery
systems across the United States committed to improving healthcare value through data and
collaboration. These systems include; Beth Israel Deaconess Medical Center, Baylor Scott & White
Health, Dartmouth-Hitchcock, Hawaii Pacific Health, Intermountain Healthcare, Mayo Clinic,
Northwell Health, Providence St. Joseph Health, Sentara Healthcare, and UC San Diego Health
System.
We appreciate efforts by CMMI to promote patient-centered care and test market-driven reforms
that empower beneficiaries, provide transparency, and increase choices and competition based on
healthcare value. HVHC supports public-private partnerships between CMS and healthcare providers
to collaborate on developing data-driven, evidence-based policies shown to meet these reform goals.
To this end, HVHC has established a working group to engage CMMI leaders on collaborative
opportunities to improve and test APM design enhancements with CMS.
We propose to support population health via a more comprehensive ACO APM for large, integrated
delivery systems; this includes improved financial benchmarking approaches, additional beneficiary
engagement opportunities, and streamlined governance requirements. We believe that our proposals
are well aligned with CMS mission and goals, and we encourage CMS to provide resources for CMMI
to partner with provider groups to test evidence-based payment model enhancements when
considering the eight focus areas included in this Request for Information on CMMI’s new direction.
1. Increased participation in Advanced Alternative Payment Models (APMs)
Current APMs fail to offer incentive for already high-performing integrated delivery systems
to participate due to inadequate risk adjustment approaches and unfavorable financial
benchmarking methodologies, as demonstrated by HVHC data modeling and experienced by
some HVHC members participating in APMs.
•

Risk adjustment: We recommend including clinically-relevant, evidence-based risk
adjustment methodologies for all APMs. In partnership with CMS, HVHC research
demonstrated using Hierarchical Condition Categories (HCCs) and Medicare / Medicaid
dual-eligibility status as viable risk adjustment variables for joint replacement bundles.
This work should be expanded to additional episodic and population-based APMs.

•

Financial benchmarking: We recommend using a combination of regional benchmarks
and historical performance in APMs (e.g., ACOs) to encourage further provider
adoption. We support CMS/CMMI’s consideration of a differential adjustment when
comparing high vs. low PBPY organizations to better align the reward mechanism for
organizations performing significantly better than the national or regional trend. HVHC
analyses have demonstrated that many HVHC organizations have notably lower-cost
PBPY for their attributed populations than their market regions. In addition to
historical organizational PBPY trend, we recommend considering a regional benchmark
approach for population-based models similar to the blended historical / regional
average approach used in the CJR bundled payment program. HVHC propose modeling
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alternative financial benchmarking approaches using HVHC data to inform and
enhance evidence-based comprehensive models for high-performing delivery systems.
HVHC value-based payment subject matter experts (SMEs) have also identified challenges
with limited beneficiary engagement opportunities and burdensome governance requirements
as barriers to APM participation.
•

Beneficiary engagement: We recommend providing incentive for ACOs to invest in
beneficiary engagement via inclusive financial benchmarking approaches. Beneficiary
recruitment and addressing social determinants of health (e.g., transportation
services) require investment, and both are necessary for success. Further, HVHC
would like to encourage a more comprehensive package that includes: 1) all existing
waivers from all models CMS has included to drive engagement; 2) waivers to
beneficiary “in-ACO” copays (e.g., primary care copays, cardiac rehab copays); and 3)
continued exploration of high-value beneficiary engagement tools such as beneficiary
self-attribution to ACOs. We recognize challenges in identifying high-value beneficiary
engagement incentives when considering “Medigap” coverage by secondary payors
and suggest convening a working session with HVHC and CMS stakeholders to
brainstorm incentives that are meaningful to beneficiaries and can be covered by
ACOs via more comprehensive financial benchmarking approaches.

•

Governance requirements: We recommend CMS / CMMI to consider more flexibility in
how providers organize and govern themselves to achieve better care, healthier
communities, and smarter spending for our value-based contracts. To date, MSSP and
other ACO APM designs create significant legal and organizational structural work that
are expensive and time-consuming to implement. We ask that CMS consider less
prescriptive governance requirements for delivery systems who already follow 501c3
compliance. For example, the requirement for a separate TIN is burdensome and sets
up a different structure for our CMS FFS value efforts from other value efforts within
the organization. We propose a waiver opportunity to avoid establishing a separate
entity to manage CMS ACO contracts for organizations meeting defined criteria.

2. Consumer-Directed Care & Market-Based Innovation Models
HVHC recommends that CMMI continue to work with healthcare delivery systems and
technology vendors to develop innovative, easy-to-use tools and processes for engaging
consumers in their own healthcare, such as shared decision making, patient education,
telehealth, and patient-reported outcomes. By investing in innovations that enable consumer
decision-making and provide access to customized, timely healthcare in less expensive
settings will improve health and cost of care. In partnership with CMMI, HVHC Members
realized over $30M in savings to CMS by implementing patient engagement and shared
decision making tools and processes. To promote and sustain widespread adoption, we
further recommend that CMMI create payment models and policy requirements that enable
and encourage providers and patients to actively use such tools.
3. Physician Specialty Models
November 2017
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HVHC recommends continued expansion of episodic payment models to engage specialty
providers. HVHC payment reform SMEs have highlighted challenges engaging specialty
providers in population-based APMs. Preliminary review of HVHC analytics exploring the
impacts of episodic models within population-based models showed promise for engaging
specialists in conversations of clinical value beyond traditional silos. Additionally, SMEs
highlighted the importance of including clinical outcomes data along with cost data when
engaging clinical stakeholders. We would like to partner with CMS/CMMI to expand this work
by modeling additional APM design factors to demonstrate our proposals as small-scale tests
of change across the HVHC.
4. Prescription Drug Models
We encourage CMS to consider prescription drugs as a core component of the cost and
quality picture for all current and future APMs. Further, we ask CMS to work with necessary
stakeholders to make Medicare Part D drug data more readily available in a timely manner for
provider groups to monitor cost and quality metrics related to prescription drugs.
5. Medicare Advantage (MA) Innovation Models
We are concerned by the lack of data availability and timeliness from Medicare Advantage
and encourage new innovative models to address this point. Fragmentation across
commercial health plan administrators introduces a need for standardization to allow for data
aggregation and public analyses in support of broad-scale value improvement. Central to our
concern is the development of adequate, clinically-relevant, and evidence-based risk
adjustment approaches.
8. Program Integrity
HVHC and its Members are committed to saving Medicare dollars and have worked closely
with CMMI to develop value-based competencies in broad areas, generating an estimated
$458million in savings to Medicare via local, state, and national models. We ask for further
engagement with CMS to test and refine payment models using our rich data set and
experience of healthcare systems across the country. We encourage CMS to provide the
CMMI with resources to partner with provider groups to test new, evidence-based APM design
factors. HVHC has started this process with CMMI leaders over the past year, proposing to
support population health via a more comprehensive ACO APM for large, integrated delivery
systems, which includes improved financial benchmarking approaches, additional beneficiary
engagement opportunities, and streamlined governance requirements (as noted above).
Thank you for this opportunity to provide input on this Request for Information on CMMI’s new
direction and please let us know if we can provide any additional information. The High Value
Healthcare Collaborative Members look forward to continuing our work with CMS/CMMI. We are
excited by the potential to partner with you to develop a shared understanding of our challenges and
pilot new opportunities to support high value healthcare.

November 2017
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HIV Health Care Access Working Group
November 20, 2017
Submitted electronically to CMMI_NewDirection@cms.hhs.gov
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Baltimore, MD 21244-8016
Re: Request for Information regarding the Innovation Center’s New Direction
To Whom It May Concern:
We are writing on behalf of the HIV Health Care Access Working Group. We appreciate the opportunity
to submit comments in response to the Request for Information about the Center for Medicare &
Medicaid Innovation’s (CMMI) New Direction.
The HIV Health Care Access Working Group (HHCAWG) consists of national, state, and local
organizations that represent people living with and vulnerable to HIV and those affected by HIV, public
health and medical providers, HIV/AIDS service organizations, housing providers, and legal advocates
from across the United States. We are committed to increasing access to affordable and comprehensive
health coverage for people living with HIV and other chronic illnesses.
While CMMI’s New Direction could lead to improved models of care for people living with HIV, we are
deeply concerned that the Centers for Medicare and Medicaid Services’ focus on “flexibility” will detract
from the provision of high-quality, accessible health care.1 We have provided examples below as to how
flexibility in certain state-based models could lead to increased and harmful barriers to care and what
additional principles CMMI should consider when developing alternate models of care.
State-Based and Local Innovation, including Medicaid-focused Models
As CMMI works with states to develop State-led, innovative models of care, HHCAWG urges CMMI to
reject models that introduce patient restrictions as a means to lower costs. Specifically, CMMI should
avoid the integration of work requirements, eligibility time limits, and drug testing. CMMI should
prioritize transparency and ensure that any demonstration of new innovative models is supported by
culturally- and linguistically-appropriate consumer assistance. New models of care should remain
voluntary as to not disrupt continuity of care for people living with HIV.
CMMI should reject innovation models that include work requirements as a condition of care. While
employment could be a helpful factor in improving a person’s health in certain cases, a work
requirement would harm the health and wellness of already-vulnerable populations and create a barrier
to care.
1

Remarks by Administrator Seema Verma at the National Association of Medicaid Directors (NAMD) 2017 Fall
Conference, (Nov. 7, 2017) https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-sheets/2017-FactSheet-items/2017-11-07.html.
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Including work requirements or incentives in an innovative model of care would be a blatant disregard
for people living with HIV and other chronic conditions. Chronic illnesses often produce symptoms or
disabilities that are not visible, but still serve as impediments to steady employment. Additionally, some
chronic conditions like HIV can produce periods of inability to work due to medication side effects or
symptom flare-ups, thus requiring flexible work arrangements.2 Episodic disabilities can produce an
uneven work history, which would result in uneven coverage and access to medical care, and make it
more difficult for a person to find future employment.
Work requirements are often introduced to address the inappropriate and false assumption that public
insurance recipients are unemployed and unmotivated. This frames the requirement not as a tool to
improve the health and wellbeing of vulnerable populations, but rather a tool to (unnecessarily) enforce
a standard of behavior. The majority of Medicaid enrollees are in fact in families that either work full
time (51%) or part time (2%) though.3 A work requirement would put the heaviest of burdens on
unemployed enrollees, of whom 35% are disabled, 28% are taking care of their home or family
members, and 18% go to school.4 A work requirement approved within a State-led model would be
redundant – as most Medicaid enrollees work if able – and serve as a barrier to care for those who have
difficulties maintaining long-term employment.
CMMI should also fervently deny proposals that incorporate eligibility time limits into models of care.
Eligibility time limits encourage patients to delay accessing medically necessary care out of concern that
they may need greater care later in their life. Sporadic care runs counter to recommended treatment for
HIV and other serious and chronic health conditions. With consistent care and regular adherence to
antiretroviral therapy (ART), people living with HIV can suppress their viral load such that the virus is
barely transmittable.5 The Department of Health and Human Services’ Panel on Antiretroviral Guidelines
for Adults and Adolescents (a working group for the Office of AIDS Research Advisory Council) has
recommended that in order to improve adherence to ART, patients should get support to “maintain
uninterrupted access to both ART and appointments.”6 Imposing a lifetime limit on care as a means to
cut cost or improve value, would instead cause patients to ration or delay their care, counter to both
individual and public health goals.
In the Medicaid Innovation Accelerator Program’s focus on substance use, CMMI should deny models of
care that incorporate drug testing as a condition to care. Similar to work requirements, drug testing as a
condition to care would not be tied to a public health goal, but instead be used as a way to enforce a
standard of behavior or coerce a person into substance use treatment programs. This enforcement and
coercion is not ethically (or at times, medically) appropriate. This requirement for care would instead
serve as a deterrent to the very populations in need of screening and care.

2

Getting to Work: a Training Curriculum for HIV/AIDS Service Providers and Housing Providers: Module 1,
https://www.hudexchange.info/trainings/dol-hud-getting-to-work-curriculum-for-hiv-aids-providers/.
3
R. Garfield & R. Rudowitz, Understanding the Intersection of Medicaid and Work, (Feb. 15, 2017)
https://www.kff.org/medicaid/issue-brief/understanding-the-intersection-of-medicaid-and-work/.
4
Id.
5
CDC, HIV Prevention FAQs, https://www.cdc.gov/actagainstaids/campaigns/starttalking/prevention.html.
6
Limitations to Treatment Safety and Efficacy, (Oct. 17, 2017) https://aidsinfo.nih.gov/guidelines/html/1/adultand-adolescent-arv/30/adherence.
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CMMI should also reject drug testing requirements as they are not financially or administratively
efficient. Past examples of drug testing have shown little to no direct savings. In 2016, Tennessee
reported that only 65 of over 39,000 residents applying for state cash assistance tested positive for
illegal drugs.7 Also in 2016, Michigan ran a pilot program testing recipients of their temporary cash
assistance program and found no positive test results.8
Any new State-led models of care should be assessed for full transparency and broad stakeholder
participation in all stages of planning and implementation. Evaluation and review processes should be
set in advance and intentionally include opportunities for stakeholder opinions to be heard. State-led
models of care should also be supported by robust, free consumer assistance programs. To exercise
informed choice, beneficiaries need easy-to-use and accessible tools that allow them to compare
options. These tools should be culturally- and linguistically-appropriate and allow consumers the ability
to review coverage of specific drugs and services prior to enrollment.
New State-led models of care should allow for consumer choice, such that participation would remain
voluntary. People living with HIV and other chronic illnesses have often spent months or years
developing provider teams that work well for the management of their condition(s). Consumers should
always be given the option to remain in these networks and not disrupt the continuity of their care.
Patient-Center Comprehensive Care Models
Patient-centered care should be focused on designing delivery systems tailored to meet the needs of
patients and that facilitate access to preventive services, medical care, and medications without
barriers, such as higher than nominal cost sharing, prior authorizations, or other service restrictions. We
urge CMS to look to the Ryan White HIV/AIDS Program to define patient-centered care and to support
demonstrations that increase access to this care model under Medicare and Medicaid for people with
HIV and others with chronic conditions through expansion of the Medicaid health home model or other
similar care models.
The Ryan White HIV/AIDS Program has been a leader in supporting a patient-centered, comprehensive
care model and was designed to ensure that individuals with HIV have access to the range of services
that they may need to effectively manage HIV, including medical case management, mental health and
substance use treatment, treatment adherence, and nutrition and dental services.9 Many of these
services often are not covered by insurers or are not adequately covered by insurers, but, based on
evaluations of outcomes at Ryan White-funded versus non-Ryan White-funded clinical sites, do
contribute to improved health outcomes for people with HIV.10
HHCAWG strongly urges CMS to consider additional models for enhancing reimbursement of effective
management and coordination of services for individuals with HIV and others with chronic conditions.
We urge CMS to define consumer driven or directed care as a healthcare system designed to meet the
7

Anita Wadhwani, Drug testing for benefits in Tennessee yields only 65 positives, Tennessean (Feb. 7, 2016).
Ryan Felton, Michigan’s drug-testing welfare program has yielded zero positive results so far, The Guardian (June
21, 2016).
9
Gallant, JE. Essential Components of Effective HIV Care: A Policy Paper of the HIV Medicine Association of the
Infectious Diseases Society of America and the Ryan White Medical Providers Coalition, 53 Clin Inf Dis. 1043 (2011).
10
Weiser J, et al. Service Delivery and Patient Outcomes in Ryan White HIV/AIDS Program-Funded and Nonfunded
Health Care Facilities in the United States, 175 JAMA Intern Med. 1650 (2015).
8
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comprehensive needs of individuals with HIV and other chronic conditions and to ensure ready access to
services that prevent disease progression and development of co-occurring conditions.
We urge attention to evaluating systems of care that are designed around the needs of patients and that
provide enhanced reimbursement to providers for ensuring patients receive the appropriate care and
treatment when and where they need it. A key component of a comprehensive system of care is for
healthcare teams to have the resources and flexibility to take a holistic approach that meets medical
needs and also ensures patients’ basic living needs are met, including housing and nutrition.
Physician Specialty Models
People living with chronic conditions, such as HIV, face deep systemic disparities that negatively affect
health outcomes. Specialty provider shortages often limit a patient’s ability to seek out care. Research
has proven that patients with HIV who are managed by experienced HIV medical providers have better
health outcomes and receive more cost effective care.11 A majority of HIV care is provided at Ryan
White-funded clinical programs and people living with HIV receiving care at Ryan White-funded clinical
sites have better health outcomes.
In developing specialty physician models, CMMI should ensure that people living with HIV will have the
option to remain with their current team of providers. Changes in providers can produce unnecessary
interruptions of care, resulting in a negative impact on health outcomes. CMMI should instead focus on
increasing the pool of skilled providers that are familiar with HIV and other chronic disease
management. CMMI should consider expanding networks to include advanced practice practitioners
with the appropriate HIV experience and expertise.
Mental and Behavior Health Models
Mental and behavior health services have and continue to be vital for people living with HIV. People
living with HIV are at a greater risk of developing mood, anxiety, and cognitive disorders, including
certain disorders specifically associated with HIV (such as Asymptomatic Neurocognitive Impairment,
Mild Neurocognitive Disorder, and HIV-associated Dementia).12 The treatment of mental and behavioral
conditions require consistent, reliable access to specialized providers who are familiar with the
treatment of HIV and associated illnesses.
In exploring potential models on behavioral health for people with HIV, we urge CMMI to only consider
models that intentionally include mental and behavioral health providers who specialize in treating
people living with HIV. Specifically, we urge broader evaluation of the integration of behavioral health
services into HIV clinical programs. Certain mental health conditions, such as depression, can have a
negative effect on HIV treatment adherence.13 Expanding care to providers knowledgeable of HIVspecific characteristics can bolster a patient’s ability to manage their chronic illness. Additionally,
11

M.M. Kitahata, et al, Physicians experience with the acquired immunodeficiency syndrome as a factor in patients’
survival, 334 N Engl J Med 701 (1996); M.A. Horberg, et al, Influence of provider experience on antiretroviral
adherence and viral suppression, 4 HIV AIDS 125 (2012); R.D. Moore, et al, Improvement in the health of HIVinfected persons in care: reducing disparities, 55 Clin Inf Dis 1242 (2012).
12
National Institute of Mental Health, HIV/AIDS and Mental Health, (November 2016) https://www.nimh.nih.gov/
health/topics/hiv-aids/index.shtml.
13
S. Choi, et al., Adequacy of Mental Health Services for HIV-Positive Patients with Depression: Ontario HIV
Treatment Network Cohort Study, 11 PLoS e0156652 (2016) https://dx.doi.org/10.1371%2Fjournal.pone.0156652.
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specialized providers can serve as a conduit for patients to connect with more comprehensive care.14
Thus, models considered should integrate mental and behavioral health within the larger picture of
treating chronic illnesses, rather than separating this type of care.
In addition to improving access to providers, CMMI should consider models that innovatively expand
access to needed and covered services. Social determinants such as geography, housing, childcare, and
employment can serve as additional barriers to mental or behavioral health treatment.15 Models that
utilize innovative tools, such as telemedicine, can improve patients’ access to care particularly in rural
areas where health professional shortages already exist.16 Additionally, community-based benefit
expansions, such as supportive housing, can promote stability (and improve treatment adherence) and
ultimately lower health care costs.17 However, models that provide these benefits and innovative tools
should do so equitably, without stigma, and with no barrier to entry.
Program Integrity
CMMI should proactively and meaningfully engage beneficiaries, consumer advocates, and providers in
the development and evaluation of potential models. Officials should include people living with HIV and
advocates at the start of these discussions, and continuously engage these stakeholders as models are
approved, tested, and improved. CMMI should set aside distinct opportunities for stakeholders to
submit formal comments, and respond to specific consumer concerns.
To promote program integrity, CMMI should aggressively collect and report data on the adequacy and
performance of new models. For individuals with HIV, one of the primary clinical goals of HIV treatment
is to achieve and sustain viral suppression for the individual’s health and to virtually eliminate his or her
risk of transmitting HIV. Demonstrations that include beneficiaries with HIV must at a minimum include
the HIV Viral Load Suppression measure (National Qualify Forum #2082) as part of the evaluation plan.
Too often, quality of care becomes compromised in an attempt to lower costs. A rigorous evaluation and
analysis period focused on quality of care measures (instead of strictly cost measures) will help confirm
whether a model demonstration is successfully improving care for people living with HIV and other
chronic illnesses.
People living with HIV cannot afford to experiment with models of care that are designed to present
barriers to medically-necessary treatment. CMMI should not allow flexibility in areas that will decrease
access and coverage by shifting greater costs and care management responsibility to beneficiaries.
Instead, CMMI should focus on developing alternative models of care that expand a patient’s access to

14

As an example, in addressing the opioid use epidemic, specialized providers could help connect patients with
screening and follow up care for diseases associated with opioid use, such as Hepatitis C.
15
J. Pellowski, Barriers to care for rural people living with HIV: A review of domestic research and health care
models, 24 J. Assoc. Nurses AIDS 422 (2013).
16
Approximately 53% of Mental Health Professional Shortage Areas (reaching over 26 million people) are in rural
areas of the United States. Bureau of Health Workforce, Health Resources and Services Administration, Designated
Health Professional Shortage Areas Statistics, (Nov. 2017) https://datawarehouse.hrsa.gov/Tools/HDWReports/
Reports.aspx.
17
E. Dohler, et al., Supportive Housing Helps Vulnerable People Live and Thrive in the Community, (May 31, 2016)
https://www.cbpp.org/research/housing/supportive-housing-helps-vulnerable-people-live-and-thrive-in-thecommunity#_ftn18.
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integrated, comprehensive coverage, that supports whole health, and that continuously engages
appropriate stakeholders in evaluation and continued approval.
Thank you for the opportunity to provide information on how CMMI can use innovative models of care
to improve care for people living with HIV. Please contact Amy Killelea with the National Alliance of
State & Territorial AIDS Directors, Andrea Weddle with the HIV Medicine Association, or Robert
Greenfield with the Treatment Access Expansion Project for additional information.

Respectfully submitted,

ADAP Educational Initiative | AIDS Alabama | AIDS Action Baltimore | AIDS Alliance for Women, Infants,
Children, Youth & Families | AIDS Foundation of Chicago | AIDS Research Consortium of Atlanta |
AIDS United | American Academy of HIV Medicine | APLA Health | AIDS Resource Center of Wisconsin |
Black AIDS Institute | Communities Advocating Emergency AIDS Relief (CAEAR) | Community Access
National Network (CANN)| Dab the AIDS BEAR Project | Equality California | Georgia AIDS Coalition |
God’s Love We Deliver | Harm Reduction Coalition | HealthHIV | HIV Medicine Association | Housing
Works | Legal Council for Health Justice | Michigan Positive Action Coalition | Minnesota AIDS Project |
National Alliance of State and Territorial AIDS Directors | National Latino AIDS Action Network | NMAC
| Positive Women’s Network – USA | Project Inform | Rocky Mountain CARES | San Francisco AIDS
Foundation | SisterLove | Southern AIDS Coalition | Southern HIV/AIDS Strategy Initiative | The AIDS
Institute | Treatment Access Expansion Project
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November 20, 2017
Submitted electronically to CMMI_New Direction@cms.hhs.gov
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Baltimore, MD 21244-8016
Re: Innovation Center New Direction—Request for Information
The HIV Medicine Association (HIVMA) appreciates the opportunity to respond
to the Center for Medicare and Medicaid Innovation’s Request for Information to
inform new directions for the Center’s important work. HIVMA represents more
than 5,000 HIV clinicians and researchers working on the frontlines of the HIV
epidemic across the U.S.
Our comments focus on the guiding principles articulated in the RFI. We also
offer recommendations in response to the more detailed questionnaire posted
online for innovative payment and care related to HIV care delivery. Our
comments are informed by our experience as HIV clinicians caring for patients
who are predominantly low income and who require ongoing access to
comprehensive services to successfully navigate their own complex chronic care.
They are also based on our experience with the Ryan White HIV/AIDS Program,
which is a leader in delivering patient-centered, comprehensive care for
complex, chronic conditions.
Guiding Principles Comments
1

Choice and competition in the market – Promote competition based on
quality, outcomes, and costs.

For people with HIV and others with chronic conditions to have meaningful
healthcare choices, quality of care and outcomes must be prioritized over cost.
Focusing on quality and outcomes can result in reduced overall healthcare costs
as evidenced by Medicaid’s health home program and the Ryan White HIV/AIDS
Program. HIVMA is concerned that healthcare driven by cost competition
incentivizes discriminatory practices that threaten the health of patients with
HIV and others with chronic conditions in order to reduce short term costs.
Inadequate care for people with HIV also results in higher public health costs
associated with increased new HIV infections requiring lifelong care and
treatment.
2

Provider Choice and Incentives – Focus on voluntary models, with
defined and reasonable control groups or comparison populations, to
the extent possible, and reduce burdensome requirements and
unnecessary regulations to allow physicians and other providers to
focus on providing high-quality healthcare to their patients. Give
beneficiaries and healthcare providers the tools and information they
need to make decisions that work best for them.

Research has proven that patients with HIV who are managed by experienced

2

Research has proven that patients with HIV who are managed by experienced HIV medical providers have better health
outcomes and receive more cost effective care. (1) A majority of HIV care is provided at Ryan White-funded clinical
programs and people living with HIV receiving care at Ryan White-funded clinical sites have better health outcomes. (2)
(3) Participation in demonstrations should remain voluntary for beneficiaries with HIV and they should have the option
to continue to see their medical providers. Likewise, commercial insurance plans associated with Medicaid and
Medicare such as Medicaid Managed Care Organizations and Medicare Advantage Plans must ensure access to HIV
specialists in order to provide access to quality HIV care.
3

Patient-centered care – Empower beneficiaries, their families, and caregivers to take ownership of their
health and ensure that they have the flexibility and information to make choices as they seek care across the
care continuum.

Patient-centered care should be focused on designing delivery systems tailored to meet the needs of patients and that
facilitate access to preventive services, medical care and medications without barriers, such as higher than nominal cost
sharing, prior authorizations or other service restrictions. We urge CMS to look to the Ryan White HIV/AIDS Program to
define patient-centered care. We also urge caution in “taking ownership” resulting in requiring patients to
independently navigate complex health systems or requiring patients to take on greater financial responsibility. We urge
defining “ownership” as ensuring that patients have meaningful healthcare choices that are comprehensive and
affordable and that do not compromise access to care and health outcomes.
4

Benefit design and price transparency – Use data-driven insights to ensure cost-effective care that also leads
to improvements in beneficiary outcomes.

A comprehensive benefit design that allows beneficiaries to have early and regular access to comprehensive care and
treatment is important for people with HIV to effectively achieve and maintain viral suppression. By investing in lower
cost services such as medical case management and behavioral health care, higher cost interventions such as
hospitalizations and treatment for opportunistic infections can be avoided. Because continuous access to HIV
medications and care is essential to durable viral suppression, formulary benefits for HIV medications should facilitate
access to all drugs recommended by the DHHS antiretroviral guidelines, without prior authorization and quantity limits
that often result in interruption of drug access. (4) Likewise, step therapy has no role in HIV care and can lead to drug
resistance and increased long term care and medication costs. We strongly urge CMS to not allow states to waive the
current Medicaid formulary requirements where states must cover with few exceptions all of a manufacturer’s
prescription drugs if they participate in the Medicaid drug rebate program and to maintain Medicare Part D’s “Six
Protected Classes” policy that requires Part D plans to cover all FDA-approved medications for certain drug classes,
including HIV antiretrovirals.
5

Benefit design and price transparency – Use data-driven insights to ensure cost-effective care that also leads
to improvements in beneficiary outcomes.

A comprehensive benefit design that allows beneficiaries to have early and regular access to comprehensive care and
treatment is important for people with HIV to effectively achieve and maintain viral suppression. By investing in lower
cost services such as medical case management and behavioral health care, higher cost interventions such as
hospitalizations and treatment for opportunistic infections can be avoided. Because continuous access to HIV
medications and care is essential to durable viral suppression, formulary benefits for HIV medications should facilitate
access to all drugs recommended by the DHHS antiretroviral guidelines, without prior authorization and quantity limits
that often result in interruption of drug access. Likewise, step therapy has no role in HIV care and can lead to drug
resistance and increased long term care and medication costs. We strongly urge CMS to not allow states to waive the
current Medicaid formulary requirements where states must cover with few exceptions all of a manufacturer’s
prescription drugs if they participate in the Medicaid drug rebate program and to maintain Medicare Part D’s “Six
Protected Classes” policy that requires Part D plans to cover all FDA-approved medications for certain drug classes,
including HIV antiretrovirals.
6

Transparent model design and evaluation – Draw on partnerships and collaborations with public stakeholders
and harness ideas from a broad range of organizations and individuals across the country.
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We strongly support transparent model design, including full transparency and participation by stakeholders in all
stages of planning and implementation. Rigorous evaluations also are a necessary and important component of
demonstrations to determine what works and what does not. Evaluations must incorporate clinical quality measures
and specifically clinical outcomes data at every step of the process. For individuals with HIV, one of the primary
clinical goals of HIV treatment is to achieve sustained viral suppression both for optimal individual health outcomes
and to reduce the risk of HIV transmission virtually to zero. Demonstrations that include beneficiaries with HIV must
at a minimum include the HIV Viral Load Suppression measure (National Qualify Forum #2082) as part of the
evaluation plan. Evaluation data and reports also should be made publicly available on the CMS website to allow
stakeholders to assess the impact on the populations enrolled in the demonstration and help inform future payment
and care delivery reforms.
Payment Options and Care Models to Enhance Consumer Driven Care for Individuals with Chronic Conditions
For the care of individuals with HIV and other chronic conditions, we urge consideration of models that promote
quality, comprehensive, patient-centered care through the delivery of well-coordinated services provided by a multidisciplinary care team. To support and incentivize high quality, coordinated care, we urge the expansion of the
Medicaid health home model that provides flexibility to states to provide additional services and enhanced
reimbursement to healthcare providers to manage patients with complex chronic conditions. Data from Wisconsin
where the state added a health home benefit for people with HIV indicates that the new model has decreased costs,
hospital admissions, length of stay and ER utilization for Medicaid beneficiaries receiving the benefit.
The Ryan White HIV/AIDS Program has been a leader in supporting a patient-centered, comprehensive care model
and was designed to ensure that individuals with HIV have access to the range of services that they may need to
effectively manage HIV, including access to antiretrovirals, medical case management, mental health and substance
use treatment, treatment adherence and nutrition and dental services. Increasingly important are services designed
to aid retention in care including the use of patient navigators and outreach coordinators. (5) Many of these services
are often not covered by insurers or are not adequately covered by insurers.
HIVMA strongly urges CMS to consider additional models for enhancing reimbursement for the effective
management and coordination of services for individuals with HIV and others with chronic conditions. We urge CMS
to define consumer driven or directed care as a healthcare system designed to meet the comprehensive needs of
individuals with HIV (and other chronic conditions) and to ensure ready access to services that prevent disease
progression and development of co-occurring conditions.
We urge attention to evaluating true systems of care that are designed around the needs of patients and that
provide enhanced reimbursement to providers for ensuring patients receive the appropriate care and treatment
when and where they need it. A key component of a comprehensive system of care is for healthcare teams to have
the resources and flexibility to take a holistic approach that meets medical needs and also ensuring patients basic
living needs are met, including housing and nutrition.
Payment and Care Delivery Models for Mental Health and Behavioral Health that Incorporate Consumer Driven
Care for Mental and Behavioral Health
We urge support for demonstrations that evaluate different models for integrating mental health and substance use
treatment into HIV and Infectious Diseases (ID) programs, and improving mental health and substance use treatment
benefits through commercial plans associated with Medicaid and Medicare such as Medicaid Managed Care
Organizations and Medicare Advantage Plans. When possible, Ryan White-funded clinics have provided co-located
mental health care and substance use treatment to patients. Behavioral workforce shortages and financial
constraints can make integration difficult without additional sources of support, particularly in non-Medicaid
expansion states and sites that do not receive Ryan White Program funding.
ID physicians are increasingly facing challenges in effectively treating the growing number of patients affected by
opioid addiction who have serious skin and blood-borne infections.

4

Identifying innovative programs that effectively co-treat addiction and serious infections will improve health
outcomes and reduce costs by preventing relapse and reducing the spread of infections through injection drug
use. The evaluation of innovative care models for the co-treatment of infectious diseases and addiction will
require flexibility in service delivery and benefit design in addition to reimbursement for the co-management of
two complex health conditions.
Please contact the HIVMA executive director Andrea Weddle with questions regarding our recommendations.
Sincerely,

Melanie Thompson, MD
HIVMA Chair

___________________

(1) HIVMA. Identifying Providers Qualified to Manage the Longitudinal Treatment of Patients with HIV
Infection and Resources to Support Quality HIV Care. March 2013. Online at:
http://www.hivma.org/Defining-HIV-Expertise.aspx.
(2) Qualifications, Demographics, Satisfaction, and Future Capacity of the HIV Care Provider Workforce in the
United States, 2013-2014. John Weiser, Linda Beer, Brady T. West, Christopher C. Duke, Garrett W.
Gremel, and Jacek Sarbinski. Clin Infect Dis. (2016)
(3) Weiser J, et al. Service Delivery and Patient Outcomes in Ryan White HIV/AIDS Program-Funded and Nonfunded Health Care Facilities in the United States. JAMA Intern Med. 2015 Oct;175(10):1650-9.
(4) U.S. Department of Health and Human Services. Guidelines for the Use of Antiretroviral Agents in Adults
and Adolescents Living with HIV. October 2017. Online at:
https://aidsinfo.nih.gov/guidelines/html/1/adult-and-adolescent-arv/0.
(5) Gallant, JE. Essential Components of Effective HIV Care: A Policy Paper of the HIV Medicine Association of
the Infectious Diseases Society of America and the Ryan White Medical Providers Coalition. Clin Inf Dis.
December 2011.

November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, DC 20201

SUBJECT: Centers for Medicare & Medicaid Services: Innovation Center New
Direction Request for Information (RFI)
Dear Administrator Verma:
On behalf of The Hospital and Healthsystem Association of Pennsylvania (HAP), which
represents approximately 240 member institutions, we appreciate the opportunity to provide a
response to the RFI related to a new direction for the Innovation Center.
As a hospital community focused on delivering high-quality, patient-centered care, we are
energized and engaged in assisting in the development of new, innovative payment models.
The following comments are intended to serve as specific suggestions related to issues that
hospitals face in implementing successful pay-for-value models and we urge the Centers for
Medicare & Medicaid Services to consider them in future model design.
Thank you for your consideration of HAP’s comments regarding this RFI.
Sincerely,

Jeffrey Bechtel
Senior Vice President, Health Economics and Policy
Attachment

HAP Comments—CMS: Innovation Center New Direction RFI
Background
Arguably, one of the most important and complex issues in health care is supporting the
transformation of the payment system as it shifts from volume to value. Providers currently face
the challenge of operating with one foot in a fee-for-service world, and the other in a valuebased world. Creating a glide path is paramount to ensuring a successful transition to value.

Guiding Principles
The RFI indicates that the Center for Medicare & Medicaid Innovation (CMMI) will approach new
model design through the following guiding principles:
1.
2.
3.
4.
5.
6.

Choice and competition in the market
Provider choice and incentives
Patient-centered care
Benefit design and price transparency
Transparent model design and evaluation
Small scale testing

These principles align and complement HAP’s own core set of guiding principles related to any
value-based programming design, which are as follows:
 Alignment―Align programs across all parties
• Quality measurement with focus on a limited number of high-value, outcomesbased, innovative measures based on evidence-based practices
• Payment including appropriate risk adjustment and exclusion criteria
• Accountability across providers, payors, and patients
 Transparency―Access to information is foundational
• Access to population data
• Actionable and timely information
 Collaboration―Promote provider collaboration across the care continuum
 Patient-Centered Care―Promote program designs that enhance patient-centered
care
 Physician Engagement―Engage physician leadership
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Below are specific recommendations that HAP believes can help improve quality of care, contain
costs, and improve the performance of Pennsylvania’s health care delivery system, consistent
with CMMI’s and HAP’s guiding principles.

Recommendations
1) Align Measures and Value-Based Program Designs Among State, Federal, and
Commercial Payors
The shift towards value-based payment (VBP) is occurring in rapid fashion. Private and public
payors alike are instituting VBP programs—each with a unique set of measurement
characteristics. The proliferation of quality metrics and resulting administrative burden threatens
to undermine the overall goal of providing efficient, high-quality care to the people of
Pennsylvania.
For example, a provider that is contracted with four major commercial payors, Medicaid, and
Medicare may be managing upwards of 150 measures, 20 of which may be related to diabetes
care but each using different methodologies for measurement. This creates undue
administrative burden to providers and distracts them from focusing on what will actually create
better outcomes at lower costs for the patients they serve.
Furthermore, the proliferation of metric and documentation requirements is a major reason for
provider burnout. The literature is clear that physicians and other medical team members are
unhappy and are being driven out of medicine. CMMI should not only work to align measures,
but also look for ways to reduce burden.

HAP believes that there m ust be a coordinated effort in structuring aligned
m easures and design for m ulti-payor VBP program s. It is critical that CM M I drive
collaboration am ong payors, aligning M edicare, M edicaid, and com m ercial payors, to
create a focused list of m easures that m easure outcom es and are not overly
adm inistratively burdensom e.
2) Ensure Access to Data/Information to Allow Providers to Assume Risk and
Manage Population Health
Access to data and information about the populations that our hospital and health system
partners will be accountable for in these value-based programs is critical. In order to provide
high-quality, efficient care to their patients, providers need timely and actionable data, not all of
which may come from their own electronic medical records. The marriage of clinical data and
claims provides a more complete picture of the care patients are receiving, both inside and
outside of a health system, as well as providing the pharmaceutical view.
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Significant cultural challenges exist for both providers and payors to share information, which
promotes resistance to sharing the necessary data to manage populations. Specifically, the risk
of transparency for providers is the potential of losing their competitive edge if identified as a
high-cost provider. The risk of transparency to the insurer is that providers will use this
information to attempt to negotiate increased payment. However, access to the cost of care for
patient populations is critical for both hospitals seeking success under risk-based contracts, and
for insurers to realize savings in the total cost of providing care.

As the paym ent environm ent shifts to value, and then further to global budgets,
HAP urges the Centers for M edicare & M edicaid Services (CM S) to encourage payors
and providers to com m it to providing the appropriate level of actionable and tim ely
inform ation and data to m anage populations.
3) Develop Alternative Value-Based Programs for Rural Health Providers
Moving from a volume-based model of care to a value-based model is appropriate.
However, not every hospital can reach the destination at the same pace or even in the same
way. The shift presents a unique challenge for small, rural providers who care for a
disproportionately high percentage of elderly and uninsured patients.
During the past few years, Maryland has successfully implemented a guaranteed budget pilot
for rural hospitals with goals of linking the growth in expenditure to what communities could
afford. One key difference between this state and Pennsylvania is that Maryland has ratesetting mechanisms to enforce global budgets.
Recently, the commonwealth has been working with a number of small hospitals, payors, and
CMS to develop a novel Rural Global Budget Pilot.

W hile HAP supports the developm ent for m ulti-payor global budget pilots for rural
hospitals, w e acknow ledge that there is significant w ork to be done, both from a
regulatory perspective as w ell as from a hospital operations perspective, to ensure
that rural hospitals chosen for the pilot can thrive in the new paym ent environm ent.
In addition, HAP encourages CM M I to consider advancing other proposals to
im prove health care access and efficiencies, particularly for rural health providers,
including updated paym ent for outpatient services, im proved funding for behavioral
health services, and an overhaul of licensing regulations that im pede sustainability.
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4) Determine and Implement Opportunities to Further Integrate Clinical and
Behavioral Health
Behavioral health issues have been featured prominently in the news, and in health care policy
discussions at the local, state, and federal levels. Issues include emergency room boarding of
patients due to the lack of inpatient beds, access to appropriate community-based services, the
integration of behavioral health and physician health services, and high-end utilizers of hospital
services.
The Affordable Care Act (ACA) provides a number of opportunities to provide mental health and
drug and alcohol services to a population of individuals previously uninsured or underinsured.
As the state and health care providers seek to improve the overall health of Pennsylvanians and
reduce health care costs, there are a number of issues plaguing the behavioral health care
system in Pennsylvania that need to be addressed. These issues include inadequate funding,
the fragmented delivery system, access to care issues, and provider shortages.

Potential w ays to alleviate som e of these issues include leveraging telehealth/
telepsychiatry by supporting efforts to provide reim bursem ent and reducing
regulatory and policy barriers to the services, ensuring enforcem ent of behavioral
health parity legislation, and pursuing paym ent strategies and policies across CM S,
state agencies, and private payors that prom ote integrated behavioral and physical
health care.
5) Take steps to reform the Anti-Kickback Statute, Stark Law, and other restrictions
to permit and encourage hospitals to move away from fee-for-service (FFS)
toward alternative payment models that pay for value, rather than the volume of
care provided.
The Stark Law’s prohibitions (and the requirements of the applicable exceptions) make it
difficult for providers to work together to develop or implement various arrangements designed
to improve health care quality and control costs, such as pay-for-performance arrangements,
gainsharing, or bundled payments. Cooperative arrangements among providers will be
necessary to improve quality and manage costs and the Stark Law—which is based upon the
assumption that cooperative arrangements among health care providers may create incentives
for overutilization—is explicitly designed to discourage such relationships. Fundamental changes
to the law are necessary.
HAP is supportive of recommendations endorsed by the American Hospital Association and
others for Congress to:


Create an exception under Stark for any arrangem ent that m eets a new ly
created Anti-K ickback safe harbor for clinical integration arrangem ents
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Create an Anti-Kickback safe harbor for clinical integration arrangem ents that
establish the basic accountabilities for the use of incentive paym ent or shared
savings program s am ong hospitals, physicians, and other providers
Create an Anti-Kickback safe harbor that perm its hospitals to help patients
achieve and m aintain health

HAP has also provided input to U.S. Congressman Patrick Meehan (R, PA-07) about targeted
legislation he has drafted—The Stark Law Modernization Act of 2017—which is intended to
provide protection under the Stark and Anti-Kickback Statute for incentive payments (and
certain physician referrals and other compensation) made by a hospital to a physician under an
incentive payment program, as well as an exception of incentive payments from certain civil
monetary penalties and criminal penalties.
Finally, HAP calls attention to a restrictive Internal Revenue Service (IRS) ruling that stripped a
commercial accountable care organization (ACO) of its charitable tax-exempt status because it
pursued a modern approach to clinically integrated health care.

The IR S should publish guidance affirm ing that tax-ex em pt hospitals m ay
participate in a private sector accountable care organization w ithout generating
adverse tax consequences.
In this guidance, the IRS should publically acknowledge that when a hospital collaborates with
health care providers in the community and other physicians with the goals of coordinating care
and reducing health care costs, it should be considered under a safe harbor and protected from
IRS regulations. Even though ACOs provide financial incentives for providers who implement
value-based care, those incentives are primarily benefitting the patients through better
population health management programs and patient-centered care.
6) Ensure that the new socio-economic adjustment implemented in the calendar
year 2018 Inpatient Prospective Payment System (IPPS) for the Medicare
hospital readmission measure adequately reflects differences in socio-economic
status.
Readmissions are higher in communities that are economically disadvantaged, because a
patient’s likelihood of readmission is affected by access to resources that help them out of the
hospital, such as affordable medicines, primary care physicians, and appropriate foods. As a
result, the 21st Century Cures Act requires CMS to implement sociodemographic adjustment in
the hospital readmissions penalty program starting in fiscal year (FY) 2019.
CMS finalized the proposal for an adjustment for socioeconomic status in its recent IPPS rule;
however, the effectiveness of the methodology is still unknown.
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HAP urges CM S to ensure its im plem entation of a sociodem ographic adjustm ent in
the hospital readm issions penalty program is done in a transparent and fair m anner,
and that such adjustm ent is incorporated into its other quality m easurem ent and
pay-for-perform ance program s w here necessary and appropriate.
7) Adjust the Medicare VBP Methodology to account adequately for community and
rural hospitals with low volumes.
In Pennsylvania, hospitals have been working very hard to drive down their infection rates.
Some hospitals that have achieved superior performance in their infection rates, with zero
infections quarter after quarter, recently have been negatively impacted by unintended
consequences of the measurement methodology utilized by the VBP Program.
The methodology requires that hospitals have at least 1.0 predicted infections in order for an
infection measure to count toward the Safety of Care Domain in the VBP calculation. For
community hospitals that have virtually eliminated hospital-acquired infections, their predicted
infection rate almost always falls below 1.0. Hospitals also must have a minimum of three
measures being scored to obtain a Safety of Care Domain score. In the event that hospitals do
not meet the minimum requirements in the patient safety domain, the other domains are
proportionately reweighted to determine a total performance score. In a practical sense,
hospitals that have been effective in driving down infection resulting in less than one predicted
infection are penalized by the measure not being scored, rather than rewarded for their work.

CM S should revisit the volum e threshold m ethodology related to the m inim um of 1.0
predicted infections to account for and rew ard hospitals that have been successful
in their efforts to drive dow n infection rates. Specifically, CM S should adjust the
m inim um num ber of predicted infections, decreasing the current 1.0 to 0.1.
8) Make future bundled payment programs voluntary.
Through the CMMI, CMS established a new mandatory bundled payment model for cardiac care
and expanded a mandatory bundled payment model for comprehensive joint replacements.
While it is important to offer opportunities to explore new payment models, CMMI engaged in
regulatory overreach by making them mandatory. Hospitals should not be forced to bear the
expense of participation in these complicated programs if they do not believe they will benefit
patients.
CMS has cancelled mandatory bundled payment models and made changes to an existing
bundled payment initiative focused around joint replacements.

HAP urges that any new bundled paym ent program s be voluntary.
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9) Expand Medicare coverage of telehealth services.
Hospitals are embracing the use of telehealth technologies because they offer benefits such as
virtual consultations with distant specialists, the ability to perform high-tech monitoring without
requiring patients to leave their homes, and less-expensive and more convenient care options
for patients. However, coverage and payment for telehealth services remain major obstacles for
providers seeking to improve patient care. Medicare, in particular, lags far behind other payors
due to its restrictive statutes and regulations.
Specifically, Medicare currently pays for telehealth services when the patient being treated is in
a health professional shortage area or in a county that is outside any metropolitan statistical
area, as defined by the Health Resources and Services Agency and the U.S. Census Bureau,
respectively. The telehealth site must be a medical facility, such as a physician’s office, hospital,
or rural health clinic, and not the patient's home. Furthermore, Medicare will only pay for "faceto-face" interactive video consultation services in which the patient is present, and does not
generally cover store-and-forward applications (the transmission of digital images) as they do
not typically involve direct interactions with patients.
The governing statute specifies both the types of entities that can serve as originating sites and
the geographic qualifications for originating sites. This restriction limits the delivery of medically
necessary and potentially lifesaving services being delivered to patient beneficiaries. Expansion
of telehealth services would improve care to patient beneficiaries and ultimately reduce total
health care expenditures. By way of illustration, consider a patient in the intensive care unit of a
community hospital. Telehealth would facilitate physician–driven clinical management and
communication after hours, improving clinical outcomes for the patient. In addition, expansion
of telehealth services would improve patient access to specialists.
In light of these severe geographic constraints and other requirements, most Medicare
beneficiaries are not eligible to use this service.

HAP urges Congress and the Adm inistration to ex pand M edicare coverage, such as
by a presum ption that M edicare-covered services also are covered w hen delivered
via telehealth unless CM S determ ines on a case-by-case basis that such coverage is
inappropriate. This change should ex tend to the M edicare Advantage (M A) program
so that M A plans can m ake services delivered via telehealth available m ore broadly
to their M edicare enrollees.

Belleville, IL
HSHS St. Elizabeth’s Hospital
Breese, IL
HSHS St. Joseph’s Hospital
Decatur, IL
HSHS St. Mary’s Hospital
Effingham, IL
HSHS St. Anthony’s Memorial
Hospital
Greenville, IL
HSHS Holy Family Hospital

November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3323-NC
P.O. Box 8013
Baltimore, MD 21244-8013
Re: Centers for Medicare & Medicaid Services: Innovation Center New
Direction

Highland, IL
HSHS St. Joseph’s Hospital

Dear Administrator Verma,

Litchfield, IL
HSHS St. Francis Hospital

Hospital Sisters Health System (HSHS) appreciates the opportunity to comment on
the request for information (RFI) outlining the new direction of the Center for
Medicare & Medicaid Innovation (CMMI).

Shelbyville, IL
HSHS Good Shepherd Hospital
Springfield, IL
HSHS St. John’s Hospital
Chippewa Falls, WI
HSHS St. Joseph’s Hospital
Eau Claire, WI
HSHS Sacred Heart Hospital
Green Bay, WI
HSHS St. Mary’s Hospital
Medical Center
HSHS St. Vincent Hospital

HSHS is a highly integrated, multi-institutional healthcare system of 15 hospitals and
numerous physician practices in Illinois and Wisconsin. HSHS serves rural and
midsized communities throughout both states and is committed to delivering high
quality, compassionate, holistic, and cost-effective healthcare services to all.
Effective care integration is essential for HSHS and CMS to reach our shared goals
of improved population health, better patient experience, and reduced costs.
Recognizing this national imperative for less costly and higher quality care, HSHS
has been pursuing a Care Integration strategy since 2008. This strategy includes:
•

Physician Practices. The HSHS Medical Group includes 450 physicians and
midlevel providers in 95 locations located throughout downstate Illinois. Prevea
Health is a multispecialty group of 440 physicians and midlevel providers in a
partnership arrangement with six HSHS hospitals in northeastern and
northwestern Wisconsin. Prairie Cardiovascular Consultants, (PCC), based in
Springfield, Illinois and owned by HSHS, is the largest single specialty
cardiology group practice in Illinois. PCC has developed a nationally recognized
specialty heart and vascular care system by partnering with rural communities
throughout central and southern Illinois, with 70 physicians and 42 midlevel
providers at 45 clinic sites.

•

Physician Clinical Integration Network, LLC (PCIN). PCIN includes the above
medical groups, along with over 900 independent physicians in parts of
Wisconsin and throughout central and southern Illinois. Governed by an allphysician board, PCIN allows both employed and independent physicians to
work together to improve quality and reduce cost in a shared savings model.

Oconto Falls, WI
HSHS St. Clare Memorial
Hospital
Sheboygan, WI
HSHS St. Nicholas Hospital
HSHS Medical Group
Prairie Cardiovascular
P.O. Box 19456
Springfield, Illinois
62794-9456
P: 217-523-4747
F: 217-523-0542
www.hshs.org
HSHS is sponsored by Hospital
Sisters Ministries and the
Hospital Sisters of St. Francis is
the founding Institute.

•
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Key Recommendations
HSHS participates in and closely monitors the development of alternative payment
models (APMs), value-based care, and key regulations that promote high-quality, lowcost care. We fully support the transition from volume to value and welcome any
opportunity to provide feedback on this effort.
Given our experience in a variety of quality initiatives, we believe we are well-positioned
to offer insightful feedback and recommendations to the Centers for Medicare &
Medicaid Services (CMS) and appreciate the opportunity. Accordingly, we offer four key
recommendations, as well as more targeted feedback on the specific focus areas and
current CMMI programs.
1. Shift focus from cost containment strategies to quality and outcomes
strategies
We believe that the current payment programs and models focus too much on reducing
costs and do not emphasize quality measurement and improvement. CMMI should
reframe and refine its guiding principles to emphasize on defining high quality,
outcomes-based care, ensuring accurate measurement focused on patient outcomes,
and allowing providers to practice in ways that encourage the highest quality care.
One example of a lack of focus on quality stems from our experience in the
Comprehensive Care for Joint Replacement (CJR) program. The program’s current
quality measures do not reflect outcomes that are relevant for patients. We believe that if
CMS implements a standard, outcomes-based assessment of quality throughout all
programs, patient outcomes and quality of care will improve.
Furthermore, we recommend that quality strategies be part of any future mental or
behavioral health model, particularly if a model addresses opioid treatment. We
recommend that if CMMI tests an opioid-focused model, the program includes a quality
component that outlines best practices of opioid treatment. We believe that creating
standardized, quality assessments in all programs will improve patient care and model
success.
2. Streamline and simplify program incentives across the care continuum
As the number of small-scale initiatives increase and the opportunity for providers to
participate in different programs grows, it is important to create programs that are simple
and flexible for providers to participate in. Providers often have competing priorities and
as a result, are not well-informed on the intricacies of different payment model structures
and incentives. Therefore, when designing and testing small-scale initiatives, we
recommend that CMS design models that are simple enough to allow providers with little
experience in value-based care to understand and participate in.
In addition, to simplify and streamline incentives across the care continuum, we
recommend that CMS promote and incentivize greater physician and hospital
collaboration in the CJR program. As it stands today, there is not a clear incentive for
physician and hospital collaboration, which may worsen patient care and quality across
the continuum. We recommend that CMS improve and simplify program incentives in
CJR to allow for greater collaboration between hospitals and physicians across the care

2

HSHS Comment CMS RFI
November 20, 2017

continuum. We believe that if key stakeholders in each model are appropriately
incentivized, overall quality of care will improve.
3. Increase Advanced APM participation
It is important to continue to increase the opportunity for providers and other
stakeholders to participate in APMs and more importantly, participate in Advanced
APMs. Today, there are relatively few options for providers to participate in Advanced
APMs. As such, we believe that CMS should allow certain Track 1 Medicare Shared
Savings Program (MSSP) accountable care organizations (ACOs) to qualify as
Advanced APMs. In addition, if CMS modifies the current structure of the comprehensive
primary care plus (CPC+) model to incentivize greater payer participation or allows
practices to join without payer participation in a region, the number of clinicians in
Advanced APMs will grow.
4. Provide more timely data on performance results
We believe that more timely access to data with performance results will improve our
ability to identify areas for short-term improvement. Although this would benefit all
programs, it is particularly important for MSSP ACOs. We do not receive performance
results until nine months after the performance year so receiving performance data more
frequently will help improve our short and long-term strategy. In addition, we believe that
by receiving performance data more frequently, we will be able to improve quality of care
and patient satisfaction.

General Feedback on Principles and Focus Areas
HSHS supports CMS’ goal to promote patient-centered care and test market-driven
reforms that empower beneficiaries as consumers, provide price transparency, increase
choices and competition to drive quality, reduce costs, and improve outcomes. While we
generally support the outlined guiding principles and eight focus areas, we believe it is
important to consider and incorporate additional nuances.
CMMI Guiding Principles
In general, we support the approach to new model design through the guiding principles.
However, it is important to consider the benefits and challenges of provider choice and
small-scale testing.
There are benefits of provider choice (i.e., voluntary participation and flexibility) and
small-scale testing, such as physician buy-in, commitment to a program’s cost and
quality goals, and controllable demonstrations with the opportunity to refine prior to
large-scale implementation. However, voluntary participation in multiple small-scale
programs may prove difficult for several reasons.
First, many small-scale programs can make it difficult for providers to understand and
differentiate the incentives of and requirements for each program. To make informed
participation decisions and determine the best participation opportunity for their
organization, providers must review and understand the differences among the available
programs. Providers have many competing priorities and are typically not experts in the
intricacies of APMs, so they need support to understand the details of individual
programs. Second, current programs are typically reliant on achieving sufficient volume
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so when multiple programs run concurrently, patients may be subdivided into several
programs, which can make managing risk difficult. In addition, if providers in a market
opt-in to numerous small-scale programs, it may become difficult to determine which
patients are attributed to which models and thus under the control of which provider.
We strongly support physician buy-in to quality initiatives, however, voluntary
participation in multiple small-scale initiatives contributes to provider confusion and
complexity as they aim to participate in the transition to value. As such, we recommend
that CMS tests simple and flexible small-scale initiatives that providers can easily
understand and participate in. We believe well-balanced (i.e., simple and flexible)
models will reduce provider confusion and increase willingness to participate in different
models.
Focus Areas
We support the eight focus areas for model testing and believe it is important to deploy
unique payment and delivery models in effort to reach a diverse population. Of the eight
focus areas, we are particularly interested in three areas: (1) Expanding Opportunities
for Participation in Advanced APMs; (2) Consumer-Directed Care and Market-Based
Innovation Models; and (3) Mental and Behavioral Health Models.
Expanding Opportunities for Participation in Advanced APMs: HSHS believes it is
important to create as many opportunities as possible for Advanced APM participation.
That said, there are currently few options available in 2017 and 2018 for providers to
participate in these advanced models. Therefore, we recommend that CMS allow
Track 1 MSSP ACOs to qualify as Advanced APMs. We believe that due to the
significant upfront investment costs of starting and operating an ACO, Track 1 ACOs
should qualify as Advanced APMs. At the very least, we recommend that Track 1 ACOs
that applied to join the Shared Savings program prior to the Medicare Access and CHIP
Reauthorization Act of 2015 (MACRA) be rewarded for their leadership in value-based
care and be designated as Advanced APMs.
If CMS allows Track 1 MSSP ACOs to qualify as Advanced APMs, the number of
clinicians eligible for qualifying APM participation status (i.e., QP status) will increase
and providers will likely continue participation in the model and assume greater risk over
time. We believe it is in the best interest of CMS and providers to increase participation
in Advanced APMs by allowing current models to qualify as Advanced APMs.
Consumer-Directed Care and Market-Based Innovation Models: HSHS agrees with CMS
that beneficiaries should be empowered as consumers to drive change in the health
system through their choices via consumer-directed care and market-based innovation
models. However, we are concerned with Medicare beneficiaries contracting directly with
providers when providers are bidding on episodes of care. We believe these types of
arrangements place too much emphasis on lowering costs and could therefore lower
quality of care in the process. While cost containment is important, it is critical to
measure and implement a standard, outcomes-based assessment of quality.
Accordingly, we recommend that CMS shift focus from cost containment
strategies to assessing quality outcome measures and improving other quality
strategies. CMMI is well-positioned to improve and test quality measurement across
different programs, and unless greater emphasis is placed on improving and measuring
quality, we are concerned that the overemphasis on costs may lead to unintended
outcomes.
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Mental and Behavioral Health Models: HSHS strongly supports mental and behavioral
health models, particularly ones focused on opioid treatment. Today, health systems,
government agencies, and community organizations are all working to combat the opioid
crisis but there are duplicative efforts and little economy of scale. We believe it is
important to create a consistent, standardized approach to opioid treatment that does
not add another fragmented solution to the opioid epidemic. It is also crucial to create a
robust, scalable model that systematically improves the current crisis. We believe that
CMMI is well-positioned to serve as a leader in addressing the opioid epidemic by
convening organizations with different initiatives and supporting programs and
approaches that help improve the opioid epidemic in this country.
Assessment of Current Value-Based Care Landscape
Currently, HSHS participates in Track 1 of MSSP, as well as the CJR program. HSHS is
also a proponent of CPC+ and believes that these models have the potential to further
improve quality of care.
Medicare Shared Savings Program
We participate as a Track 1 MSSP ACO and have experienced several benefits and
challenges with the Shared Savings program. Since joining in 2016, our providers are
more focused on patient-centered care and emphasize shared decision making. In
addition, providers are following-up with patients post-discharge and communicating with
other providers when patients receive additional care. We believe the current incentives
and structure of the Shared Savings program has given our providers the opportunity to
improve patient experience and enhance quality of care.
However, there are challenges with the program. For example, the lack of timely data
with financial results makes it difficult to know how we are performing and if care delivery
protocols need to be adjusted. Therefore, we recommend that CMS provide
performance data results more frequently, so we may better assess opportunities
for improvement. We believe that performance data should be sent more frequently
instead of receiving results nine months after the performance year ends. If we receive
data that has projected results, it will allow providers track performance, better
understand their patient population, and modify care processes to reduce costs and
improve quality.
Comprehensive Care for Joint Replacement Model
We have four hospitals participating in the CJR program and these hospitals convene
monthly with orthopedic surgeons to ensure collaboration and communication. In
addition, hospitals are discussing their patients with post-acute care providers and
emphasizing high-quality care once the patient leaves the hospital. We believe that the
CJR program has incentivized providers to closely examine the quality of care delivered
to patients and improved communication between acute and post-acute care providers.
However, we believe there are several areas for improvement within this model. First, it
is important to align stakeholder incentives to achieve an efficient continuum of care that
improves the quality of care. It can sometimes be difficult to achieve hospital and
physician collaboration because there is little incentive to do so. As a result, patient care
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may suffer across the care continuum. Therefore, we recommend that CMS establish
clear and simple incentives for physician and hospital collaboration across the
care continuum. We believe that if there is a straightforward program incentive for
greater collaboration, quality of care for patients will improve.
Second, the current quality measures should better reflect outcomes that are relevant for
patients. For example, quality measures should be tied to a patient’s individual goals for
recovery post-procedure, which can differ greatly by patients. Therefore, we
recommend that CMS modify and improve quality measures to focus on how well
patients recover from a procedure and can re-engage in lifestyle activities. The
CJR program has allowed us to participate in an innovative payment arrangement and
improve quality of care. We believe this model has great potential, however, it is
important for the program to emphasize patient outcomes and improvements in the daily
activities of patients’ lives.
Comprehensive Primary Care Plus Model
We do not participate in CPC+ due to lack of payer interest in Illinois and Wisconsin but
we fully support the patient-centered, medical home model. We appreciate that CPC+
allows small, primary care practices to participate in alternative payment arrangements
and qualify as Advanced APMs. Given our interest in the model, we hope that CMS
considers re-opening applications for a third round with additional incentives for greater
participation. We believe it is important to create financial incentives to entice more
payers to join CPC+ in different regions, which will then allow a larger number of
practices to join and subsequently increase the number of clinicians in Advanced APMs.
However, if CMS does not create financial incentives for payers to join, we recommend
that CMS modify the model to allow interested practices to participate even if local
payers do not join. We believe that it is important to give providers as much opportunity
as possible to participate in APMs, and interested providers should not be limited by lack
of payer interest in certain regions. HSHS strongly supports CPC+ and believes it is a
unique program that can grow in popularity and adoption if the proper incentives are in
place and the model is structured appropriately.
Conclusion
HSHS is a strong proponent of the Innovation Center and the different quality programs.
To most effectively improve quality of care and reduce costs, it is important to
understand the successes and challenges of current programs and models. That said,
we commend CMS for taking the initiative to evaluate current programs and for soliciting
feedback on the future direction of the Innovation Center. We believe our
recommendations will help CMS improve model development and testing, and we look
forward to seeing how the future direction of the Innovation Center takes shape and
evolves in the coming years.
Sincerely,

Andrew Bland, MD, MBA
Vice President and Chief Quality Officer
Hospital Sisters Health System
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Mental and Behavioral Health Models
CMS is actively exploring potential models focused on behavioral health, including focus areas such
as opioids, substance use disorder, dementia, and improving mental healthcare provider
participation in Medicare, Medicaid, and CHIP through models that enhance care integration and/or
utilize episode payment. CMS is interested in stakeholders’ views of the best payment models and
state and local interventions to improve care in these areas.

1. Do you have comments on the guiding principles or focus areas?
Substance Use Disorder intervention and community based solutions.


Sobering Centers
https://www.acep.org/Clinical---Practice-Management/SoberingCenters/#sm.0000xmqjuc1a1kdbftbylsiqoiddn



SBIRT (Screening Brief Intervention Referral to Treatment)
(https://www.integration.samhsa.gov/clinical-practice/sbirt)



Care Coordination Delivery Models
DSRIP program – now being evaluated by University of Texas Health Science Center
See system delivery flowchart on the last page of this document



Certified Peer Recovery Support Specialists
https://www.naadac.org/ncprss

2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
a. Sobering Centers as an appropriate destination for public intoxication showing up in
medical and EMS settings. Different models exist around the country.
b. SBIRT training and promotion used in medical and EMS settings to screen for active
substance use and referrals to sobering centers. More attention to substance use in
these settings needs to be generated.

Houston Recovery Center
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c. Care continuum delivery models that offer client centered, community-based care
coordination that matches client needs with community resources and supports the
client over time through a continuum of care.
d. Peer Recovery Support Specialists/Recovery Care Organizations: State Certified Peer
Recovery Support Specialists and Recovery Care Organizations support substance use
recovery in the community setting. No two people recover in the same way and the
recovery process can take 18 months-five years for a person to stabilize where the
chance of their returning to use equals the general population. 80% of health happens
in the community. Once a person is through detox and treatment, they need continued
care and social support that is specific to their needs as they reconstruct their life.

3. Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
Please see the system delivery flowchart included on the final page.
a. Sobering Centers: (Existing Model)
i. Community intervention on active using working with multiple resources (Law
Enforcement, Emergency Departments, EMS, etc)
ii. Sobering Center: 4-6 hours of safe sobering in monitored environment and
integrated care model (EMT, Peer Support, Psych Tech, LCDC)
iii. Recovery Program (Care continuum delivery model) that stabilizes and
integrates clients into the community using existing resources in the community
iv. Issues:
1. There is a lack of screening and coding for substance use in medical
settings. The primary physical diagnosis is coded yet substance use
often is not coded. Substance Use is underreported in these settings
preventing proper understanding of the scope of the problem.
Emergency departments tend to treat and return to the street without
making a referral to a service provider. Incentivize behavioral health
screening and referral to treatment.
2. If the Sobering Center does not conduct an intervention and offer
recovery programming or referral to services, then they can become the
next revolving door. If the community lacks substance use detox and
treatment services, then it is challenging to stabilize the population
ready for assistance. Timely placement into services is critical.
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b. Community Systems of Care (Emerging Model)
i. Incentivize Emergency Departments, MCOs and FQHCs to engage with care
continuum delivery models to support client recovery process.
ii. Incentivize diversions for substance use disorder in hospitals and EMS to an
appropriate destination for substance use disorder.
iii. Issues:
1. Clients that cannot self-resolve consume a high level of services across
providers. The major stumbling block for dealing with this population is
data sharing to identify clients showing up across multiple medical
facilities and emergency room departments.
2. Every community has different resource that address substance use.
Rural areas are different than urban. Delivery models can adapt but are
limited by available resources.
c. Telehealth for Substance Use (Pilot Program).
In January 2018, we are conducting a pilot program with a hospital emergency
department using telehealth for public intoxication or substance use issues. When a
patient presents in the emergency department with substance use, their staff will ask if
they would like to speak with one of our Recovery Support Specialists and connect those
wanting to have a conversation through telehealth. Should the person want assistance
then transportation will be provided to our facility. We are hoping that by first
connecting to our staff, who are in recovery and can build rapport through a peer to
peer conversation, that their likelihood to agree to engaging in services and being
referred to us increases.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
Fund care continuum delivery models at a capitated rate. Care continuum delivery
models bridge medical facilities with community service providers and social service
agencies and make health care delivery more efficient and improve health outcomes.
Let community service providers and social service agencies deliver services according
to their present funding streams. Offer capitation funding for the care continuum
delivery models that create systems of care, by linking services together, and support
clients in the care that is tailored to their own needs.
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5. How can CMS further engage beneficiaries in development of these models and/or participate
in new models?
a. Incentivize “community delivery systems” that links the care continuum delivery models
with health care providers (Emergency departments, MCOs, FQHCs). Offer a pay for
performance bonus to the “community delivery system” (medical facility + delivery
model) for achieving defined outcomes (reduced emergency use, etc)
6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
a. Sobering Center Waivers
b. Care Continuum Delivery Model Waivers
c. Certified Peer Recovery Support Specialist Waivers
7. Are there any other comments or suggestions related to the future direction of the Innovation
Center?
a. Data Sharing Identify and address policy barriers that are preventing care coordination
across providers so policy, service delivery and health outcomes align. Sharing data
continues to be a huge stumbling block in caring for clients who do not self-resolve and
require community level care coordination. We cannot identify and talk to the service
providers the frequently use to develop a unified care plan across providers. We are
working on this but the legal issues are a hindrance.
b. Syndromic surveillance programs: Incentivize their use in Emergency Departments and
EMS to capture substance use including alcohol and other drugs (not just opioids).
Substance use in not always documented in these settings due to a variety of reasons so
this public health issue is grossly under-reported.
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CMS Q: Do you have comments on the guiding principles?
Humana Comment: Humana supports the CMS guiding principles for use in future innovations
in both Medicare Advantage and Part D. We specifically want to commend CMS for considering
small scale testing. Large scale demonstrations have been a barrier for both plans and CMS,
without preliminary pilot data. For plans, it is difficult to make budgeting and strategic
operational decisions without pilot testing experience and data to guide the process. For CMS,
concerns about the budget neutrality implications of an innovation proposal cannot be
addressed in a data vacuum. We believe small scale testing can be leveraged as a foundational
step towards demonstrations at scale. We urge CMS to define small scale testing, in the plan
sponsor context, as pilots that involve a subset of voluntary membership from either the
contract or plan level that may be tested for a short duration, including one coverage year or
less. We also recommend that small scale testing be leveraged to pilot waivers of existing nonpayment regulations in order to determine methods for reducing regulatory burden without
impacting the quality of services provided to beneficiaries.
Humana comments on Medicare Advantage (MA) Innovation Model designs:
1. Testing Flexibility in Medicare Advantage Supplemental Benefits to Address Social
Determinants of Health
Health is influenced by more than just medical-specific factors. Social determinants of health
(SDOH), such as food security, housing, transportation, availability of resources, safe
communities, and social interaction, among others, also play a role in the overall health of all
individuals. The US Centers for Disease Control and Prevention (CDC) defines SDOH as the
conditions, in which people are born, live, learn, work, play, worship, and age which can affect a
wide range of health risks and outcomes.1 The recognition that health is affected by social
determinants is increasing, with the Department of Health and Human Services (HHS) including
addressing SDOH as one of the four overarching goals of its Healthy People 2020 initiative. The
specific initiative goal related to SDOH is to “create social and physical environments that
promote good health for all,” a goal shared by the World Health Organization which is also
working on addressing this issue across the globe.2 Moreover, CMS has integrated SDOH into
existing innovation testing, such as, the Accountable Health Communities Model.3
Humana has also been working on addressing the social determinants that are impacting the
health of our members and their communities. Humana launched its Bold Goal initiative in
2015, with the objective of improving the health of the communities we serve 20 percent by
2020. Through this initiative, Humana partners with local nonprofits, businesses, and
governments as well as physicians and other medical providers within their communities to
develop innovative programs designed to improve the clinical health outcomes of individuals
addressing social needs. Because of the Bold Goal pursuit, Humana has gained a deeper
1

See https://www.healthypeople.gov/2020/topics-objectives/topic/social-determinants-of-health
Ibid.
3
Accountable Health Communities Model https://innovation.cms.gov/Files/slides/ahcm-medicaidrole.pdf
2
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understanding of the need for addressing SDOH to improve clinical health, has gained
experience in implementing programs and partnerships to do this, and has a greater
appreciation for the importance of this work.4
Under current Medicare Advantage (MA) regulations, plan sponsors can only offer narrowlydefined supplemental benefits that are primarily health-related. Supplemental benefits are
categorized as either mandatory or optional, each regulated differently. Mandatory
supplemental benefits are benefits that are not covered under Part A, Part B, or Part D but are
covered by the MA plan for every person enrolled in the MA plan. Mandatory supplemental
benefits are paid for either in full, directly by, or on behalf of, MA enrollees by premiums and
cost-sharing, or through the application of rebate dollars. Optional supplemental benefits are
benefits not covered under Part A, Part B, or Part D, but are offered uniformly to all enrollees.
Enrollees may choose to pay extra to receive coverage under the optional supplemental
benefit. The optional supplemental benefit is paid for directly by the enrollee or on behalf of
the enrollee through an additional premium and cost-sharing. Rebate dollars may not be
applied toward optional supplemental benefits.5
These current regulations generally prevent MA plan sponsors from offering or providing
supplemental benefits to address non-medical determinants of health. Humana encourages
CMMI to design a demonstration model providing targeted waivers of the regulatory
requirements governing the provision of supplemental benefits, allowing MA plan sponsors the
flexibility to provide a broader range of supplemental benefits to address SDOH that have been
shown to improve patient health. Specifically, CMMI should design a model allowing plans to
address SDOH through targeted waivers of the Medicare Managed Care Manual Chapter 4,
Section 30 and of 42 CFR §422.102, allowing MA plans to utilize both the mandatory and
optional supplemental benefit pathways. To be clear, we are asking for a waiver of the rules
around defining what is acceptable as a MA supplemental benefit. We are not asking for
additional payments. We believe that financing the supplemental benefits through the existing
MA rebate and/or supplemental premium pathways will ensure budget neutrality is
maintained. We believe testing models for treating food insecurity and/or social isolation has
merit.
Food insecurity: Food insecurity, defined by the U.S. Department of Agriculture (USDA) as a lack
of access to enough nutrient-rich food for a healthy, active life, has been shown to have a
detrimental effect on health. A recent study found that food insecure seniors are 65 percent
more likely to be diabetic, twice as likely to report fair or poor health, 19 percent more likely to
have high blood pressure, 57 percent more likely to have congestive heart failure, 66 percent
more likely to have experienced a heart attack, and 2.3 times more likely to suffer from
depression.6 A recent pilot program undertaken by Humana in partnership with Feeding
4

See http://populationhealth.humana.com/wpcontent/uploads/2017/03/Humana_BoldGoal_2017_ProgressReport-v2.pdf
5
Chapter 4, Medicare Managed Care Manual https://www.cms.gov/Regulations-andGuidance/Guidance/Manuals/downloads/mc86c04.pdf
6
Craig Gundersen and James P. Ziliak. The Health Consequences of Senior Hunger in the United States. 2014.
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America and Feeding South Florida, administered a food insecurity screening and a healthrelated quality of life survey to patients, at three primary care clinics in south Florida, with
those screening positive for food insecurity being provided food resources on site and referred
to additional community resources. The program used the Centers for Disease Controldeveloped Healthy Days measure to examine health-related quality of life and The Hunger Vital
Sign™ food insecurity screening tool. Results from the pilot found that food insecure individuals
had nearly twice as many physically unhealthy days per month as food secure individuals (13.68
days versus 7.44) as well as more than twice as many mentally unhealthy days per month
(12.91 days versus 6.10).7
At present, MA plan sponsors can offer meal services to their plan enrollees under particular
circumstances and only for a limited period of time within the supplemental benefit
regulations. Meals can be provided if the services are needed due to an illness (i.e. certain
chronic conditions, or immediately following surgery or an inpatient hospital stay), are
consistent with the established medical treatment of an illness, and are offered for a short
duration. Currently, regulations prohibit social factors, on their own, from qualifying an MA
enrollee for meal services.8
Accordingly, we urge CMMI to work with plans to design a model allowing plans to address
food insecurity through targeted waivers of the Medicare Managed Care Manual Chapter 4,
Section 30.3, which language limiting the provision of meals to enrollees by MA plans.
Specifically, meal services should be allowed as supplemental benefits for any member: 1) who
meets the USDA definition of having “very low food security;9” 2) who is eligible for the
Medicare Diabetes Prevention Program or who is currently diabetic and issues accessing food
that would prevent disease progression; or 3) is eligible for the Supplemental Nutrition
Assistance Program (SNAP). For enrollees eligible for SNAP, MA organizations should be able to
coordinate and wrap meal services around that benefit to ensure that members have enough
nutritious food to last throughout each month. MA plans should also be able to provide meals
for a longer duration, such as three to six months rather than the current two to four weeks.
CMS should also allow for regulatory flexibility for MA plans to provide non-medical
transportation services if transportation is deemed a barrier to accessing healthy food. CMMI
could test the impact of this waiver on clinical disease progression and Medicare costs
associated with malnutrition, obesity, pre-diabetes, and/or diabetes.
Social isolation: Social isolation, loneliness and the availability of community-based resources in
support of community living and opportunities for recreational and leisure-time activities can
also play an important role in patient health.10 According to research from the AARP
7

See http://apps.humana.com/marketing/documents.asp?file=3105791
Chapter 4, Medicare Managed Care Manual, available at https://www.cms.gov/Regulations-andGuidance/Guidance/Manuals/downloads/mc86c04.pdf
9
U.S. Department of Agriculture, Economic Research Service, “Food Security Measurement,” available at
https://www.ers.usda.gov/topics/food-nutrition-assistance/food-security-in-the-us/measurement/
10
HHS, “Healthy People 2020 and Social Determinants of Health,” available at
https://www.healthypeople.gov/2020/topics-objectives/topic/social-determinants-of-health
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Foundation, 17% of adults age 65 and older are isolated, leading to a 26% increased risk of
death due to the subjective feeling of loneliness.11 One of the biggest risk factors for social
isolation is challenges with or lack of access to transportation. Seniors without access to
transportation and/or who have retired from driving are often unable to participate in
community activities and therefore to connect in-person with others. Lack of transportation
may also exacerbate food insecurity, as vulnerable seniors may not be able to travel to grocery
stores with healthier foods, and instead may have to rely on more easily accessible fast food
options that are closer to their homes.
The Medicare Managed Care Manual Chapter 4, Section 30.3 states that transportation can be
offered to MA enrollees as a supplemental benefit “exclusively to accommodate the enrollee’s
health care needs: for example, the MA plan may offer a supplemental benefit that provides
transportation to enrollees for physician office visits.” Further, the manual chapter explicitly
states that the transportation “may not be used to transport enrollees for non-health related
purposes.”12 Humana encourages CMS to use its authority to waive this Medicare Managed
Care Manual Chapter 4, Section 30.3 requirement for transportation and allow MA plans to
provide transportation services as a supplemental benefit. Specifically, transportation should be
allowed to be offered to members that are socially isolated to the point where that isolation is
a root cause for clinical depression or other behavioral issues. The waiver test would examine
impacts on clinical variables and costs associated with behavioral conditions.
2. Testing the Use of Utilization Management Tools for Part B Drugs in Medicare
Advantage
Infusible and injectable drugs and biologics that are administered in physician offices and
hospital outpatient departments, and certain drugs meeting additional criteria (i.e.
immunosuppressive drugs, oral anticancer drugs etc.), are provided under the Medicare Part B
benefit, instead of the Part D program. Drugs administered under Part B are paid for based on
the calculated average sales price and the payment goes directly to the provider administering
the drug to the beneficiary. Because of the way in which payment is made for these drugs,
there are concerns that the program lacks the proper incentives for prescribers, suppliers, or
patients to make appropriate, high-value choices. Plans and pharmacy benefit managers (PBMs)
utilize various strategies to incentivize appropriate and value-driven choices in Part D which
have been successful in keeping costs down for both beneficiaries and the Medicare program.
Developing models under which plans can utilize PBM tools for Part B drugs would also allow
for assessments of their effectiveness and of their impact on spending and clinical outcomes.
On September 12, 2012, the CMS Medicare Drug and Health Plan Contract Group issued a
memorandum titled “Prohibition on Imposing Mandatory Step Therapy for Access to Part B
Drugs and Services,”13 which prohibits MA plans from applying step therapy and other
11

See https://connect2affect.org/
Chapter 4 Medicare Managed Care Manual https://www.cms.gov/Regulations-andGuidance/Guidance/Manuals/downloads/mc86c04.pdf
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CMS memo from Danielle Moon to MA plans, “Prohibition on Imposing Mandatory Step Therapy for Access to
Part B Drugs and Services," September 17, 2012
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utilization management tools to Part B drugs. The memo states that CMS regulations at 42
C.F.R. §§ 417.414(b) and 422.101(a) and (b) require all Section 1876 cost plans and MAOs to
“provide coverage of, by furnishing, arranging for, or making payment for, all services that are
covered by Part A and Part B of Medicare…and that are available to beneficiaries residing in the
plan’s service area.”
Humana urges CMMI to waive the September 17, 2012, Medicare Drug and Health Plan
Contract Administration Group memorandum entitled “Prohibition on Imposing Mandatory
Step Therapy for Access to Part B Drugs and Services” and any other interpretation of 42 CFR
§§ 417.414(b) and 422.101(a) and (b) that prohibit plans from leveraging appropriate utilization
management tools for Part B drugs. We note that beneficiaries already have strong appeals
rights that will protect appropriate utilization. In its place, we encourage CMMI to allow for the
use of utilization management tools, such as those allowed in Part D, to be implemented for
drugs administered under Part B. We believe that the implementation of utilization
management tools, widely used throughout the Part D program and the commercial market,
will reduce Part B drugs costs for beneficiaries and the Medicare program, while also helping to
ensure clinically appropriate utilization of Part B covered therapies. This waiver would test the
costs savings achieved by leveraging Part D like tools to manage Part B prescription drugs. This
waiver would not require any changes to MA payments and therefore would be a saver or
budget neutral.
3. Testing Digital Distribution of Plan Communications
Medicare beneficiaries are becoming increasingly technology savvy. The AARP found that more
than 75% of adults over the age of 50 own a computer or mobile device, and approximately
55% of those individuals report using their computing devices to get health and fitness
information.14 Similarly, a survey conducted by the Pew Research Center that found that 67%
of individuals over the age of 65 use the internet and 82% of recent age-in do. The same survey
also found that 80% of adults ages 65 and up use a cellphone and 42% have a smartphone.15
Moreover, within Humana’s Medicare membership less than 13% have expressed a preference
for paper communications over a digital pathway for documents such as enrollment onboarding
or the annual notice of change.
Despite these trends, current MA and Part D regulations require paper documentation for a
wide array of beneficiary communications and services, resulting in increased administrative
costs that get passed on to beneficiaries and the federal government in the form of higher
premiums.16 Even when digital communications are permissible the Medicare Marketing
Guidelines place burdens on beneficiaries and plans by requiring that plan sponsors must
receive consent prior to providing materials digitally (i.e., individuals must opt-in). The consent
generally must be obtained for each and every form of communication.
14

AARP 2016 Technology Trends among Mid-life and Older Americans (monthly survey of 1500 adults age 50+;
most recent data collected July 1-July 31, 2016).
15
http://www.pewinternet.org/fact-sheet/internet-broadband/
16
See 42 CFR 422.64, 422.111, 423.48, and 423.128 and Medicare Marketing Guidelines.
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Humana requests that CMS test a digital only plan option versus plans under the current rules.
These two conditions (digital only vs current rules) could be tested on complaints related to
these communications and on member satisfaction.
Humana Comments on Prescription Drug Model designs:
1. Test Fee-for-Service Data Transparency with Stand Alone Part D Plans (PDPs)
PDP sponsors are by definition serving beneficiaries who generally receive their medical
benefits from FFS original Medicare. PDPs are engaged in various efforts to address the high
cost of prescription drugs, including working collaboratively with pharmaceutical manufacturers
on value-based contracting. Through these contracts, PBMs and/or PDPs and pharmaceutical
companies share financial responsibility for patient outcomes, and share data to improve
patient adherence and care and to assess clinical outcomes. A critical barrier to the
development and implementation of these outcomes-based contracts is the lack of access
standalone PDP sponsors have to Medicare beneficiaries’ fee-for-service (FFS) claims data.
While MA-PD plans have access to the medical, laboratory, and pharmacy claims for their
enrollees, standalone PDPs do not, limiting the applicability of prescription drug value-based
contracts essentially only to MA-PD plans.
Humana urges CMS to use its authority, whether directly or through CMMI, to provide FFS
medical and laboratory claims data to standalone PDPs. CMS should ensure that the claims data
are accurate and provided to PDPs in a timely manner, allowing for PDPs to engage in valuebased contracting, which could ultimately reduce costs both for Medicare beneficiaries and for
the Medicare program. The release of FFS data PDP sponsors is not without precedent. For
example, PDP sponsors participating in CMMI’s Part D Enhanced Medication Therapy
Management (MTM) Model, including Humana, currently receive access to FFS claims data.
This waiver would test the impact of providing these data on PDP clinical management
programs including MTM and for program integrity efforts. We believe this would also reduce
provider burden because we would not have to obtain as many records from providers nor
require as many prior authorizations if we had the member’s historical medical claims.
2. Testing Incentives for Generic Drug Utilization Among Low Income Subsidy (LIS)
Beneficiaries
Since the inception of the Part D program, CMS has provided extra help to dual-eligible and
other low-income beneficiaries to make prescription medications more affordable. The
program has been highly successful in expanding access to prescription drugs, but has
unintentionally resulted in low utilization of generic drugs by LIS members. The Medicare
Payment Advisory Commission (MedPAC) found that the average generic drug dispensing rate
(GDR) was only 71% for LIS beneficiaries versus 84% for non-LIS beneficiaries.17 The discrepancy
17

Medicare Payment Advisory Commission (MedPAC), June 2016 Report to Congress, “Improving Medicare Part
D,” p. 172.
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in LIS and non-LIS GDRs is primarily attributable to the minimal difference in LIS cost sharing for
brand and generic drugs. In 2017, a full benefit dual eligible below 100% of the federal poverty
level pays only $3.70 for a brand drug compared to $1.20 for a generic. As a result, LIS members
have little incentive to switch from a branded product to a less expensive generic alternative.
MedPAC has recommended that LIS copays be changed to incentivize generic utilization. 18
Humana recommends that CMMI work with the Office of the Actuary (OACT) and plan actuaries
to determine an appropriate spread between brand and generic copayments that would incent
generic utilization in the LIS population. Then, CMMI can test that spread against current plans
for adherence and drug spending for brand drugs where a generic alternative is readily
available.
3. Mail Exclusive Pharmacy Network for Select Medications
TRICARE provides a pharmacy benefit that encourages the utilization of mail order pharmacy.
First, TRICARE requires beneficiaries to get refills for select brand-name maintenance, nonformulary and specialty medications through mail or a military pharmacy. Patients initially
filling any of these prescriptions at a network pharmacy receive a letter after their first and
second prescription fills stating they need to switch to home delivery/military pharmacy. If a
patient attempts to refill the prescription a third time at a network pharmacy, they are
responsible to pay 100% of the cost. Second, TRICARE provides low patient cost share for up to
a 90-day supply of medication at mail or a military pharmacies. The Department of Defense
estimates this TRICARE program, requiring a 90-day supply for select medications through
Home Delivery/military pharmacies could save the government at least $88 million a year and
provide an estimated beneficiary savings of $176 per year.19
TRICARE is not the only entity requiring select medications be filled at Home Delivery.
According to the PBMI 2016 Trends in Drug Benefit Design Report, that details employersponsored drug benefit design trends and strategies, 28% of employers have a plan design that
includes mandatory mail order for some or all medications.20 And, according to the PBMI 2017
Specialty Drug Benefit Report, 74% of plan sponsor respondents mandate the use of a specialty
pharmacy for some or all specialty medications.21 Employers have implemented this program
because mail-service and specialty pharmacy channels typically give plan sponsors deeper
discounts and help encourage the use of preferred products for additional savings. Also,
research shows that patients who fill 90-day maintenance medications are 85% adherent to
their medicine compared to 66% for 30-day traditional retail.22
By contrast, Medicare Part D was built on a retail pharmacy model with retail network
adequacy requirements. Indeed, mail order pharmacy is optional in Part D, plans are limited in
18

Ibid.
Evaluation of the TRICARE Program: Access, Cost and Quality. FY 2016 Report to Congress.
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their ability to incentivize mail order use, and there must be a “level playing field between mailorder and retail pharmacies” in contractual terms and conditions.23
Humana recommends that CMMI test the clinical efficacy and cost savings of a Part D plan
design that incents mail order pharmacy for dispensing chronic medications. This test plan
would be augmented by a local retail pharmacy network for acute conditions and emergency
situations. This test would be for “choosers” only, and would not count toward the limited
number of plans a sponsor may have in a region. Low-income subsidy (LIS) beneficiaries would
be exempt from the test condition.

23
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Are you joking! I was born in 1959. I know am trying to recover from not one but two fractured
legs and feet. Because of Texas having an over whelming amount of drug addicts I cannot get
my Primary doctor to prescribe me anything for the excruciating pain that I am in. Medicare and
Medicaid do nothing for dental or vision lol. The state of Texas does not care nor have they
assisted me as an elder to help find me a safe place to live, make sure I am able to get to and
from my Doctor's visits. I am not sure about all the terminology the state of Texas tries to use to
deny all of their so called assistance, but my whole family and every male and maybe two
females have served in at least one Armed Forces in each different branch of the Armed Forces.
Mother is now seventy-six and goes way out of her way not to assist me with anything Texas has
to help me with. I have been scammed not once but four times from third party collection
departments preventing me from going back to school. Education is essential for America to
continue to stand strong. I am an American citizen and proud to be an American but I deserve an
education!

Thank You,
Torchanna Lynn Humes

November 20, 2017
The Honorable Seema Verma
U.S. Centers for Medicare &
Medicaid Services (CMS)
7500 Security Boulevard
Baltimore, MD 21244
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Request for Information (RFI)
Dear Administrator Verma:
IBM appreciates the opportunity to comment on the Center for Medicare and Medicaid
Innovation Center (Innovation Center) New Direction RFI, released September 20, 2017. IBM
applauds CMS for harnessing the collective insights of the health care industry and public
stakeholders to support further innovation through Innovation Center. We believe the early
experiences of the Innovation Center provide valuable information from which a new, more
focused, more disciplined approach will take route. In addition, we are excited to see that CMS is
demonstrating its commitment to the value of partnering with states, providers, clinicians,
payers, advocates, beneficiaries, and stakeholders to bring true and lasting change to improve
quality of care and outcomes.
Overall, IBM is encouraged that CMS is leveraging the experience of the initial years to assess
impact and set on a new direction. To ensure that CMS is able to glean the most valuable insights
from all of the Innovation Center’s current and past models, IBM strongly encourages CMS to
leverage data-driven analytics to drive decision making in model development, management, and
execution. In doing so, CMS will be able to glean insights across existing data and identify the
most promising aspects and interventions for future models, including how they differentially
impact various audiences (e.g., rural beneficiaries, certain chronic conditions.) By maximizing
these insights within existing data, CMS can also apply experience-based predictive modeling to
better shape future reform interventions that have a more lasting impact on improved outcomes.
Moving forward, we suggest the Innovation Center should infuse data-based analytics into each
model to better support efficient and effective interventions, which includes continuous datadriven improvement based on easy-to-use data extracted from existing sources to drive qualitybased activities by providers. This approach will also allow the Innovation Center to incorporate
data-driven transparency for Medicaid and Medicare beneficiaries and caregivers in cost, quality,
and outcome information for models. Ultimately, this will further engage and empower both
providers and patients in driving meaningful and scalable health care transformation.
As CMS contemplates the future role and structure of the Innovation Center, IBM appreciates
the opportunity to provide input to the agency. In the attachment, we provide several ideas
related to specific potential new models for consideration and welcome additional conversations
with CMS in the near future. If you have any questions related to our comments or the models

submitted, please contact Yelena Vaynberg, IBM Government and Regulatory Affairs
Executive.
Sincerely,

Roslyn Docktor,
Director, Watson Health Policy
cc: Amy Bassano, Acting Deputy Administrator for Innovation and Quality and Director, Center
for Medicare & Medicaid Innovation
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These comments are directed toward the “Centers for Medicare & Medicaid Services:
Innovation Center (Innovation Center) New Direction”1 (retrieved from
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf) and the goals stated therein of “fostering an
affordable, accessible healthcare system that puts patients first.i” As described below and by denying
Medicare and other patients access to hundreds of thousands of Master’s Degree-trained and fully state
licensed clinical mental health and clinical addiction counselorsii , the current Medicare System operates
to 1) deny Medicare patients access to several hundred thousand highly-trained clinical mental health
and addiction practitioners; 2) acts as a barrier to patients accessing professional counselors specifically
trained in and state-licensed to provide treatment for substance use and co-occurring mental health
disorders; and, 3) artificially restricts competition, decreases patient choice, and increases mental
health and addiction treatment costs. The system does so by denying patients access to hundreds of
thousands of competent, highly skilled and highly trained mental health and addiction treatment
providers2 because these providers are improperly barred from billing Medicare for the costs of treating
Medicare patients.
The vast majority of fully-licensed addiction practitioners are Master’s degree trained and
licensed clinical alcohol and drug counselors. Given the current urgency of the opioid and addiction
crisis, it makes no sense that the current Medicare structure makes it impossible for these highly trained
mental health specialists to treat Medicare patients.
For the millions of patients currently receiving mental and behavioral health services from state
licensed professional counselors, the inability of their providers to get Medicare reimbursement forces
them to have to find new practitioners when they eventually transition to Medicare coverage. This
undoubtedly increases costs and decreases provider effectiveness as new providers will have to
effectively start from scratch. The new providers will have to explore their new patient’s life and
psychological history, earn their new patient’s therapeutic trust, develop a new treatment plan, and
apply the provider’s particular kind of mental health treatment modality.
Allowing hundreds of thousands of highly trained and highly skilled clinical mental health and
licensed clinical addiction counselors to receive Medicare reimbursement will be a major step towards
achieving the purposes of: Guiding Principle 1) of promoting “choice and competition in the market;” of
Guiding Principle 2) of reducing burdensome requirements and unnecessary regulations that prevent
hundreds of thousands of highly-trained clinical mental health and addiction practitioners from
providing cost-effective services to Medicare patients; of Guiding Principle 3, “Patient-centered care, ”
to “empower beneficiaries, their families, and caregivers to take ownership of their health and ensure
that they have the flexibility and information to make choices as they seek care across the care
continuum (bolding and italics added); of Guiding Principle 4, “Benefit design and price transparency …
to ensure cost-effective care that also leads to improvements in beneficiary outcomes; of Guiding

1

A quotations herein are taken from the New Direction document.
There are over 140,000 Licensed Professional Counselors who hold Master’s or Doctoral Degrees in clinical
mental health counseling nationwide. This writer does not know the number of Licensed Clinical Drug and Alcohol
Counselors nationwide. By way of example, in New Jersey there are 3,970 active and 663 application pending
Licensed Professional Counselors (http://www.njconsumeraffairs.gov/pc/Pages/meetings.aspx) and 2069 active
and 515 application pending Licensed Clinical Alcohol and Drug Counselors and 515 pending applications as of
August 25th, 2017 (http://www.njconsumeraffairs.gov/adc/Minutes/Alcohol-minutes-082517.pdf).
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Principle 5, to “draw on partnerships and collaborations with public stakeholders and harness ideas for a
broad range of organizations and individuals across the country… .”
The Innovation Center indicates that it is interest in testing models in eight focus areas,
including: “Medicare Advantage (MA) Innovation Models” and “Mental and Behavioral Health Models.”
Such models should include an examination of the effect of allowing Medicare beneficiaries access to
mental and behavioral health services provided by fully-licensed clinical mental health and addiction
counselors. Denying Medicare patients access to hundreds of thousands of fully-licensed mental and
behavioral health practitioners would be antithetical to the Innovation Center’s observation that
“Consumer-directed care models could empower Medicare, Medicaid, and CHIP beneficiaries to make
choices from among competitors in a market-driven healthcare system.
The Innovation Center is considering testing models that would allow “Medicare beneficiaries to
contract directly with healthcare providers… .” Medicare currently allows Medicare beneficiaries to
contract with practitioners such as licensed clinical social workers, but prevents Medicare beneficiaries
to contract with the hundreds of thousands of highly trained, highly skilled, and fully-licensed clinical
mental health and licensed clinical addiction counselors. That barrier to Medicare and other
beneficiaries accessing clinicians should and must be removed if the Innovation Center truly wants to
achieve its stated purposes of driving “innovation, better quality and outcomes, and lower costs.”
“CMS is actively exploring potential models focused on behavioral health, including focus areas
such as opioids, substance use disorder, dementia, and improving mental health provider participation
in Medicare, Medicaid, and CHIP.” Allowing the hundreds of thousands of highly trained and highly
skilled clinical mental health and licensed clinical addiction counselors to treat the patients in these
programs by allowing these counselors to be reimbursed under these programs would be a major step
in improving mental health provider participation.
i
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November 13, 2017

Amy Bassano
Center for Medicare and Medicaid Innovation
ATTN: CMMI New Direction - Informal Request for Information (RFI)
2810 Lord Baltimore Boulevard
Baltimore, MD 21244-2613
Submitted via: CMMI NewDirections@cms.hhs.gov
Re: CMMI New Direction - Informal RFI

Dear Ms. Bassano,
Independence Care System (ICS) appreciates the opportunity to provide comments to the
Center for Medicare and Medicaid Innovation (CMMI) Informal Request for Information (RFI)
regarding the agency's new direction. ICS is a nonprofit managed care organization in New York
City, which serves approximately 6,500 Medicaid and Medicare beneficiaries through a
Medicaid Managed Long-Term Care (ML TC) Plan and a Medicare-Medicaid Plan (MMP). They
live in four of the five boroughs of New York City: Bronx, Brooklyn, Manhattan and Queens.
Approximately 80% of the total membership is dually eligible for Medicare and Medicaid. The
members who have only Medicaid are adults with physical disabilities who do not have
sufficient work history to qualify for premium-free Medicare Part A.
We began operation in April 2000 as a Medicaid MLTC plan. We were among the first to
operate in the state of New York and were unique in our focus on serving a population of adults
with physical disabilities of any age. Our membership changed significantly as a result of a
major redesign of the Medicaid program in New York, which mandated enrollment into
managed long-term care from fee-for-service. It is now 60% older adults and 40% adults with
physical disabilities.

An inilialive of:

Administrative Office:

Member Centers:

257 Park Ave. South, 2nd Floor
New York, NY 10010

25 Elm Place, 5th Floor
Brooklyn, NY 11201

400 East Fordham Road, 10th Floor
Bronx, NY 10458

Our comments and recommendations are focused on developing a Program of All
Inclusive Care for the Elderly (PACE)-like model for adults with physical disabilities under CMS'
proposed agency goals of State-Based and Local Innovation, and Medicaid-Focused Models. The
Medicare-Medicaid Coordination Office (MMCO) introduced the establishment of the Person
Centered Community Care Model (P3C Model) in a December 2016 RFI and further refined the
model in a July 2017 RFI that focused on the Medicare reimbursement rate methodology. We
believe that the P3C Model will assist states in better serving adults with physical disabilities
who wish to live and participate in their communities.
We made comments on both RFI's (letters on February 10 and August 15, 2017) which
focused on the criteria for eligibility, the program design and payment methodology. We
recommended the following regarding eligibility criteria:
Age Criteria - ICS strongly supported CMS' proposal to allow all adults, over the age of 21
who otherwise meet the eligibility criteria to participate in the program. Approximately, 2,000
of ICS members are physically disabled, but only about 1,000 of them are between the ages of
21-54. The entire population of adults with physical disabilities sees themselves as a group, and
have some very strong informal networks. Any distinction by age would feel quite arbitrary and
unnecessary to members and staff alike.
Eligibility Insurance Coverage Criteria - ICS recommended that eligibility be broadened
beyond beneficiaries who are dually eligible for Medicare and Medicaid. The ICS membership
includes a cohort of individuals who only have Medicaid, and excluding them for participation
would be arbitrary and unnecessary, as with a cap on age. Individuals who only have Medicaid
coverage, have Medicare or third party coverage should be allowed to become participants at
the discretion of the State where the program is located. PACE programs in New York State
allow individuals with Medicaid only and private insurance to participate.
Functional Impairment/Disability Criteria - ICS recommended that eligibility focus on
functional impairment rather than specific diagnoses. We proposed that an individual should be
eligible if he/she is expected to need community-based long-term care services for at least 120
days. The use of clinical diagnoses is clearly critical for assessment and service planning for
each participant. However, diagnoses are not necessarily related to a specific level of functional
impairment, which should determine the need for services and enrollment. An individual with
Spinal Cord Injury or Multiple Sclerosis may have very different limitations during the course of
their lives and from other people with the same clinical diagnoses or condition.
We also recommended the following regarding program design:
Interdisciplinary Team (IDT) - ICS strongly supported the flexibility provided in the
RFI in the composition and practice of the IDT. We believe that it is very important to have a
core IDT team that includes the physician, nurse and social worker and draws on other
providers for service planning and problem solving as appropriate. We also strongly
supported the flexibility in the RFI to enable a contracted or P3C organization employed
nurse practitioner or physician assistant, or a contracted primary care physician or specialist
that is chosen by a participant. This is essential for developing a program that meets the
participant's needs and preferences.
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P3C Center Requirements - ICS supported the separation of the medical and the social
support components of the Center. We also agreed with enabling them to be either operated
directly or on a contracted basis. The thrust of this requirement, as we understand it, is to
maximize community integration which we also fully support.
Wheelchair and Durable Medical Equipment Competency - ICS supported the RFl's
focus on the need for a P3C organization to be competent in assessing participants for
wheelchairs and durable medical equipment and maintaining the equipment as well. This is an
essential service for many current ICS members and it is not generally available in the service
system or supported by health plans for any kind.

Finally, we recommended that a well-designed stop loss component be included, for
both Medicare and Medicaid, to protect the financial viability of the P3C organization and not
provide incentives for limiting care that would otherwise be considered appropriate. It
seems highly likely, that a new P3C organization will be affected by adverse selection since it
will be a new kind or organization serving a traditionally underserved population.
The most likely high cost areas for the Medicare and Medicaid components of payment
for each component are different. For Medicare, there are three specific areas: 1) wheeled
mobility; 2) high cost pharmacy, such as drugs commonly prescribed for participants who
have Multiple Sclerosis; and 3) use of specialists and extensive hospital stays due to the
complexity of the patient-participant/their housing situation and limited options for
appropriate discharge or transition. For Medicaid, the high costs are typically attributable to
wheeled mobility and high hours of personal care.
Under the MMCO proposal, P3C plans would be responsible for providing the full range
of Medicare, and Medicaid, services, coordinated by an interdisciplinary care team (IDT)
centered on the member. P3C plans would also have a more focused-than traditional
Medicare Advantage plans-network, which includes community-based providers with
experience in delivering disability-competent care. States would have the opportunity to tailor
the program for their population and geographic needs, which would create state-based
laboratories from which MMCO and CMMI can pull promising practices in providing
community-based care for adults with physical disabilities. For these reasons, we strongly
recommend CMMI support the P3C program and release a Request for Proposal (RFP) as soon
as possible.
We appreciate the opportunity to comment to CMMI. Should you have any questions or
wish to discuss our comments further, please do not hesitate to be in touch with me by email or
by phone at: 212.584.2580 or our Vice President of Compliance & Regulatory Affairs, Doug
Goggin-Callahan.
Sincerely,

Rick Surpin
President
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November 20, 2017
Center for Medicare and Medicaid Innovation
Amy Bassano, Acting Deputy Administrator for Innovation and Quality and Director, Center for
Medicare & Medicaid Innovation
7500 Security Boulevard, Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction

Dear Ms. Bassano,
We at InfuSystem® and Smiths Medical appreciate the opportunity to provide comments on a wellpracticed solution for orthopedic and other post-surgical patients, to help address the opioid
epidemic currently plaguing the United States. The opioid epidemic is well documented and the
severity of the issue is not in doubt. The issues debated are how best to prevent patients from
becoming addicted and how best to treat currently addicted patients. We believe that we have a
preventative solution to help address the opioid epidemic with our solution focusing on optimizing
post-surgical pain management with continuous peripheral nerve blocks (cPNB). The broader use
of cPNB can decrease the use of opioids and can prevent patients from even starting on an opioid
for pain relief.
InfuSystem® is a provider of ambulatory infusion pumps and related clinical support to over 40,000
patients annually, nationwide. With their InfuBlock®3 program, InfuSystem® proudly takes cPNB to
a new level of convenience and cost savings to providers and patients alike. Smiths Medical is a
manufacturer of ambulatory pumps focused on pain management used in all settings, including
hospitals, surgical centers and the home. Our companies, along with many of our industry
colleagues, are working to raise awareness about leveraging medical device technology (to deliver
cPNB) and smart infusion pump data (to monitor and assess treatment) to help patients and
providers avoid using opioids, yet still achieve the desired level of pain control.
We believe that there are four parts to helping prevent opioid addiction in post-surgical patients.
1. Physician Education: Better education for physicians on how to treat acute vs chronic pain.
2. Patient Education: Ensuring the patient is included in the treatment plan with education for
patients on the proper course of treatment and use of medications.
3. Multi-modal Treatment Approach: Adopting a multi modal approach to pain management
with an emphasis on non-opioid pain management options. This should include the use of
continuous peripheral nerve blocks to manage acute post-operative pain for appropriate
surgical patients.
4. Addressing Coverage Gaps: Modifying physician payment models through either Quality
Payment Programs (QPP), Durable Medical Equipment (DME) or Transition of Care models
currently available to address cPNB catheter placement. Addition of anesthetic drugs
(Bupivacaine and Ropivacaine) to the Medicare Part B drug list would address the
1

medication side of this equation as well. Lastly, look at a two tiered structure to incentivize the
collection of appropriate data metrics on pain scores, patient satisfaction scores and opioid use
with the goal of developing a continuous improvement feedback loop for patients who undergo
surgery and are sent home the same day. These patients need daily follow up for the first 3
days and again 2 weeks post-surgery.
Continuous peripheral nerve block is a long studied and often used procedure by doctors in
hospitals and ambulatory surgery centers. Most of cPNB beneﬁts are mainly dependent on
successfully improving pain control, reducing opioid consumption and its related side eﬀects and
increasing patient satisfactioni. Several studies have examined orthopedic patients and the
improvement in pain management when using cPNB in place of patient controlled analgesia (PCA)
with opioids. In addition to these benefits, the use of cPNB allows patients to participate in physical
therapy earlier than with opioids and other drugs--over 96% of patients on a nerve block were able
to participate in physical therapy on post-operative day one, as opposed to 57% of those on other
medications. ii
Smart ambulatory infusion pumps safely deliver anesthetic medications (such as bupivacaine and
ropivacaine) through peripheral nerve catheters to patients in hospitals, home care settings, and
alternative care facilities, reducing the use of oral pain medication and therefore risk of opioid
dependency. Smart infusion pumps are safe, provide alarms to ensure medications are infused
properly, and provide data to help providers monitor and assess current treatment plan. The 2017
Joint Commission Accreditation mandate on pain management requires collection of data on pain
scores, patient satisfaction and opioid use. The last 3,000 patients using cPNB in the InfuBlock
program had an average post-op day one pain score of 3 out of 10 and the average patient
satisfaction score of those in the program was 9.31 out of 10. As shown, this solution provides for
all of these metrics and has scored more favorably on the pain scale than those taking opioids.
Smart infusion pumps are easily transferable to the home along with the catheter, supplies and
nursing assistance (often only required via phone). Continuous peripheral nerve blocks oﬀer the
opportunity to deliver eﬀective pain therapy at home and are considered to be a valid alternative to
opioid-based analgesia and its related side eﬀectsiii. Continuous peripheral nerve blocks are ideal in
that the patient receives pain control, often without the need for opioids for up to 3 days post
procedure versus using a single-shot procedure which oﬀers good pain therapy but only up to 24
hours (e.g. patients require pain medications earlier than they do with a continuous block) and with
a much denser motor block.
Using the reusable, DME pump is often far more cost effective than the disposable alternative. In
the acute care facilities they are utilizing their existing assets for this procedure and not incurring
the expense for disposable pumps. In addition the smart pump allows providers the ability to
2

monitor and adjust their program to create better results for patients. The use of the pump reports
provides the ability for data collection including the use of any post-op opioid prescriptions.
Historically, accounts that place continuous peripheral nerve blocks for acute post op pain
management use disposable elastomeric pumps and have done so because there was little
understanding of the added benefit and data available from a smart pump, as well as the entire cost
picture. Elastomeric pumps do provide a vehicle to deliver an infusion with a semi controlled rate
(with accuracy of +/-20) that is easily disposed of by the patient. Using a disposable elastomeric
pump allows accounts to send patients home with a pumping mechanism without having to worry
about retrieving a facility owned re-usable pump that may appear to initially cost more than a
disposable pump, however it also lacks the alarms and safety mechanisms so important in patient
care
Recently, InfuBlock has established a different model for facilities that place continuous peripheral
nerve blocks. InfuBlock provides not only a pumping mechanism but it also provides patient followup, data collection, pump retrieval, and patient interaction when issues occur. This full suite of
services is available with re-usable electro-mechanical pumps that are much more accurate (+/- 6%
vs +/- 20%), provide alarms that may lead to better medication delivery and therefore better pain
management, and true patient bolus capability which provides specific patient interaction with
their therapy. InfuBlock also provides patient follow-up which allows facilities and clinicians to
monitor and potentially adjust the pain management service they are providing. The data allows
clinicians to gather pain scores and patient satisfaction scores to verify the success of the therapy.
The InfuBlock program is available in its entirety at a cost that is typically 30-50% less than
disposable elastomeric devices.
While the effectiveness is cPNB is well proven, the coverage from CMS must be adjusted to allow
for broader use in the home. As stated by the “President’s Commission on combating Drug
Addiction and the Opioid Crisis” final report, the 19th recommendation states, “The Commission
recommends CMS review and modify rate-setting policies that discourage the use of non-opioid
treatments for pain such as certain bundled payments that make alternative treatment options cost
prohibitive for hospitals and doctors, particularly those options for treating immediate post-surgical
pain.” In line with this recommendation, and this crisis we are currently facing, CMS currently
covers chronic pain with its DME coverage, however they must also look to use DME coverage for
acute, non-opioid pain medications such as bupivacaine and ropivacaine. The addition of these nonopioid treatments in the home will open up the entire Anesthesiology community to utilize opioid
alternatives and also give the ability to track patients’ data. This will improve the overall quality of
care and provide new metrics for orthopedic and other surgical patients to manage their pain more
effectively and without the use of opioids.
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In addition, while CMS coverage is imperative to allowing patients to use of cPNB in the home, it is
should also be a goal to incentivize doctors and healthcare providers to use these alternative
methods, over opioids. Changing physician reimbursement to incentivize cPNB use vs single shot
procedures should also be examined. Often times changing practice of the physicians is a difficult
task, and the commission, CMS and policy leaders should look to ensure all recommendations are
not just written, but also applied. As we continue to educate and find hospitals already anxious to
use these alternatives, we stand ready to assist in any additional efforts to implement your report
recommendations.
We thank you for this opportunity to provide comments. We are confident that expanded use of
cPNB can be part of the solution in preventing opioid use and the overall goals of the commission to
create a national prevention strategy, drive down prescribing of doctors and find alternative pain
management strategies. When combined with physician education and including the patient in the
treatment plan we believe this can be cost effective and a preventative measure in addressing the
opioid epidemic for the surgical population.

Sincerely,

David J. Bonar
Director, Corporate Marketing
InfuSystem®
1.
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Carl Stamp
Vice President, Global Product Management
Smiths Medical
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11100 Santa Monica Boulevard, Suite 500
Los Angeles, CA 90025
2 Bethesda Metro Center, Suite 850
Bethesda, MD 20814
Phone: 310 984 7793
Fax: 310 982 6311

Seema Verma
Administrator
Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
Dear Ms. Verma:
The Innovation and Value Initiative (IVI) – a collaboration of academics, patient advocacy organizations,
payers, life sciences companies, providers, delivery systems, and other organizations working towards
finding scientifically credible approaches to measuring value in health care – is dedicated to improving
the way value is measured and rewarded in the health care system. The definition of value may vary
immensely across stakeholders and contexts, however, and effectively measuring and rewarding value
in the U.S. health care system requires a decentralized, market-based approach that puts the patient
perspective at the heart of any assessment. We are encouraged by the RFI put forth by CMMI, which
reflects these important realities.
We at IVI believe all stakeholders across the health care system must be brought together to move
toward a health care system based on value rather than volume. Currently, there is no consensus across
the health care system about what defines value. Various health care stakeholders – whether they be
patients, policymakers, payers, provider groups, or others – each have disparate, sometimes conflicting,
definitions of value. Several health care organizations have developed value assessment frameworks,
but none of them have addressed this underlying issue. Comparing existing value frameworks reveals
that they pursue different objectives and serve different audiences. Indeed, it is not possible for a single
framework to account for the disparate and sometimes conflicting perspectives of all healthcare
stakeholders.
IVI believes, in line with the Innovation Center’s principles, that value assessment frameworks and
models should be developed in an open, transparent, and collaborative manner. These frameworks
must be built with input from all health care stakeholders, and evolve through an open feedback process
that encourages input from across the health care system. Value measurement models and tools must
evolve with the latest science and evidence, in order to remain relevant and usable.
Importantly, models and tools for value measurement must be flexible enough to accommodate
multiple perspectives, but the perspective of patients must always be central. Economic theory holds
that value is best understood from the perspective of the ultimate consumer of a good or service. In the
context of health care interventions, patients are the ultimate consumers of these services, meaning
that any assessment of treatment value should incorporate patients’ perspectives.
At IVI, we are putting these principles into practice with the launch of a new model to better measure
value in health care. The Open-Source Value Project, or OSVP, is developing first-of-its-kind tools to
better measure value in health care treatments. The inaugural tool released as part of the Open-Source
Value Project measures value for treatments of patients with rheumatoid arthritis (RA), one of the
costliest chronic diseases impacting Medicare beneficiaries. The Open-Source Value Project is built
entirely with open-source technology, allowing the equations, assumptions, data and other features of

the tool to be both publicly available and open to augmentation. This approach allows for unmatched
small-scale testing as various stakeholders will have the ability to manipulate variables to run tests
under varying assumptions. Much like the Innovation Center, IVI believes that transparency of model
design as well as price are incredibly important, and IVI’s open source model helps illuminate pricing
results in a way that would be impossible with less-flexible, less-transparent approaches.
The CMS Innovation Center is in a unique position to support the development of such open-source,
consensus-based models for measuring value. By encouraging efforts like IVI’s Open-Source Value
project, CMMI can help to create an ecosystem of evolving models that is bolstered by broad consensus
and input from all stakeholders. Similarly, methods for accurately measuring patient-centered
determinants of value are currently limited, as are sources of data on these outcomes. CMMI should
develop funding proposals to support programs that develop and test methods for assessing value to
patients and for development of patient-reported outcome registries. Furthermore, CMMI should
consider partnering with IVI and other established organizations currently working to advance patientcentered approaches to value assessment.
In line with the Innovation Center’s guiding principles, models for assessing value should be built with
the goal of empowering all stakeholders to make the most informed choices to the benefit of patients
and their families. CMMI should focus on establishing standards for use of high quality decision support
tools in existing alternative payment models (such as ACOs, the Shared Decision Making demo, etc.) to
ensure that the evidence and tools informing treatment decision making is based on rigorous evidence,
transparent to all stakeholders, and personalizable to each individual patient’s specific needs.
IVI looks forward to the opportunity to discuss these principles in further detail with the CMS Innovation
Center and exploring possible opportunities for collaboration.
Thank you.
Sincerely,

Mark Linthicum
Director of Scientific Communications
Innovation and Value Initiative
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Barbara L. McAneny MD MACP FASCO
CEO, Innovative Oncology Business Solutions Inc.
CEO, New Mexico Oncology Hematology Consultants Ltd
New Mexico Cancer Center

As the recipient of the CMMI Community Oncology Medical Home (COME HOME) grant
funded to Innovative Oncology Business Solutions Inc. in 2012, I applaud CMMI’s new
direction.
Previous attempts at ACOs have not generated sufﬁcient savings, and have been a
boon for the IT industry. Meaningful Use has brought about needed changes to EHRs,
but the data systems needed for ACOs have been ineffective and expensive. Few
physician driven ACOs and very few if any hospital based ACOs have generated enough
savings to cover the IT costs required to manage the programs.
An unintended consequence of the Affordable Care Act (ACA) was an acceleration of the
acquisition of practices into hospital based systems, moving practices from the Physician
Fee Schedule (PFS) into the Hospital Outpatient Prospective Payment System
(HOPPS), thus increasing the overall cost of care.
The consolidation of of physician practices into large tax-exempt systems has decreased
access, decreased the tax base, and increased cost without increasing quality. In
contrast, physician practices are local businesses purchasing services from other small
businesses and contributing to the tax base. Many Americans live in small towns or rural
areas, and rely on smaller practices for their care. Physician practices have long been
part of the infrastructure of health care.
A restructured CMMI focused on increasing competition to deliver care in a more cost
effective system will encourage systems and practices to compete for patients based on
how patients judge their treatment, access, quality of care and cost. Simply making
CMMI support accessible to smaller practices will provide the opportunity to create
APMs that keep more health care in the less expensive PFS system rather than
consolidating into HOPPS paid systems. For cancer care, the literature shows that
HOPPS costs CMS approximately 50% more than PFS for the same services.
The regulatory environment has been accelerating the increases in costs of care without
beneﬁt in access or quality. The Administration is looking for examples of regulations that
add cost without value: USP 800 regulations for in-ofﬁce infusions seem to be reacting to
the problem of contaminated drugs by one compounding pharmacy. In oncology
practices, drugs are not mixed for administration until the physician has approved the
treatment, the labs are reviewed, the consent is obtained and the iv is running. The
drugs are simply too expensive to risk mixing a drug and then not using it. The current
safeguards of personal protective equipment have resulted in a very safe environment,
and there is no evidence that adopting the expensive construction of a USP 800
compliant pharmacy (around $300,000 per location) will add to the safety. In fact,
knowing that our small rural clinic in Ruidoso New Mexico (population 20,000) would
never make enough proﬁt to pay for the construction, we closed that clinic. Patients now
drive for 3 hours one way on mountain roads for care. The safety of cancer patients
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driving these roads or the decision to forego care was not considered by USP. Simply by
rolling back that regulatory over-reach, costs of care will be lowered and access
improved. We applaud the regulatory reduction direction taken by CMMI in this
administration.

Ownership by patients
Patients often accept without question the referrals made by their physicians. However,
in large integrated systems, most referrals go to the employed specialist without
consideration of quality, convenience, cost or patient choice. Patients often do not even
know that other options exist, and critically ill patients are not able to shop for care.
Transparency as to the employment status and ﬁnancial beneﬁts to the referring
physicians as well as the ability to compare quality and cost should be provided when
the insurance vehicle is purchased by the employer or patient, not when care is needed.
Cost of care can easily be affected by transparency. If a patient is told they need a CT
scan and there is a hospital based, American College of Radiology (ACR) accredited
and a community based ACR accredited program available, patients should be made
aware that the hospital based CT can cost up to 3 times as much for the same quality.
These options should be included in networks, and physicians should have this
information in order to better advise their patients.
Empowerment of patients to actively participate in their care requires signiﬁcant patient
and caregiver education. Providing this education requires personnel who are
sophisticated enough to understand the options and the time to ensure patient
understanding of complex choices. Currently this is an unpaid process, using expensive
personnel, and therefore is not well done. Until patient education is valued enough to
pay for the teaching process, practices will not be able to afford the expense.
The intent of CMMI to test innovations prior to attempting to change the entire health
care system by decree is wise, and much appreciated by practices that must continue
delivering care under the old system while transforming to a new system.
Recently, insurance companies and several hospital initiated health plans have suffered
signiﬁcant ﬁnancial loses or were unable to stay in business, at least in part because
they did not have the ﬁnancial reserves to cover their actuarial risk. Yet the current CMMI
proposals and the ACO model expect physician groups to manage actuarial risk without
any reserves. OCM expects individual practices to manage actuarial risk with up to 8%
of their Medicare revenue at risk in order to be an APM under MACRA. Most practices
do not have an 8% margin on their Medicare book of business, and certainly do not have
the reserves to manage this loss.
For example, the current Oncology Care Model (OCM) used some of the features of the
COME HOME model, but the added features of risk, massive data collection, lack of
ability to correctly attribute patients to physicians, and the inability to accurately correlate
clinical conditions with costs of care, has made this model unwieldy. New Mexico
Oncology Hematology Consultants, the lead practice in COME HOME,
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and a participating OCM practice, should be well positioned to understand and accept
risk. But we carefully studied this, and risk as deﬁned by OCM would be a practiceending event. Most practices participating share those concerns.
CMMI should not expect practices to take risk that could eliminate the practice, and the
nation cannot afford to lose the medical infrastructure of physician practices. Yet it is
reasonable to hold practices accountable ﬁnancially for their choices or care options.
Therefore new mechanisms to hold physician practices accountable for manageable risk
rather than actuarial risk must be developed. CMMI should be applauded for making this
opportunity available.
If given an accurate target price corridor that reﬂects the actual experience of patients
with speciﬁc clinical characteristics, and adequate real time data on resource use,
physicians can manage patients to meet those targets. I deﬁne this as transactional risk,
and it does not require reserves. Therefore an APM based on physicians managing
transactional risk can result in savings without threatening the infrastructure of health
care. It does require access to real time claims, but does not require adjudicated claims,
because denials would simply reduce the amount spent. If the claims for a procedure or
consultation ordered by the physician managing the patient were transparent to the
ordering physician, selections of site of service or referrals could better reﬂect the value
of the service. For example, if one surgeon requires excessive imaging before a breast
biopsy and another does not, the referring physician would be able to compare the
outcomes and costs of the two surgeons, and adjust referrals accordingly. The primary
treating physician could develop a network that includes the more value conscious
specialists.

CMMI is now very interested in consumer directed health care
Empowerment of patients to actively participate in their care requires signiﬁcant patient
and caregiver education. Providing this education requires personnel who are
sophisticated enough to understand the options and the time to ensure patient
understanding of complex choices. Currently this is an unpaid process, using expensive
personnel, and therefore is not well done. Until patient education is valued enough to
pay for the teaching process, practices will not be able to afford the expense. An
Alternative Payment Model must include signiﬁcant patient education to succeed.
The original COME HOME model, based on the CMMI grant received in 2012, by a
company created for the purpose (Innovative Oncology Business Solutions), consisted
of the creation of an oncology medical home. This requires expanded access to same
day visits, guided by physician-written, nurse-administered pathways for managing
patient symptoms. The nurse received a call from a patient that disclosed a symptom,
and the triage process safely directed 29,000 patient encounters to the appropriate site
of service. We decreased hospitalization usage by 40+% and savings by $4000/patient.
We documented quality by developing physician driven pathways and measuring
adherence. Patient surveys demonstrated levels of satisfaction in the high 90’s.
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Based on COME HOME, NCQA has revised its accreditation process for the medical
home, and the American Society of Clinical Oncology feels the process is sufﬁciently
valuable that it has entered into a three year contract to promote the COME HOME
process.
The major limitation of the COME HOME model is that the required additional
infrastructure is an expense to the practices, but the revenue accrues to the payers. The
OCM model incorporated COME HOME processes, and has attempted to couple it with
a payment system. The OCM monthly payment partially covers the infrastructure costs,
but the shared savings component is ﬂawed by imprecise target payments, and the
money is diverted into signiﬁcant record keeping, data collection and reporting
requirements and away from patient care, thus impairing practice transformation.
COME HOME ﬁts the principles 1-6 as outlined in the RFI. However the OCM struggles
from the lack of price transparency as well as accuracy and requires modiﬁcation. In
addition the OCM model only starts with the onset of chemotherapy. Much physician
time, care coordination, and expense occurs at the time of diagnosis, staging and
treatment planning when oncologists are ordering staging procedures, reviewing
pathology, collaborating with Primary care, surgery, radiation oncology and many others,
and spend much time educating patients and family members as to their options. None
of that is rewarded by OCM. The American Society of Clinical Oncology, (ASCO), model
of Patient Centered Oncology Payment, (PCOP), addresses this mismatch between
physician work and physician payment. Both the PCOP and the OCM model include
monthly payments for the Oncology Medical Home features that have been shown by
COME HOME to create savings.
If a patient decides that radiation or no chemotherapy is their best option, none of the
time spent in patient-centered decision support is credited or rewarded under OCM, but
it is under PCOP. New models must include this feature to discourage a bias toward
treatment.
The major ﬂaw of the OCM is that the targets for shared savings and risk taking are not
accurate. We compared actual Medicare costs for the COME HOME patients with the
targets created by OCM and found a 0.34 R-squared value. A reliable model would have
an R-squared around 0.75. The opportunity for an advanced, partially transformed
practice to hit those targets is so small that many will drop out by 2018. Only hospital
based practices that are already more expensive and who have admitted large numbers
of patients and use the Emergency Department for extended hours care, will be able to
hit targets. Therefore a new process is needed to support those efﬁcient, lean practices
that have heard CMS’ call for transformation.
The redirection of CMMI will allow the development of a pilot project, bigger than COME
HOME and incorporating its successes, and create a payment system that will sustain
practice transformation. With a payment system that gives transformed practices the
ability to accept risk on the individual care of patients while having sustaining revenue
streams for the infrastructure of care, mostly nursing salaries, we can develop an
alternative payment system that works for oncology.
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If this process is as successful as COME HOME, it will provide a voluntary option for a
new APM for the physicians who have already achieved the savings envisioned by OCM
and have reached the limits of a shared savings program, or who do not have the
volume to manage the actuarial risk of OCM patient assignment.
I have been working with the ASCO to create a model that combines PCOP with the
Oncology Medical Home processes of COME HOME. We envision the maintenance of
practice expense through a combination of FFS and PCOP payments, with a
manageable risk component payable if and only if the quality metric of pathway
adherence is proven and the targets met.
We call this pilot MASON: Making Accountable Sustainable Oncology Networks, and
welcome the opportunity to describe it in the addendum to this document.

Thank you very much,

Barbara L. McAneny MD
CEO, Innovative Oncology Business Solutions Inc.
CEO, New Mexico Oncology Hematology Consultants Ltd
New Mexico Cancer Center
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ADDENDUM
Barbara L. McAneny MD MACP FASCO
CEO, Innovative Oncology Business Solutions Inc.
CEO, New Mexico Oncology Hematology Consultants Ltd
New Mexico Cancer Center

Alternative Payment Methodology Pilot Project for Oncology:
Making Accountable Sustainable Oncology Networks ("MASON")

Introduction:
Alternative Payment Methodologies (APM) are essential for the sustainability of the
Medicare system and the Health Care system as a whole. Transformation of the entire
system from a fee for service payment method at a time of increasing physician
shortages, consolidation of the industry and inadequate EMRs, is necessary but cannot
disrupt the care given to current patients. All specialties and all practice settings must be
included. There should be no requirement that the methods are the same for all as long
as the payment is equitable and practical. Specialties have potential for achieving
savings by efﬁcient management of sicker patients, but have not had good APM options.
The Oncology Care Model (OCM) is a current option for Oncology practices, but in order
to become an APM, two-sided risk must be accepted by the practices. Hospital practices
that use emergency departments (ED) for managing the side effects of cancer and its
treatment and have high inpatient usage, are often large enough to have sufﬁcient
reserves to be able to absorb adverse actuarial selection, and may do well under the
OCM model. CMS will save money in this subset of OCM participants because they can
make a small change in practice habits and hit the target prices for services.
Practices that see only a few thousand cancer patients per year, that manage patients
with health disparities, who do not have hospital levels of reserves, and who have
already decreased hospitalization and ED usage rates, will not be able to accept even
one sided risk. CMS will see some of these practices either dropping out of OCM or
failing to hit targets. We suspect that very few independent practices will be able to
become an advanced APM with OCM because the targets reﬂect additional savings over
those already achieved, are developed based on an actuarial assumption of the
numbers and severity of patients with a given tumor type, and cannot account well for
new therapies. The inclusion of the total cost of care as a target will be possible, if
unlikely, for large institutions that have multiple specialties but not for single specialty or
cancer only practices.
Practices that accept two-sided risk and fail to hit the targets of two-sided risk, would
have to repay CMS money they cannot afford to lose. This can result in loss of the
infrastructure of providing cancer care to smaller or underserved markets or the sale of
practices to hospitals. Because hospital based cancer care is signiﬁcantly more
expensive, the loss of the leaner practices will cause an overall increase in the cost of
cancer care, or decreased availability for some markets.
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The OCM is perhaps overly optimistic that it has the ability to set target prices, given the
variation in price and cost for different situations in the same tumor type. If all the
variation were from physician choice of therapy, that assumption would be justiﬁed.
However, the majority of the variation is from patient and disease related factors that
determine therapeutic choices.
For example: if an 85 year old Medicare Beneﬁciary has T1 N0M0 ER+ HER Negative
breast cancer, mastectomy and aromatase inhibitor therapy is a logical choice and is
very inexpensive and will give excellent outcomes. If a 65 year old Medicare Beneﬁciary
has T1 N0 M0 ER negative HER positive disease, appropriate therapy could include
lumpectomy with radiation, adjuvant chemotherapy for 6 cycles with a year of Herceptin
therapy, resulting in a much higher cost in order to achieve the same outcome. In a
large sample of patients, the numbers of each type will be predictable so that a blended
target for breast cancer could be accurate. The General Linear Model used by CMS to
set targets shows that this occurs to some degree. However, as numbers get smaller,
the possibility of a distribution of patients that do not correlate with the expected
distribution becomes larger. Practices are unable to predict or control the distribution of
patients who seek services, but must take care of all patients who present, regardless of
adverse clinical characteristics.
Therefore, a practice will not hit the target if it sees more patients whose appropriate
care is more expensive without being offset by sufﬁcient inexpensive patients. Small
numbers of expensive to treat patients, even with windsorization, will cause large
variations year to year.
Target price setting must be made more granular to account for clinical characteristics
not available in claims data. A combination of clinical and claims data in necessary.
Shared savings itself is not a sustainable model. Year after year, prices will not go down.
Even without new drugs that provide remarkable outcomes and therefore must ethically
be used, and without inﬂation of goods and services or giving raises to health care
personnel, there is a lower limit to costs.
Practices must therefore have a sustainable reliable payment rate to cover goods and
services including a margin for growth and investment. No business is viable otherwise.
OCM partially recognized this with the Monthy Enhanced Oncology Servicers (MEOS)
payment, but that does not take into account the actual costs of providing increased
services, nor the diversion of much of the MEOS payment into necessary data collection.
Available funding for patient services is signiﬁcantly impacted by overhead for practices
and hospitals. The amount needed to document quality of care for CMS and other
payers, and the costs of billing, paying for services, and other administrative costs, is
currently excessive. Rather than decreasing administrative costs to provide for more
savings in the health care system, OCM has signiﬁcantly increased overhead costs. A
new system ideally should divert savings back into patient care, rather than into IT costs
as has occurred both with OCM and ACOs.
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Cancer Care was perhaps an overly ambitious target for the ﬁrst specialty care model,
but the potential for savings is great. OCM is very large and therefore will have difﬁculty
with the needed mid-course corrections.
We therefore suggest a pilot project with the following goals, with more speciﬁc detail
provided in the Goals section below – click on any item to see its details:
1. Combine clinical and claims data in an iterative fashion to create increasingly
accurate cost targets.
2. Require practices to accept transactional risk (appropriate management of
speciﬁc patients), but protecting them from actuarial risk.
3. Encourage practices to accept all patients without regard to their affect on the
payment system.
4. Build on the success of COME HOME.
5. Care directed by physicians and guided by evidence based pathways is the
ultimate quality measure, without excessive data entry overhead.
6. Create a sustainable payment system that reﬂects the actual care given without
preventing the use of alternative methods such as technological monitoring.
7. Allows funding for essential services such as patient education, determination of
patient choice, and care coordination without relying on cost shifting from a
margin on drugs.
8. Create a system that is built on the fee for service system during the transition
phase and gradually shifts the payment toward appropriately structured bundles,
thus allowing the current conﬁguration of payment processes to function.
9. Separate the costs of delivering chemotherapy from the costs of the drugs.
10. Create transparency in the payment system by combining claims and clinical
data in a manner that is accessible to all participants.
11. Encourage practices to serve patients with health disparities.
12. Encourage physician choice of site and mode of practice to serve the needs of all
communities, large and small.
13. Encourage and enable oncology practices to select care partners that provide the
best care at the best price.
14. Have a group of practices willing to participate and share data to develop the
model. The group would be of sufﬁcient size and geographic diversity to make
the model scalable.
15. Have a control group of similar practices to determine if the model itself was the
cause of cost savings.
16. Have a rapid learning system to incorporate lessons learned during
implementation.
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Overview:
We propose to use a set of practices, the National Cancer Care Alliance (NCCA), the
majority of which have already expressed interest, and compare with a control group of
similar practices currently enrolled in OCM, to serve as a pilot project to accomplish the
goals outlined above. The NCCA practices would withdraw from OCM to participate in
this pilot. In this multi-year pilot, the ﬁrst year would be used to acquire claims data, look
for cost clusters of patients with seemingly similar cancer and stage, and determine
through the acquisition of clinical data extracted from the EMR whether the differences
between clusters were related to clinical conditions or practice choices.
Through this process, Oncology Payment Categories (OPCs) would be created. These
OPCs would be visible to the practices as a virtual account, and submitted claims would
be subtracted from that account. As the lack of adjudication of claims would overestimate the amount of money subtracted from the account, it would not be necessary to
wait for adjudication. This would allow for real time management of current patients and
comparison of the prices charged to CMS by care partners.
OPCs would be assigned to a patient based on clinical criteria, thus determining a
realistic target. The OPC would be modiﬁable based on Hierarchical Clinical Categories,
(HCCs), and other factors in a fashion similar to APCs and DRGs. If a patient developed
an unrelated condition, such as trauma or an MI, it would not be included in the target,
but if persistent comorbidities developed, the target would be modiﬁed. New non-drug
therapies that change the standard of care would be added to the OPC.
NCCA would purchase reinsurance to manage the costs that over-run the OPC. A
reinsurance captive would be created with each practice owning and funding a cell which
covers the risk of patients who were slightly more expensive. The practice would
therefore be at risk for some of the cost overrun if it occurred but protected from practice
ending risk. The captive insurance company would purchase the reinsurance that
covers excessive losses from extremely expensive patient outliers as well as cumulative
risk from an adverse selection of slightly more expensive patients. Therefore the risk of
managing an individual patient falls to the practice, rather than the actuarial risk of
having too many of one type of patient seek care. Ofﬂoading risk to a reinsurance
company eliminates the need for a practice to maintain reserves. (Practices generally do
not have reserves, and we would prefer that the money be spent on patient services.)
Reinsurance would be needed on years 2 or later, when the process is sufﬁciently
developed to put practices at risk.
NCCA would monitor pathway compliance and expenses so that each practice would be
held accountable for its behavior, and would not be able to coast on the good
performance of other practices in the pool.
Practices would implement a pathways system, derived from the COME HOME
diagnostic and therapeutic pathways. These pathways are a subset of National
Comprehensive Cancer Network (NCCN) pathways, with regimens considered obsolete
or those not considered to be the standard of care eliminated. The physicians, aided by
appropriate academic support, would update the pathways at least quarterly. NCCA
practices have agreed to do this.
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Data would be extracted from the EMRs electronically to determine pathway compliance.
This data would be submitted to CMS to prove the quality of care. Errors of commission
and omission would be evident by lack of compliance. Pathway compliance is a more
comprehensive method of determining quality than the current spot-checking provided
by Physician Quality Reporting System (PQRS).
The practices will also use the triage pathways of COME HOME for managing the
complications of cancer and its treatment. The triage pathways are designed for early
intervention combined with ongoing caregiver and patient education, getting patients to
the appropriate site of service for their care and preventing complications that would
otherwise require hospitalization. This is the best form of patient feedback: patients who
have a problem get immediate service through a decision support tool used by a practice
nurse, and give immediate feedback on the care they received. Supplemented by patient
satisfaction surveys, we can provide excellent data on the customer service part of care
quality.
Participation in any shared savings would require pathway compliance as the quality
measure.
In addition, therapy regimens that require additional interventions to manage the
patient’s condition can be tracked, and the costs of providing those interventions can be
acquired from the claims data. This will allow the pilot program to consider not only the
cost of the drug regimen, but include the cost to manage the regimen as part of the
OPC. Eventually this will form the basis of an oncology bundled payment that is granular
enough to account for and manage variations.
Outcomes data will become available over time. Relapse rates, death rates,
hospitalizations and toxicity can help physicians select appropriate regimens. This data
can also be entered into CancerNet for big data studies.
Software vendors would have to allow extraction of the needed data. This is required in
statute, but the deﬁnition of data blocking would need to be clariﬁed to force vendors to
allow access to the data. COME HOME developed software that was able to extract the
data from the vendors in use during the grant, but current vendors are not allowing
extraction.
Practices are currently paid under fee for service, and the change from that process
must be gradual to allow for adoption of new models without threatening practice
stability. For the ﬁrst year of data collection, the practice is paid fee for service plus a
Patient Centered Oncology Payment for care coordination, plus a facility fee for the
overhead of having chemotherapy administration and pharmacy costs plus the
acquisition cost of the drugs. The expense of implementing the triage and the diagnostic/
therapeutic pathways would need to be covered as part of the pilot project.
With the rapid escalation of chemotherapy drug pricing, and the fact that the new
expensive drugs are often signiﬁcantly better in terms of outcomes and toxicity, putting
drugs into a bundle is not currently practical. There are standardized regimens embodied
in the evidence based pathways for choices of chemotherapy, and we do not want
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physicians avoiding more effective chemotherapy regimens based on ﬁnancial
considerations. The major discretion is in the order of usage in the metastatic setting
where performance status is maintained.
If drugs were in the bundle, a perverse incentive to deny patients the expensive drugs
might exist, and we should guard against that. The new drugs are put in the pathways at
the appropriate place in the treatment paradigms, and measuring pathway compliance
will prevent both over and underuse. The pathways should be vetted by the American
Society of Clinical Oncology (ASCO) and by CMS.
However, support drugs should be part of the bundled payment. If a drug is truly better at
preventing delayed nausea and vomiting, it would be cost effective, even if the drug itself
were more expensive. Most of the drugs where the physician has discretion are the
support drugs for nausea, growth factors, and maintaining bone density.
In the second and third year, as the OPCs are shown to be accurate, the practices can
go at risk for meeting the OPC target. The OPC would include the FFS payment, care
coordination (PCOP) payment, and the facility payment for chemotherapy administration
but not the drug payment. This allows the practice to have cash ﬂow for expenses such
as payroll, as it is not possible to wait for shared savings at the end of the episode.
However, in year 2 or 3, shared savings could be possible. The baseline level of the
OPC, and therefore the PCOP payments would have to be tied to the Medicare
Economic Index (MEI), and should reﬂect the market average. Rebasing should not be
tied to the performance of the individual practice, as that is a race to insolvency. For
each practice, the metric to work against should be what the market would charge if that
practice were not present.
Eventually, as both CMS and the practices gain experience with the models, payment
could be paid in advance when a patient is enrolled and an OPC is assigned. Then the
practice would have to manage the money as well as the care, and still submit quality
data. Ideally the practice would then pay the other members of the care team out of that
bundle, which would encourage the use of cost effective providers of services. This
would require additional infrastructure development for contracting with surgeons,
hospitals, hospices, primary care etc.

Goals:
1. Combine clinical and claims data in an iterative fashion to create increasingly
accurate cost targets:
1.(a) The practice would register a patient in the pilot, by giving demographics,
diagnosis, staging, intent of therapy (i.e. neoadjuvant, metastatic, etc)
performance status and plan for therapy. A pathway would be assigned to
that patient. For the ﬁrst year, claims data would be collected and the
payment put into a virtual account as it is paid in the usual fashion. The
practice would have access to that account to see the use of funds in real
time.
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1.(b)

As CMS develops a range of costs for similar patients registered in a
given pathway, an OPC would be developed. We have data models that
will facilitate this process.

1.(c)

The practice would perform against the OPC but with a feedback loop to
make sure the OPC remains accurate.

1.(d)

Comorbidities would be used to risk adjust that OPC.

1.(e)

If the patient develops comorbidities during therapy, the OPC would be
modiﬁed.

1.(f)

Working with the Innovative Oncology Business Solutions data scientist,
we would use a model called Density Based Spatial Clustering of
Applications with Noise (DBSCAN). This model starts with the description
of each patient encounter with demographic information, and adds the
clinical information. The clinical information starts with a collection of all
the HCPCS codes found in the episodes ranked by frequency. This
generates a synthetic episode that can then be made more precise as
more data is collected. Preliminary work shows good correlation with
claims data. J codes for drugs would be evaluated separately. A current
problem with OCM is that the drug development outpaces the ability to
modify the model. Separating drug codes from the rest of care allows the
model to work without the variation produced by new drugs. Comparing
the drug usage independent of the other codes allows better monitoring of
drug usage and therefore cost.

1.(g)

The practice would evaluate outliers for causation and could apply for
additional payment if the cause of the underpayment was unavoidable.
(for example, if a patient develops a DVT or becomes diabetic)

1.(h)

CMS would monitor similar patients in the geographic area and would
monitor costs of care over the entire pilot. This might be a sufﬁcient
volume to compare with the control group, particularly in years 2 and
beyond.

2. Require practices to accept transactional risk, (appropriate management of
speciﬁc patients) but protecting them from actuarial risk:
2.(a) In year 2 and beyond, each patient would have an OPC assigned that
was appropriate for the clinical situation of the patient. Therefore a
practice that happened to have a healthier subset of patients would have
lower targets to work towards and a practice would not be penalized for
caring for sicker patients. Because each OPC is speciﬁc for the patient,
the practice would not risk ﬁnancial catastrophe from adverse actuarial
selection.
2.(b)

However, the practice would need to manage to the target as the patient
receives care. This means that the practice would have to identify patients
at higher risk of ED usage and admissions and provide additional
services to avoid excess expense.

3. Encourage practices to accept all patients without regard to their affect on the
payment system:
3.(a) Under a system like OCM where the targets are created from the
combined costs of a variety of patients, the OPC assigned is speciﬁc to
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the patient’s clinical situation. When a more complex patient with more
expensive care presents to the practice, the OPC assigned reﬂects the
average costs for patients with that condition. The OPC is modiﬁed by the
patient’s comorbidities, so sicker patients have a higher OPC than
patients with the same cancer diagnosis and stage but no comorbidities.
4. Build on the success of COME HOME:
4.(a) COME HOME showed that early aggressive intervention with decision
supported nurse triage and same day visits led to decreased
hospitalization rates and savings. These triage pathways would be
implemented in the NCCA practices that were not already using them. In
addition the COME HOME diagnostic and therapeutic pathways are now
owned by NCCA and can be implemented. The EMR vendors of the
NCCA practices would need to allow the data extraction tools created by
COME HOME to have access to the data so that the dashboards could
be created. The dashboards allow individual physicians as well as the
practice administrative team to monitor the performance of the model. We
have vendors who can provide this function.
5. Care directed by physicians and guided by evidence based pathways is the
ultimate quality measure, without excessive data entry overhead:
5.(a) Currently, data entry is complex with multiple manual data entry points
required. The personnel to provide this data must be RNs, advanced
practice clinicians or physicians, making data entry both expensive and
frustrating. Clinical personnel should not be distracted from clinical work,
so data entry must be electronic.
5.(b)

Similarly, the data extracted are very limited to a few tumor types and a
very few clinical situations and do not reﬂect the overall quality of the
clinical care.

5.(c)

We believe quality of care has 2 major components:
5.(c)i. Technical quality to know and perform the right procedure or
therapy for the right patient at the right time.
5.(c)ii. Patient centered quality is determining optimal care for each
patient, and providing that care with respect for the patient’s time,
money, emotional status and symptoms.

5.(d)

Extracted pathway compliance data demonstrates at the practice level,
the physician level, the disease level and the patient level whether or not
the technical quality is present. Pathway compliance includes the proper
selection of imaging techniques at the appropriate time, the proper
surgical and radiation interventions and the evidence based choice of
therapy. Whereas PQRS measures only one speciﬁc subset of one tumor
type, pathway compliance measures all tumor types in all clinical settings,
and is therefore a more speciﬁc measure of quality.

5.(e)

Patient satisfaction surveys add some value, but patients get tired of
being surveyed and patients are reluctant to criticize their care team.
Extraction of triage pathway data demonstrates that the practice has
structured the care to provide rapid response to the patients needs.
Patient satisfaction with the COME HOME practices was very high.
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If quality measures based on pathway compliance are not met, the
practice would not be eligible for shared savings.

6. Create a sustainable payment system that reﬂects the actual care given
without preventing the use of alternative methods such as technological
monitoring:
6.1.
Fee for service systems require face-to-face encounters between
physicians and patients for payment and is not sufﬁcient to support
additional services. In an efﬁcient Medical Home constructed practice,
many services are provided without face-to-face encounters. Either cost
shifting to cover the costs of the services must occur, or the value of the
services must be built into the episode payment.
6.2.

Because these services are performed by people who are salaried, the
payment must be prospective to be sustainable. The ASCO Patient
Centered Oncology Payment system reﬂects the non-face-to-face work
performed both by the oncologist and the team to provide the appropriate
education, decision support, implementation and monitoring of therapy.
The continued fee for service payments reﬂect the face-to-face work. The
combination is essential for the Oncology Medical Home. The additional
payments would allow for the needed support services such as education
of caregivers, assisting patients in ﬁnding community support, copay
support, psychosocial support and other needed functions, and would
allow some of those to be delivered by telemedicine or electronic
monitoring.

6.3.

Shared savings will diminish over time, and therefore are not appropriate
for the ongoing expense of the practice, but can be a bonus used to
expand the practice capabilities and design new processes.

6.4.

Without the combination of fee for service for basic in ofﬁce functions,
MEOS or PCOP type payments for the non-face-to-face encounters, and
shared savings for an incentive program and for the capital needed for
innovation, practices can not transform while continuing to provide current
services.

6.5.

Chemotherapy is addressed in item nine.

7. Allows funding for essential services such as patient education, determination
of patient choice, and care coordination without relying on cost shifting from a
margin on drugs.
7.(a) There are no codes other than the transition of care codes that pay for
non-physician face-to-face encounters for patient teaching and
discussions with caregivers. The transition of care codes attempt to
address this but are limited to speciﬁc functions.
7.(b)

Ongoing physician discussion with patients, family members, and other
members of the care team are essential to determine patient goals as the
clinical situations change. These are rarely face-to-face as presumed by
the family conference codes, but are frequently by phone.

7.(c)

Ongoing education processes by pharmacists, oncology nurses, triage
nurses, social service and others are far more extensive and expensive
than expected or compensated under current codes.
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7.(d)

The social determinants of health, such as assisting patients when they
are forced to choose between copays and food, or who cannot arrange
travel or child care, require signiﬁcant interventions and staff time.

7.(e)

With the current system requiring coinsurances or large copays for oral
chemotherapy, and with the difﬁculty of accessing the copayment
foundations, pharmacists are spending unreimbursed time obtaining
drugs for patients.

8. Create a system that is built on the fee for service system during the transition
phase and gradually shifts the payment toward appropriately structured
bundles:
8.(a) Current billing systems for both practices and payers are based on fee for
service. Patients currently under therapy for cancer cannot have a
disruption of their care, and practices cannot have disruptions of their
cash ﬂow. The current system must act as a safety net for both during the
transition to value based payment.
8.(b)

Until sufﬁcient clinical and claims data have been aggregated to create
the OPC system, FFS must continue.

8.(c)

The FFS claims system is a reasonable way to keep track of the services
provide and the costs. Payer software is designed to do this, and one
barrier to alternative payment methods would be a requirement for
different software structures for payment. When the OPC is determined,
the FFS claims are subtracted from the OPC payment. The virtual OPC
account is visible to all the participants. The claims do not need to be
adjudicated, as a denial would add to rather than subtract from the
remaining funds in the OPC account. Practices would manage to the
worst case scenario, if all the submitted claims were paid in full.

8.(d)

The practices would have to provide reinsurance in years where risk is
taken, to avoid putting a practice that could not perform for whatever
reason out of business, but would allow for a second chance and
continues transformation for success.

8.(e)

Fee for service codes are also useful tools for internal management of
practice expense and staff compensation.

8.(f)

Oncology practices have an increasingly slim margin, as evidenced by
the number who have been forced by economic factors to sell to
hospitals. Interruption of cash ﬂow can be fatal to a practice. Oncology
practices are an important part of the infrastructure of providing cancer
care. If that infrastructure is disrupted, patients with cancer are at risk of
dying.

8.(g)

The current system is unable to devise a bundle with sufﬁcient accuracy
and granularity to cover costs. Until practices are comfortable knowing
they will be paid fairly and sufﬁciently to cover expenses, they will resist
transformation to a bundle.

8.(h)

Current computerized systems for paying claims are based on the Fee for
Service model. It will take signiﬁcant time and resources for payers to
develop computerized systems for payment.
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8.(i)

This model preserves the fee for service model as the base, but
recognizes that the personnel costs of the Medical Home model must be
paid on top of the payment for those services covered by the FFS system.
Payment for these services is covered by the decreased rates of
hospitalization.

8.(j)

As the model collects data and continues to reﬁne OPCs, codes can be
developed that pay the OPC amount for a given patient with all the
services needed bundled into that payment, except chemotherapy.
(Codes cannot change fast enough to keep up with the changes in
options for new chemotherapy.) Once practices become accustomed to
and successful at monitoring costs to stay within an OPC, the individual
FFS payments become less important. Once CMS becomes comfortable
that the OPC is a fair price for the value delivered, FFS payments are less
necessary.

8.(k)

Both sides must recognize that with bundled payment systems,
transparency is sacriﬁced for efﬁciency.

9. Separate the costs of delivering chemotherapy from the costs of the drugs.
9.(a) Drug prices are rising rapidly, but neither CMS nor the practices currently
have to the ability to negotiate for better prices. As new drugs, effective
but expensive, are developed, the J codes system is currently very
effective for accurate payment.
9.(b)

ASP has proven problematic as there is currently a 6 month lag when a
drug price goes up before the ASP payment catches up. New drugs are
often “underwater” for the practices until the ASP catches up, thus
delaying patients’ access to new and effective therapies. In addition, ASP
includes rebates such as prompt pay and GPO rebates that are not
available to practices. Therefore, from the practice standpoint, purchasing
at ASP+0% to ASP+2% is often the best price available, and that is
inadequate to cover the cost of care. With the current sequester and
especially with the proposed sequesters, practices will lose money
treating Medicare patients. We do not want any barriers to accepting
Medicare Beneﬁciaries in our model. We would therefore propose
payment at acquisition cost plus 6% to cover variation in price, and drug
speciﬁc pharmacy issues such as special storage or tubing.

9.(c)

By using acquisition pricing, CMS will gain signiﬁcant data as to the true
amount paid for the drugs.

9.(d)

Much chemotherapy is now oral, and waste of unusable drug is a good
target for savings. We would propose that oral chemotherapy be handled
the same as iv chemotherapy so that the practices are not paying to
incinerate hundreds of thousands of dollars worth of drugs annually. (In
New Mexico, where we have a prescription drug recycling program, we
have collected over $200,000/year worth of drugs from patients, and
given those drugs to other patients. Without that law, these drugs would
have been destroyed.)

9.(e)

The process of safely delivering chemotherapy has become increasingly
expensive and is no longer covered by the infusion codes, even with the
added 4.3% to drug purchasing. We therefore suggest that an evidence
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based evaluation of the costs of infusion be performed, and that a facility
fee for infusion be created. This can be done by the same data extraction
techniques as described, and over the ﬁrst year, the accuracy can be
tested, and adjusted as needed.
9.(f)

The costs of acquisition, storage, education for both oral and IV
chemotherapy is signiﬁcant but should be relatively constant across
different practice settings. Therefore we propose an evidence based
facility fee to cover these expenses instead of assuming the ASP system
covers them. Once the reimbursement for pharmacy costs and infusion
costs are accurately paid, modiﬁcation of the payment over invoice price
can be reconsidered.

10. Create transparency in the payment system by combining claims and clinical
data in a manner that is accessible to all participants.
10.(a) Bundles lose the transparency of a FFS payment where each payment is
clearly allocated to a given service. The major costs of oncology care
delivery are the drugs, the infusion, the imaging and the radiation
oncology delivery. The cost shifting process that was created when CMS
instituted the 95% of Average Wholesale Price (AWP) system to cover the
costs of infusion plus drugs became a windfall proﬁt to oncologists. The
attempt to shift to ASP+6% (now 4.3% with the sequester) has made the
payment pendulum swing too far such that Medicare patients are often
costing the practices more to treat than CMS pays the practice.
10.(b) Transparency requires fair price setting. Understanding the technical
costs of providing a service, and having the infrastructure available for
patient use is key to providing evidence based payment. This requires
both data that is accurate and trust on the part of payer and provider that
neither party is gaming the system. It also requires understanding by
payers that a margin is necessary for all businesses, and by providers
that a margin is not a license for greed.
10.(c) Costs change over time. This process must be iterative to stay accurate
and will require signiﬁcant data collection on the part of the practices as to
what their actual costs are. Data collection is expensive, so the data set
must be carefully constructed. New data ﬁelds are needed to estimate
time used by personnel providing a service. We propose to work with our
venders to collect this data.
11. Encourage practices to serve patients with health disparities.
11.(a) Requiring practices to aim for a target price that is an average of the
costs of patients with differing clinical situations and those with health
disparities – both from the socioeconomic factors and other health factors
– puts practices at risk of not hitting the cost targets. Cherry picking for
healthy or low cost patients is the best way to hit a general target.
11.(b) Having an OPC that is adjusted for the health and socioeconomic factors
for an individual patient removes the risk of accepting that patient into the
practice. Oncology practices prefer to accept any patient who presents for
care. Our model will remove the disincentives to do so.
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12. Encourage physician choice of site and mode of practice to serve the needs of
all communities, large and small.
12.(a) By providing accurate targets and assisting practices with the data
collection and the analytics formerly only available to large systems,
physicians in small practices can continue to function in their existing
practices.
12.(b) Many oncology practices have closed remote satellite clinics that served
communities too small to support a full time oncologist, much less a large
system. With recognition that overhead that is required regardless of size
must be shared among fewer patients, the current system of cost shifting
has made satellites unsustainable. With a facility fee, this barrier is
removed.
13. Encourage the oncology practices to select care partners that provide the best
care at the best price.
13.(a) The virtual account attributed to every patient through the OPC will allow
the practices to see which partners of care cost more than others. For
example, if a CT scan is done in a hospital and costs three times as much
as one in a freestanding center, the practice will encourage patients to
use the lower cost facility. For quality purposes, American College of
Radiology, (ACR), accreditation would be required, as it is for all Medicare
patients.
13.(b) Surgeons who exhibit lower lengths of stays in the hospital and fewer
complications would be recognized and would receive more referrals.
13.(c) Giving the practice real time data on submitted charges is sufﬁcient.
Charges will either be accurate when adjudicated, or will decrease if the
charge is denied. Practices would manage to the higher cost possibility
and might do better after adjudication, so there is no need to delay
debiting the virtual account when the charge is submitted.
14. Have the model developed by a group of practices willing to participate and
share data. The group would be of sufﬁcient size and geographic diversity to
make the model scalable.
14.(a) CMMI is right to test major policy changes on smaller pilot groups prior to
making changes in the entire delivery system.
14.(b) The National Cancer Care Alliance (NCCA) is a group of 16 practices
from coast to coast, each in a different market. These practices are
already advanced in terms of electronic infrastructure, Oncology Medical
Home processes and pathway usage, and data analysis. Management of
NCCA is currently by Innovative Oncology Business Solutions, Inc,
(IOBS) a company formed for the purpose of managing the CMMI award,
COME HOME. IOBS is very familiar with managing projects of this
magnitude.
15. Have a control group of similar practices to determine if the model itself was
the cause of cost savings.
15.(a) An alternative control group would be to use the practices currently
enrolled in OCM.
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16. Have a rapid learning system to incorporate lessons learned during
implementation.
16.(a) The development of the OPC is by nature iterative and will require
constant adjustment. That is actually part of the data model.
16.(b) Pathways will be updated quarterly as medical science advances. A
pathway that is not current provides inferior care. The effect of a pathway
change on the OPC could be in either direction.
16.(c) As new non-chemotherapy drugs are adopted, that expenditure would be
added to the OPC. Chemotherapy will be paid separately.
16.(d) Pathways will also allow for outcomes analysis. As data is collected
throughout the process, measurements of efﬁcacy of drug regimens as
well as toxicity will be made. If a regimen is found to be more toxic or less
effective, usage of that regimen would probably be minimized.
16.(e) Changes in regimen usage will change the cost of the episode of care, by
requiring more or less intervention. OPCs will need to be modiﬁed.
16.(f)

New regulatory requirements that increase the cost of providing services
would add to the facility fees that would have to be adjusted. This
administration’s focus on minimizing regulatory burden would minimize
this adjustment, but having a mechanism to cost out the new regulatory
requirement would provide valuable information to CMS as well.

16.(g) If practices learn which other care partners are most effective, providers
who are not selected to participate in care may change their business
plan to become more cost effective and competitive. This would lower the
overall cost of care and therefore lower the OPCs.
16.(h) Care must be taken to ensure that OPCs do not become too low to
sustain innovation. There are costs to the data collection and the quality
processes that must be included.

Conclusion:
A new pilot is needed to meld the health care delivery processes created by COME
HOME with pathway driven quality metrics, and give it a sustainable method of payment
that supports and promotes the level of care physicians want to deliver. The creation of a
payment system that merges claims data, clinical data, and pathway adherence with a
form of accountability can lead to the evolution of the fee for service model into care that
is truly accountable. Risk must be kept in proportion to the ability of physicians to
manage without loss of the infrastructure of the delivery system. The new payment
method must provide both ongoing sustainable payment while encouraging innovation
that meets the triple aim.
Innovative Oncology Business Solutions is partnering with the American Society of
Clinical Oncology to create this model and will be submitting a proposal to the PTAC.
MASON is that model.
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For decades, hundreds of thousands of patients have received surgical arthroscopic treatment for osteoarthritis of the
knee. More than 650,000 such procedures were performed each year in the United States, with annual direct medical
costs estimated in the billions. But that changed when a pilot study was started in June 1992 at the Houston
Veterans Administration Medical Center to determine the ability to perform a randomized, placebo-controlled trial
assessing the efficacy of arthroscopic surgery for patients with osteoarthritis of the knee. The Institutional Review
Board at Baylor College of Medicine and the Human Studies Committee of the Houston Veterans Administration
Medical Center gave permission for 10 patients to be randomized in the pilot study. This research team concluded:
“There seems to be a significant placebo effect for arthroscopic surgery of osteoarthritis of the knee, and it is
possible that the placebo effect is entirely responsible for any benefit patients receive from this treatment.”
1

2

This research team then conducted a full randomized, placebo-controlled trial, published in the New England
Journal of Medicine, which affirmed that arthroscopic surgery was no better than a placebo procedure. These
findings were confirmed by another research team. After assessing the scientific research, Medicare decided in 2003
to stop paying for this type of knee surgery, and most insurance companies followed. The number of arthroscopic
surgical procedures performed to treat knee osteoarthritis has decreased dramatically in the past 15 years with
billions of dollars saved and countless patients spared from ineffective treatment.
3

4

5

6,7

To avoid repeating this disaster, Medicare should require a randomized, placebo-controlled trail for all procedures
that it intends to reimburse. The FDA requires randomized, placebo-controlled trails before approval of
pharmaceuticals. Why is this not required for invasive, costly treatment procedures? Additionally, safety profiles
should be a prerequisite, similar to the FDA requirements for safety.
Medicare should balance the required effect size for the treatment with the probability of known harms. The greater
the potential harm, the larger the required effect size.
8

This benefit and harms information should then be provided to patients, practitioners and payers. All stakeholders
need this information to reduce costs and improve outcomes. Moreover, patients would be more empowered to make
the best decision for themselves with quality data rather than just practitioner promises.
Please consider requiring safety data and clinically important beneficial effects as demonstrated by a randomized,
placebo-controlled trail before paying for any procedure.
References
1. Owings MF, Kozak LJ. Ambulatory and inpatient procedures in the United States, 1996. Vital and health
statistics. Series 13. No. 139. Hyattsville, Md.: National Center for Health Statistics, November 1998. (DHHS
publication no. (PHS) 99-1710.)
2. Moseley JB Jr, Wray NP, Kuykendall D, Willis K, Landon G. Arthroscopic treatment of osteoarthritis of the
knee: a prospective, randomized, placebo-controlled trial. Results of a pilot study. Am J Sports Med 1996;24:28-34.
3. Moseley JB, O'Malley K, Petersen NJ, Menke TJ, Brody BA, Kuykendall DH, Hollingsworth JC, Ashton CM,
Wray NP. A controlled trial of arthroscopic surgery for osteoarthritis of the knee. N Engl J Med. 2002;347:81-8.
4. Kirkley A, Birmingham TB, Litchfield RB, Giffin JR, Willits KR, Wong CJ, Feagan BG, Donner A, Griffin SH,
D'Ascanio LM, Pope JE, Fowler PJ. A randomized trial of arthroscopic surgery for osteoarthritis of the knee. N Engl
J Med 2008;359:1097-107.
5. Kolata G. A Study Revives a Debate on Arthritis Knee Surgery. The New York Times. September 2008.
6. Kim S, Bosque J, Meehan JP, Jamali A, Marder R. Increase in outpatient knee arthroscopy in the United States: a
comparison of National Surveys of Ambulatory
Surgery, 1996 and 2006. J Bone Joint Surg Am 2011;93:994-1000.
7. Holmes R, Moschetti W, Martin B, Tomek I, Finlayson S. Effect of evidence
and changes in reimbursement on the rate of arthroscopy for osteoarthritis. Am J Sports Med 2013;41:1039-43.

8. Roland M, Fairbank J. The Roland-Morris Disability Questionnaire and the Oswestry Disability Questionnaire.
Spine 2000;25:3115–24.

Ron Feise, D.C.
Institute of Evidence-Based Chiropractic
Scottsdale, AZ 85254
(888)-809-4649
fax (888)-809-4648
www.chiroevidence.com

INTEGRATIVE HEALTH
POLICY CONSORTIUM
November 15th, 2017
IHPC Board of Directors
Leonard A. Wisneski, MD, FACP
Chair
Susan Haeger, Interim ED
Executive Director
Pamela Snider, ND
Vice-Chair
Gerard Clum, DC
Treasurer
Bill Reddy, LAc, DiplAc
Secretary
Nick Jacobs, FACHE
Robert Twillman, Ph.D.
Coquina Deger, MBA
Steve Welsh, DC, FICA

IHPC Partners for Health
Academy of Integrative Health and Medicine
Academy of Integrative Pain Management
American Academy of Medical Acupuncture
American Association of Naturopathic Physicians
American Holistic Nurses Association
American Massage Therapy Association Alliance for
Massage Therapy Education
Bastyr University, Center for Health Policy and
Leadership
Board for Certification of Nutrition Specialists
Council for Homeopathic Certification
Foundation for Living Medicine
Integrative Medicine for the Underserved
International Chiropractors Association
Life University
Midwives Alliance of North America
Music for Healing & Transition Program
National Association of Certified Professional
Midwives
National Center for Homeopathy
National Certification Commission for Acupuncture
and Oriental Medicine
Naturopathic Medical Students Association
Northwestern Health Sciences University, Center for
Healthcare Innovation and Policy
Palmer College of Chiropractic
Southern California University of Health
Sciences

IHPC At-Large Members
John Weeks
Rob Wyse
Stan Applebaum OD, FCOVD
Erica Oberg, ND, MPH
Kasra Pournadeali, ND
Lucia Thornton, THD, RN, MSN, AHN-BC

IHPC Special Advisor
Margaret Chesney, PhD

Centers for Medicare & Medicaid Services
Subject: Comments on proposed 2017 CMS Innovation Center
efforts
The Integrative Health Policy Consortium (IHPC) thanks the
Centers for Medicare & Medicaid Services (CMS) for the
opportunity to contribute to its renewed emphasis on
delivering patient-centered and market-driven improvements
in the nation's healthcare system. Indeed, we are encouraged
by recent meetings between our colleagues and CMS senior
executives who are interested in the potential of integrative
approaches to health and well-being.
IHPC is a national nonprofit 501(c)(4) consortium comprised
of 23 organizations and institutions (our “Partners for Health”)
representing more than 400,000 state-licensed and nationally
certified healthcare professionals. They are the licensed
providers of integrative medicine, holistic nursing,
chiropractic, acupuncture, naturopathic medicine, certified
professional midwifery, massage therapy, nutrition and
homeopathy. Our mission is to remove barriers to health and
promote a full measure of health creation for individuals and
communities.
The remaining and over-arching barrier that CMS can directly
resolve is the inequitable status of reimbursement for services
provided by state-licensed integrative providers, despite longstanding patient demand and robust clinical outcomes. What
is more, these outcomes align directly with your objectives for
promoting patient-centered care and market-driven reforms.
Removing these unnecessary barriers will ensure that your
Medicare and Medicaid beneficiaries have access to integrative
healthcare services that are readily available right now in the
market, but not yet available to them.
For example, including integrative health teams as part of State
Innovation Model Concepts was recommended by both the
Centers for Disease Control and Prevention (CDC)1 and the
World Health Organization (WHO).2 Significant state
Medicaid pilots and defined Medicaid programs that have
incorporated integrative treatments, as well as the newly
deployed and similar VA Whole Health pilots, provide models
that can be replicated and built upon. One of the
recommendations from the Presidents Commission on

Combating Drug Addiction and the Opioid Crisis, released on November 1st, 2017 is as
follows: “The Commission recommends CMS review and modify rate-setting policies that
discourage the use of non-opioid treatments for pain, such as certain bundled payments that
make alternative treatment options cost prohibitive for hospitals and doctors, particularly
those options for treating immediate post-surgical pain.”
Integrative Healthcare in the U.S. System
The following examples illustrate areas of clinical experience and expertise that can be
expanded when integrative clinical resources and professionals are included in Alternative
Payment and other models supported by CMS. Incorporating an interdisciplinary team of
health professionals will promote the quality standards of the “triple aim” of better
outcomes, improved patient satisfaction and cost effectiveness while addressing this
national emergency.
The Opioid Addiction Public Health Emergency and Chronic Pain
Our nation’s opioid epidemic is one of the greatest threats to pubic health at this time. The
inaugural Integrative Pain Policy Congress of Oct. 2017 brought together the nation's leading
medical and healthcare organizations with public and private payers (including the CMO of
Medicaid-CHIP) to consider approaches that affirm the treatment of SUD and chronic pain
with non-pharmacologic options. This followed the Food and Drug Administration's (FDA)
Draft Pain Management Blueprint outlining efforts to manage acute and chronic pain, with
the primary goal of using modalities that are non-pharmacological.
Additional chronic pain research indicates that 50% of older adults who live on their own
and 75-85% of elderly residents of care facilities suffer from chronic pain.3 The proven
qualities of integrative care approaches for chronic pain, and the recent calls from the
medical establishment for initial treatment with non-drug solutions, can offer CMS
beneficiaries important options and help narrow the widening gap of care for our senior
population, while reducing cost (see Enclosure (a)).
The demonstrated outcomes of integrative approaches to care and treatment align strongly
with the objectives of CMS models that support improving mental and behavioral health
and for reducing substance abuse disorders (SUD).
Serving the FQHC Population
An innovative concept being applied by Integrative Medicine for the Underserved (IM4US)
and others is the shared-medical visit. The use of shared medical visits (groups) is a
patient-centered and innovative care model that can meet the goals of the “triple
aim.” Current CMS programs that promote shared medical visits to FQHCs and medical
homes would be greatly strengthened by including integrative practitioners. This will
reinforce a patient-centered approach and attention to disease prevention and health
promotion. The CMS model Beneficiaries with Complex Care Needs and High Costs (BCN)
may be appropriate for supporting such group approaches.
Cost-Effectiveness Research on Integrative Disciplines
Cost-effectiveness research complied by IHPC and partners reports results that show actual

cost-reductions from integrative services. Examples:
Acupuncture
• In an Italian study of acupuncture for migraine without auras versus
conventional drug therapy, patients receiving acupuncture had better outcomes,
less absence from work, and if applied to the projected number of 800,000
Italians suffering from migraine without aura, Acupuncture could save Italy 1
trillion Liras annually.4 (Although this study was published prior to the use of
Euros, the equivalent in US dollars would be over $607 million annually.)
Assuming the same percentage of the US population suffering from migraine
without auras, the savings would scale up to over $3.2 billion annually.
•

A 2012 British study found that one-third of total knee replacement candidates
who received acupuncture instead of conventional treatment experienced longterm pain relief and as of two years later had not required surgery, saving
$8,100 per patient. In the U.S., where 719,000 knee replacement surgeries were
performed in 2010, the savings could total $1.9 billion.5,6 See Enclosure (b) for
more information on the cost effectiveness of acupuncture therapy.

Chiropractic
• A 2010 study was designed to determine if there are differences in the costs of
low back pain care when a patient is able to choose treatment from either a
medical doctor (MD) or a doctor of chiropractic (DC). 7 Researchers analyzed
data from 85,000 Blue Cross Blue Shield (BCBS) beneficiaries in Tennessee over
a two-year span in which patients had equal access and insurance coverage to
the MDs and DCs.
•

The study found that costs for care initiated with a DC were almost 40% less
than the care initiated with an MD. Even after risk-adjustment, episodes of care
initiated with a DC were 20% less expensive. Routine use of DCs as the initial
provider for low pack pain would potentially lead to annual cost savings of $2.3
million for Blue Cross Blue Shield of Tennessee. The researchers also concluded
that insurance companies that restrict access to chiropractic care for low back
pain treatment may inadvertently pay more for care than they would if they
removed such restrictions.

•

Worker compensation and insurance claim costs show an almost 25% to over
50% reduction when care for lower back injuries is received partially or totally
from a chiropractor. “The average cost of a low back injury claim in the U.S. is
$15,884. When a worker with such an injury receives at least 75% of care from a
chiropractor, the claim cost decreases to $12,202 and when the worker receives
at least 90% of care from a chiropractor, the average cost declines even further
to $7,632.” 7,8 See Enclosures (c) and (d) for information on cost effectiveness
and improving the value of health benefit plans through the use of chiropractic
physician services.

Massage Therapy

•

Enclosure (e), The Value and Efficacy of Massage Therapy in Integrated Health
Care, addresses alignment with the triple aim, effectiveness and cost savings of
using massage therapy in an inter-disciplinary environment. The American
Massage Therapy Association commissioned John Dunham and Associates to
evaluate Medicare and Medicaid data to determine if overall cost of care declines
with the use of massage therapy. “…the research indicates that private insurers
could save as much as $4.55 billion annually in costs if they were to cover
massage therapy nationally. These potential savings are substantial and reach as
high as $439 million in Texas, and $426 million in California. Government thirdparty payers could also see substantial savings – as much as $1.39 billion if all
46 states that do not cover massage under their Medicaid programs were to do
so.”

Midwifery
• A 2007 cost and benefit analysis performed in Washington State using Medicaid
claims data, evaluated costs of out-of-hospital, midwife-assisted births
compared to those in hospital. Based on this data, noting the reduced use of
procedures in midwife assisted births, for a typical biennium, the cost savings of
using midwives in an at home or birthing center environment for all births
would be approximately $2,713,072 for the state of Washington. The cost
savings to Medicaid fee for service for potentially avoided C-sections alone for a
2-year period would be $2,905,288.9 See enclosures (f) and (g) for further
information on cost effectiveness and estimated savings from Certified
Professional Midwife Medicaid coverage.
Naturopathic Medicine
• An internal study by BlueCross BlueShield of Washington State concluded that a
naturopathic physician-managed chronic disease program lowered the costs of
chronic and stress related illness by up to 40% and lowered costs of specialist
utilization by 30%.10
•

A 2006 University of Washington study found that in Washington state,
naturopathic care cost insurers $9 per enrollee versus $686 for those who
received conventional care.11

•

Naturopathic preventive treatment of patients at high risk of cardiovascular
disease showed a societal cost savings of $1,138 per participant and a reduction
in employer costs of $1,187.37.12

Nutrition
• A 2007 cost-effectiveness study on nutrition interventions reported: “In relation
to major disease outcomes, the Mediterranean Diet had cost-effectiveness ratios
of $2,500 per non-fatal acute myocardial infarction averted and $4,000 per
death averted. The Intensive Lifestyle Change to Prevent Diabetes intervention
had a cost-effectiveness ratio of US $7,100 per incident case of diabetes
prevented.”13
Homeopathic Medicine

•

"Overall health expenditure was 20% less for patients consulting homeopathic
family physicians in France compared to conventional family physicians ($78.70
US vs. $98.91 US). The lower cost of medical prescriptions for homeopathic
family physicians was partially offset by higher consultation costs. Homeopathic
physicians prescribed far fewer potentially hazardous drugs including psychotropics, antibiotics and non-steroidal anti-inflammatory drugs."14

•

A Swiss report found that total practice costs for physicians who specialized in
homeopathic medicine had an overall 15.4 percent reduction in overall health
care costs associated with their practice, as compared with physicians who
practiced conventional medicine as well as those physicians who practice other
“complementary and alternative medicine” treatments (but not homeopathic
medicine). The significant reduction in health care costs from homeopathic
treatment represents a potential savings in hundreds of millions of dollars or
more in many countries.15

Workforce: Reinforcing Physician Loss
According to “A census of actively licensed physicians in the United States” from 2016, the
average age of a physician is 51.3 years. Workforce researchers estimate physician
shortages will reach upwards of 159,300 by 2025.16 Coupled with an aging U.S. population,
demand will exceed supply17 at the same time that chronic disease will increase in the
population, driving a corresponding need for more care providers.
In the states of Oregon, Washington and Vermont, naturopathic physicians are credentialed
as primary care physicians, a response to very high and sustained consumer demand.
Elsewhere chiropractic physicians enjoy similar primary care status. The CMS models for
Consumer-Directed Care and the PTAC can continue to affirm the roles that integrative
providers can and do play in support the nation's primary care provider shortfall.
Integrative Healthcare in the U.S. Healthcare System
Integrative approaches to health and health care are now substantially embedded in
medical institutions across the U.S., from the Penny George Institute at the Allina Health
System, to the Department of Veterans Affairs (VA), to the nation's pre-eminent academic
hospitals such as Johns Hopkins, Cleveland Clinic, Duke University Medical Center, Mayo
Clinic, and University of California San Francisco, which employ stress management, yoga,
meditation, herbal and supplement consultations, acupuncture, massage therapy and other
complementary health services. The VA system has been a leader with its commitment to
using evidence-based research toward employing qualified integrative care providers for a
range of newly defined whole health system services (see Enclosure (h)).
•

•

•

•

All 18 hospitals listed on US News’ list of "America's Best Hospitals" Honor Roll
provide some type or types of complementary and integrative medicine (CIM).
Fifteen of the 18 also belong to the Academic Consortium for Integrative Medicine
and Health (ACIMH).
Another 55+ members of ACIMH are centers for integrative medicine housed at US
medical schools.
Thirty-six U.S. teaching hospitals are actively seeking to blend CIM with traditional
care.18

•

A press release from the American Hospital Association notes a survey by the
Samueli Institute in which more than 42 percent of responding hospitals indicated
that they provide one or more CIM therapies (see Enclosure (i)).

State-based Experience
A landmark state-based case study was performed in the state of Washington, where CIM
health care providers of every discipline have been a mandated part of the health care
system for nearly 20 years. The data show that patients who chose CIM providers have
lower prescription drug costs, hospitalization costs, and total costs, regardless of starting
out in poorer health.19
Summary: Benefits of Shared Medical Visits
Shared medical visits enhance access to care, education and self-empowerment. Studies
have shown benefits that include:20,21
• A provider visit and a health education intervention in one trip
• Longer and possibly more frequent access to providers
• Interactive learning and support from the healthcare team and peers
• Enhanced self-management skills
• Improved health outcomes
• Decreased Emergency room usage
• Decreased hospitalization
• Increased patient satisfaction
• Lower overall cost of care
• Higher quality of life
• Increased self-efficacy
Provider/Practice Benefits
• Cost-effective, efficient way to deliver quality care
• Improved provider satisfaction
• Increased provider capacity and revenue
Requested CMMI Support for Integrative Health Participation in Models
Waivers
In order to ensure that integrative clinical practitioners, providers and institutions can
participate in CMMI programs on an equitable basis with all other providers, CMMI should
ensure that the long standing barrier of limited reimbursement by CMS will not prevent
such participation. We were glad to hear that one outcome of the June 2017 meeting with
the deputy administrator for innovation was the possible use of waivers to cover licensed
integrative services not normally paid for by CMS. This is an essential step that will
encourage the professionals and institutions of the integrative medicine and health
community to participate.
It is understandable that CMS relies on its stakeholders to come forth with proposals and
applications designed to meet its objectives. As a practical matter, the national integrative
clinical care infrastructure has been discouraged from participating in such models because

of the sustained discrimination in health insurance markets. The provisions of the
Affordable Care Act designed to remove those barriers (Section 2706) failed to do so. We
believe that your suggested innovative models around Medicare Advantage (whose
language was adopted in Section 2706) may offer the potential for effective engagement.
Despite the unsettled state of change in U.S. healthcare policy and law, reducing spending
and improving quality and care coordination still expresses CMS’s core values of People
First, Public Service, Integrity, Accountability, Teamwork, Innovation, Excellence, Respect
and Continuous Improvement. These values align directly with our own. As experts in the
field of integrative health, we wish to partner with CMMI to ensure that the highest quality
of service is fully available to your beneficiaries, and that it reduces the overall cost of care.
Thank you for your attention to our comments and recommendations in response to your
request for information on your Innovation Center’s effort to promote patient-centered
care.
Please direct any questions or comments to Susan Haeger.
Sincerely,

Leonard A. Wisneski, M.D., F.A.C.P.
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Health and Disease
HARVEY FINEBERG, PRESIDENT OF THE INSTITUTE OF MEDICINE (IOM) in a 2013 IOM
report concluded; “The United States spends much more money on health care than any other country. Yet,
Americans die sooner and experience more illness than residents in many other countries…The nation’s current
health trajectory is lower in success and higher in cost than it should be. The cost of inaction is high.”1
With health care costs currently at 2.5 trillion dollars, the cost of inaction is indeed high. While few would
argue the beneﬁts of conventional medicine in acute care, it is clear that other Global Healing Traditions which
focus on disease prevention and health creation have some very valuable lessons to offer. As think-tanks around
the country are struggling to ﬁnd a solution through technology, accountable care organizations and bundled
payment systems the answer is right in front of us.
Integrative Health and Medicine offers a comprehensive prevention-based approach to effectively treat chronic
disease and enhance health promotion. Integrative Health and Medicine embraces a multi-disciplinary team
of licensed health care providers working at the highest level of their scope of practice. This includes health
practitioners such as naturopathic doctors, chiropractors, acupuncturists, nurse practitioners, nurses, midwives,
nutritionists and massage therapists. Although many of these health care practitioners have been lumped into
the term complementary and alternative medicine (CAM) providers, we prefer to use the term Integrative
Health and Medicine and refer speciﬁcally to the distinct licensed professionals whenever possible. CAM will
be used in the traditional sense when citing research studies that used the term. There is no need to “discover”
a new model of care through statistical algorithms. Patients who work with Integrative Health and Medicine
practitioners are already achieving the Triple Aim: They 1) are healthier, 2) have lower health care costs, and
3) report extremely high levels of patient satisfaction. Through a collaborative approach to health care,
integrative health care solutions contribute to the Triple Aim of health care every day. How? This publication,
prepared by an expert team of researchers and providers, explores four interrelated ways in which the
contributions of these licensed health professionals reduce health care costs.
Get people healthier to prevent big-ticket chronic diseases.
Seven preventable chronic diseases – cancer, diabetes, hypertension, stroke, heart disease, pulmonary
conditions and mental illness – cost the U.S. economy $1.3 trillion annually, including the cost of lost
productivity.2 While healthy lifestyle change requires investment from more than just the health care arena,
health-oriented providers play a critical role. CAM users were 64% more likely to report that their health
had improved over the last year.3 Not only are prevention and health promotion fundamental cornerstones of
CAM, integrative health and medicine practitioners counsel patients more frequently and consistently than
conventional providers. See page 5 of this publication.
CAM creates better outcomes, especially in those who are chronically ill.
Contrary to the common critique that there is a lack of evidence, thousands of studies, including
randomized controlled trials published in top medical journals demonstrate superior outcomes compared
with usual or conventional care. For example, on page 6, we highlight research demonstrating the ways
naturopathic medicine prevents cardiovascular disease and metabolic syndrome at a cost less than prescribing
a pill! Colon cancer patients receiving a treatment protocol consisting of acupuncture, traditional Asian
medicine and vitamins had a 60%-82% survival rate at ﬁve years compared with a 7%-8% survival rate among
patients receiving conventional care alone.4 European countries, in which general practitioners are co-trained
in integrative approaches, have incorporated CAM into national health care systems based on studies showing
better outcomes and lower costs. See page 12.
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Keep costs low by keeping care simple and adhering to a common-sense
therapeutic order.
Individuals with back pain cost the health care system 60% more than patients without back
pain, largely due to expensive, often ineffective diagnostics and surgical procedures.5 Chiropractors,
acupuncturists, naturopathic doctors, certiﬁed professional midwives and massage therapists are experts in
administering less invasive, low-cost treatments that support the body while it heals itself, and that serve
as effective substitutes for riskier modalities such as prescription narcotics. We explore cost-effectiveness
studies of chiropractic, acupuncture, naturopathic and massage therapy for low back pain that demonstrate
impressive results on pages 6-10. But even if one were to set aside the data, an approach to treatment that
begins with low-force, non-addictive, low-cost care options that feel good just makes sense.
Reduce costs up front through complementary, alternative, and integrative therapies.
Many people have the impression that the use of CAM creates substantial add-on costs for health
care systems and individual payers. This myth simply is not true. Critics often claim that patients are
draining their bank accounts on out-of-pocket costs associated with CAM. Yet the actual costs – $33 billion –
is pocket change compared to the $268 billion spent out-of-pocket on conventional care in the same year.6
For example, certiﬁed professional and nurse midwives incur fewer complications and offer equivalent
safety records at a fraction of the cost (page 7).7 In Washington state, where CAM health care providers
of every discipline have been a mandated part of the health care system for nearly 20 years, data show
that patients who see CAM providers have lower prescription drug costs, hospitalization costs, and total
costs, despite starting out in poorer health and incurring the “additional” cost of the CAM provider’s
services (page 14).8 Nurse practitioner-management of chronic disease also has been found to reduce
overall prescription drug costs (page 13).9 Because nurse practitioners provide therapies that are less
expensive than those provided by other health care professionals, they not only reduce costs, but also
may increase access through “ﬁrst contact points of entry,” reaching people who are unwilling or unable
to access the conventional health care system.
The health care system of the United States is in crisis. A workforce of nearly one million skilled, licensed
complementary, alternative, and integrative health and medicine practitioners already are reducing costs
and improving patients’ lives every day.10 These practitioners are leading the shift away from disease-focused
care toward health-oriented care. Making access to these providers an option for every patient, through
every health insurance product in every state, as stipulated in Section 2706 of the Affordable Care Act,
will have both short and long-term impacts on both the health and economy of the United States.
Yours in health,

Len Wisneski, MD, FACP

Mimi Guarneri, MD, FACC

Erica Oberg, ND, MPH

Chairman of the Board
Integrative Healthcare
Policy Consortium

President and CEO
Academy of Integrative
Health and Medicine

Member, Board of Directors
Integrative Healthcare
Policy Consortium

Member, Board of Directors
Academy of Integrative
Health and Medicine
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HEALTH CREATION: What would
a health-oriented system look like?
Imagine a health care system in which Americans take the initiative to manage their own health and every
American can access a primary care team that includes the types of licensed professionals of their choosing.
Imagine being offered early access to prevention; health promotion and common sense low-risk interventions
first. Imagine a focus on lifestyle change and healthy communities, a healthy food system and planet. Imagine
Americans living long and healthy lives with low end-of-life health care costs. Unfortunately, our nation currently
is a long way from this ideal. The Institute of Medicine of the National Academies reports: Americans live shorter
lives and are in poorer health compared with residents of other high-income countries.11 What’s more, we pay
much more for health care than residents of these countries.12

What is the price of poor health?
The majority of chronic diseases are potentially preventable. For example, Harvard epidemiologist Walter
C. Willett reports that seven out of every 10 adult deaths each year are potentially preventable with a
combination of moderate behavioral changes (see the figure below).13 Alcohol abuse alone costs the
U.S. health care system $85.8 billion. The tab for cigarette smoking totals over $65 billion annually. Health care
costs related to obesity now surpass $27 billion per year. If the entire U.S. sedentary population began walking
regularly, our nation could recover $6.4 billion from heart disease prevention alone.14
Lost productivity due to sick days associated with obesity and chronic conditions costs U.S. employers $153
billion each year. Chronically ill and obese Americans use 3 or more sick days per month compared to 0.3 sick
days for healthy workers (who account for only 13% of the U.S. workforce). At the end of the day, poor health
costs employers 23 cents for every
hour worked, according to U.S.
Department of Labor statistics.15
Actual Causes of Death in the United States, 2000

Leading Causes of Death in the United States, 2000
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Cause of death
Adapted from:
Minino AM, et al. Deaths: final data for 2000. National Vital Statisitics Report 2002; 50(15): 1-120.

Cause of death
Adapted from:
Mokdad A, et al. Actual causes of death in the United States 2000. JAMA. 2004; 291(10): 1238-1246.

Physical activity, nonsmoking, a
high-quality diet, minimal alcohol
consumption, and healthy body
weight are universally recognized
as the foundations of a healthpromoting, disease-preventing
lifestyle; yet less than 15% of the
U.S. population is on track with four
of these five simple lifestyle goals.
Only 43% of Americans are at a
healthy weight.16

Lifestyle can be changed, and healthier people cost the U.S. health care system less.
Lifestyle changes such as diet and exercise have been shown to reduce the incidence of diabetes dramatically.
In 2002, The New England Journal of Medicine reported the results of the Diabetes Prevention Program in
which 3,234 people at high risk for diabetes were randomized to placebo, the drug metformin, or a lifestylemodification program. The onset of diabetes was cut by nearly 60% in the lifestyle group. Furthermore,
preventing diabetes with lifestyle proved to be more cost-effective, requiring about $8,800 for the lifestyle
intervention compared with a $29,900 investment for the drug intervention per quality-adjusted-life-year.17 Such
programs are inconsistently covered by insurance.

The Ornish Lifestyle Program – which combines a plant-based diet, physical activity, yoga-based mindfulness
training, and group support – has been shown to reverse heart disease and prostate cancer in well-controlled
clinical trials over the past 30 years. Results show that 80% of people who changed their lifestyles through the
program were able to avoid heart surgery or angioplasty at a savings calculated at almost $30,000 per patient
in the first year or a cost savings of $6.66 for every dollar spent on patients with severe cardiovascular disease.18
Medicare has covered comprehensive lifestyle change programs for cardiac rehabilitation since 1999.
4

HEALTH CREATION:
CAM practitioners create health daily
Skilled lifestyle modification practitioners are an important yet woefully underutilized resource. Each year,
75% of Americans attempt to adopt a new health practice, yet just 16% of these efforts are reported to
be “very successful.” Logic tells us that people inherently want to be healthier so they can feel better,
work, take care of their families, enjoy retirement, and prevent disease, but research demonstrates
that successful health promotion requires more than good intentions. Every type of integrative health and
medicine profession emphasizes behavior change and the prevention of disease with the exception of
conventional medicine which focuses on disease ”management” after disease has occurred, as the chart below
demonstrates.19 20 21 22 23 Improving access to practitioners who excel in health promotion will increase
the percentage of Americans who are “very successful” in changing their health habits.

Percentage of visits including advice

Routine and repeated health promotion counseling results in real changes for patients’ positive health behaviors
and self-care.24 25 In a national survey of over 23,000 people, CAM users were 64% more likely to report that
their health had improved over the last year
Delivery of Health Promotion Counseling by Provider Type
(p<0.0001). Compared to those who did not
use CAM, CAM users were more likely to
ND
rate their health as “excellent.”26 And yet,
DC
100
LMP
for most people, these health benefits were
MD/DO
realized through out-of-pocket payments;
MD/DO without payment
these practitioners and their health-promoting
services are rarely covered by insurance.
80
What explains the remarkable success
of health promotion as compared to
conventional care? One patient explained
it this way:
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‘‘I was surprised at how much it depended on
me. You know, I guess this process has shown
me how much my health is in my hands. That
I’m not having to give it over to an MD to
watch me deteriorate, and that certain markers
mean certain things because this is the way the
disease progresses. [The ND] was more like,
take these steps and these things can change.
Keep you as healthy as we can, as long as
we can.’’

St

The implementation of CAM modalities have
a synergistic effect. Patients working with
CAM providers spontaneously improve health
behaviors, even if not specifically encouraged to do so.27 28 This improvement is seen in military populations
as well.29 People start with CAM, and then get healthier.
Category of Health Promotion Counseling

The majority (73%) of CAM users surveyed in a study reported making behavioral changes such as eating better
and exercising more. The principle reasons patients reported making such changes included the treatment made
them feel well enough to make the health behavior changes (53%), feeling better due to treatment acted as a
motivator to change behavior (53%), the CAM provider suggested the change (53%), and treatments themselves
helped (48%).30

5

PREVENTION: Naturopathic Care
Naturopathic care reduces heart disease at a lower cost
than prescription medication.
Naturopathic doctors (NDs) are primary care providers who use the Therapeutic Order (page 8) to emphasize
prevention, health improvement, and chronic disease management through healthy lifestyle choices and lowforce treatments.43 Chronic disease prevention is cost-effective because nearly half (47%) of Americans have
at least one risk factor for heart disease or stroke, and over half of the population (117 million) already have
been diagnosed with a chronic disease. Astoundingly, 84% of all U.S. health care expenditures in 2006 was
spent on this 50% of the population with chronic disease – a cost that is shared by all of us.31 Clinical trials and other
research on naturopathic physician-managed chronic disease demonstrate that increasing patient access to NDs is a
successful strategy to help reverse this trend and improve the health of the U.S. economy.
Medication is not always cheaper. In the U.S., prescription drugs are frequently lauded as the “answer.” In fact,
some have called for a “polypill” to be administered to adults over 50 to treat them for cardiovascular disease
whether they have it or not.32 Yet in a 2013 randomized controlled trial, the cost of providing naturopathic care
was shown to be lower than that of the wholesale cost of providing a statin drug to all at-risk patients34 - without
the negative side effects statins can cause, such as muscle pain, liver damage, and memory loss!
A recent clinical trial revealed encouraging results in a number of quantifiable areas:
• Reduced cardiac risk: Naturopathic strategies (individualized healthy lifestyle recommendations, nutrition,
and dietary supplements) resulted in reducing 10-year cardiovascular event risk by one-third. For patients
at moderate-to-high levels of risk, the benefit proved even greater, giving 18 workers out of 100 reasonable
expectations to avoid a major cardiovascular event when they implemented these naturopathic strategies.34
Indeed, The Centers for Disease Control has called for programs such as these in its Winnable Battles
strategy framework.33
• Cost savings: Naturopathic treatment of patients at high cardiovascular risk showed a societal cost savings
of $1,138 per participant and a reduction in employer costs of $1,187.37
• Frequency of doctor visits: Patients of NDs had fewer conventional doctor visits (four fewer over the year)
and lost 55 fewer hours at work over the year compared to an enhanced usual care control group.
‘‘[The MDs] look at numbers and then prescribe a pill. I thought that was perfectly normal until [I worked with]
the naturopath who said I think we can fix this with a change of diet. That got my attention. The changes were
sort of like why don’t you try this — rather than what my pill doctor said, which is you will take this, this, and this.
I didn’t know what the ramifications were of missing a pill or taking too much or anything like that… That for me
was really helpful, alternative ways of looking at things and doing things.’’ 35

Study after study finds major cost savings with the use of naturopathic care.
• An internal study by BlueCross BlueShield concluded that a naturopathic physician-managed chronic
disease program lowered the costs of chronic and stress related illness by up to 40% and lowered costs of
specialist utilization by 30%.36
• A 2006 University of Washington study found that in Washington state, naturopathic care cost insurers $9 per
enrollee versus $686 for those who received conventional care.8
• Naturopathic treatment of patients at high cardiovascular risk showed a societal cost savings of $1,138 per
participant and a reduction in employer costs of $1,187.37
Yet in many other states, such naturopathic care is not a viable option to patients due to lack of licensing and
insurance coverage.
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PREVENTION: Midwifery
Out-of hospital births attended by Certified Professional
Midwives (CPMs) prevent expensive, high-risk obstetric
procedures with equal, if not better safety outcomes.
Midwives are trained health care professionals with expertise in supporting women to maintain healthy
pregnancies and have optimal births and post-delivery recoveries.
In 2010 there were nearly 1.3 million Cesarean section deliveries, or nearly a third of all births. The World
Health Organization reports that an optimal expected C-section rate is somewhere between 5-15%.38 Since
when did the normal, natural act of giving birth become a medicalized disease?
In the U.S., the average hospital-based pregnancy and newborn care cost insurers $18,329 for a vaginal
delivery and $27,866 for a Cesarean section.39 Compare those costs with $3,939 for a certified professional
midwife-attended vaginal birth at a birth center.6
• On average, an out-of-hospital birth attended by a Certified Professional Midwife cost Medicaid $3,374
less than a low-risk hospital birth. The total number of Medicaid-paid deliveries in 2006 was 2,055,000
nationwide, and if just 1% of these women chose to give birth out-of-hospital with a CPM, the estimated
cost-savings would be $69,335,700 (in 2006 dollars).40 This is a conservative estimate; based on estimates
to private insurers, the savings could be double.
• The American College of Obstetrics and Gynecology recently “came out strongly against the overuse of
C-sections” by encouraging obstetricians to allow women to take more time to progress through a vaginal
delivery without intervention, which research shows is healthier for both mother and baby. CPMs already
follow these recommendations, and as such, have significantly lower cesarean section rates.41
• Data from 13 trials involving a total of 16,242 (high- and low-risk) women looked at outcomes for mothers
and babies when midwives were the main providers of care, compared to medical-led or shared care
models. When midwives were the main providers of care throughout, women were less likely to give birth
before 37 weeks or lose their babies before 24 weeks. Women were happier with the care they received, had
fewer injections of epidural anesthesia, fewer assisted births, and fewer surgical episiotomies.42
• CPMs and Certified Nurse-Midwives (CPMs and CNMs) produced higher breast-feeding rates, with the
accompanying increased immunity and other demonstrated health benefits for mothers and infants
extending throughout their lifetimes.
In total, research on Certified Professional Midwives demonstrate improved childbirth outcomes, especially
for vulnerable populations. These improved outcomes achieved lower cost with comparable rates of neonatal
mortality, compared to low-risk hospital births. Consider the possibilities if more women were able to access
these providers!
Shortly after Section 2706 of the ACA went into effect Jan. 1, 2014, an expectant mother in California
decided that she wanted her first child to be born attended by professional midwives outside the
hospital. Her insurance company told her that her only covered option was hospital birth. Despite her
many pleas and efforts, including a web-based petition that drew more than 2,700 signatures, she and
her husband accepted the financial reality that they could not afford the out-of-pocket expense for their
preferred choice and enjoyed the arrival of their first child.
Had she been a Medicaid patient, however, she could have had a successful and covered delivery in a
midwife-led birthing center at almost half the cost of a hospital. Such savings are drawing attention:
that $69 million cited above becomes, in 2014 dollars, $80 million. They will grow exponentially when
midwife services attain the insurance coverage they deserve.

7

THERAPEUTIC ORDER
Common Sense Care: Applying a “therapeutic
order” prevents high-cost, unnecessary, risky procedures.
In many Global Healing Traditions, the concept of a “therapeutic order” codifies a conservative approach
to care. According to the therapeutic order, the lowest-force, least toxic, risky, or invasive treatment is
employed first. If the first treatment fails, then interventions with increasing invasiveness (and risk) are
tried.43 The therapeutic order makes sense for a number of reasons:
• Providing therapies that are less expensive than drugs and surgery is cost effective.
• Providing treatments that ease the overall burden of suffering helps people feel better.
• Regular contact with an at-risk patient keeps him or her under medical supervision, preventing further
decline into depression, sedentary lack of physical activity, and other behaviors that increase risk of more
severe health problems.
• Effective low-risk treatments help patients avoid the expensive complications associated with
pharmaceutical pain and mood management.
A 48 year old “weekend warrior” overdoes it on the basketball court, and seeks medical advice on Monday
for acute low back pain that is limiting his walking and driving. After physical exam rules out significant signs
of nerve damage or fracture, the therapeutic order would dictate offering options such as rest, ice, heat,
acupuncture, or massage therapy before offering expensive MRIs, opiates, or back surgery. Unfortunately,
this common sense approach is not standard practice in the U.S.
In 2008, the American College of Physicians and the American Pain Society issued joint clinical practice
guidelines to inform a rational, evidence-based response to back pain.44 The meta-analysis recommends
acupuncture, massage, yoga, and functional restoration because these treatments are effective options for
chronic low back pain. They also are generally safe when compared to the 16,500 nonsteroidal anti-inflammatory
drug (NSAID)-related deaths in the U.S. each year. NSAIDs are not cost effective either. Surgical interventions are
neither cost-effective nor recommended by ACP/APS guidelines.45
Estimated Savings for State and Private Insurers
by Covering Massage Therapy

A licensed massage therapist in Oregon had been treating a client
every week with trigger point therapy to deal with her debilitating
shoulder pain. The client’s insurance did not cover these treatments,
and for a time she paid out-of-pocket for them.
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Private insurers could recover as much as $4.55 billion if they were
to cover massage therapy nationally, as opposed to the risky high
force interventions they currently cover. Government third-party
payers could also see substantial savings – as much as $1.39 billion – if massage
coverage was added to state Medicaid programs, as outlined in the table above.46
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The client also reported that the trigger point therapy delivered by
the physical therapist was not nearly as effective as that provided by
this licensed massage therapist.
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But the client returned a week later. Although her policy covered
the physical therapy, the treatments were so expensive that her
co-insurance was more expensive than her out-of-pocket costs for
using the massage therapist!

400

Cost savings to insurers (in millions of $)

The client realized that she did have coverage under her policy for
treatment by physical therapists. So she located a physical therapist
covered by her plan that also offered trigger point therapy and
stopped seeing the massage therapist.
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PAIN: Chiropractic Care
Chiropractic safely reduces patients’ pain
and health care costs.
Chiropractic is a drug-free therapeutic approach to health in
which a skilled doctor provides physical realignments of the spine. Chiropractic care can effectively relieve pain,
headaches, and some neurologic conditions. Doctors of chiropractic also emphasize healthy lifestyle choices.
How much does pain cost? The prevalence of pain has a tremendous impact on business. A recent report by
the Institute of Medicine indicated that the annual value of lost productivity in 2010 ranged from $297.4 billion to
$335.5 billion. The value of lost productivity is based on three estimates: days of work missed (ranging from $11.6
to $12.7 billion); lost productivity (from $95.2 to $96.5 billion); and lower wages (from $190.6 billion to $226.3
billion).47 Additionally, individuals suffering from back pain cost the health care system 60% more than patients
without back pain, largely due to expensive, often ineffective diagnostic and surgical procedures.48
A 2010 study was designed to determine if there are differences in the costs of low back pain care when a patient
is able to choose treatment from a medical doctor (MD) versus a doctor of chiropractic (DC). 50 Researchers
analyzed data from 85,000 Blue Cross Blue Shield (BCBS) beneficiaries in Tennessee over a two-year span in
which patients had equal access and insurance coverage to the MDs and DCs.
The study found that costs for care initiated with a DC were almost 40% less than the care initiated with an MD.
Even after risk-adjustment, episodes of care initiated with a DC were 20% less expensive. Routine use of DCs
as the initial provider for low pack pain would potentially lead to annual cost savings of $2.3 million for BCBS of
Tennessee. The researchers also concluded that insurance companies that restrict access to chiropractic care for
low back pain treatment may inadvertently pay more for care than they would if they removed such restrictions.
“The average cost of a low back injury claim in the U.S. is $15,884. When a worker with such an injury receives at
least 75% of care from a chiropractor, the claim cost decreases to $12,202 and when the worker receives at least
90% of care from a chiropractor, the average cost declines even further to $7,632.” 49 50
Back pain patients who have chiropractic coverage experience lower utilization of plain x-rays, as well as fewer
low back surgeries, hospitalizations and MRI’s. All-in-all, back pain episode-related costs were 25% less with
chiropractic coverage.53

Effects of Annual Use of Chiropractic Care on
Medicare Expenditures
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Studies of Medicare patients
and of more than two million
insurance subscribers report total
annual health care costs to be
30-50% less with chiropractic care
compared with medical doctoronly care for back pain. Patients
who had chiropractic care paid
an average Medicare bill of
$4,426 for all Medicare services
compared with an average of
$8,103 for beneficiaries who
didn’t use chiropractic care.52 54 55
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ACUPUNCTURE
Cost-effective for many pain conditions; improves cancer survival.
Acupuncture is a centuries-old modality that stimulates meridian points on the body through the use of
very thin needles. Long derided in the West, acupuncture is gaining acceptance as respected researchers
demonstrate its effectiveness for pain and other health conditions.
The cost of acupuncture is relatively low when compared with that of conventional medicine. The numerous
diagnostic tests, branded pharmaceuticals, and surgical and non-surgical procedures involved in modern
conventional medicine are costly. In contrast, the cost of acupuncture diagnostics and treatment supplies is
relatively low.56
Perhaps the clearest example of cost-effectiveness-driven health care policy decisions at a national level comes
from a series of studies performed in Germany.57 These large clinical trials not only demonstrated the health
benefit of acupuncture to patients in various disease states, but also proved to be a good return on investment.
As a result, in April 2006, Germany’s social health insurance funds began offering normal reimbursement for
acupuncture treatment of chronic low back pain and osteoarthritis of the knee. An increasing number of U.S.
insurers cover acupuncture for pain conditions, but Medicare does not. This lack of Medicare coverage causes
our older population, overrepresented with conditions that cause pain, to default to more expensive and invasive
medical solutions.
Acupuncture also may play an important role in helping patients with pain avoid more expensive, higher risk
interventions. A 2012 British study found that one-third of total knee replacement candidates who received
acupuncture instead of conventional treatment experienced long-term pain relief and were able to avoid surgery
two years later, at a cost savings of $8,100 per patient. In the U.S., where 719,000 knee replacement surgeries
were performed in 2010, the savings could total $1.9 billion.58
Perhaps even more remarkable than studies demonstrating acupuncture’s improvement of chronic pain
at a low cost are the increased survival rates of cancer patients treated with traditional Asian medicine.
When the entire system of traditional
Asian medicine is used, including herbs,
nutrition, and traditional practices such as
moxa or cupping, the results are astounding.
In a series of research studies of different
types of cancer, researchers in San Francisco
demonstrated dramatically superior survival
rates in cancer patients at any stage. The
five-year data pattern at right demonstrates
the differences in survival rates. The slope of
the lines decline as patients die of cancer over
time – a flatter slope shows higher survival. After
the first year of acupuncture and Asian holistic
treatment, 100% of patients were still alive,
compared to only 40-95% (depending on the
stage) of patients receiving only conventional
care. Patients receiving integrative treatment
showed a 60%-82% survival rate at five years
Figure 1.Survival in colon cancer, short-term Pan-Asian Medicine + vitamins
(PAM-V) versus long-term PAM-V versus controls.
compared with a 7%-8% survival rate of patients
receiving conventional care alone.59
The efficacy of acupuncture and traditional Asian medicine for pain, cancer, and many other health conditions
is proven. Forward-thinking American health care and insurance systems will support and incentivize visits to
acupuncturists because they treat effectively and are cost-effective.
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WELLNESS IN THE WORKPLACE
Investing in health is good business.
Employers get it. Healthy, happy employees are productive employees. Recent data show that 77% of
large manufacturing companies have implemented employee wellness programs, and almost 30% of
small businesses do – an increase of 50% compared to just five years ago.60 Why the rapid increase? Nearly
60% of all after-tax profit is spent on corporate health benefits, and 80% of these costs are spent on only
10% of the sickest employees.61 Preventive strategies that support health and wellness, such as those found in
integrative lifestyle change programs, are successfully decreasing health care costs in corporations nationwide.
• A 2005 review of more than 120 studies of comprehensive health management programs offered by
employers as a way to curtail health care costs showed that employers experienced an average 26%
reduction in health care costs and an average $5.81 returned for every $1 invested in worksite health
promotion initiatives.62
• Lifestyle change programs targeting high prevalence, high-cost conditions such as heart disease have been
successfully incorporated as workplace interventions. One program using naturopathic doctors to deliver
education on diet, exercise, stress reduction and dietary supplements resulted in an annual employer
savings of more than $1,100 per participant.34 A similar program teaching health habits, activity, stress
management and smoking cessation with select use of integrative-trained MDs found a 48% reduction in
annual employer costs per participant.64
• A program in Resilience Training at Allina Hospitals and Clinics included mind-body techniques, exercise,
and nutrition. More than 60% of the hospital employees achieved remission of their depression without the
aid of medications, at a significant cost savings. In addition to lowered stress and anxiety levels, a research
director at Allina reported that improved productivity and activity (presenteeism) had a value of $2,181 per
employee per year.65
• A comprehensive risk-reduction program targeting 10 modifiable health risks for 2,458 workers at 121
Colorado businesses found reductions in almost all factors, including obesity (-2.0%), poor eating habits
(-5.8%), poor physical activity (-6.5%), tobacco use (-1.3%), high alcohol consumption (-1.7%), high stress
(-3.5%), depression (-2.3%), high blood pressure (-0.3%), high total cholesterol (-0.9%), and high blood
glucose (-0.2%). The return on investment (ROI) model estimated medical and productivity savings of $2.03
for every $1.00 invested at one year, with stronger projected savings as the course of chronic disease is
avoided.
• The implementation of Whole-Person Caring programs emphasizing self-care, self-healing practices and lifestyle changes among hospital employees significantly decreased turnover, reducing costs by $1.5 million per
year. In addition, patient satisfaction significantly improved (even through the program didn’t treat patients
directly).66
Employers sometimes question whether the ROI on prevention and wellness continues over time. Data from an
eight year analysis show positive ROI for each program year with ratios ranging from a low of 1.16:1 to a high of
2.83:1. The average ROI across all eight years was 2.02:1. The total ROI approximated more than $6 million.67
The workplace is a microcosm of society. Creating a culture of health and a healthy environment
supports a healthy lifestyle. The most effective workplace wellness programs show a return on
investment greater than $6:1. Exemplary programs are intentional about creating a strong culture of
health, and often include modifications to the cafeteria and vending machine options, promotion
of walking meetings, smoking bans, and enhancements to the physical environment to promote exercise,
relaxation and stress reduction. Other critical factors include staff training to ensure that peers and managers are
supportive and encourage healthy habits, allow time off for preventive clinical screenings, and offer incentives for
healthy behavior activities (for example, discounts on insurance premiums).
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CARING FOR THE WHOLE PERSON:
Integrative Practice Models
Integrative practice models achieve success.
What is whole person care? It means treating the whole person; body, mind, emotions and spirit. Whole person
care takes into consideration the individual and the world in which they live. It is person-centered. Whole person
care means more time understanding each person thereby reducing duplicate, repetitive, or unnecessary
treatments, tests, or visits. Whole person care helps patients avoid expensive complications and adverse events
by using holistic treatments and self-care recommendations. This is the care complementary and integrative
health practitioners provide, and we believe this cost-effective approach should be the model of primary care for
all of America.
• Patients whose primary care provider was a doctor of chiropractic had lower costs and less health care
utilization. Over a seven year period, patients of chiropractic primary care providers (PCPs) demonstrated
decreases of 60.2% for in-hospital admissions, 59.0% fewer hospital days, 62.0% fewer outpatient surgeries
and procedures, and 85% lower pharmaceutical costs when compared with conventional medicine.68
• In a ranking of 41 medical offices in the Pacific Northwest, the only integrative medical clinic in the group – a
Seattle group staffed by naturopathic doctors, acupuncturists, nutritionists, psychologists, and integrative
medical doctors – was rated number one. The study polled 90,000 patients; the integrative clinic was one of
only three medical groups to score above 90th percentile on all four measures of patient experience.69
CAM is widely covered by insurance and is widely used in hospital-based systems in Europe. In fact, many
European general practitioners (GPs) have specialty training in CAM. European Union CAM doctors work in
mainstream hospitals (mainly in outpatient departments) offering acupuncture, homeopathy, naturopathic
medicine, and other similar modalities.
• In the UK, 83% of GPs refer for CAM treatments and 20–40% provide CAM treatments (chiropractic,
acupuncture, homeopathy) themselves. In Germany, 70% of GP’s support CAM and 10% of all medical
doctors hold an additional CAM qualification (up 125% in eight years).
• 75% of Swiss hospitals and other birthplaces use homeopathy during childbirth, administered by midwives
and doctors. Thirty percent of the time, homeopathy substitutes for conventional medicine. The rest of the
time homeopathy is combined with conventional treatments.70
• Dutch, Swiss and UK studies of holistic primary care have found better outcomes and lower costs. A sixyear analysis in the Netherlands of nearly 1.6 million patients compared health care costs for patients of
CAM GPs versus those receiving care from a conventionally (CON) trained GP alone. Mean annual costs
of patients of CON GPs were $2,218. The mean annual costs of patients of CAM GPs are $352 (12.4%) less,
mainly due to lower hospital and pharmaceutical care costs. Lower costs were found across all ages, but the
biggest savings in hospital costs were in adults aged 50-75, whose annual expenditures were $290 lower.71
A 2003 comparison of homeopathic general practice versus conventional GPs found a 60% greater reported
cure-rate accompanied by lower costs.72 A 2011 study by the Swiss government found a 15% reduction in overall
health care costs of patients whose GP used homeopathy or CAM, despite CAM patients having more chronic
conditions and serious illness. Patients of conventional doctors had four times as many serious side effects
as those treated by homeopathic doctors.73 A dozen additional studies demonstrate that homeopathy is a
cost-effective primary care approach.
As insurers and policy makers become aware of the better outcomes, high patient satisfaction and lower costs of
CAM, we fully expect they will increase their support of CAM providers in primary care roles and their support for
integrative practice models.
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CARING FOR THE WHOLE PERSON:
Focus on Holistic Nursing
The role of nursing in transforming health care.
Nursing is uniquely positioned to play a major role in the transformation of health
care. Nurses represent the largest segment of the U.S. health care workforce, with
more than three million members. Nursing practice covers a broad continuum of
health care from health promotion, to disease prevention, to coordination of care,
to cure when possible, to palliative and hospice care when cure is not possible.74
The Institute of Medicine (IOM) studied ways to provide affordable quality care that is accessible to all, patientcentered, evidence-based and leads to improved health outcomes. Two key recommendations of the IOM’s
report were to “ensure that nurses practice to the full extent of their education and training” and to provide
opportunities “for nurses to assume leadership positions and to serve as full partners in health care redesign and
improvement efforts.”75
Utilizing nurses with advanced training such as nurse practitioners, clinical nurse specialists, nurse coaches, and
those nurses with specialty board certifications (including holistic nursing) to the full extent of their training and
education can help meet our nation’s needs for primary care, prevention, and health promotion that is affordable
and more accessible.
• A meta-analysis of nurse practitioners found they had higher levels of compliance, patient satisfaction,
and “resolution of pathological conditions” when compared with physicians.76 Nurse practitioners (NPs)
accomplish this higher quality care at lower cost.77
• Based on a systematic review of 37 studies, cost-related outcomes such as length of stay, emergency visits,
and hospitalizations for NP care are equivalent to those of physicians.78 In 2012, modeling techniques were
used to predict the potential for increased NP cost-effectiveness into the future, based on prior research
and data. Using Texas as the model State, the potential economic impact associated with greater use of NPs
and other advanced practice nurses, projected over $16 billion in immediate cost reductions, which would
increase over time.79
• A Kaiser Permanente study of over 40,000 patients found significantly higher patient satisfaction with nurse
practitioner-delivered primary care.80
Holistic nursing uniquely contributes to affordable care. Holistic nursing is defined as “all nursing practice
that has healing the whole person as its goal.”81 In 2006, the American Nurses Association (ANA) officially
recognized holistic nursing as a distinct nursing specialty with a defined scope and standards of practice. The
official recognition acknowledges holistic nursing’s unique contribution to health, healing, and wellness. Holistic
nurses use complementary, alternative, and integrative therapies that enhance the body, mind, emotion, and
spirit to foster healing, health, wholeness, and well-being. Holistic nurses regularly employ imagery, visualization,
relaxation, deep-breathing techniques, stress management, aromatherapy, and subtle energy therapies for
patients in hospitals and private practice. Often used with cancer patients, these interventions are useful in
reducing stress, pain, anxiety, and depression; accelerating healing; and promoting a greater sense of well-being
and improving the quality of life.82 83 84 85 Applying non-invasive, non-narcotic, self-empowering and self-healing
interventions for commonly occurring problems fosters health and wellness at little or no cost.
Holistic nurses understand the scope of practice for conventional and non-conventional providers of health care
and medicine. They provide information and counseling to people about alternative, complementary, integrative
and conventional health care practices and facilitate negotiation of services as they guide individuals and families
between conventional Western medical and alternative systems. As the delivery of care becomes more complex
across a wide range of settings, the need to coordinate care among multiple providers becomes ever more
important.86 Holistic nurses play a major role in providing and coordinating cost effective services that promote
health and wellness.
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COST SAVINGS
Health insurers reap savings when plans
include “every category of provider.”
The Washington state health care experience has demonstrated that credentialing complementary and
alternative medicine providers within health insurance plans significantly reduces health care costs. In 1996,
the Washington State Legislature mandated that insurers cover “every category of provider” that could legally
provide a given service. So, if an insurance company covered an annual cervical cancer screening exam, the
insurer had to cover it whether the exam was performed by a medical doctor, nurse practitioner, naturopathic
physician, or other practitioner acting within his or her scope. Similarly, if “low back pain” or “pregnancy” or
“diabetes” is a covered condition, the insurer must allow patients to choose the type of licensed provider they
desire to treat that condition.
Analysis of data from the four largest insurers in the state of Washington over the first decade of this law provides
an excellent case study of what the nation could expect if CAM practitioners were more broadly covered by
insurance.7
Costs by CAM Use

• CAM users had lower average
expenditures than nonusers ($3,797
versus $4,153 annually). 87
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• Overall, lack of use of CAM providers
cost insurers $355 more per enrollee
per year or $3.2 million across the
State.88
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• Patients who saw a naturopathic
doctor, acupuncturist, chiropractor
or massage therapist through their
insurance benefits had lower inpatient
expenditures: $765 versus $1,178
for enrollees not working with CAM
providers.

$3,798

Category of Costs

• The largest difference was seen in
the patients with the heaviest disease
burdens; the sickest CAM users
averaged $1,420 less annually than
nonusers, a difference that is both
statistically significant and highly
meaningful to insurers.

$4,153
Total

Average Annual Insurance Expenditures
(US Dollars $)

The Veterans Health Administration (VHA) is another large payer. In 2011, the HAIG Report shows 90% of VHA
facilities offer CAM services in some form.89 The broad dissemination of CAM within the VHA is a testament to
its value, and formal studies of CAM’s cost-effectiveness currently are underway. It is noteworthy that in 2002, the
VHA considered chiropractic care to be a CAM modality, but since has re-classified it as a mainstream practice.
Therefore, all references to chiropractic care were removed from definitions of CAM for 2011, and the 2002 data
were updated to reflect the removal of this modality.
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A Call to Action: The Trillion Dollar Solution
The U.S. health care system is in crisis. There is an urgent need for
a health care transformation that will meet the Triple Aim through
reduced costs, improved outcomes in population health, and an
enhanced patient experience. Licensed integrative health and
medicine professionals are the answer to this crisis. Their approach
to collaborative care produces better health outcomes, higher
patient satisfaction, and lower costs when compared with conventional medicine alone. Study after study
demonstrates that full integration of CAM across the American health care system will reduce health care costs
by billions of dollars – perhaps more than $1 trillion – each year.
Accordingly, The Integrative Healthcare Policy Consortium encourages implementation of the following measures
without delay:
• License and regulate qualified providers of CAM in all parts of the U.S.
• Implement section 2706 of the Affordable Care Act, stopping discrimination by insurers against licensed
CAM practitioners. This law provides for insurance coverage of a covered service by any licensed practitioner
acting within his or her scope. Enforcement of this law has the potential to replicate the successful, cost
saving Washington state insurance experience nationally. CoverMyCare is a consumer-facing campaign to
encourage advocacy on this issue (www.covermycare.org).
• Apply the same evidence-based criteria to determine covered modalities from conventional and CAM – this
would decrease coverage for unproven expensive surgical procedures and increase coverage for proven
modalities like acupuncture and the other approaches used by CAM practitioners.
• Increase the proportion of the U.S. health care budget committed to public health initiatives focused on
health promotion and prevention, such as school-based weight loss programs, healthier food options,
and making communities safe for outside physical activity.
• Increase the proportion of U.S. research dollars allocated to the National Center for Complementary and
Integrative Health to further the study of CAM and health promotion.

About the Integrative Healthcare Policy Consortium
The Integrative Healthcare Policy Consortium advocates for an integrative healthcare system with equal access
to the full range of health-oriented, person-centered, regulated healthcare professionals. We envision a national
healthcare system devoted to optimal health and well-being. Our Partners for Health include:
Academy of Integrative Health and Medicine
American Academy of Pain Management
American Association of Naturopathic Physicians
American Holistic Nurses Association
American Massage Therapy Association
Alliance for Massage Therapy Education
Bastyr University, Center for Health Policy and Leadership
International Chiropractors Association
International Chiropractic Pediatric Association
Life University
National Association of Certified Professional Midwives
National Center for Homeopathy
National Certification Commission for Acupuncture and Oriental Medicine
Naturopathic Medical Students Association
Palmer College of Chiropractic
Samueli Institute
This booklet was made possible by grants from the Miraglo Foundation and the Taylor Advised Endowment Fund
for Integrative and Holistic Medical Education and Research, and Emerson Ecologics.
Published by the Integrative Healthcare Policy Consortium—www.ihpc.org
Design by Claire MacMaster
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Acupuncture’s Place in U.S. Healthcare

T

he National Center for Complementary and Alternative Medicine (NCCAM) defnes complementary and alternative medicine (CAM) as
“a group of diverse medical and health care systems, practices, and products that are not generally considered to be part of conventional
medicine.”1 Nearly 40% of United States citizens use some form of CAM each year2 and according to the 2007 National Health Interview Survey
(NHIS) there were 354 million visits to CAM providers and 835 million CAM purchases. The 2007 out-of-pocket expenditure for CAM in United
States was nearly 34 billion dollars.2 Visits to a health care practitioner of any kind totaled $61.5 billion, of which, $11.9 billion was spent on
CAM providers such as acupuncturists and chiropractors. Over 3.1 million adults visited an acupuncturist in 2007, a fgure that has risen sharply
over the past decade; in 1997 there were 272 visits to an acupuncturist per 1,000 adults compared to 79.2 visits in 2007.3 This is due, in part, to
successful efforts at regulation and licensing acupuncturists, a movement toward standardization of acupuncture delivery, and increased referrals
by MD/DO physicians.4, 5

Making Medical Decisions Depends on Perspective
Factors involved in a patient’s decision to seek CAM treatments in general and acupuncture specifcally are varied and complex.6 They include
a desire to participate in one’s own care, dissatisfaction with or ineffectiveness of conventional therapy, a desire to avoid side effects or complications of conventional therapy, and belief in a holistic versus reductionist view of health and disease.3, 6 While reasons that patients choose
acupuncture vary, the decision to pay for most or all of the costs without reimbursement strongly suggests that acupuncture is perceived as both
valuable and benefcial to consumers.
An insurance company’s decision to cover acupuncture (or any treatment) is based on different factors. Insurance companies and health
management organizations (HMO) must balance their overall costs with the need to attract and keep customers. The strategies used to determine
premium rates and selection of benefts are not publicized but are based on market analyses, actuarial tables, and negotiations with large and
medium corporations. Oddly enough, overall patient health may not be the primary determining factor. When this decision process is applied to
acupuncture, some insurance companies have determined that paying for visits to an acupuncturist represents a good investment.
Health programs operated on a national level, so called state health programs (not to be confused with individual states within the United
States), base funding decisions on a different set of factors. One of the major incentives of federally-operated health care systems is to keep citizens healthy and functional. As national systems operate with a fnite pool of resources, maintaining the health of the citizenry must be achieved
at a reasonable cost. To achieve this goal, administrators of state health programs rely on economic evaluations of treatments to determine what
services should and can be covered. Implicit in this evaluation is the effectiveness of treatment—ineffective treatments are not considered in a cost
analysis. Each effective treatment needs to be weighed against its expense. For example, if each citizen has a colonoscopy every month for their
entire lives, deaths from colon cancer could be virtually eliminated; however, the direct and indirect costs of this colon cancer screening would be
exorbitant and would leave few resources for any other medical intervention. Thus decisions about resource allocation on a national level must
balance effective treatments with relative cost.
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Acupuncture Reimbursement by Some Western Countries
Government attitudes toward reimbursement for acupuncture vary. In the United Kingdom, acupuncture is available through the federally
funded National Health Service (NHS).7 Patients obtain acupuncture referrals from their general practitioner and about one million people
receive acupuncture treatments through the NHS each year. In France, acupuncture is not covered by the federal health care system but its costs
are tax deductable, similar to dental care which is tax-deductable for those above the age of 14 and not yet retired.8 While coverage varies by territory, Health Canada does not cover acupuncture beyond an initial visit; however, many supplemental insurance companies in Canada do cover
treatment. A similar situation exists in the United States with an increasing number of health insurance companies covering some of the cost of
acupuncture. Medicare does not currently reimburse for acupuncture treatments.

Performing Economic Evaluations
There are various ways to perform economic evaluations and each method of economic evaluation has advantages and disadvantages.9 Also, there
is signifcant variation in terminology and defnitions across economic papers which complicates both interpretation and generalizability across
different populations.10 The challenges that acupuncture researchers face in conducting clinical trials also exist for those conducting economic
evaluations. Many of these challenges, however, exist for researchers in mainstream medicine as well, and efforts are underway to standardize
economic evaluations so that they are of maximal usefulness to health policy decision makers.11
The simplest form of economic evaluation is the cost-identifcation study (CIS). A CIS simply defnes the economic outcomes of a particular
intervention. A CIS can be a useful tool for framing a larger economic evaluation but rarely serves as a complete cost analysis for a treatment.
There are three types of full economic evaluations used in health care economics: namely cost-effectiveness analyses (CEA), cost-beneft analyses
(CBA), and cost-utility analyses (CUA). A primer on economic evaluation, particularly as it relates to CAM, is provided by Herman et al.12
The National Institute for Health and Clinical Excellence (NICE) is an organization responsible for providing health care guidance to the
UK’s NHS. NICE states a preference for cost effectiveness studies, specifcally CUA, to be reported in terms of a metric called a quality-adjusted
life-year (QALY; Table 1). The generally accepted defnition of a QALY is how NICE defnes it: “a measure of a person’s length of life weighted
by a valuation of their health-related quality of life (HRQL) over that period.” A QALY is the arithmetic product of life expectancy and quality of
life. A year of perfect health is worth 1, death is scored as zero, and health states that are considered worse than death may be assigned a negative
value. Determining a patient’s HRQL can be done with several valid, reliable, and patient-friendly questionnaires such as Short Form (SF-36)13
and EuroQoL Five Dimensions (EQ-5D is preferred by NICE).14 In practical terms, one of these questionnaires is completed prior to, during, and
after treatment to assess HRQL as perceived by patients. In this way, any change in HRQL that arises from the treatment can be quantifed and
compared to the effect of a second treatment.

Table 1 - Key Points of a Quality-Adjusted Life-Year or QALY
QALY is the arithmetic product of life
expectancy and quality of life
• A year of perfect health is worth 1
• Death is rated as zero
• Health states that are considered
worse than death may be assigned
a value less than zero

Treatment A provides fve years in heath state 0.80
Treatment B provides fve years in heath state 0.40
Treatment A = (5)(0.80) = 4 QALYs
Treatment B = (5)(0.40) = 2 QALYs
In fve years, Treatment A provides an additional 2
QALYs over Treatment B

There are several instruments used to assess QALY like EuroQol (EQ-5D) and the Short-Form 36 (SF-36)
QALY is a useful measure for comparing the health benefits of treatments in terms of cost per QALY
Commonly used figures for cost per QALY are $50,000/QALY in the US and £30,000/QALY in the
UK55
QALYs can be used in cost-utility studies to define a cost-utility ratio
Cost-Utility Ratio
Cost of Treatment A - Cost of Treatment B
Number of QALYs from Treatment A - Number of QALYs from Treatment B

The other part of a CUA is to determine the costs for the treatment. For a basic analysis, an accounting of most costs is straightforward. Costs
of acupuncture might include a measurement of the combined costs of the acupuncturist’s time, needles, and herbs while the same analysis
applied to conventional medicine could include costs of physician’s time, diagnostic tests, test interpretation, medications and/or surgery. In
addition to direct and indirect costs, proper economic evaluations of acupuncture should attempt to include intangible costs such as pain and
suffering. Intangible costs can be more diffcult to quantify than direct and indirect costs, but these costs can be particularly important to capture
when studying acupuncture interventions.
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Economic Analysis in Acupuncture
Determining health outcomes in terms of QALYs has several major advantages, especially for the feld of acupuncture. QALYs and CUA are
becoming the standard means of discussing health outcomes as laid out by NICE. This metric provides health care policy makers with a tool to
determine the value of a particular treatment. By constructing acupuncture trials in terms of QALYs, insurance companies and federal organizations have useful information in an easily comparable format. HRQL questionnaires provide specifc benefts of acupuncture since they offer a
scientifcally reliable way of quantifying effects of treatment.13 This provides a solution for not only some of the barriers to acupuncture research
in general15, but also the hurdles that acupuncture faces as it seeks to justify costs alongside other forms of health care.
Perhaps the clearest example of how a demonstration of cost utility affects health care policy decisions at a national level comes from a series of
studies performed in Germany, specifcally the Acupuncture Randomized Trials (ART),16-18 the Acupuncture in Routine Care (ARC) studies,19 and
the German Acupuncture trials (GERAC).20-23 These large clinical trials not only demonstrated the beneft of acupuncture in various disease states,
but showed them to have an acceptable cost-utility in terms of cost per QALY as long as the rate of an acupuncture session does not exceed €35
(roughly $50).24 In April 2006, Germany’s social health insurance funds began normal reimbursements for acupuncture treatment of chronic low
back pain and osteoarthritis of the knee.

Effectiveness of Acupuncture
Any discussion of the economic impact of an intervention, especially when considering it for inclusion/exclusion in a national health system,
must begin by demonstrating that intervention’s benefts to health. According to NCCAM, CAM includes therapies that have not yet been shown
to be safe or effective in large, scientifc trials. NCCAM acknowledges, however, that there are different amounts and levels of scientifc evidence
to support various CAM therapies. While it is true that acupuncture has not yet been demonstrated in Western scientifc literature as effective
in the treatment of all medical diseases and disorders, extensive research has demonstrated the benefts of acupuncture for various illnesses.
Systematic reviews of the use of acupuncture have shown a signifcant beneft in many medical conditions including neck disorders,25 migraine,26
tension headache,27 and postoperative nausea and vomiting28 among others. Apart from these disease states, hundreds of small studies in the
literature have shown acupuncture’s beneft. As acupuncture researchers continue the current trend of performing high quality clinical trials,
other roles for acupuncture, as adjunct or replacement for conventional health care, will likely emerge.

Methods
Searches were conducted between May and August 2009 using the search terms: complementary alternative medicine, complementary, alternative, acupuncture, cost-effective, and economic. Searches were conducted on Medline, PubMed, and Web of Science. Some relevant studies were
found by alternate methods including NIH and NHS documents on CAM and through the bibliographies of published studies. Acupuncture
treatments that involved needling, electroacupuncture, laser acupuncture, and/or acupressure were considered. In some studies, acupuncture
needling may have been administered with adjunctive interventions such as moxabustion, cupping, life skills education, etc. For purposes of
evaluating the status of economic evaluation in the literature, the defnition of cost studies in this study was fairly broad. All acupuncture studies
that discussed cost, regardless of payer perspective or type of economic analysis, were included. Studies that did not discuss cost were excluded.

Results
The Value of Acupuncture
Superfcially, the cost of acupuncture should be relatively low when compared to conventional medicine. Modern conventional medicine is based
on the results of numerous diagnostic tests, branded pharmaceuticals, and surgical and non-surgical procedures, which are often expensive. In
contrast, the cost of acupuncture treatment supplies is relatively small and typically included in the overhead costs of the acupuncturist’s practice.
While there may be notable exceptions,29 most acupuncture practitioners spend nearly an hour with each patient per visit. Since the average time
that an MD/DO physician spends with patients is less than 20 minutes30, 31 the relative costs of acupuncture treatment time must be considered.
Economic studies of acupuncture date back to the mid-1990s (Table 2). They have included CIS, CBA, CUA and CEA evaluations and have
covered a wide range of disease states or symptoms. In one of the earliest studies of acupuncture economics, Paul Downey reported results of
50 consecutive patients who presented for a surgery and, if suitable for acupuncture treatment based on a physician’s determination and their
willingness to try the therapy, were given acupuncture.32 The conditions treated varied widely since consecutive patients were enrolled, regardless
of diagnosis. Eighty percent of the participants reported symptom improvement and over half rated their symptom relief as good or excellent. Ten
cases had a complete resolution of symptoms. Downey then asked the question, “What other treatment would have been offered to this patient
if I had not used acupuncture?” He determined that the cost savings were on the order of £12 per patient in the study. The study is admirable,
in that acupuncture was studied in a way that is similar to the way that acupuncture is practiced: unrestricted and based on the acupuncturists
assessment. No limitations were placed on which acupuncture points were used or what components of acupuncture could be used in the trial.
It also compared acupuncture to conventional care across many different diagnoses. As an economic evaluation, however, the Downey study is of
limited usefulness for several reasons, not the least of which is its lack of randomization. All participants were asked if they wished to participate,
which introduces a selection bias to the group.
In the late 1990s, Steven Lindall followed 65 patients with pain, mostly of musculoskeletal origin, and offered them acupuncture for pain
control as an alternative to outpatient referral.33 Over three quarters of the participants responded to acupuncture treatment, and, based on these
results, the author determined that UK’s NHS saved approximately £232 per patient. This study was small and not controlled, but it was one of
the earliest indications that acupuncture may offer a cost savings over traditional therapies. Also not included in the estimation of conventional
care was the cost of medications, often a considerable expense when dealing with pain management issues.
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Table 2 – Cost Studies and Economic Evaluations in Acupuncture
Study

Disease/Symptom

Cost Analysis

Study Design

Participants

Cost outcome of acupuncture

34

Ballegaard 1999

Angina

CBA

Open, Prospective

105 patients

Cost savings over 5 years were
$32,000 per patient

Ballegaard 200435

Angina

CBA

Retrospective, Nonrandomized

168 consecutive patients
who had clinical angina
and proven ischemia

Cost savings over 3 years were
$36,000 for surgical and
$22,000 for nonsurgical patients

Branco 199936

Carpal Tunnel

CEA

Open treatment,
not controlled

36 hands in 31 patients

Average cost savings of $11,000
per patient

Downey 199532

Various

CBA

Case studies

50 consecutive patients

Cost savings of £12 per patient
over 50 patients

Humaidan 200446

Oocyte Retrieval

CEA

Randomized, Prospective

200 patients

Cost savings of €1.35 per patient

Liguori 200052

Migraine

CEA

Randomized, Prospective

120 patients

Cost savings of 1,332,000 Italian Liras (obsolete) per patient;
Roughly 700 Euros

Lindall 199933

Various

CIS

Not random or controlled

65 patients

Cost savings of £232 per patient

Naeser 200253

Carpal Tunnel

CEA

Double-blind, placebo
controlled RCT

11 patients who failed
standard medical/surgical
treatment

Approximately $4,000 cost savings per patient

Paterson 200354

Dyspepsia

CEA

RCT, Open

60 people with dyspepsia
for not less than 2 weeks

Increased cost of £11.61 per
patient over 6 months

Ratcliffe 200640

Back Pain

CUA

Pragmatic, RCT

241 adults with nonspecifc low back pain of
1 to 12 months duration in
2:1 ratio of acupuncture to
control

ICER of 0.012 QALY (1 yr)
ICER of 0.027 QALY (2 yr)
£4241 per QALY (SF-36)
£3598 per QALY (EQ-5D)

Reinhold 200843

Arthritis

CUA

RCT

489 patients to receive
immediate or delayed
acupuncture

ICER of €17,845 per QALY
gained

Spira 200845

Various

CBA-CEA

Case studies, Open

500 patients

Cost savings of $3,956 per avoidance 1 hospital day

Willich 200641

Neck Pain

CUA

RCT

3,451 patients; 1,753
acupuncture, 1,698
control

ICER of €12,469 per QALY
gained

Witt 200644

Back Pain

CUA

Both RCT and nonrandomized

11,630 patients;
1,549 randomized to acu,
1,544 randomized to ctrl;
8,537 not randomized

ICER of €10,526 per QALY
gained

Witt 200838

Headache

CUA

RCT

3182 patients
1613 acupuncture;
1569 controls

ICER of €11 657 per QALY
gained

Witt 200844

Dysmenorrhea

CUA

Both RCT and nonrandomized

649 women; 201 randomized

ICER of €3,011 per QALY
gained

Witt 200942

Allergic Rhinitis

CUA

RCT, open

981 patients

ICER = €17,377 per QALY
€10,155 for women
€44,871 for men

Wonderling 200437

Headache

CUA

RCT

401 patients

0.021 QALY for one year,
£9180 per QALY gained

Abbreviations: CBA – Cost-beneft analysis; CEA – Cost-effectiveness analysis; CIS – Cost-identifcation study; CUA – Cost-utility study;
EQ-5D – EuroQoL 5 Dimensions; ICER – incremental cost-effectiveness ratio; RCT – Randomized, controlled trial; SF-36 – Short Form 36;
QALY – quality-adjusted life-year
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In that same decade, Ballegaard and colleagues performed an open, prospective study on 105 patients with angina pectoris.34 Seventy-three
patients were candidates for invasive treatment while the others were excluded from invasive treatment for various health reasons. A cost savings
of around $30,000 was calculated for each patient enrolled in the study. This cost savings was mainly attributed to a reduction in hospitalization
and surgery. The Ballegaard study in 1999 is important since it is the frst full economic evaluation of acupuncture including not only measure of
cost and beneft, but also HRQL measures. In 2004, Ballegaard and coworkers reported results from cardiac patients that were too ill to undergo
conventional interventions, and, again, acupuncture (combined with stress management techniques, lifestyle adjustments and Chinese health
philosophy) was effective and saved tens of thousands of dollars on average.35
Around the same time, Branco and colleagues showed that needle or laser acupuncture not only provided effective pain relief to patients with
carpal tunnel syndrome (in 33/36 hands), but, resulted in a cost savings of around $10,000 per case, which combines cost estimates of approximately $5,000 for those that do not need surgery and $20,000 for those patients that do require surgical release of the carpal tunnel.36
Headache, whether of migraine or tension-type, is also effectively treated with acupuncture and has been the focus of several cost-effectiveness
studies. Vickers, Wonderling, and coauthors performed a randomized, controlled trial looking at the use of acupuncture on chronic headache,
mostly migraine-type.37 The trial randomly assigned 401 patients to receive either acupuncture or conventional care over a three month period.
Patients in the acupuncture group could receive up to 12 acupuncture visits over that three month period. The main outcomes were headache
score and HRQL as assessed by SF-36. At twelve months, the headache score was lower in the acupuncture group versus standard care, and
patients undergoing acupuncture treatment experienced 22 fewer days of headache per year than subjects in the control group. Acupuncturetreated subjects used 15% less medication, took 15% fewer sick days from work, and consulted a general practitioner 25% less often than
controls.
During the frst year of this study, acupuncture led to a mean increase of 0.021 QALYs translating to a base-case estimate of nearly £9180 per
QALY gained. The cost per QALY is the amount that would be required to achieve a year of perfect health. Commonly used fgures for the maximum acceptable cost per QALY are $50,000/QALY in the US and £30,000/QALY in the UK.38 While the cost of acupuncture was slightly more
than conventional treatment, Wonderling et al. suggest that if medical decision makers are willing to pay up to £30,000 per QALY (and perhaps
less) then acupuncture is a cost effective intervention for chronic headache.37 Similar results were obtained by Witt and coauthors.38 This analysis
examined outcomes of over three thousand patients and found that while the cost of acupuncture does exceed conventional care, the incremental
cost-effectiveness ratio of acupuncture treatment was nearly €12,000 per QALY gained.
Low back pain is another symptom in which the scientifc literature supports the use of acupuncture.39,19 Ratcliffe and colleagues performed
a full CEA of a randomized, controlled trial including 241 adults with non-specifc low back pain.40 In this study, two thirds of participants
received individualized acupuncture (along with traditional Chinese medicine) and the rest received usual care. As with chronic headache,
acupuncture was slightly more expensive than the usual care group, however the mean incremental health gain was 0.012 QALYs at one year
and 0.027 QALYS at two years with a base case estimate of £4241 per QALY gained. The authors concluded that acupuncture provides a modest
health beneft for a minor extra cost in persistent low back pain.40 This work was echoed by Witt and colleagues who studied over 11,000
patients with back pain.19 It is interesting to note that many participants refused to be randomized fearing they may be assigned to the group
not receiving acupuncture, thus a portion of the participants were not randomized. Considering only those subjects that were randomized, back
function was signifcantly better in the acupuncture group versus control and HRQL was rated higher in the randomized acupuncture arm.
Results from non-randomized subjects were similar. Based on these results, the incremental cost-effectiveness ratio was €10,526 per QALY.
Acupuncture appears to be cost-effective in neck pain as well. Willich and colleagues randomized nearly 3,500 patients with neck pain of
over six months duration to receive acupuncture or delayed acupuncture treatment for three months (control group).41 They used a HRQL scale,
SF-36, at baseline and at intervals. Subjects were not restricted from accessing the German health system for primary care during this period. As
with other disease states, acupuncture was more expensive than not performing acupuncture due to the cost of the treatments themselves; the
incremental cost-effectiveness ratio (ICER) was €12,469 per QALY gained. This same group looked at allergic rhinitis42 and found acupuncture to
be cost effective in women (€10,155 per QALY), but less so for men (€44,871 per QALY). This gender specifcity was also seen when this group
considered the cost effectiveness of osteoarthritis of the knee.43 Reinhold and colleagues concluded that acupuncture is both effective and cost
effective, though more so for women. In a study of women with dysmenorrhea, this same group found a good clinical beneft for acupuncture
and an exceptionally low ICER of €3,011 per QALY.44 It should be noted that acupuncture is primarily performed by physicians in Germany.
Physician-performed acupuncture may raise the overall cost of the intervention compared to countries in which acupuncture is performed by
licensed, non-physician practitioners.
A particularly intriguing study performed by Commander Alan Spira demonstrates the effectiveness and cost-beneft of acupuncture within the
United States military.45 Spira studied 500 sailors that were deployed to Iraq in 2006-7, and all care was performed by board-certifed physicians
and/or board-certifed acupuncturists depending on the treatment arm of the study. Patients were offered acupuncture instead of or in addition to
conventional medical care. Acupuncture was delivered as some combination of needle acupuncture, electroacupuncture, moxibustion and other
treatments common to traditional Chinese medicine. A total of 435 acupuncture treatments were administered to 132 patients for a variety of
acute and chronic illnesses and injuries. Orthopedic complaints were by far the most common symptom treated and usually ailments of the back
or spine.
Treatment outcomes were divided into three categories: signifcant improvement, improvement, or no improvement. Signifcant improvement
was defned as a patient requiring fewer than three treatments, or one who experienced a greater than 50% decrease in symptoms based on a
subjective measure. Less than 20% of patients receiving acupuncture experienced no beneft at all across all ailments treated, while over half of
individuals reported signifcant beneft from acupuncture treatment. Also interesting in this study was the high acceptance rate of acupuncture as
a treatment modality among US service personnel. This is especially true among patients who faced daily use of pain or anti-infammatory drugs.

Chiropractic Cost Effectiveness Studies
Cost Savings in Primary Care
A 6-year analysis of the national Medical Expenditure Panel Survey showed Complementary and Alternative
Medicine (CAM) users (compared to non-CAM users) had:
• Accessed Doctors of Chiropractic for 75% of the CAM providers
• Significantly better self-reported health
• Lower spine-related medical costs by $424
• Lower total health care cost by $7961
In a large managed-care system, a 4-year retrospective review of claims from 1.7 million health plan members
demonstrated reduced overall health care expenditures for those whose insurance plan included a chiropractic
benefit, including:
• Lower annual total health care expenditures ($1463 vs $1671 per member per year)
• Lower expenditures for back pain were 25% less ($289 vs $399 per episode)
• 1.6% decrease in total annual health care costs at the health plan level2
In one integrative medicine independent provider association, members receiving primary care services from
Doctors of Chiropractic (versus Medical Doctors) in a major metropolitan mid-west city had:
• 43% fewer hospital admissions
• 58% fewer hospital days
• 43% fewer outpatient surgeries and procedures
• 51.8% less pharmaceutical costs
60% of this population was managed solely by the DC as their primary care provider.3
Cost Savings in Spine Care
Blue Cross Blue Shield data collected over 2-years analyzed the cost of open access to chiropractors and MDs
through self-referral, without limiting the number of visits or differences in co-pays. Results showed:
• Paid claims for episodes of back pain care initiated with a chiropractor were 20% less expensive than
episodes initiated with an MD, after adjusting for risk.
• Savings to a payer for allowing DC-initiated episodes of care were estimated to be $2.3 million per year. 4
According to an Optum Health analysis of 14.7 mission episodes, individuals with back pain who see a Doctor of
Chiropractic first:
• See fewer total health care providers for that episode
• Have the lowest total cost per episode compared to other provider types
• Are less likely to undergo imaging
• Are prescribed fewer medications
• Are more likely to receive treatment recommended by practice guidelines5,6
In one managed care network, the claims of 8 million members were evaluated to determine how patients utilize
chiropractic treatment when they have a chiropractic benefit. They found:
• Patients substituted chiropractic care for medical care on an one-to-one basis
• Expanded choice did not result in more patients seeking care, instead, it provided an expanded network
of providers for increased access7
A 2015 systematic review of 25 cost comparison studies of chiropractic in the US,
•

92% of studies in private health plans reported lower health care costs for members whose spine care
was managed by doctors of chiropractic. On average, chiropractic care reduced costs by 36%.
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What makes this study so compelling, beyond the general effectiveness of acupuncture in overseas military personnel, is the discussion of cost. In
Spira’s study, the cost of raw materials used in acupuncture was nominal—about 10 cents per single-use, sterile acupuncture needle. The cost of
long-term analgesics, whether ibuprofen or COX-2 inhibitors, outweighs the acupuncture costs considerably. When added to the costs associated
with treating side effects of medicinal therapy, the cost beneft ratio is largely in favor of acupuncture. Spira found that if one hospital day was
avoided by the use of acupuncture, the cost savings would be $3,956 per patient. Unfortunately, this evaluation does not include the cost of the
acupuncturist’s time which, in effect, overestimates the cost savings.
Care must be taken, however, to draw proper conclusions from the collected data. Humaidan and Stener-Victorin examined the role of
electroacupuncture as a replacement for conventional medical analgesia in oocyte retrieval, a part of in vitro fertilization.46 Patients in both trial
arms received paracervical nerve blocks. The authors conclude that electroacupuncture provided cost superiority over conventional analgesia. A
careful examination of the study shows that patients undergoing electroacupuncture experienced signifcantly more pain immediately after the
ovum retrieval than those receiving drugs. The cost savings of acupuncture was roughly €1.35 per patient. Overstating the effects of a treatment,
whether direct benefts or cost, undermines the scientifc validity of the endeavor and the feld as a whole.
Many studies that have performed economic evaluations of acupuncture were designed to assess acupuncture as an adjunct to conventional
therapy. While acupuncture has been shown to be cost-effective under these conditions, it is possible that when evaluated as an alternative to
more costly interventions, the increased beneft for acupuncture in terms of cost may become more obvious. Bonafede and coworkers recently
published a study in which they examined insurance claims data of 1,688 eligible acupuncture users and compared them with every 18th noneligible user (16,282 subjects). Acupuncture was found to be a statistically signifcant substitute for primary care, outpatient services, pathology,
surgery and medications to treat gastrointestinal disorders.47 The conclusion made by the authors is that acupuncture is an economical substitute
for some medical services and pharmaceuticals. It also suggests that spending on acupuncture may be offset by reductions in other medical costs.
It is precisely questions such as these that can be answered through careful clinical trial design and economic evaluation.

Conclusions
Both conventional medicine and CAM are being called upon to demonstrate beneft and justify costs.48 In this “justify or die” climate of modern
medicine, acupuncture researchers face several hurdles in conducting cost analysis work in CAM12 that are indicative of challenges in CAM
research in general.15 While it is impossible to place a value on human life, there are ways to determine how much a particular treatment costs
and psychometric instruments to estimate health and well-being. Acupuncture patients have traditionally paid for treatments and other services
mostly out-of-pocket; however, as the United States moves toward a federally-supported system of health care, discretionary spending for health
care may fall as the overall tax burden increases. Therefore it is incumbent upon all felds of health care, especially CAM providers and acupuncturists, to justify their role in health care delivery.
This economic justifcation does not need to be exceedingly diffcult, nor must it confict with the traditions or practice of acupuncture.
Just as clinical trials in acupuncture have improved over the last two decades, so have economic evaluations of acupuncture. While there are
many hurdles to performing solid clinical and economic studies of acupuncture, researchers have identifed many vehicles to overcoming these
challenges.49,15 With each high quality clinical trial performed in acupuncture, an economic evaluation should be performed in tandem. One
straightforward enhancement that can be made to future clinical trials in acupuncture is the simple inclusion of a HRQL questionnaire like SF-36
or EQ-5D. These measures are negligibly more diffcult to implement and score than tasks already performed in any other high quality clinical
trial. For acupuncture studies, it is useful to include not only the costs of treatment but also indirect costs and intangible costs as outlined by
Herman et al.12 In order to make generalizations from studies it is necessary to obtain results from heterogeneous, randomized, matched populations. While there are some technical considerations in studies on acupuncture, it is certainly possible to design studies that accommodate these
issues.50, 51
Other countries, including Western European countries, have managed to integrate acupuncture into the existing conventional system of
medicine. In fact, some nations are providing reimbursements through state health programs. This trend toward greater and more widespread
reimbursement is likely to continue as more and better economic evaluations in acupuncture are performed. Acupuncture is a safe and effective
modality when performed by qualifed practitioners and has the capacity to offer cost-effective treatment to society even when compared to
conventional medicine; however, a common language must be adopted, one that decision makers understand.
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INTRODUCTION
This publication of the American Massage Therapy Association (AMTA) examines several aspects of
massage therapy in integrated health care. It is intended to foster a more extensive discussion among
massage therapists, health care administrators and other health care professionals about the value
and efcacy of massage therapy in a variety of health care environments. This dialog and analysis has
become more important as a result of national health care reform and the Triple Aim of reform – better
health care, better patient outcomes and lower overall costs. Likewise, the evolving situation presents
new opportunities for massage therapists to be full participants in health care delivery systems, based
on existing clinical research, examples of already integrated care using massage therapy, and the fnancial advantages for both payers and patients of such integration.
The areas of focus in this document are far from exhaustive, and the categories included are not meant
to minimize the role of massage therapy in improving health and wellness, and in addressing a wide
array of health conditions. While valuable and high quality research on both efcacy for specifc conditions and on cost analysis for massage therapy already exists, all of it is still in its early stages. Based
on what already is available, the challenge for all in health care is to learn more about the efcacy and
cost-efectiveness of massage therapy provided by professional massage therapists.
AMTA’s approach to this document was to engage a variety of experts in a summary analysis of these
three areas of value within the context of health care reform. Massage therapy is already integrated into
patient care in many health care environments. However, it is not yet fully a part of average medical
insurance plans, Medicaid or Medicare. As this document shows, it is clearly time for a more systematic
approach to including massage therapy as specifc health care delivery systems, such as Accountable
Care Organizations (ACOs) and Patient-Centered Medical Homes (PCMH), evolve and become more
prominent parts of health care in the U.S. As this document indicates, there are many possibilities for
this to occur, all of which have the potential to provide better care and better outcomes in an economically sound manner.
AMTA encourages hospital and clinic administrators, physician and other health care provider groups,
and both state and federal government health care administrators to evaluate the information presented herein and use it as a stepping stone for further study and collaboration with massage therapists.
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EXECUTIVE SUMMARY
Key Themes
•

•

•

Health care reform initiatives demand care integration focused
on improving patient care and reducing overall costs.

This paper focuses on the overall value that the massage therapy
profession offers to the health system in the context of health
reform. Specifc topics addressed in this paper include:
•

Growing evidence supports the value that massage therapy
offers to integrated health systems for a range of patient health
conditions.

How is “value” defned in emerging models of integrated
health care delivery?

•

How do new care models create opportunities for integration
of massage therapists?

This presents an opportunity to integrate massage therapists as
full participants in emerging care delivery models.

•

For which clinical conditions does the evidence most strongly
support improved outcomes and/or lower costs through
massage therapy?

Health care reform creates new opportunities for massage therapists
to be full participants in health care delivery systems. “Integrated
care” is a core concept of health care reform initiatives at both
the federal and regional levels. In integrated care models, health
professionals and institutions who provide services to patients
work together to share information and coordinate care across
multiple settings. For example, primary care physicians must work
closely with hospitals, specialist physicians, and other providers
to ensure that patients get the best overall care. Integrated care
models require a “whole person” orientation, rather than care
processes that treat patients as collections of different body parts.
To get a clearer idea of what is meant by integrative medicine,
consider this defnition offered by the Consortium of Academic
Health Centers for Integrative Medicine: “Integrative medicine
is the practice of medicine that reaffrms the importance of the
relationship between practitioner and patient, focuses on the whole
person, is informed by evidence, and makes use of all appropriate
therapeutic approaches, health care professionals and disciplines
to achieve optimal health and healing.” Such a holistic approach
aligns well with the goals and techniques of massage therapy.
Another fundamental goal of health reform is enhancing the
value of the health care system, which requires that health care
providers seek to maximize quality of care and improve patient
outcomes while minimizing costs. In this context, “costs” include
the total cost of care to treat a patient (or a population of patients),
not the price of a specifc health service. To succeed under health
reform, integrated delivery systems will need to maximize value
by managing the overall cost and quality of care for their patients.
Therefore, individual massage therapists and the massage therapy
profession as a whole must defne and demonstrate the value
they offer to the health system in terms of improving quality and
lowering cost.

6 | PART 1: THE THERAPEUTIC VALUE OF MASSAGE THERAPY

Focusing the content of this document on these categories is not
meant to minimize massage therapy’s role in improving health and
well-being for a host of other health conditions in many different
settings. Rather, this document highlights how massage therapy
can contribute to the overall goals of health care reform, especially
in partnership with other health care providers. Massage therapy
has considerable value across the health care spectrum. The
integrated care models demanded under health care reform create
new opportunities to demonstrate that value.

OVERVIEW OF MASSAGE THERAPY

efforts include provisions to improve the health care delivery
system, with the goal of achieving the “Triple Aim” of better
health care, better patient outcomes, and lower overall costs. For
decades, health care costs in the United States have been rising
much faster than the Gross Domestic Product. This means health
care consumes an increasingly greater share of our nation’s
resources, a trend that is not sustainable in the long-term.4 More
recently, some studies have shown that some patients do not
receive the most appropriate care for their conditions5 and that
patient outcomes in certain cases in the United States are worse
than in other developed countries.6 Although the United States
continues to lead in the treatment outcomes of serious disease,
such as cancer, our shortcomings in prevention and promotion of
health and well-being suggest that quality of care is not as good
as it could be, even though we are spending more on health care
than any other nation. Health care leaders in government and the
private sector have linked the issues of cost and quality together.
They believe improving quality has the potential to reduce overall
costs of care by helping patients avoid expensive complications
and poor outcomes that can drive up the cost of care. In other
words, the United States can increase “value” in the health care
system by simultaneously improving quality and decreasing cost.7
This concept of value is the cornerstone of health delivery system
reform, and an area where the massage therapy profession can
make an important contribution.

Massage therapy is the manual manipulation of soft tissue
intended to promote health and well-being.1 It includes under its
umbrella many types of massage that can be applied by trained
massage therapists.
According to AMTA’s 2013 consumer survey,2 an average of
16 percent of adult Americans received at least one massage
between July 2012 and July 2013, and an average of 26 percent
of adult Americans received a massage in the previous fve years.
Forty-three percent of those who had a massage in that time
frame received it for medical or health reasons, such as pain
management, soreness/stiffness/spasms, injury rehabilitation, or
overall wellness.
Overall, 88 percent of consumers believe massage can be effective
in reducing pain and the same percentage believes massage can
be benefcial to health and wellness. These numbers have been
consistent over the past decade, showing that consumers view
massage as an important health care option. Likewise, massage
therapy is increasingly integrated into customary care in many
hospitals. According to studies conducted for the American
Hospital Association3, 64 percent of hospitals offered massage as
an outpatient service in 2010 and 44 percent offered it as part of
inpatient care. Given the prominent role of massage therapy in
many individuals’ wellness regimens, and the contributions it can
make to patient health, it is important to integrate massage into
new health care delivery models.

Many policymakers believe that integrated care delivery models
are necessary to achieve the goal of a high-value health system.
Integrated care means that health care providers need to work
together as a team to coordinate and manage care for a patient,
rather than having each health care provider act separately.
To successfully implement integrated care models, health care
providers need effcient mechanisms to communicate with each
other about a patient’s treatments and health status, and need
to organize their activities to achieve the patient’s best possible
outcome. With their focus on connecting health care services
and overall well-being, massage therapists are well-suited to
contribute to team-based care processes. Note that integrated
delivery does not require providers to join together to form a single
health care organization. That is one approach, but providers can
also maintain their independence while agreeing to coordinate
services with one another.

OVERVIEW OF HEALTH DELIVERY
SYSTEM REFORM
During the past several years, the United States has been
engaged in an active debate about health care reform. The
federal government’s enactment of the Affordable Care Act is
one result of this process, to which numerous state governments
have responded with efforts to improve the health care system
in their states. Public and media attention to health care reform
has focused primarily on access to health coverage, specifcally
to provisions in the federal law that require individuals to obtain
health insurance.
While health coverage is a critical issue, there are other key
aspects of health care reform that have not received as much
public attention. Most importantly, federal and state reform

These concepts of health delivery reform pre-date the 2010
passage of the Affordable Care Act, but the new law has created

1 Moyer CA, Rounds J, Hannum JW (2004) A meta-analysis of massage therapy research. Psych Bull 130: 3–18.
2 http://www.amtamassage.org/research/Consumer-Survey-Fact-Sheets.html
3 Ananth S (2011) 2010 complementary and alternative medicine survey of hospitals. Samueli Institute report.
4 Ginsburg P, Hughes M, Adler L, Burke S, Hoagland G W, Jennings C, and Lieberman S (2013) What is driving U.S. health care spending: America’s unsustainable health care cost growth. Bipartisan Policy Center report.
5 McGlynn EA, Asch SM, Adams J, Keesey J, Hicks J, DeCristofaro A, Kerr EA (2003) The quality of health care delivered to adults in the United States,” N Engl J Med 348:2635-2645.
6 Commonwealth Fund Commission on a High Performing Health System (2011) Why not the best? Results from the National Scorecard on U.S. Health System Performance.
7 A common defnition of value is that Value = Quality ÷ Cost. Under this defnition, Value increases when Quality increases or Cost decreases.
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momentum for the development and implementation of integrated
care models. Health care systems are experimenting with a variety
of models, which will continue to evolve for many years. However,
some common design elements of new health systems have begun
to emerge:
• Health care providers should be accountable for the quality
and value of the care they deliver to patients. Health care
providers’ performance should be measured and a portion of
their compensation should be tied to how well they do.
• The “Patient-Centered Medical Home” or “PCMH” is an
advanced primary care model that proactively manages
patients’ health care needs.8
• PCMH envisions a team-based care model that includes
different health professionals, each practicing to the
top of his or her license.
• There is a special emphasis on managing patients with
chronic health conditions.
• Most PCMHs are led by an M.D. or D.O.
• Typically, the PCMH has financial incentives to monitor
quality and lower overall costs of care.
• “Accountable Care Organizations” or “ACOs” are vertically
integrated care networks that include primary care, specialty
care, inpatient care, and other health care services.9
• An ACO is usually assigned a population of patients,
and is expected to coordinate care for individuals in
that population.
• ACOs often accept some level of financial risk for
quality and cost within their population.
• Like PCMHs, ACOs are focused on chronic condition
management.

• Some ACOs are hospital-led; others are led by physician
groups.
• Massage therapists can work with PCMHs and ACOs
(and other integrated care delivery models) to help
patients achieve the best possible outcomes at the
lowest costs.
To take advantage of this opportunity, massage therapists, both
individually and as a profession, must be able to articulate the
value that they offer. The remainder of this paper focuses on a
review of evidence demonstrating the value of massage therapy
(see table below) and its potential contribution in integrated
care models. This paper addresses why integrated health systems
should work with massage therapists.

HOW MASSAGE THERAPY SUPPORTS THE
“TRIPLE AIM”
As described earlier, reform of the health care delivery system is
focused on the “Triple Aim” of better health care, better patient
outcomes, and lower overall cost.10
Better Health Care. This means patients get the right health
services based on their particular needs. Research has shown that,
as much as half the time, patients do not receive the appropriate
health services for their condition as recommended by health
care research and clinical guidelines. New delivery models need
to close this gap, especially for chronically ill patients who have
complex needs that must be managed over an extended period
of time.

OPPORTUNITIES FOR MASSAGE THERAPY
CHRONIC PAIN
MANAGEMENT

•
•
•
•
•
•
•

Back pain
Headache
Carpal tunnel syndrome
Osteoarthritis
Neck and shoulder pain
Fibromyalgia
Hospice

BEHAVIORAL HEALTH
TREATMENT

•
•
•
•

Anxiety and stress
Depression
PTSD
Substance abuse disorder
recovery

REHABILITATION/PHYSICAL
TRAINING

ACUTE MEDICAL
TREATMENT

• Athletic training/injury
treatment
• Ergonomic injury
• Cardiac rehab
• Joint replacement rehab
• Scar management

• Cancer management
• Post-surgical pain
management
• Lymphatic drainage
• Maternity and newborn
care

8 For more background information on PCMH, see www.pcpcc.net.
9 For a useful Q&A on accountable care organizations, see http://www.kaiserhealthnews.org/stories/2011/january/13/aco-accountable-care-organization-faq.aspx.
10 Berwick DM, Nolan TW, Whittington J (2008) The triple aim: care, health, and cost. Health Afairs 27: 759-769.
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Better Patient Outcomes. This means patients are healthier, are
more satisfed with their care, and enjoy more productivity and
quality of life. Compared to other developed countries, the U.S.
fares poorly on several patient outcome measures, especially
considering we spend more on health care than any other nation.

Care for Chronic Pain Management

Lower Overall Cost. This means health care infation should slow
to levels comparable to the overall economy (it doesn’t mean
that costs will actually go down). Lower costs can be achieved
through better care coordination, avoidance of complications and
duplication, and better preventive care. In general, costs will be
measured at an overall level, such as total cost for a patient over
a full year, instead of focusing on the cost for a specifc health
service. However, each individual health service should add value
to the overall care process.

Back pain. Numerous studies demonstrate that massage therapy
can provide relief for patients with chronic back pain.12,13,14,15,16
A 2011 study done by Cherkin et. al., for example, compared
the effects of two types of massage therapy to usual care on 401
participants suffering from nonspecifc low-back pain and found
that participants who received massage had superior functional
outcomes and symptom improvement than those in the usual
care group. Another study on the effectiveness of massage therapy
for subacute low-back pain found that participants who received
massage had improved function and a decrease in their level of
pain when compared to those who received a placebo. These
results suggest that massage therapy is a viable, effective option
for people who deal with chronic back pain.

Where massage therapy can demonstrate contributions to the
Triple Aim, it can make a strong case for inclusion in integrated
care delivery models. The table on page eight lists some of
the conditions in which massage therapy can be an effective
contributor to patient care delivery.

BETTER HEALTH CARE
Massage therapy can be an important part of the treatment plan
for a variety of health conditions. Including massage therapy as
part of an integrated care model can help ensure that patients get
the appropriate care to manage both the causes and symptoms of
poor health, with the goal of improving outcomes. This section
details evidence supporting the inclusion of massage therapy
in the system to treat a number of important patient health
conditions.
Although research continues to quantify what massage therapists
see in their practices everyday—that massage therapy can be
effective in helping with a wide variety of health conditions—
work still needs to be done on this front. For further reading,
resources such as the National Center for Complementary and
Alternative Medicine11 provide information on the science behind
the benefts of massage therapy.

Massage therapy is a well-accepted therapy for managing pain,
particularly chronic pain. Ample research and evidence supports
the use of massage therapy for a variety of specifc chronic pain
issues.

Headache. Massage therapy has also shown promise for
individuals who deal with the pain of chronic headaches and
migraines. Patients who experience tension headaches (which can
be connected to ergonomic issues as well as emotional issues) and
who receive massage therapy, for example, experience a decrease
in the physical pain of the headache and an easing of the emotional
distress associated with the headaches.17,18 Additionally, a 2006
study19 investigating the effects of massage therapy on migraine
randomly assigned 47 participants to massage or a control group.
Participants completed daily assessments of migraine experiences
and sleep patterns for 13 weeks, with those assigned to massage
receiving weekly massage therapy during weeks fve and 10 of the
study. Anxiety levels, heart rate and salivary cortisol were assessed
before and after each massage session. Perceived stress and coping
effcacy were evaluated at weeks four, 10 and 13. Results showed
that massage participants had greater improvements in migraine
frequency and sleep quality during the intervention weeks, as well
as the three follow-up weeks.

11 http://nccam.nih.gov/health/massage/massageintroduction.htm
12 Furlan AD, Yazdi F, Tsertsvande A, Gross A, Van Tulder M, Santaguida L, Gagnier J, Ammendolia C, Dryden T, Doucette S, Skidmore B, Daniel R, Ostermann T, Tsouros S (2012) A systematic review and meta-analysis of
efcacy, cost-efectiveness, and safety of selected complementary and alternative medicine for neck and low-back pain. Evidence-Based Comp Alt Med 2012:1-61 Article ID 953139.
13 Kumar S, Beaton K, Hughes T (2013) The efectiveness of massage therapy for the treatment of nonspecifc low back pain: a systematic review of systematic reviews. Int J Gen Med 6: 733-741.
14 Cherkin DC, Sherman KJ, Kahn J, Wellman R, Cook AJ, Johnson E, Erro J, Delaney K, Deyo R (2011) A comparison of the efects of 2 types of massage and usual care on chronic low back pain: a randomized controlled
trial. Ann Intern Med 155: 1-9.
15 Cherkin, DC, Eisenberg, D.Barlow W, Kaptchuk TJ, Street J, Deyo RA (2001) Randomized trial comparing traditional chinese medical acupuncture, therapeutic massage, and self-care education for chronic low back pain.
Arch Intern Med. 161:1081-8.
16 Preyde, M. Efectiveness of massage therapy for subacute low-back pain: a randomized controlled trial (2000). CMAJ. 162(13):1815-20.
17 Moraska A, Chandler C (2009) Changes in psychological parameters in patients with tension-type headache following massage therapy: a pilot study. J Man Manip Ther 17: 86-94
18 Moraska A, Chandler C (2008) Changes in clinical parameters in patients with tension-type headache following massage therapy: a pilot study. J Man Manip Ther 16: 106-112.
19 Lawler SP, Cameron LD (2006) A randomized, controlled trial of massage therapy as a treatment for migraine. Behav Med 32: 50-59.
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Carpal tunnel syndrome. Consumers looking to ease hand and
arm pain due to conditions such as carpal tunnel syndrome are
also fnding success with massage therapy.20, 21 A 2011 study of
46 adults with hand pain were randomly assigned to a massage
therapy or standard treatment control group. The massage group
received massage on the affected hand once a week for four weeks,
as well as being taught self-massage techniques. When compared
to the control group, those participants receiving massage had
less pain and greater grip strength after the frst and last session.
Lower scores on anxiety, depressed mood and sleep disturbance
scales were also realized.15 Additionally, a 2008 study with 27
participants assigned to either a general massage or CTS-targeted
massage therapy program found that both general massage and
CTS-targeted massage proved benefcial, though grip strength was
improved only with the CTS-targeted massage protocol.16
Osteoarthritis. The pain from the slow degeneration of the knee
joint caused by osteoarthritis is also reduced with massage
therapy. A recent study showed that a one-hour course of massage
given for eight weeks provided better pain relief and range of
motion than usual medical care.22 In this study, 125 patients
with osteoarthritis of the knee were randomized to one of four
eight-week regimens of a standardized Swedish massage protocol
(30- or 60-minute weekly or biweekly) or a usual care control
group. Outcomes included the Western Ontario and McMaster
Universities Arthritis Index (WOMAC), visual analog pain scale,
range of motion, and time to walk 50 feet, assessed at baseline,
eight, 16 and 24 weeks. At eight weeks, the group receiving 60
minutes of massage therapy saw signifcant improvement in
WOMAC Global scores when compared to usual care, though no
signifcant change was seen with range of motion.
Neck and shoulder pain. Additionally, there is growing evidence
of the infuence of massage therapy on neck and shoulder pain.23
Some initial studies have shown that massage therapy is not only
effective in treating musculoskeletal causes of shoulder and neck
pain, 24 it can also help relieve cervicogenic headaches caused by
neck pain.25

Fibromyalgia. Massage therapy can relieve pain in conditions that
aren’t localized to a specifc part of the body, such as fbromyalgia.
Fibromyalgia is a syndrome that can produce chronic fatigue,
muscle pain and depression, among other symptoms. Massage
therapy has been shown to relieve pain and attenuate the general
effect of symptoms in fbromyalgia patients,26,27 and to be more
effective than other options.28 Experts have recommended that
massage therapists be regular partners in a team-based treatment
of the syndrome, along with physicians, psychologists and physical
and exercise therapists.29 It is estimated that between one-quarter
and one-half of fbromyalgia patients seek therapy from a massage
therapist.30
According to care guidelines from the beneft management
company CareCore National, massage therapy can be used
effectively to “resolve pain, restore the highest level of function
possible, and educate patients to prevent recurrent symptoms” for
back, neck, shoulder, arm, hand, hip, leg and foot pain. In most of
the cases they list, CareCore recommends that massage therapy
can help patients achieve goals of 50 percent reductions in pain
frequency and severity and 50 percent improvement in ability to
perform daily tasks within four weeks of regular massage therapy.31
Hospice. For those who are coping with terminal illnesses, massage
therapy can be a particularly effective method of providing
comfort and easing pain, stress, depression, nausea and fatigue.
The benefts of massage therapy make for a compelling argument
for its presence in palliative care facilities.32

Care for Behavioral Health (Including Stress
Reduction)
A key aspect of integrated, “patient-centered” care is helping
patients manage both their physical and behavioral health care
needs. In traditional systems, physical and behavioral symptoms
are often treated as separate issues that are treated by individual
health care professionals who don’t or rarely communicate with
one another.

20 Field T, Diego M, Delgado J, Garcia D, Funk CG (2011) Hand pain is reduced by massage therapy. Comp Ther Clin Prac 17: 226-229.
21 Moraska A, Chandler C, Edmiston-Schaetzel A, Franklin G, Calenda EL, Enebo B (2008) Comparison of a targeted and general massage protocol on strength, function and symptoms associated with carpal tunnel
syndrome: a randomized pilot study. J Altern Complement Med 14: 259-267.
22 Perlman AI, Ali A, Njike VY, Hom D, Davidi A, Gould-Fogerite S, Milak C, Katz DL (2012) Massage therapy for osteoarthritis of the knee: a randomized dose-fnding trial. PLoS One 7: PMID: 22347369
23 Ezzo J, Haraldsson BG, Gross AR, Myers C, Morien A, Goldsmith CH, Bronfort G, Peloso PM, The Cervical Overview Group (2007) Massage for mechanical neck disorders: A systematic review. Spine 32:353-362.
24 Kong LJ, Zhan HS, Cheng YW, Yuan WA, Chen B, Fang M (2013) Massage therapy for neck and shoulder pain: a systematic review and meta-analysis. Evid Based Complement Alternat Med Epub. PMCID: PMC3600270
25 Youssef EF, Shanb A-S A (2013) Mobilization versus massage therapy in the treatment of cervicogenic headache: a clinical study J Back Musculoskelet Rehabil 26: 17-24
26 Yuan SLK, Bersanetti AA, Marques AP (2013) Efects of shiatsu in the management of fbromyalgia symptoms: a controlled pilot study. J Manipulative Physiol Ther 36: 436-443
27 Brattberg G (1999) Connective tissue massage in the treatment of fbromyalgia. Eur J Pain 3: 235-244.
28 Sunshine W, Field TM, Quintino O, Fierro K, Kuhn C, Burman I, Schanberg S (1996) Fibromyalgia benefts from massage therapy and transcutaneous electrical stimulation. J Clin Rheumatol 2:18-22.
29 Gilland RP, Talavera F, Foye PM, Lorenzo CT (2013) Rehabilitation and fbromyalgia. Medscape
http://emedicine.medscape.com/article/312778-overview?src=wnl_edit_specol&uac=74941CX#showall
30 Lind BK, Laferty WE, Tyree PT, Diehr PK, Grembowski DE (2007) Use of complementary and alternative medicine providers by fbromyalgia patients under insurance coverage. Arthritis Rheum 57: 71-76.
31 CareCore National (2013) Muskuloskeletal beneft management for massage services. Issued October 1, 2013. http://www.carecorenational.com/content/pdf/33/3E6B44F5698B494A8A18EE7B1068853F.pdf
32 Beider S (2005) An ethical argument for integrated palliative care. Evidence-Based Comp Alt Med. 2:227-231.
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New care models are beginning to recognize that physical health
outcomes are closely tied to mental and emotional well-being,
and so behavioral health is now more often being integrated into
patients’ physical care plans. Massage therapy is in the unique
position of being a part of treatment plans that address both
the physical and behavioral aspects of a wide variety of health
conditions, as well as the myriad symptoms that accompany
these conditions.
Anxiety and stress. Anxiety and stress are common life
experiences that, when prolonged over days or experienced at
extreme levels, can seriously impact mental and physical health.33,
34
Both can also be associated with existing health problems—
particularly chronic problems—or may be experienced as part
of a work environment. In fact, the need for stress and anxiety
reduction are among the most common physician referrals and
patient requests for massage therapy. Massage therapy has been
shown to help address stress and anxiety while simultaneously
addressing some of their physical repercussions.
For example, a 2012 pilot study35 assessed the feasibility and
effect of chair massage for nurses during work hours to help
relieve stress. Thirty-eight nurses were offered weekly 15-minute
massages during work hours. Symptoms were assessed at baseline,
fve and 10 weeks. At 10 weeks, assessment scores showed that
massage helped reduce stress-related symptoms during work
hours.
More recently, a 2013 study investigated the effect back
massage might have on chemotherapy-related fatigue and
anxiety for cancer patients.36 Researchers found that for the 40
study participants, back massage given during chemotherapy
signifcantly reduced anxiety and acute fatigue, suggesting that
massage therapy may play a key role in helping patients better
manage symptoms associated with cancer treatment.

Additionally, massage therapy can be used in combination with
other relaxation techniques, psychiatric methods, and therapeutic
interventions for those whose constant anxiety is at the extreme
of severity.
Depression. Depression is a severe mental health disorder that
can be aided by massage therapy. A 2010 meta-analysis indicated
a signifcant association between massage therapy and alleviated
symptoms of depression.37 The National Quality Forum (NQF)
rated clinical depression as the most important high-impact
Medicare condition capable of signifcantly raising the price
of health care and reducing the health of patients.38 Clinical
depression can manifest concurrently with a number of other
medical conditions, and contribute to the outcomes patients
achieve for those conditions.
For example, one study of HIV patients found that massage
therapy helped to reduce depression signifcantly compared to no
interventions or light touching.39 Pregnant mothers, both before
and after delivery, can experience bouts of depression that can
affect their infant. Massage therapy can reduce depression in
pregnant women and is correlated to better birth outcomes,
especially when used with other effective modalities, such as
yoga.40 Not only can massage therapy help ease the emotional pain
of depression itself, it can be effective for helping to deal with some
of the side effects of depression medications, which can include
headaches, anxiety and insomnia.
Stress, anxiety and depression may also have physiological
symptoms that can be helped by massage therapy. For example,
hypertension is associated with stress, and is a risk factor for
many cardiovascular illnesses. Massage therapy has been shown
to acutely reduce blood pressure and heart rate, so can be used
to supplement plans that include combinations of medical and
behavioral interventions to reduce blood pressure, particularly
when a patient’s need for reduced blood pressure is considered
urgent.41, 42

33 NIMH (2013) Fact sheet on stress. Downloaded 10/7/2013. http://www.nimh.nih.gov/health/publications/stress/stress_factsheet_ln.pdf
34 Watkins L, Koch GG, Sherwood A, Blumental JA, Davidson JRT, O’Connor C, Sketch MH Jr (2013) Association of anxiety and depression with all-cause mortality in individuals with coronary heart disease. J Amer Heart
Assoc PMID: 23537805
35 Engen DJ, Wahner Roedler DL, Vincent A, Chon TY, Cha SS, Luedtke CA, Loehrer LL, Dion LJ, Rodgers NJ, Bauer BA (2012) Feasibility and efect of chair massage ofered to nurses during work hours on stress-related
symptoms: a pilot study. Complement Ther Clin Pract 18:212-215.
36 Karagozoglu, S., Kahve, E (2013) Efects of back massage on chemotherapy-related fatigue and anxiety: supportive care and therapeutic touch in cancer nursing. Appl Nurs Res 26: 210-217.
37 Hou WH, Chiang PT, Hsu TY, Chiu SY, Yen YC (2010). Treatment efects of massage therapy in depressed people: a meta-analysis. J Clin Psych 71:894-901.
38 National Quality Forum (2010) Prioritization of high-impact Medicare conditions and measure gaps. May 2010 Measure prioritization advisory committee report. Downloaded 11/7/13 at http://www.qualityforum.org/
projects/prioritization.aspx
39 Poland RE, Gertsik L, Favreau JT, Smith SI, Mirocha JM, Rao U, Daar ES (2013) Open-label, randomized, parallel-group controlled clinical trial of message for treatment of depression in HIV-infected subjects. J Altern
Complement Med 19: 334-340
40 Field T, Diego M, Hernandez-Reif M, Medina L, Delgado J, Hernandez A (2012) Yoga and massage therapy reduce prenatal depression and prematurity. J Bodyw Mov Ther 16:204-209
41 Supa’at I, Zakaria Z, Maskon O. Amminudin A, Nordin NA (2013) Efects of Swedish massage therapy on blood pressure, heart rate, and infammatory markers in hypertensive women. Evid Based Complement Alternat
Med 2013, PMCID:PMC3759268
42 Olney CM (2005) The efect of therapeutic massage in hypertensive persons: a preliminary study. Biol Res Nurs 7: 98-105.
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PTSD. In 2012, research published in Military Medicine43 showed
that massage therapy helped military veterans signifcantly
reduce anxiety, depression, worry and physical pain. Declining
levels of tension and irritability following massage were also
reported.
Substance use disorder recovery. Massage therapy might also be
helpful for consumers who are recovering from substance use,
specifcally when a person is dealing with withdrawal symptoms,
for example, or the anxiety, stress and sleep problems that often
accompany recovery.44,45

BETTER PATIENT OUTCOMES
Besides direct therapy for certain health care conditions,
massage can also be used to improve the effcacy of other health
care treatments, thereby improving patient outcomes. This can
occur when the patient achieves positive results more quickly, is
better able to endure other aspects of their treatment or is more
satisfed with their overall care.

Care for Rehabilitation/ Physical Training
Just as massage therapy is effective for helping patients deal with
chronic physical pain, it can aid in healing and rehabilitation
following bodily injury. In concert with exercise, physical
therapy and other treatment plans, massage therapy can help to
reduce pain and improve range of motion in patients dealing with
injuries.
Athletic training/injury treatment. Massage therapy has long
been included in recovery plans for athletes. A 2008 review of
the literature on sports injuries noted several studies in which
athletes with some form of injury (ligament tears, sub-acute back
pain, etc.) were able to recover fully from their injuries through a
combination of physical therapy, exercise and massage therapy.46
Further work published recently in Science Translational
Medicine showed that massage therapy after exercise attenuated
production of cellular infammatory signals in muscle tissue,
thereby supporting post-exercise healing and making the case for
massage therapy as part of the wellness regimen for athletes and
others.47

Ergonomics and Job-Related Injuries. Injuries can also occur due
to less-than-optimal ergonomic confgurations in the workplace
(for example, poor confgurations of offce space, or workers in
assembly lines who must perform repetitive functions in awkward
positions).48 These injuries can lead to acute and chronic issues,
such as carpal tunnel syndrome and neck pain.
People who are receiving workers’ compensation for injuries
incurred on the job frequently seek massage therapy to aid in their
recovery. Generally, workers’ compensation programs around the
country will cover massage therapy if the therapy is referred by
a physician as a potential means of getting the individual back to
the workplace.
The frequency of use of massage therapy sessions for people injured
in the workplace suggests a high level of national recognition of the
value of massage therapy in helping people return to productivity.
It is confrmed by research on its effects. For example, in 2013 the
Department of Labor recognized the potential beneft of massage
therapy in helping injured employees under the Energy Employees
Occupational Illness Compensation Program Act (EEOICPA),
which provides compensation to those who work on certain highrisk projects for the Department of Energy. The Department cited
the potential benefts of massage therapy as “reducing pain and
muscle tension, increasing fexibility and range of motion, and
improving blood circulation.”49
Cardiac rehab. Massage therapy may be particularly helpful for
patients recovering from cardiac surgery who may, in some cases,
also suffer from back pain, anxiety and stress. One study on the
effects of massage in the postoperative cardiovascular surgery
setting looked at 113 patients who were randomized to either
receive massage therapy or quiet relaxation time. Results showed
the 62 participants who received massage had signifcantly
decreased pain, anxiety and tension.50
Joint replacement rehab. Patients who have undergone joint
replacement surgery can also beneft from massage therapy. For

43 Collinge, W., Kahn, J., Soltysik, R. Promoting reintegration of National Guard veterans and their partners using a self-directed program of integrative therapies: a pilot study. Mil Med. 2012 Dec;177(12): 1477-85.
44 Field, T., Quintino, O., Hentelef, T., Wells-Keife, L. & Delvecchio-Feinburg, G. Job stress reduction therapies. Alternative Therapies in Health and Medicine. 1997 3, 54-56.
45 Black S, Jacques K, Webber A, Spurr K, Carey E, Hebb A, Gilbert R (2010). Chair massage for treating anxiety in patients withdrawing from psychoactive drugs. J Altern Complement Med 16:979-87.
46 Brummitt J (2008) The role of massage in sports performance and rehabilitation: current evidence and future direction. Nor Amer J Sports Phys Ther 3:7-22
47 Crane JD, Ogborn DI, Cupido C, Melov S, Hubbard A, Bourgeois JM, Tarnopolsky MA (2012) Massage therapy attenuates infammatory signaling after exercise-induced muscle damage. Sci Transl Med 4: 119ra13.
48 Sanchez-Lite A, Garcia M, Domingo R, Angel Sebastian M (2013) Novel ergonomic postural assessment method (NERPA) using product-process computer aided engineering for ergonomic workplace design. PLoS One
16: e72703. PMID: 23977340.
49 Department of Labor (2013). EEOIPCA Bulletin 13-01, issued Jan 2, 2013.
http://www.dol.gov/owcp/energy/regs/compliance/PolicyandProcedures/fnalbulletinshtml/EEOICPABulletin13-01.htm
50 Wentworth LJ, Brisee LJ, Timimi FK, Sanvick CL, Bartel DC, Cutshall SM, Tilbury RT, Lennon R, Bauer BA (2009) Massage therapy reduces tension, anxiety, and pain awaiting invasive cardiovascular procedures. Prog
Cardiovascular Nurs 24: 155-161.
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example, a 2013 study on the effects of relaxation techniques and
back massage on postoperative pain, anxiety and vital signs of
patients who had undergone total hip or knee arthroplasty found
that both these interventions helped decrease both pain and
anxiety.51
Massage therapists, in close collaboration with physical therapists,
can help to reduce pain perception and anxiety in patients both
before and after hip or knee joint replacements.52,53
Scar management. Massage therapy can also be effective for
scar tissue management, such as scars resulting from surgical
incisions. Once a wound has closed, healed and is approved as
safe to work on by a physician, massage therapists can apply
techniques to break down the scar tissue and promote minimum
observability of the healed scar.54,55,56

Care for Issues Associated with Acute Medical
Treatments
Both the symptoms of medical conditions and treatments for
those conditions can have effects that signifcantly impair
quality of life, sometimes generating pain, anxiety, discomfort
and depression. Massage therapy can help relieve those effects
and make the healing process more successful. The proven use
of massage for inpatient conditions in hospitals illustrates how
massage therapy can apply to a wide range of health issues.
Cancer management. The effectiveness of massage therapy in
helping patients cope with both illnesses and treatments has

been demonstrated in studies of cancer care. In one example, the
Memorial Sloan-Kettering Cancer Center in New York City studied
their use of massage therapy for their patients. At the time of the
study they employed 12 massage therapists across their inpatient
and outpatient centers that cared for patients who either requested
the service themselves, or were referred by their physician. As a
result of massage therapy, patients who had reported relatively
high levels of pain, fatigue, anxiety, nausea, and depression
subsequently reported a nearly 50 percent reduction in the levels
of all of their symptoms. Both patients and staff reported generally
high approval and appreciation for massage therapy.57 Other
studies have corroborated the helpful role of massage therapy in
reducing cancer-related discomfort58,59,60 including reduction of
pain for those experiencing severe bone metastases.61
Additionally, organizations such as the Society for Integrative
Oncology, dedicated to advancing evidence-based, comprehensive,
integrative health care to improve the lives of people affected by
cancer, strongly endorse the role of massage therapy in helping
people better manage various symptoms and side effects associated
with cancer and cancer treatment.
Postsurgical pain management. Several studies have been
undertaken to examine the effectiveness of massage therapy to
aid in healing following other inpatient medical interventions.
Extensive research at the Mayo Clinic in Minnesota has
demonstrated reductions in postoperative pain and anxiety
and improved patient disposition following thoracic surgeries,62
mastectomies63 and heart surgeries.64, 65, 66

51 Buyukyilmaz F. Asti T (2013) The efect of relaxation techniques and back massage on pain and anxiety in Turkish total hip or knee arthroplasty patients. Pain Manag Nurs 14: 143-154.
52 Morien A(2014) Understanding a patient’s surgical journey: what joint replacement surgery entails and the role massage therapy plays in pre- and post- surgery. Mass Ther J 66-78.
53 Ebert JR, Joss B, Jardine B, Wood DJ (2013) Randomized trial investigating the efcacy of manual lymphatic drainage to improve early outcome after total knee anthroplasty. Arch Phys Med Rehabil. 94: 2103-2111.
54 Taspinar F, Bas Aslan U, Sabir N, Cavlak U (2013) Implementation of matrix rhythm therapy and conventional massage in young females and comparison of their acute efects on circulation. J Alternat Complement
Med 19: 1-7
55 Martinez Rodriguez R, Galan del Rio F (2013) Mechanistic basis of manual therapy in myofascial injuries. Sonoelastographic evolution control. J Bodyw Mov Ther 17: 221-34.
56 Roh, YS., Cho, H. Oh JO., Yoon, CJ (2007) Efects of skin rehabilitation massage therapy on pruritus, skin status, and depression in burn survivors. Taehan Kanho Hakhoe Chi. 37:221-6.
57 Cassileth BR, Vickers AJ (2004) Massage therapy for symptom control: outcome study at a major cancer center. J Pain Symptom Manage 28:244-249
58 Myers CD, Walton T, Small BJ (2008) the value of massage therapy in cancer care. Hematol Oncol Clin North Am 22:649-660.
59 Khiewkhern S, Promthet S, Sukprasert A, Eunhpinitpong W, Bradshaw S (2013) Efectiveness of aromatherapy with light Thai massage for cellular immunity improvement in colorectal cancer patients receiving
chemotherapy. Asian Pacifc J Cancer Prev 14: 3903-3907.
60 Ferrell-Torry AT, Glick OJ (1993) The use of therapeutic massage as a nursing intervention to modify anxiety and the perception of cancer pain. Cancer Nurs 16: 93-101.
61 Jane SW, Wilkie DJ, Gallucci BB, Beaton RD, Huang HY (2009) Efects of a full-body massage on pain intensity, anxiety, and physiological relaxation in Taiwanese patients with metastatic bone pain: a pilot study. J Pain
Symptom Manage 37: 754-763.
62 Dion L, Rodgers N, Cutshall SM, Cordes ME, Bauer B, Cassivi SD, Cha S (2011) Efect of massage on pain management for thoracic surgery patients. Int J Ther Massage Bodywork 4: 1-5
63 Drackley NL, Deqnim AC, Jakub JW, Cutshall SM, Thomley BS, Brodt JK, Vanderlei LK, Case JK, Bungum LD, Cha SS, Bauer BA, Boughey JC (2012) Efect of massage therapy for postsurgical mastectomy recipients. Clin J
Oncol Nurs 16: 121-124.
64 Wentworth LJ, Brisee LJ, Timimi FK, Sanvick CL, Bartel DC, Cutshall SM, Tilbury RT, Lennon R, Bauer BA (2009) Massage therapy reduces tension, anxiety, and pain awaiting invasive cardiovascular procedures. Prog
Cardiovascular Nurs 24: 155-161
65 Cutshall SM, Wentworth LJ, Engen D, Sundt TM, Kelly RF, Bauer BA (2010) Efect of massage therapy on pain, anxiety and tension in cardiac surgical patients who received standard care. Complement Ther Clin Pract
16: 92-95.
66 Bauer BA, Cutshall SM, Wentworth LJ, Engen D, Messner PK, Wood CM, Brekke KM, Kelly RF, Sundt TM 3rd. (2010) Efect of massage therapy on pain, anxiety and tension after cardiac surgery: a randomized study.
Complement Ther Clin Pract 16: 70-75.
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Other physical side effects may be addressed by massage therapy
as well. Another recent case study examined the effectiveness
of massage therapy following spinal fusion and standard
physiotherapy treatment, demonstrating improvements in pain
management and hip fexor length.67
Lymphatic drainage. There are instances when massage therapy
can be used to help manage unwanted physical side effects or
repercussions of surgery. For example, lymphedema can occur
when the lymphatic system is damaged during surgery (such
as breast cancer surgery), causing severe swelling from lymph
accumulation in a limb or other body part. Massage is commonly
employed for reducing the swelling of lymphedema. Massage
is at least as effective, and possibly more comfortable, as other
common swelling-reduction measures (such as compression
clothing).68,69,70,71,72
Maternity and newborn care. Pregnancy and child birth is another
area where massage therapy can improve outcomes. Massage has
been shown to be benefcial for easing the soreness associated with
the increased weight gain and change in body shape that comes
with pregnancy.73 In addition, women who are in labor can beneft
from massage therapy to ease pain in the time period leading up
to delivery.74, 75 There is some evidence that infant massage can
reduce the number of hospitals days of premature neonates and
lead to better growth, but more research is needed to confrm
these results.76

PATIENT ENGAGEMENT AND SATISFACTION
One important aspect of patient-centered care is shared decisionmaking, which depends on physicians thoroughly communicating
with their patients so patients can make informed decisions about
their care and treatment plans. Reviews of literature about the
results of shared decision-making show that when patients are
presented with multiple options, they are more likely to choose
options that are more conservative and less invasive. For example,
patients with back pain are less likely to pursue back surgery or
prolonged use of pain killers if there are other less invasive (and less
costly) alternatives.77 Therefore, in cases where massage therapy
is an appropriate option, it is likely to be preferable over other
options for many patients because it is the most conservative—yet
still effective—option.
Patient satisfaction is another important outcome of such a
process focusing on patient-centered care, both as an indicator
of patient engagement in their own care, and as an outcome unto
itself. Efforts to measure patient satisfaction have increased in
recent years, and will be an important factor in the evaluation
of integrated care systems. The Medicare program has included
patient satisfaction as a factor in payment to both hospitals78 and
accountable care organizations.79 Patients who utilize massage
therapy are generally satisfed with their care,80 and contributing
to patient satisfaction is an opportunity for massage therapy to
further add value to the health system.

67 Keller G (2012) The efects of massage therapy after decompression and fusion surgery of the lumbar spine: a case study. Int J Ther Massage Bodywork 5: 3-8
68 Dayes IS, Whelan TJ, Julian JA, Parpia S, Pritchard KI, D’Souza DP, Kligman L, Reise D, Leblanc L, McNeely ML, Manchul L, Wiernikowski J, Levine MN (2013) Randomized trial of decongestive lymphatic therapy for the
treatment of lymphedema in women with breast cancer. J Clin Oncol PMID:24043733
69 Forchuk C, Baruth, P, Prendegrast M, Holiday R, Brimner S, Schulz, V, Chan YC, Yammine N (2004) Postoperative arm massage: a support for women with lymph node dissection. Cancer Nurs. 27: 25-33.
70 Bertelli DF, de Oliveira P, Gimenes, AS, Moreno MA (2013) Postural drainage and manual lymphatic drainage for lower limb edema in women with morbid obesity after bariatric surgery: a randomized controlled trial.
Am J Phys Med Rehabil 92: 697-703.
71 Leduc O, Crasset V, Pastouret F, Wilputte F, Leduc A (2011) Impact of manual lymphatic drainage on hemodynamic parameters in patients with heart failure and lower limb edema. Lymphology 44: 13-20.
72 Molski P, Kruczynski J, Molski A, Molski S (2013) Manual lymphatic drainage improves the quality of life in patients with chronic venous disease: a randomized controlled trial. Arch Med Sci 9: 452-458.
73 Field T (2010) Pregnancy and labor massage. Exp Rev Obstet Gynecol 5:177-181.
74 Ibid.
75 Silva Gallo RB, Santana LS, Jorge Ferreira CH, Marcolin AC, Polineto OB, Duarte G, Quintana SM (2013) Massage reduced severity of pain during labour: a randomised trial. J Physiother 59:109-116.
76 Wang L, He JL, Zhang XH (2013) The efcacy of massage on pre-term infants: a meta-analysis. Am J Perinatol 30: 731-738.
77 Stacey D, Bennet CL, Barry MJ, Col NF, Eden KB, Holmes-Rovner M, Llewellyn-Thomas H, Lyddiatt A, Legare F, Thomas R (2014) Decision aids for people facing health treatment or screening decisions. Cochrane Database
Syst 1: Art. No.: CD001431
78 CMS Hospital Value-Based Purchasing Program Fact Sheet, http://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNProducts/downloads/Hospital_VBPurchasing_Fact_Sheet_ICN907664.
pdf
79 Quality Performance Standards Narrative Measure Specifcations, http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/sharedsavingsprogram/Downloads/ACO-NarrativeMeasures-Specs.pdf
80 Oldendick, R, Coker A, Wieland, D., Raymond J, Probst J (2000) Population-based survey of complementary and alternative medicine usage, patient satisfaction, and physician involvement. South Med J 92: 375-381.
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COST EFFECTIVENESS
Accountable care models require joint efforts by caregivers to
reduce the overall cost of care, while still maintaining high quality.
Health care providers who can help the system to save money
while maintaining high quality care for patients are rewarded.
Health care providers can contribute to savings in at least four
different ways:
•

•
•
•

Providing therapies that are less expensive than similar
treatments provided by other professionals or in different
settings
Eliminating duplicate, repetitive, or unnecessary treatments
or visits
Providing treatments that ease the overall burden of care
Helping patients avoid expensive complications or other
adverse health events

Massage therapy can potentially contribute in all four of these
areas. The use of massage therapy for easing chronic symptoms
or preventing ergonomic injury can prevent unnecessary medical
treatments and relieve the overall burden of care. The role of
massage therapy in lowering blood pressure, easing stress, and
reducing anxiety and depression can help patients avoid adverse
health events.81, 82
The evidence base that demonstrates the medical effectiveness
of massage therapy also suggests a role for massage therapy in
reducing the overall cost of care. Studies of the cost-effectiveness
of access to complementary and integrative therapies have
noted the economic favorability of those therapies compared
to standard medical care, particularly to those who have highdeductible plans.83, 84 Studies have also shown that those therapies
have an increasing value to patients with complex health needs.
The potential of integrative therapies such as massage therapy
to provide cost savings is greater for patients who have larger
“disease burdens”, and who therefore spend more on health care
than the average patient. A 2010 analysis showed that a patient
with major medical issues requiring multiple visits will generally
pay less overall when they utilize complementary modalities.85

Although the cost effectiveness of massage therapy will be
discussed in-depth in Part Three of this document, we do know
that cost is one important way massage therapy has demonstrated
value, and further research and analysis is emerging to further
confrm it. In one recent study, the cost-effectiveness of massage
therapy for patients with back pain was maximized when massage
therapy was used in conjunction with exercise, physical therapy
or movement therapy.86, 87 As the role of massage therapy in young
and evolving models of accountable care continues to grow, it is
likely that the contribution of massage therapy to savings will be
directly connected to its effective integration into the team-based
care process.

STRATEGIES FOR INTEGRATING MASSAGE
THERAPISTS
The ways in which a massage therapist can best add value for a
health care provider or health system can vary greatly based on
the local factors, including the type of health care organization,
its relationship to third-party payers, and the needs of the patient
population. Programs currently exist—both within the massage
therapy profession and health care facilities such as The Mayo
Clinic—that are designed to prepare massage therapists to safely
and effectively work within health care settings. More detailed
information focused specifcally on helping health care providers
better understand how massage therapists can enhance and play a
meaningful role in various health care environments is covered in
Part Two of this document.
For example, a hospital that treats cancer patients will likely want
a massage therapist trained in and experienced with oncology
massage. A PCMH with a high number of elderly patients may need
someone who has experience with geriatric massage. A practice
may want to hire one or more massage therapists to work on site,
or may refer patients on an agreed-upon basis. ACOs may wish to
survey their patients to fnd out how and when they would like
to use massage therapy. Health care organizations should use a
reliable source for seeking out qualifed massage therapists. The
American Massage Therapy Association’s (AMTA) website features
a national directory of association members that can be searched
by region and specialty.88

81 NIMH (2013) Fact sheet on stress. Downloaded 10/7/2013. http://www.nimh.nih.gov/health/publications/stress/stress_factsheet_ln.pdf
82 Watkins L, Koch GG, Sherwood A, Blumental JA, Davidson JRT, O’Connor C, Sketch MH Jr. (2013) Association of anxiety and depression with all-cause mortality in individuals with coronary heart disease. J Amer Heart
Assoc PMID: 23537805
83 Laferty WE, Tyree PT, Bellas AS, Watts CA, Lind BK, Sherman KJ, Cherkin DC, Grembowski DE (2006) Insurance coverage of subsequent utilization of complementary and alternative medicine providers. Am J Manag
Care 12: 387-404
84 Martin BI, Gerkovich MM, Deyo RA, Sherman KJ, Cherkin DC, Lind BK, Goertz CM, Laferty WE (2012) The association of complementary and alternative medicine use and health care expenditures for back and neck
problems. Med Care 50: 1029-1036.
85 Lind BK, Laferty WE, Tyree PT, Diehr PK (2010) Comparison of health care expenditures among insured users and nonusers of complementary and alternative medicine in Washington State: a cost minimization analysis.
J Alt Complementary Med 16:411-417.
86 Hollinghurst S, Sharp D, Ballard K, Barnett J, Beattie A, Evans M, Lewith G, Middleton K, Oxford F, Webley F, Little P (2008) Randomised controlled trial of Alexander technique lessons, exercise, and massage (ATEAM) for
chronic and recurrent back pain: economic evaluation. BMJ 337:a2656 1-8
87 Lin C-W C, Haas M, Maher CG, Machado LAC, van Tulder MW (2011) Cost-efectiveness of guideline-endorsed treatments for low back pain. Eur Spine J 20:1024-1038
88 https://www.amtamassage.org/fndamassagetherapist
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CONCLUSION
When viewed in the context of integrated care delivery models
focused on the whole patient, massage therapy offers obvious
benefts for improving the care process. These benefts are
supported by a growing body of research demonstrating massage’s
value as a direct therapy for certain medical conditions, and as
part of integrated care to help patients achieve better outcomes.
Massage therapy has always concerned itself with the overall wellbeing of patients, and new health delivery models are now trying
to implement this philosophy.
Each integrated care delivery system will be different. Some will
be PCMHs, focused on primary care, prevention, and general care
coordination. Other systems, such as ACOs, will include a much
broader range of health care providers such as hospitals specialists,
and ancillary providers. Regardless of their specifc organization,
the goals of these emerging health provider systems are consistent
with the “Triple Aim” of health care reform: to drive value through
better patient care, better outcomes, and managing cost.
Massage therapists have much to offer under the new paradigms of
health care. Whether the massage therapist is simply a practitioner
coordinating with other providers, or a formal member of the
health care team, individual patients and the system as a whole
will beneft from the inclusion of massage therapy in integrated
care models.
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EXECUTIVE SUMMARY
Health care reform is placing new demands and expectations
on health care providers. Providers are being asked to improve
the quality of care while simultaneously lowering costs. To meet
these demands, many providers are organizing themselves into
“accountable care systems,” which coordinate care delivery across
different types of health care providers and settings.

In this section, we outline new models of health care that are
creating openings for massage therapy to be further integrated.
Case studies illustrate how massage therapists are engaging in
partnerships across health care systems and improving patient
outcomes. The national move toward new models of care can
create opportunities for massage therapists to assume new
positions within the care system.

Massage therapy has been shown to improve patient care and
satisfaction, result in better patient outcomes and help manage
overall health care costs1. Part One of this document explored
areas of evidence for how massage therapy demonstrates value
for better health care outcomes. Part Two presents a vision for
the ongoing integration of massage therapy into emerging health
care systems and explores opportunities for massage therapists to
make important contributions to accountable care systems.
Key Findings
• Massage therapists have been working effectively in different
health care settings for many years, and have gained increasing
recognition for their contributions.
•

New models of health care, such as ACOs and PCMHs, are
exerting an infuence on health care institutions that can open
new opportunities for massage therapy integration.

•

Massage therapists are fnding new ways to thrive in more
collaborative working environments in primary care practices
and hospitals.

•

Healthcare administrators have incentives to pursue
collaborations with massage therapists to implement team-based
care.

“Team-based care” is a fundamental principle of accountable care.
This team-based approach is well-aligned with a massage therapist’s
role in providing integrated care that supports better overall patient
well-being. However, to fully realize the potential of integrated care
models, health care systems and massage therapists must defne
and create partnerships to share responsibility for delivering and
coordinating patient care. Case studies of collaborations occurring
today demonstrate how massage therapists can function within
team-based care models and deliver better patient results.

1 For a comprehensive review of the research supporting massage therapist’ role in a better health care system, please see Part I of this report, “The Therapeutic Value of Massage Therapy”
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HEALTH CARE REFORM AND MASSAGE THERAPY
As a result of changing models in health care, the ways health care
institutions operate are evolving as well. This shift in operation has
redefned what is considered “valuable” in health care delivery.
Practices and hospitals are seeking ways of improving care and
reducing costs, while making concerted efforts to ensure that their
delivery of care is centered on patient needs. Providers are being
incentivized to consider episodes of care from a wider perspective,
and to take into account patient satisfaction in their care models.
Because of these changes, massage therapists are fnding a
more collaborative climate in both primary care and hospitals.
As outlined in Part I of this report, massage therapists provide
services that add to value by helping to provide better health care,
better patient outcomes and improved cost-effectiveness of care—
the “Triple Aim” of health care reform. Massage therapists have
been working with other health care providers for many years in
hospital and primary care settings, as well as on a referral basis.
But, new models of care are broadening the opportunities for
massage therapists to be more fully integrated into the process of
care and to provide massage therapy where and when it is most
effective.
Two specifc new health care models, ACOs and PCMHs, are
examples of opportunities where massage therapy can fourish
in clinical settings to a greater degree than it has previously.
In addition, “traditional” medical providers such as hospitals
and physician clinics may fnd new ways to work with massage
therapists, as health care reform asks all types of health care
providers to improve care delivery.
PCMHs. Patient-centered medical homes (PCMHs) are an
advanced primary care model that proactively manages patients’
health care needs2. Typically a PCMH is run by an M.D. or D.O.,
although it may be owned by a hospital system or large physician
group. (A recent trend has been for hospitals to purchase primary
care practices because effective primary care is a core principle

of health care reform.) The level of implementation of PCMH
initiatives varies by communities, and is especially prevalent in
markets where large plans have offered fnancial incentives to
primary care practices.
In many programs, PCMHs must achieve recognition from the
National Committee for Quality Assurance to demonstrate
adherence to patient-centered care principles. NCQA’s web site
is an excellent resource to identify PCMHs within a community.
(See: http://recognition.ncqa.org/) The NCQA standards require
PCMH practices to:
• Enhance Access/Continuity
• Identify/Manage Patient Populations
• Plan/Manage Care
• Provide Self-Care/Support/Community Resources
• Track/Coordinate Care
• Measure/Improve Performance
To achieve these objectives, the PCMH requires close collaboration
and teamwork between primary care physicians and other care
providers. In this model, physicians may fnd more opportunities
to work directly with massage therapists, not only in treating
the patient, but also in helping to create an overall care plan
for a patient. Care managers, whose responsibility is to engage
patients in addressing their chronic health needs, can also work
with massage therapists to help patients overcome physical and
behavioral barriers to better health.
PCMHs also are likely to be engaged in shared savings programs,
in which practices can receive a percentage of the money that
they save. Shared savings calculations are often based not only on
cost reductions, but also on quality measure reporting and patient
satisfaction survey results. Insofar as massage therapists are able
to improve the quality of care in a practice through effective
inclusion in care plans, and are able to lower costs by reducing the
need for medications, surgeries and other expensive interventions,
massage therapy holds signifcant value for PCMHs.
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2 For more background information on PCMH, refer to Part 1 of this report and also see www.pcpcc.net
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ACOs. Accountable care organizations (ACOs) are integrated care
networks that include primary care, specialty care, inpatient
care and other health care services3. ACO programs vary across
the country, but most assign a population of patients to the
ACO, which is then expected to coordinate care for individuals
in that population. Some ACOs are hospital-led; others are led
by physician groups. ACOs manage care by establishing referral
systems, standardizing electronic health record systems, and
coordinating care, especially for patients with complex care needs.
Payments models for ACOs can encourage treatment of the
patient through extended “episodes of care,” which can include
care management for a signifcant amount of time following an
acute delivery of care. For example, an episode of care for a patient
receiving a hip replacement can extend for months following the
actual surgery, so the health and rehabilitation of the patient are
viewed as part of a complete continuum of care.
Massage therapists can be integrated into the ACO model through
several different means. They can work as salaried employees
of hospitals or primary care practices that are members of
ACOs. They can operate private practices that are part of the
ACO’s extended network. ACOs create a framework for massage
therapists to operate more closely with an entire network of care
providers. Massage therapists working with an ACO can access
patient records through an electronic health system used by all the
member providers and record the care that they render. Through
their ability to improve patient outcomes and lower the need for
costly interventions, massage therapists, regardless of where they
work, can add value to an ACO network in many of the same ways
they add value to PCMHs.
Figure 2
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Hospitals. While hospitals are among the most traditional of care
settings, health care reform is creating new pressures on hospitals
and driving innovation. For example, the Medicare program now
adjusts hospital payment based on a long list of performance
criteria. These include measures such as patient satisfaction
and readmissions rates. This means that hospitals not only have
incentives to provide the best care during the inpatient stay, but also
to follow up after the patient is discharged. For a range of patients
and health conditions, hospitals should identify opportunities
to integrate massage therapy as a health improvement strategy
where it enhances performance and patient satisfaction. This
may also help the hospital succeed under new measurement and
payment programs, while also creating additional patient referrals
for massage therapy. The cost effectiveness possibility will be
looked at further in Part Three.
Collaborations. The health reform environment also can provide
new opportunities for collaborations between massage therapists
and fellow health care providers through a variety of other venues
and referrals. For example, the increasing focus on patient
engagement and choice has prompted health care providers to
consider the range of care options they make available to patients.
In some cases, this focus has prompted the development of
integrative care4 departments in hospitals or primary care practices
that include features of integrative care.5,6 Such organizations
allow for modalities and therapy options that were not previously
considered part of traditional care to be included in the care
process. Demand for integrative care is primarily driven by patient
demands for more options, particularly when they are confronted
by the possibility of invasive procedures. An increasing movement
toward integrative care is creating new opportunities for massage
therapists. In turn, physicians are becoming increasingly more
aware of the benefts of adding massage therapy to their practices
and care processes.
Of note, these opportunities for closer collaboration are not specifc
to any one workplace environment. While ACOs, PCMHs, hospitals
and integrated care networks do provide formal opportunities for
referrals and employment, patients can beneft from relationships
between primary care providers and massage therapists that result
in new client recommendations and, ultimately, improved care.
Referral arrangements, even when not included in a patient’s
health care plan, continue to be an option.

3 For a useful Q & A on accountable care organizations, see http://www.kaiserhealthnews.org/stories/2011/january/13/aco-accountable-care-organization-faq.aspx.
4 The term “Integrative Care “ is sometimes confused with the term “Integrated Care”. Integrative care specifcally refers to the inclusion of care modalities that were not previously part of traditional care procedures, and
seek to address patients’ overall wellness instead of focusing on specifc conditions. Integrated care is a term in health reform discussions that broadly refers to a healthcare system that is more collaborative and more
networked. ACO and PCMH models are illustrative of the move towards more integrated care, but they can include Integrative Care into their system.
5 Sierpina VS, Dalen JE (2013) The future of integrative medicine. AM J Med 126:661-662.
6 Maizes V, Rakel D, Nieniec JD (2009) Integrative medicine and patient-centered care. EXPLORE 5: 277-289.
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NATIONAL TRENDS IN HEALTH CARE AND
MASSAGE THERAPY
Research confrms the connections being made between patients,
health care providers and massage therapists. According to AMTA’s
2013 consumer survey7, more than ffty million American adults
(16 percent) had discussed massage therapy with their doctors or
health care providers in the previous year. Of those, 62 percent
of their doctors or health care providers strongly recommended
massage therapy or encouraged them to get a massage. This
percentage has steadily increased over the past ten years. As
shown in Figure 3, while physicians led the way in recommending
massage, many chiropractors and physical therapists also
recommended massage therapy.
Furthermore, the 2013 survey data shows that, between 2011 and
2013, the percentage of massage therapists who received referrals
from hospitals was up by seven percentage points. Referrals from
other providers went up during that time as well (see Figure 4
below):

Massage therapy is increasingly integrated into customary care in
many hospitals. According to studies conducted for the American
Hospital Association8 massage therapy is the top complementary
therapy offered in outpatient settings and the second highest
complementary therapy offered in inpatient settings. In 2007, 54
percent of hospitals offered massage as an outpatient service. In
2010, that number rose to 64 percent. Inpatient use of massage
went from 40 percent in 2007 to 44 percent in 2010. Hospitals
place great priority on their patients’ feedback: 78 percent said
they chose therapies based on patient demand, 74 percent
based on evidence, and 58 percent based on the availability of
practitioners. Massage therapy ranks high on all three measures.
Supporting this trend toward less invasive procedures and
complementary approaches to common health conditions, the
American College of Physicians and the American Pain Society
issued joint clinical practice guidelines9 that include massage
therapy as one of the nonpharmacologic treatment options that
should be considered for patients with low-back pain who do not
improve on their own.

Figure 3
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Figure 4
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7 http://www.amtamassage.org/research/Consumer-Survey-Fact-Sheets.html
8 Ananth S (2010) Complementary and alternative medicine survey of hospitals. http://www.samueliinstitute.org/File%20Library/Our%20Research/OHE/CAM_Survey_2010_oct6.pdf
9 Chou R, Qaseem A, Snow V, Casey D, Cross JT Jr, Shekelle P, Owens DK; Diagnosis and treatment of low back pain: a joint clinical practice guideline from the American College of Physicians and the American Pain Society.
Ann Intern Med. 2007 Oct 2;147(7):478-91. Clinical Efcacy Assessment Subcommittee of the American College of Physicians; American College of Physicians; American Pain Society Low Back Pain Guidelines Panel
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CASE STUDIES
CASE STUDIES OF MASSAGE THERAPY
IN HEALTH CARE
As previously mentioned, massage therapists have already been
working in the health care system for many years.10 Some are
employed by hospitals or primary care practices, and some
collaborate with both of them through private massage therapy
practice. As new models of health care have recently emerged,
massage therapists are already adjusting and fnding new ways to
work more effectively and more collaboratively in clinical settings.
The following case studies discuss ways in which specifc massage
therapists have been able to work within the context of PCMHs
and other care models. These snapshots provide a glimpse into the
potential of massage therapy integration. The case studies include
examples of massage therapists in primary care, hospitals and
integrated health networks.

Case Study #1
Casey Health Institute (CHI)
CHI is a Maryland PCMH practice established in 2011. The practice
emphasizes integrative care in its delivery model.
How massage therapy is included:
CHI employs a licensed massage therapist on a salary basis.
Prior to joining CHI, she spent more than a decade working in
physical therapy clinics associated with hospitals, as well as in
a private massage therapy practice. In addition to her salary at
Casey, she receives employee health benefts and is eligible for
paid opportunities to pursue continuing education courses in her
feld. Her business hours are regular and predictable.
The massage therapist collaborates closely with medical staff
and attends weekly staff and clinical meetings, where she offers
recommendations on the needs of individual, and often complex,
patients. She indicates to the physicians when massage would or
would not be appropriate. She also participates in smaller work
group meetings and has regular personal consultations with the
other providers in the practice. She has full access to the electronic
health records of each patient and includes her notes on the care
that she delivers.

How massage therapy is included:
CLINIX had a massage therapist and a chiropractor on staff before
the practice made the transition to a PCMH. They also employ
an exercise therapist. All are considered team members with the
physician.
They have found that referring a patient to the massage therapist
has been benefcial in reducing the need for expensive procedures.
For example, when a patient presents with back pain, the primary
care physician will discuss various options with the patient. Often,
the physician will refer the patient to the chiropractor, and the
chiropractor will refer the patient to the massage therapist and/
or exercise therapist. Through their collaborative treatment, the
patient’s problems are often resolved, thus saving the patient
expensive and unnecessary procedures and tests that the patient
would otherwise have used if the problem lingered. Therefore,
the massage therapist is part of a process that benefts the patient
and potentially saves the practice, patient and insurer from
unnecessary expenses.

Case Study #3
Zanjabee Integrative Medicine
Zanjabee is an independent primary care practice with an
emphasis on integrative health, founded in 2010. The founder
of the practice, a primary care physician, is also an instructor of
Internal Medicine at Harvard University and holds an MBA from
the Massachusetts Institute of Technology.
How massage therapy is included:
The practice employs at least one massage therapist who is an
integral part of the practice and care team. They invest at least a
year toward developing and training their massage therapists to
optimize their full integration into their clinical care process.
Zanjabee has several standard protocols for incorporating
massage into treatment for ergonomic injuries to the shoulder
and neck, anxiety and depression, migraine, tension headache,
sports injuries, PTSD and limb pain. When the physician
recommends massage, she indicates the massage referral on the
patient’s electronic medical records and also consults with the
massage therapist directly to check in.

Case Study #2
CLINIX
CLINIX is a practice in Colorado founded in 1984. It was the frst
physician practice in Colorado to receive PCMH recognition from
the National Center for Quality Assurance (NCQA). It is a member
of a shared savings program.

10 For massage therapists exploring careers in the health care feld, this exploration of the topic is useful: http://www.amtamassage.org/uploads/cms/documents/amta_healthguide_2013.pdf
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Case Study #4
Memorial Sloan-Kettering Cancer Center
(MSKCC)

hospice massage therapy. Gritman also has a satellite offce at
the University of Idaho and provides hospice massage through a
collaboration with a regional homecare company and the Gritman
Foundation. Gritman employs three massage therapists as part of
its Therapy Solutions service.

MSKCC is a renowned cancer center in New York City. It is
credited with being the oldest and largest cancer center in the
world. It is designated by the National Cancer Institute as a
Comprehensive Cancer Center, meaning that it serves patients
and conducts population-based research.

Case Study #6
Northwestern Memorial Hospital

How massage therapy is included:
Researchers at MSKCC were interested in the possible contribution
of massage therapy to patients undergoing cancer treatments. For
a study they published in 200411, they selected more than 1,000
cancer patients. They employed 12 massage therapists to work in
both the inpatient hospital and the outpatient centers. The results
of the study suggested that massage therapy was benefcial for
patients as it helped patients to cope with pain, stress, nausea and
other results of their treatments. They still employ 12 massage
therapists to work throughout the center. Patients can select from
a range of massage therapy options, including Swedish, shiatsu and
aromatherapy massage. Inpatients at the hospital can self-refer
for a massage, or can be referred by a physician, while outpatient
requests are exclusively self-referred. Currently, whether inpatient
or outpatient, those who would like a massage are given the option
to purchase a one-time session, or a set of ten sessions for a bulk
price. In 2013, MSKCC reported that they provided about 75 hours
a week of 20-30 minute massage sessions to cancer patients.

Case Study #5
Gritman Medical Center
Gritman Medical Center in Moscow, Idaho, is an award-winning,
not-for-proft, Critical Access Hospital dedicated to providing
excellent health care services to its patients. Gritman Medical
Center has been a member of its community for more than 100
years. By providing useful information and educating residents
on ways to stay healthy through prevention programs, Gritman is
dedicated to creating a healthy community.
How massage therapy is included:
Gritman Massage Therapy provides skilled, professional massage
therapy services, with or without a physician’s referral, to inpatients
of Gritman Medical Center and on an outpatient basis. For
individuals who have been admitted to Gritman Medical Center’s
Family Birth Center, Medical Surgical Unit, or Critical Care Unit,
complimentary massage therapy is available with a physician’s
referral. Massage therapy services include orthopedic and sports
massage; prenatal, labor and postpartum massage; relaxation and
stress management; oncology massage; massage for pain relief and

Northwestern Memorial Hospital in Chicago, Illinois, offers
integrative care as part of treatment plans and employs massage
therapists. Their physicians are trained in both conventional
medical care and integrative medicine to ensure that they can offer
the best course of treatment and lifestyle plan for each patient.
Practitioners include trained specialists in acupuncture, massage
therapy, naturopathic medicine and health psychology.
How massage therapy is included:
Northwestern offers massage at its main hospital and at several
other locations. The physicians group (Northwestern Integrative
Medicine) offers a full range of complementary and integrative
therapies, including massage therapy. Physicians and practitioners
work as colleagues and in partnership to beneft patients’ health.
The complementary physicians and practitioners intentionally
blend the best of conventional medicine, cutting-edge diagnosis
and treatment with appropriate therapies. This specifc group
employs three massage therapists.
Northwestern Integrative Medicine offers several different types
of massage, including manual lymphatic drainage, myofascial,
neuromuscular, trigger point therapy, prenatal massage and
deep tissue. Conditions commonly cared for include stressrelated muscle tension, whiplash, muscle tension headaches,
post-operative soft tissue pain, carpal tunnel syndrome,
fbromyalgia, multiple sclerosis, hypertension, low back pain,
temporomandibular joint pain, repetitive use injuries, traumatic
muscle-strain injuries, and rotator cuff injuries. Insurance may be
billed if massage is provided as part of a chiropractic service.

Case Study #7
Mayo Clinic
Mayo Clinic’s complementary and integrative medicine physicians
and other health professionals offer patients and their referring
physicians’ recommendations to help integrate appropriate
complementary medicine therapies and wellness programs into
the patients’ overall treatment plan. Recommendations are meant
to complement rather than replace conventional medical care.

11 Cassileth BR, Vickers AJ (2004) Massage therapy for symptom control: outcome study at a major cancer center. J Pain Symptom Manage 28: 244-249
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How massage therapy is included:
The CIM program supports a clinical service center for the campus
in Rochester, Minnesota. Patients can request consultations with
CIM personnel, who make recommendations on potential services
the program can offer, or their physicians can refer patients
directly to practitioners. The CIM program employs a minimum of
two massage therapists.
CIM personnel also seek ways to employ massage therapy both
for patients and for hospital staff members. Their published
research has shown positive effects of massage for pre- and postsurgical pain following a variety of procedures12,13,14, and has found
application for massage therapy for hospital staff who perform
ergonomically-stressful procedures.15

Case Study #8
Duke Health System
Duke University, in Durham, North Carolina, has an extensive
health system that includes the medical school hospital and Duke
Integrative Medicine. Duke Integrative Medicine is committed to
transforming the way health care is delivered in the 21st century.
Expert providers integrate the best of conventional medicine with
proven complementary therapies to address the whole person—
body, mind, spirit and community. The innovative model of care
includes primary care, physician consultations, health coaching,
and an array of clinical services, classes, workshops and trainings.

CONCLUSION
The movement toward new models of health care represents an
opportunity to more effectively integrate massage therapy into
the health care system. To make the most of this opportunity
to improve patient care, hospitals, physicians and other health
care providers should seek practical solutions to include massage
therapy in their care models, especially because of the broad
range of patient types and conditions for which massage therapy
is an important service. The specifc relationships between health
care providers and massage therapists vary and will continue to
vary. As case studies show, some massage therapists are employed
within hospitals or physician practices, while in other cases,
providers create referral relationships that include communitybased massage therapists as part of the care team.
A willingness to innovate will be critical to success in a fast-evolving
health care system. Many massage therapists are developing new
ways to increase their care for patients and to provide massage
therapy when and where it can be most useful. Ultimately, patients
will beneft from these closer collaborations and there is every
indication that outcomes also will result in lower costs.

How massage therapy is included:
Massage therapy services are offered throughout the Duke health
system. To receive massage therapy, patients do not require a
physician referral; they can go to the integrative health program
and request it.
An employed massage therapist who practices throughout the
Duke health system enjoys extensive interaction with physicians,
nutritionists, acupuncturists and other caregivers. They share
space and discuss patient needs in informal settings, and also have
formal treatment team meetings when diffcult cases arise. The
teams are diverse and allow for discussions about the patient that
approach care from many different perspectives. The massage
therapist is seen as an equal in the care team; physicians, nurses
and patients can approach the massage therapist and ask for
consultations. The massage therapist works with the system’s
electronic health records. In addition, the massage therapist is
given the opportunity to address different groups of caregivers,
including medical students, to educate them on the benefts of
massage therapy.

12 Dion L, Rodgers N, Cutshall SM, Cordes ME, Bauer B, Cassivi SD, Cha S (2011) Efect of massage on pain management for thoracic surgery patients. Int J Ther Massage Bodywork 4: 1-5
13 Drackley NL, Deqnim AC, Jakub JW, Cutshall SM, Thomley BS, Brodt JK, Vanderlei LK, Case JK, Bungum LD, Cha SS, Bauer BA, Boughey JC (2012) Efect of massage therapy for post-surgical mastectomy patients. Clin J
Oncol Nurs 16: 121-124.
14 Wentworth LJ, Brisee LJ, Timimi FK, Sanvick CL, Bartel DC, Cutshall SM, Tilbury RT, Lennon R, Bauer BA (2009) Massage therapy reduces tension, anxiety, and pain awaiting invasive cardiovascular procedures. Prog
Cardiovascular Nurs 24: 155-161
15 Keller SR, Engen DJ, Bauer BA, Holmes DR Jr, Rihal CS, Lennon RJ, Loehrer LL, Wahner-Roedler DL (2012) Feasibility and efectiveness of massage therapy for symptom relief in cardiac catheter laboratory staf: a pilot
study. Comp Ther Clin Pract 18: 4-9
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EXECUTIVE SUMMARY
As parts one and two of this document explored, massage
therapy can be an effective part of an integrative care approach
to medicine and can be effective for many conditions. While
often performed independently, massage therapy is also used in
conjunction with a number of conventional medical services used
to address a variety of health conditions. And, massage therapy is
increasingly recognized by consumers as a meaningful option for
reducing pain and addressing their health and wellbeing. However,
few government third-party payment programs and even fewer
private insurance companies recognize massage therapy as a
viable medical option and therefore do not cover patients – even
when the therapy is prescribed by a physician.1
To begin a conversation on the detailed cost effectiveness of
massage therapy, AMTA commissioned John Dunham and
Associates to look at the relationship between massage therapy
coverage and costs of care. This analysis is intended to provide
a starting point for conversations with health care providers. It
examines data from the federal Medicaid and Medicare systems
to see if patient care costs can be reduced by providing better
access and insurance coverage for medically prescribed massage
therapy. Based on an econometric analysis that takes into account
a number of demographic and economic variables, the weighted
average cost for 19 specifc types of treatments was about $64
lower per treatment in states where massage is covered as part
of Medicaid.

While a model of this type cannot predict causality, economic
theory suggests that the savings are the result of the benefts of
increasing the supply of practitioners to meet the demands of the
medical marketplace. Medical costs have been rising faster than
infation in part because the number of practitioners is limited. By
covering massage therapy as part of a system of integrative care,
the potential pool of practitioners would grow, since as many as
300,000 massage therapists and approximately 16,760 massage
service frms are added. The benefts of massage therapy accrue
when it is taken as part of a comprehensive treatment system. It
is by making a trip to the massage therapist in place of additional
hours at the hospital or doctor’s offce, or by substituting massage
in place of some other treatments, where the savings truly emerge.

While the savings per individual treatment may not appear
signifcant, when the total number is analyzed cumulatively
across approximately 66 million outpatient services, the research
indicates that private insurers could save as much as $4.55 billion
in costs if they were to cover massage therapy nationally. These
potential savings are substantial and reach as high as $439 million
in Texas, and $426 million in California. Government third-party
payers could also see substantial savings – as much as $1.39 billion
if all 46 states that do not cover massage under their Medicaid
programs were to do so.

1 Massage therapy is often available in cases of auto insurance and worker’s compensation claims; however it is typically not presented as a medical option in the general case.
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IntroductIon
This analysis examines how the inclusion of massage therapy
services as part of an integrative care approach can help lower
costs for certain conditions and types of treatments. The analysis
uses a comprehensive database of service costs to estimate
how massage therapy can help increase the number and types
of service providers. By increasing the size of the market for
providing medical care, massage therapy reduces costs to the
government and to private insurers.
Massage has long been acknowledged as an important therapy for
the treatment of pain and chronic illness. Unfortunately, while
signifcant clinical research confrms its effcacy, these benefts
are at times dismissed by both public and private insurers as nonessential or optional. Little to no research has been done in the past
to quantify the potential benefts of encouraging the use of massage
treatments in terms of insurance dollars saved. Any savings would
beneft both consumers and the insurance companies that decide
to extend coverage – something that is of particular importance
during a period when the entire health care sector is undergoing a
major transition with a focus on reducing costs.
This analysis examines the statistical link between the recognition
of medically approved massage therapy under insurance coverage
and the cost of medical care for several outpatient treatment
procedures. It uses data from an extensive database of treatments
covered by Medicare and Medicaid programs across the country.2
These data are used as a proxy3 for all medical coverage, and were
selected because they were related to the medical conditions where
massage therapy might show effcacy as a form of treatment.4 In
all, 19 of 30 outpatient treatment types available from the dataset
were used in the analysis.5
The economic rationale for the probability of cost savings is
the result of medical treatment (supply) meeting patient needs
(demand). While the number of medical conditions can be
considered to be fxed whether or not insurance companies
cover certain types or instances of massage therapy, the number
of service providers would signifcantly increase. As such,

particularly for specifc treatment types, the pool of providers
(the supply part of the equation) would grow, while the demand
part (care provided to injured and sick people) would be fxed.
The economic theory behind this is discussed in more detail
later.
Based on the models developed for this analysis, if all 46 states
that do not currently cover medically prescribed massage
therapy6 were to do so, the overall savings to state and federal
Medicaid systems could be nearly $1.39 billion for just the 19
treatment types covered.
Were all private insurers to decide to cover massage therapy
in these same 46 states, savings for these outpatient treatment
types could be as high as $4.55 billion.7

the use of Massage therapy
In patIent care
The National Center for Complementary and Alternative
Medicine maintains a large repository for data on the effcacy of
massage therapy for medical outcomes.8 As discussed in depth
in Part One, scientifc research points to the benefts of massage
for chronic pain, mental health, headaches, and numerous
other symptoms and side effects. A recent study, for example,
concluded that the benefts of massage therapy for chronic
back pain were signifcant and may last as long as 6 months.9
The benefts of massage therapy are even noted, as part of an
integrative care package, in the treatment plans of HIV/AIDS,
fbromyalgia, cancer, and other debilitating illnesses. Massage
therapy is not necessarily a substitute for medical procedures, but
it is assumed that it may work effectively alongside conventional
medicine either to directly address the ailments or to address
some of the pain and anxiety issues that result from certain
medical procedures. Recognizing this, the American College
of Physicians and the American Pain Society have issued joint
clinical practice guidelines that include massage therapy as one
of the non-pharmacologic approaches that should be considered
for patients with low-back pain.

2 Medicare Provider Charge Data-Outpatient, Medicare Provider Charge Data, Centers for Medicare & Medicaid Services, February 2014. Available online at www.cms.gov. Data for Maryland was not available in the CMS
Outpatient database.
3 It is not possible to obtain comprehensive patient and payment data on private insurers. While some private insurers or workman’s compensation plans may cover massage therapy for certain conditions, this represents
individual company decisions and would not be appropriate to use for modeling purposes.
4 According to the US Department of Health and Human Services, massage may be a potential therapy in varying capacities for cases of pain, cancer, mental health, fbromyalgia, headaches, HIV/AIDS, infant care, and
more. In some cases benefts are documented, while in others research is ongoing. See Massage Therapy for Health Purposes: What You Need To Know, National Center for Complementary & Alternative Medicine, The U.S.
Department of Health and Human Services, February 1, 2014.
5 Additional research was conducted into the potential benefts of inpatient care; however, the complexity of inpatient services at hospitals prevented JDA from reaching any specifc conclusions about the cost
efectiveness of utilizing massage therapy in a hospital environment. Even so, the modest savings that were calculated for outpatient care combined with the large potential patient pool could potentially lead to
signifcant savings for inpatient care for patients or third-party payers. The potential direct and indirect savings on inpatient therapy could be signifcant and warrants further research.
6 Florida, Maine, Michigan, Ohio and the District of Columbia specifcally cover certain massage treatments when prescribed by a physician as part of a covered service. It is possible to get a special dispensation for
medically prescribed massage therapy in Indiana and Massachusetts if there are no other options available; however, this is very rare. For the purpose of this analysis, Indiana and Massachusetts are not considered to be
states that cover massage therapy.
7 Note that Medicaid coverage is being used as a proxy for private insurance plans. If a state covers medically prescribed massage therapy then it is assumed that insurance plans in that state provide similar coverage.
Since individual insurance plans may vary (even under the Afordable Care Act guidelines) this assumption may need to be relaxed. The assumption may overstate potential gains in those states where private insurers
already recognize and cover massage therapy.
8 Massage Therapy for Health Purposes: What You Need To Know, National Center for Complementary & Alternative Medicine, The U.S. Department of Health and Human Services, February 1, 2014.
9 Cherkin, Daniel, Karen Sherman, and Richard Deyo, A Comparison of the Efects of 2 Types of Massage and Usual Care on Chronic Low Back Pain: A Randomized, Controlled Trial, Annals of Internal Medicine, July 2011.
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More than 20 percent of cancer patients use massage therapy
to manage the stress and anxiety associated with conventional
medicine, and the possibility of additional benefts is being
researched.10 Massage is a therapeutic approach, and like any
other therapeutic option it works well in certain circumstances
and is less effective in others. Table 1 outlines specifc conditions
for which massage therapy might be part of the therapeutic care.
These ailments form the basis of the outpatient service approaches
examined for this analysis.

Inpatient treatments are listed according to diagnosis-relatedgrouping (DRG) and are broken down to the hospital level.11
Outpatient treatments are listed according to their ambulatory
payment classifcations (APC) and are likewise compiled at the
hospital level.12

condItIons/classIfIcatIons for WhIch
Massage therapy MIght be prescrIbed

In all, these datasets provide information on 100 specifc inpatient
and 30 specifc outpatient treatment types. Of the 30 common
outpatient codes, 19 were selected for further analysis as they
were related to the medical conditions where massage therapy
was expected to be an effective part of a treatment plan. Table 2
shows those treatments examined in this analysis.

The Center for Medicare and Medicaid Services (CMS), maintains
data on the number of specifc treatments submitted for payment,
as well as the cost billed to Medicaid and payments made to
providers for both inpatient and outpatient treatment types.

Data for use in this analysis come from different sources that
are not necessarily perfectly aligned. For example, Medicare, the
federal government’s health insurance program for the elderly, is

Table 1

chronIc paIn
ManageMent

•
•
•
•
•
•
•

Back pain
Headache
Carpal tunnel syndrome
Osteoarthritis
Neck and shoulder pain
Fibromyalgia
Hospice

behaVIoral health
treatMent

•
•
•
•

Anxiety and stress
Depression
PTSD
Substance abuse disorder
recovery

rehabIlItatIon/physIcal
traInIng

acute MedIcal
treatMent

• Athletic training/injury
treatment
• Ergonomic injury
• Cardiac rehab
• Joint replacement rehab
• Scar management

• Cancer management
• Post-surgical pain
management
• Lymphatic drainage
• Maternity and newborn
care

Table 2 ambulatory payment classifcations used in analysis13

Level 1 Hospital Clinic Visits

Level I Nerve Injections

Level 2 Hospital Clinic Visits
Level 3 Hospital Clinic Visits

Level II Nerve Injections
Level III Nerve Injections

Level 4 Hospital Clinic Visits

Level IV Nerve Injections

Level 5 Hospital Clinic Visits

Level I Electronic Analysis of Devices

Level I Diagnostic and Screening Ultrasound

Level II Electronic Analysis of Devices

Level III Diagnostic and Screening Ultrasound

Level I Excision/Biopsy

Level II Echocardiogram Without Contrast

Level II Excision/Biopsy

Level III Echocardiogram Without Contrast

Level II Extended EEG,Sleep and Cardiovascular Studies

MRI and MRA Without Contrast
10 Corbin, Lisa, Safety and Efcacy of Massage Therapy for Patients With Cancer, Cancer Control, July 2005.
11 Medicare Provider Charge Data-Inpatient, Medicare Provider Charge Data, Centers for Medicare & Medicaid Services, February 2014. Available online at www.cms.gov.
12 Medicare Provider Charge Data-Outpatient, Medicare Provider Charge Data. Centers for Medicare & Medicaid Services, Feb. 2014. Available online at www.cms.gov . Data for Maryland was not available in the CMS
Outpatient database.
13 The various “levels” are related to the complexity of treatment. In general, the higher the numeric the more complex the particular treatment.
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basically the same across the country. As such, any massage therapy
services covered in one state are likely to be covered in all states.
On the other hand, the Medicaid program, which provides coverage
to the economically disadvantaged and certain other individuals, is
managed at the state level and states provide coverage for different
types of services. In conducting this analysis, cost and patient data
are based on Medicare coverage, while the availability of coverage
options is based on Medicaid programs. In other words, the model
examines how Medicare payments differ across states depending
on whether or not state Medicaid covers massage therapy. The
postulate being that payments in general would be lower in those
states where Medicaid has enhanced the number of providers.
As shown in Figure 1, Medicare and Medicaid provide
approximately 30 percent of all health care coverage in America,
while employer plans and private insurers represent about 54
percent of the market.14 Based off of projections from Medicare
discharges, there were approximately 28.27 million Medicaid
outpatient services in 2012, just over 24.70 million of which were
in states that are not currently covering massage therapy.15 The
approximate number of privately insured outpatient services for
fscal year 2011 is 77.21 million, with 66.72 million occurring in
states that do not cover massage therapy.
The fact that so much of the market is covered by private insurance
suggests that if the price effect correlated with lower Medicare
rates is extended to private insurers, sizable cost savings beyond

Figure 1 health Insurance coverage by provider

the immediate effects on Medicare could be realized. States in
which private insurers already cover massage therapy are likely
to have a smaller impact than those in which private insurance
policies follow Medicaid policy and do not support massage
therapy coverage. Estimates of private insurer savings are based
on each state’s anticipated Medicare savings projected on the size
of the state’s private insurance market.

the econoMIcs behInd the cost saVIngs
One of the principles of economics is that in a market for a
particular good or service, prices are set by the relationship
between the demand for that good or service, and the available
amount – or the supply. The concept is hundreds of years old, but
was popularized beginning in 1776 when Adam Smith published
The Wealth of Nations.
This concept is particularly important in this analysis and in
the market for medical care. Because of the complex nature of
medical care, and the specialized training that doctors, nurses,
and massage therapists require, the number of practitioners is
limited—there is a limited supply. On the other hand, the demand
for care is growing as more and more people enter the market.
With a fxed supply of services, and an increase in demand,
medical costs have been growing faster than infation. Figure 2
compares medical cost infation with the overall consumer price
index for the past two decades.

Figure 2 health care costs have been rapidly growing
apidly Gr wing
500

Uninsured, 15%

450
400

Other- Public, 1%
Employer, 48%

350

Medical Care

300

All Items

250

Medicare, 14%
200
150
100
50

Medicaid, 16%

2012

2010

2008

2006

2004

2002

2000

1998

1996

1994

1992

1990

1988

1986

1984

0

Other- Private, 5%

14 Note that this is prior to the implementation of all of the provisions of the Afordable Care Act which will dramatically change the way coverage is provided.
15 Data are given in terms of outpatient services and not patients or consumers. It is possible for the same individual to be counted as receiving a service on multiple occasions throughout the year.
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If insurance carriers and government third-party payers were to
include medically prescribed massage therapy as part of a system
of integrative care, the potential pool of practitioners could grow
substantially as 61,630 therapists in 16,760 massage service
frms, and more than 200,000 part-time and self-proprietor
massage therapists, are added.16 As Figure 3 shows, by increasing
the number of practitioners, prices should fall.
There is a great deal of discussion in medical economics journals
about the issue of supplier induced demand and how this changes
the normal market for medical care. In short, the idea of supplier
induced demand is that practitioners (particularly doctors) can
create their own demand since they have more information than
consumers. It’s the old idea of a doctor saying take these pills
and then come back and see me in two weeks. The fact remains
that medical practitioners are heavily involved in determining
the types and amounts of medical treatments/therapies that their
patients receive.
While there is some evidence to indicate that medical practitioners
do play an important role in creating their own demand and

therefore may increase the amount of charges that would
otherwise occur in a market, this should not impact this analysis
which examines the supply of practitioners, and postulates that
more practitioners will reduce costs with demand being fxed.
Since the number of prescribing entities, or physicians, does not
change, any supplier induced demand that exists in a particular
market would be relatively fxed. Also, massage therapists must
rely on these same physicians to prescribe services, so these
practitioners will not necessarily have the ability to create
substantial new demand.17 There may be circumstances where the
allowance of massage therapy might open up entirely new markets
for health care services and thereby increase demand, but again,
that is already taken into account by the cross-sectional analysis
used in this study.

the econoMIc Value of Massage therapy
Based on the analysis of Medicaid and Medicare data, costs
associated with certain outpatient treatments are signifcantly
lower in states where massage therapy is covered as part of a
comprehensive plan, when controlling for numerous demographic
and socio-economic factors.18 While the per-session savings are

PRICE

Figure 3 providing Insurance coverage for Massage therapy reduces provider prices
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16 Employed massage therapist data comes from the Bureau of Labor Statistics’ “Occupational Employment and Wages, May 2012.”available online at http://www.bls.gov/oes/current/oes319011. Total estimates for
massage therapists, including self-proprietorships and graduating students are based on projections from state licensing boards. Location data is based on those businesses that have reported that they are in the
therapeutic massage business. Data are from Dun & Bradstreet’s Hoovers data system and are as of January 2013.
17 This removes the direct incentive to overprescribe massage therapy.
18 See methodology section.
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typically a modest fraction of total cost, the volume of outpatient
services makes the savings very large on the state and national
level.
While both inpatient and outpatient treatments were examined,
the model was only robust enough to determine cost savings for
outpatient services. The section “A Note on Massage Therapy and
Inpatient Treatment”(p. 36) explores the limitations in fnding
correlations in inpatient services. Outpatient treatments are the
area most clearly and consistently impacted by the inclusion of
massage therapy in a comprehensive treatment structure. In fact,
for 16 of the 19 outpatient treatments studied, state coverage
of massage is associated with lower overall treatment costs.
Were all payers (private insurance, Medicaid and Medicare) in
the remaining states to permit massage therapy, the estimated
savings would be as high as $5.94 billion.

Table 3 details the cost effects on a treatment-by-treatment basis.
Savings range from about $15 to just under $532, depending on
the service examined. Of the three treatments that show positive
price correlation (massage therapy is associated with higher
costs,) the effect ranges from about $34 to over $456.19 Since this
is a statistical model it is expected that not all of the equations will
reach the same conclusion and, while it is not theoretically likely
that covering massage services provided by a physician would
actually increase costs, to ensure that the results are modest,
and that treatments are not “cherry picked,” these instances are
included in the fnal numbers.
As Table 3 shows, based on cost data for approximately 22.35
million outpatient services in 2012, the coverage of massage
therapy as part of an integrative care approach leads to substantial
potential savings—an average of about $80 in savings across all
procedure types, and when weighted for the proportion of types a
total of about $64 in savings per treatment.20

Table 3
Modeled provider cost diferentials between states that cover
Massage therapy and those that do not

OUTPATIENT MEDICAL
TREATMENT

COEFFICIENT,
IMPACT ON COST

Level I Excision/Biopsy
Level II Excision/Biopsy
Level II Extended EEG, Sleep
and Cardiovascular Studies
Level I Nerve Injections
Level II Nerve Injections
Level III Nerve Injections
Level IV Nerve Injections
Level I Diagnostic & Screening Ultrasound
Level III Diagnostic & Screening Ultrasound
Level II Echocardiogram Without Contrast
Level III Echocardiogram Without Contrast
MRI and MRA Without Contrast
Level 1 Hospital Clinic Visits
Level 2 Hospital Clinic Visits
Level 3 Hospital Clinic Visits
Level 4 Hospital Clinic Visits
Level 5 Hospital Clinic Visits
Level I Electronic Analysis of Devices
Level II Electronic Analysis of Devices

-$532
-$145
$166
-$286
-$137
-$155
$456
-$24
-$129
-$64
-$227
-$238
-$15
-$40
-$43
-$69
-$32
$34
-$40

AVERAGE
WEIGHTED AVERAGE

-$80
-$64

The approximate number of privately insured outpatient services
is 77.21 million, with 66.72 million occurring in states that do not

19 There is a signifcant amount of variability in terms of the fnancial benefts of covering massage therapy across treatment types. Much of this is due to the complexity, cost and frequency of the treatment itself. In
addition, this is a statistical analysis and the savings coefcients are based on diferences in pricing between states that ofer massage therapy as part of Medicaid treatments and those that do not. Actual costs are the
result of a large number of factors, only 24 of which are controlled for in the analysis. Also, statistical analyses of this type can only measure correlation or a relationship between diferent data points. It cannot measure
causality. The underlying theory that a larger supply of practitioners will reduce costs is tested and shown to be reasonable.
20 Note that data is given in terms of outpatient services and not patients or consumers. It is possible for the same individual to be counted as receiving a service on multiple occasions throughout the year.
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cover massage therapy. Were all of these insurers to begin to cover
prescribed massage therapy, the potential savings could be as
high as $4.55 billion per year. In addition, states could save $1.39
billion by including massage therapy in their Medicaid programs.
Figure 421 outlines potential savings by state for large markets,
and Table 4 shows the savings for all states.22

conclusIon
The practice of allowing massage therapy as an insured coverage
is correlated, for most treatments examined, with lower coverage
costs when controlling for demographic and economic factors.
The channels through which increased coverage may result in
reduced costs are based on a straightforward assessment of supply
and demand in the medical treatment market. State and private
coverage of massage therapy would result in an increase in massage
consumers as the price is partially mitigated through insurance.
The benefts of massage therapy accrue when it is taken as part
of a comprehensive treatment system. It is by making a trip to
the therapist in place of additional hours at the hospital or
doctor’s offce, or by substituting massage in place of some drug
prescriptions, where the savings emerge. On a single service basis,
the savings are relatively small—about $64 on average—but when
summed across all potential consumers, the true impact is in
billions of dollars for both private insurers and government thirdparty payers.

A Note On Massage Therapy and Inpatient Care
As it stands, there are not enough detailed data to report on effcacy
of massage therapy in reducing costs of inpatient treatments. The
Center for Medicare and Medicaid Services releases data for the
top 100 diagnosis related groupings (DRGs), which gives total
patients (discharges) and average costs. This leaves more than
350 DRGs unaccounted for. In addition, multiple DRGs may be
applied to any given patient. For this reason, and the fact that
length of stay is also not listed, it is not possible to account for
the effect of massage therapy availability on treatment costs in
any statistically signifcant manner. Based upon the benefts
of massage therapy for outpatient care, further research into
inpatient treatments is strongly recommended.
Several of the DRGs that might be expected to beneft from
massage therapy (for example, medical back pain and back &
neck procedures) do show some promise. These have negative
coeffcients associated with massage therapy coverage, again
indicating that accepting massage therapy might lead to lower
costs. Ultimately, however, there is not enough data to create a
viable model at this time.

Figure 4
providing Insurance coverage for Massage therapy can lead to substantial savings for state and private Insurers
$500,000,000

PRIVATE INSURER SAVINGS

$450,000,000

MEDICAID SAVINGS

$400,000,000
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$300,000,000
$250,000,000
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21 The model assumes that private insurers cover patients in a manner similar to those covered by state Medicaid insurance. This is not always the case as private plans may have either more or less generous benefts.
22 Data for Maryland were not available.
23 Medicare Provider Charge Data-Inpatient, Medicare Provider Charge Data, Centers for Medicare & Medicaid Services, February 2014. Available online at www.cms.gov.
24 Medicare Provider Charge Data-Outpatient, Medicare Provider Charge Data. Centers for Medicare & Medicaid Services, Feb. 2014. Available online at www.cms.gov . Data for Maryland was not available in the CMS
Outpatient database.
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Table 4
providing Insurance coverage for Massage therapy can lead to substantial savings for private Insurers

STATE

ESTIMATED
MEDICAID
SAVINGS1

ESTIMATED
SAVINGS
TO PRIVATE
INSURERS

STATE

ESTIMATED
MEDICAID
SAVINGS1

ESTIMATED
SAVINGS TO
PRIVATE INSURERS

Alabama

$17, 952, 595

$58,345,933

Montana

$4,014,533

$15,131,701

Alaska

$2,162, 221

$7,639,847

Nebraska

$5,821,968

$32,285,457

Arizona

$17,005,204

$46,291,945

Nevada

$3,610,314

$18,773,633

Arkansas

$17,830,626

$41,292,975

New Hampshire

$10,929,499

$87,435,996

California

$158,736,920

$426,083,313

New Jersey

$19,002,007

$93,426,535

Colorado

$17,469,638

$79,285,278

New Mexico

$12,002,426

$24,576,395

Conneticut

$15,721,305

$66,029,480

New York

$121,256,327

$274,144,739

Delaware

$4,135,600

$12,636,556

North Carolina

$64,495,428

$205,579,175

District of Columbia

$14,455,516

$32,380,355

North Dakota

$8,631,719

$63,299,271

Florida

$43,940,490

$144,375,895

Ohio

$67,164,660

$230,878,519

Georgia

$37,685,648

$139,975,265

Oklahoma

$19,611,156

$56,526,272

Hawaii

$6,339,800

$20,076,034

Oregon

$13,403,793

$41,788,296

Idaho

$6,757,148

$26,063,285

Pennsylvania

$58,206,548

$225,065,319

Illinois

$93,376,010

$302,098,856

Rhode Island

$3,959,014

$12,808,575

Indiana

$32,853,319

$106,290,148

South Carolina

$18,356,386

$58,510,981

Iowa

$17,669,184

$66,259,441

South Dakota

$4,805,281

$19,564,359

Kansas

$10,313,167

$44,425,952

Tennessee

$28,122,983

$78,119,398

Kentucky

$28,128,190

$79,696,537

Texas

$134,511,298

$439,403,573

Louisiana

$20,494,336

$47,136,973

Utah

$10,354,368

$66,267,956

Maine

$25,891,409

$58,537,099

Vermont

$12,308,008

$26,667,350

Maryland

N/A

N/A

Virginia

$27,327,833

$161,234,212

Massachusetts

$124,583,218

$345,435,287

Washington

$40,658,202

$139,762,569

Michigan

$47,332,987

$153,136,134

West Virginia

$$9,660,831

$27,845,926

Minnesota

$26,126,431

$117,568,938

Wisconsin

$45,996,948

$156,930,763

Mississippi

$20,047,669

$49,116,789

Wyoming

$725,013

$3,443,810

Missouri

$34,979,027

$139,916,108

Total Potential
Savings

$1,388,139,137

$4,550,256,203

1 Estimated savings are the estimated correlative of massage therapy on coverage costs. For states which already permit MT, this estimated saving is already
realized, but for states that do not permit MT coverage this represents an opportunity to reduce coverage costs.
2 Total Potential Savings refects the sum of those states which do not currently cover massage
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Methodology
Data for The Economic Value of Massage Therapy is compiled from
several sources, including the Center for Medicare and Medicaid
Services (CMS), U.S. Census Bureau’s “American Community
Survey”, as well as a phone survey conducted by John Dunham
and Associates.
Patient and Treatment estimates—Numbers of treatments as well
as coverage rates are based off data from CMS’s “Medicare Provider
Charge Data” for both inpatient and outpatient treatments.
Inpatient treatments are listed according to diagnosis-relatedgrouping (DRG) and are broken down to the hospital level.23
Outpatient treatments are listed according to their ambulatory
payment classifcations (APC) and are likewise compiled at the
hospital level.24 Facility data is then aggregated to state level
fgures, such that each DRG or APC is associated with a single
discharge count and a statewide average coverage charge for each
of the ffty states, plus D.C.
Massage Therapy—The laws and standards regulating massage
therapy coverage are complex and vary state-to-state. A series
of phone calls were made to state Medicaid offces, as well as
other government sources, to determine the policy of massage
therapy insurance coverage. The large majority of states do not
offer coverage for massage therapy. Those states where there
was no clear policy or where a representative could not provide a
clear policy answer were assumed to not permit coverage. In the
end, there were fve states, including DC, that have some policy
allowing coverage of massage.
demographic and additional data—In order to control for
various non-massage related elements, state-level data on age,
ethnicity, educational attainment, marital status, and numerous
other factors were compiled from the U.S. Census Bureau’s
“Occupational Employment Statistics Survey.” The number
of massage therapists (per capita) is taken from the Bureau of
Labor Statistics’ “State and Area Employment Numbers,” and the
numbers of hospitals and clinics is taken from Hoovers. The same
demographic data categories were used in each of the regressions.
statistical analysis—Multiple linear regression models were run
based on the demographic data, per capita clinic counts, and dummy variables related to Medicaid coverage of massage and other
complementary medicines. The coeffcient on the massage therapy variable refects the dollar increase or decrease correlated with
massage coverage, controlling for all other variables. In the case
of the outpatient services examined, 16 of the 19 services are associated with a negative coeffcient for massage therapy coverage.
This means that switching from massage therapy non-coverage to
massage therapy coverage would result in decreased costs of care
in these 16 services.
The statistical results are presented in Table 5 (page 40-41), Table
6 (page 42-43) and Table 7 (page 44-45).
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Table 5 MedIcaId coVerage analysIs
Level I
Excision/Biopsy

ChDummy
PTDummy
AcDummy
MTDummy
Massage + Hosp per Capita
Pct65Plus
Male
Median age (years)
Black or African American
Asian
Now married, except separated
Widowed
Divorced
Separated
Less than high school graduate
High school graduate, GED, or alternative
Some college or associate's degree
Civilian veteran
With any disability
Employed
Percent of civilian labor force
Mean earnings (dollars)
Median gross rent (dollars)
Right To Work State
gov cost multiplier
const
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Level II
Excision/Biopsy

Level IV
Nerve Injections

Coeÿcient

p

Coeÿcient

p

Coeÿcient

p

808.78

0.15

469.38

0.18

251.85

0.81

-506.62

0.45

-391.57

0.36

2616.84

0.06

-83.4

0.88

-43.46

0.9

48.05

0.97

-531.59
2449874

0.35
0.76

-144.55
3186446

0.68
0.53

455.64
-5150903

0.68
0.75

27301.85
104.05

0.72
0.9

31713.94
395.34

0.5
0.44

32151.66
2891.6

0.83
0.09

-144

0.64

-366.1

0.07

-608.4

0.32

73.31
-320.62

0.19
0.15

44.7
96.25

0.19
0.47

66.21
-371.24

0.53
0.38

-46.65

0.81

28.28

0.82

-98.71

0.8

-55.99

0.97

589.34

0.53

2403.98

0.42

413.91
-73.91

0.32
0.94

592.74
131.79

0.03
0.82

110.8
712.49

0.89
0.69

-78.39

0.73

-182.49

0.21

-687.77

0.14

-65.43

0.61

-154.05

0.07

-640.26

0.02

-26.68

0.89

-340.62

0.01

-771.6

0.05

-56.06
35.27

0.87
0.93

-10.95
-304.4

0.96
0.25

-224.04
876.13

0.74
0.29

-123.88

0.54

-110.44

0.39

183.76

0.64

76.51

0.84

134.96

0.57

760.97

0.32

0.14

0.28

0.08

0.31

0.15

0.55

-3.73
466.28

0.64
0.48

-5.87
529.13

0.25
0.21

-11.09
1468.27

0.48
0.26

-675.46
-665.92

0.85
0.99

-1542.21
5047.05

0.5
0.87

-2141.92
-111793.9

0.77
0.24

Level I
Nerve Injections

Level II
Nerve Injections

Level II Extended
EEG, Sleep, and
Cardiovascular Studies

Level III
Nerve Injections

Coeÿcient

p

Coeÿcient

p

Coeÿcient

p

Coeÿcient

p

97.46
-109.98
-61.03
-285.64
225685.9
7226.61
89.39
-136.47
-6.04
-43.58
-3.48
227.44
178.46
-158.56
23.47
3.54
-66.78
70.63
9.65
98.09
221.92
0.03
-0.97
369.94
1186.32

0.57
0.6
0.73
0.12
0.93
0.76
0.73
0.16
0.72
0.52
0.96
0.63
0.17
0.58
0.74
0.93
0.26
0.51
0.94
0.14
0.08
0.4
0.7
0.08
0.31

200.28
23.18
-143.06
-137.48
-494811
10286.32
304.5
-94.14
18.25
75.41
-74.26
-34.97
66.71
-25.61
-58.03
-12.16
-81.25
13.74
58.38
30.99
76.28
0
0.32
262.94
-1309.7

0.41
0.94
0.58
0.58
0.89
0.76
0.41
0.49
0.45
0.43
0.4
0.96
0.71
0.95
0.56
0.83
0.33
0.93
0.75
0.73
0.65
0.94
0.93
0.37
0.42

203.9
108.25
-21.19
-154.89
590736.7
-20269
-227.51
98.61
-7.94
28.95
-75.83
199.24
415.37
735.2
-87.98
-13.99
-16.65
-146.1
-314.59
-192.92
-258.91
0.07
-4.29
386.31
-615.29

0.42
0.73
0.94
0.56
0.88
0.56
0.55
0.49
0.75
0.77
0.41
0.78
0.04
0.09
0.41
0.81
0.85
0.36
0.12
0.05
0.16
0.26
0.26
0.21
0.72

-146.06
319.92
-41.87
166.35
-3613698
33368.58
816.36
-157.96
13.58
218.29
-33.47
-252.99
157.07
705.48
-84.79
-2.18
-171.63
-19.93
105.5
117.21
208.18
0.05
-2.8
363.89
-1502

0.66
0.44
0.91
0.64
0.47
0.47
0.12
0.41
0.68
0.11
0.78
0.79
0.53
0.22
0.55
0.98
0.15
0.93
0.68
0.35
0.38
0.54
0.57
0.37
0.51

-11622.14

0.44

-8371.13

0.69

28397.5

0.21

-39828.35

0.19
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Table 6 MedIcaId coVerage analysIs

Level III Diagnostic and
Screening Ultrasound

Level I Diagnostic and
Screening Ultrasound

ChDummy
PTDummy
AcDummy
MTDummy
Massage + Hosp per Capita
Pct65Plus
Male
Median age (years)
Black or African American
Asian
Now married, except separated
Widowed
Divorced
Separated
Less than high school graduate
High school graduate, GED, or alternative
Some college or associate's degree
Civilian veteran
With any disability
Employed
Percent of civilian labor force
Mean earnings (dollars)
Median gross rent (dollars)
Right To Work State
gov cost multiplier
const
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Level II Echocardiogram
Without Contrast

Coeÿcient

p

Coeÿcient

p

Coeÿcient

p

20.81
39.11

0.71
0.58

103.11
55.43

0.3
0.65

79.41
242.68

0.59
0.2

-49.88
-24.11
-560372.4
4254.64
31.56

0.41
0.68
0.51
0.59
0.71

-113.68
-129.42
-719885.7
9628.65
142.04

0.29
0.22
0.63
0.48
0.35

-299.74
-64.29
332553
40553
339.16

0.07
0.68
0.88
0.06
0.15

-33.01
-4.36
-4.55

0.31
0.44
0.84

-41.6
-4.01

0.46
0.68

-170.51
16.97

0.06
0.26

-28.05
3.03
59.3
107.47

0.19
0.99
0.18
0.26

-31.43
-12.34
-28.83
-20.56

0.2
0.36
0.15
0.57

31.26
-56.8
-86.22
111.57
286.46
-62.08
-24.03

0.43
0.13
0.75
0.15
0.1
0.15
0.31

36.28
-12.52
-408.31
242.53
557.08
-8.07
12.28

0.54
0.82
0.33
0.04
0.04
0.9
0.73

-26.11
-8.81
9.78

0.55
0.68
0.81

-69.81
-29.43
-36.13
-16.47

0.05
0.64
0.63
0.65

-90.07
-37.51
-53.76
36.23

0.09
0.69
0.64
0.52

0.01
-0.79
69.13
-262.03
2646.76

0.38
0.35
0.32
0.5
0.6

1.7
0.02
-1.56

0.98
0.48
0.29

133.35
0.06
-3.46

0.21
0.11
0.13

145.3
-9.53

0.23
0.99

-97.6
-203.95

0.59
0.84

1081.19

0.9

-16288.51

0.23

Level III Echocardiogram
Without Contrast

MRI and MRA Without Contrast

Level 1
Hospital Clinic Visits

Level 2
Hospital Clinic Visits

Coeÿcient

p

Coeÿcient

p

Coeÿcient

p

Coeÿcient

p

275.65
496.67
-84.66
-226.94
-5243209
34198.61
431.03
-146.72
2.61
107.53
-211.91
-345.58
320.63

0.37
0.2
0.79
0.48
0.26
0.42
0.36
0.4
0.93
0.38
0.07
0.69
0.18

155.05
182.24
-77.26
-238.24
390616.6
-3052.5
68.1
39.56
-1.97
-13.04
-38.74
216.89
230.69

0.58
0.6
0.79
0.41
0.92
0.94
0.87
0.8
0.94
0.91
0.7
0.78
0.28

6.23
0.6
-5.3
-15.17
-185935.8
-1336.95
19.81
-1.48
-0.11
4.12
-0.03
65.88
18.48

0.65
0.97
0.71
0.3
0.37
0.48
0.34
0.85
0.94
0.45
1
0.1
0.09

-4.31
-12.47
-5.53
-40.39
-154634
162.58
5.26
-5.65
-0.3
7.04
-0.9
45.66
30.7

0.73
0.43
0.68
0.01
0.41
0.93
0.78
0.43
0.81
0.17
0.84
0.2
0.01

711.47
-123.81

0.18
0.34

403.91
-21.16

0.39
0.86

3.61
-5.15

0.87
0.37

35.91
-11.87

0.1
0.04

34.81
-62.57

0.63
0.55

-50.34
-78.46
17.33
38.43

0.79
0.74
0.88
0.86

-30.96
-52.98
-97.37
-182.73
-25
23.47

0.64
0.58
0.58
0.4
0.81
0.9

-4.88
-1.39
-9.14
-2
-0.28
-2.99

0.14
0.77
0.3
0.85
0.96
0.75

-6.39
-6.55
-9.24
-17.75
-5.04
-8.07

0.04
0.14
0.25
0.08
0.29
0.36

0.09
-5.56
345.72

0.25
0.23
0.35

0.04
-2.47
248.9

0.53
0.55
0.46

0
0.14
17.84

0.79
0.48
0.29

0
-0.09
16.84

0.79
0.61
0.27

-1185.93

0.57

-824.55

0.66

57.69

0.53

44.04

0.6

-8628.39

0.75

1703.04

0.94

-901.15

0.46

769.35

0.49
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Table 7 MedIcaId coVerage analysIs
Level 3
Hospital Clinic Visits

Coeÿcient
ChDummy
PTDummy
AcDummy
MTDummy
Massage + Hosp per Capita
Pct65Plus
Male
Median age (years)
Black or African American
Asian
Now married, except separated
Widowed
Divorced
Separated
Less than high school graduate
High school graduate, GED, or alternative
Some college or associate's degree
Civilian veteran
With any disability
Employed
Percent of civilian labor force
Mean earnings (dollars)
Median gross rent (dollars)
Right To Work State
gov cost multiplier
const
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Level 4
Hospital Clinic Visits

p

Coeÿcient

p

-3

0.9

6.56

0.84

-3.01

0.92

7.01

0.86

-51.5

0.06

-39.37

0.26

-42.72
-431250.2

0.11
0.25

-69.19
-338901.7

0.05
0.48

4796.02
37.09

0.17
0.33

958.94
19.18

0.83
0.69

-35.07

0.02

-24.02

0.19

1.18

0.63

-6.35

0.06

1.87
-3.83

0.85
0.67

-5.86
-30.61

0.64
0.02

-8.57
41.38

0.9
0.04

3.8
11.65

0.97
0.63

27.33

0.51

41.44

0.44

-13.7

0.2

-4.62

0.73

-3.89
-11.93

0.51
0.17

6.62
1.51

0.38
0.89

-10.01
13.61

0.52
0.48

11.26
15.57

0.58
0.53
0.26

7.54

0.42

13.64

14.73

0.4

23.59

0.3

0.01

0.22

0

0.75

-0.27

0.45

0.13

0.77

36.25
-26.22

0.23
0.88

58.58
-54.75

0.14
0.8

-1476.22

0.5

-256.37

0.93

Level 5
Hospital Clinic Visits

Level I Electronic
Analysis of Devices

Level II Electronic
Analysis of Devices

Coeÿcient

p

Coeÿcient

p

Coeÿcient

p

32.31
4.33
-59.29
-31.6
-1117594
7477.05
105.92

0.72
0.97
0.53
0.73
0.4
0.55
0.43

32.27
51.92
-39.87
-40.37
-859678
1925.82
77

0.34
0.22
0.27
0.25
0.1
0.68
0.14

-51.13
89.83
-112.34
34.42
1647439
1012.13
159.54

0.7
0.59
0.43
0.81
0.41
0.96
0.44

-37.44
-3.75
22.57
-42.56
-112.08
23.92
167.22

0.46
0.67
0.52
0.2
0.65
0.72
0.27

3.96
2.94
9.61
-18.74
-50.24
46.82
54.25

0.83
0.38
0.47
0.14
0.59
0.08
0.33

-11.83
-13.49
12.85
22.11
246.07
60.02
164.05

0.88
0.32
0.81
0.65
0.51
0.55
0.47

-11.71
12.55
-0.06
6.5
58.9
60.7
86.57
0.01

0.75
0.55
1
0.91
0.39
0.08
0.18

-28.94
-9.19
-18.02
-18.18
-26.77
-25.76
-24.22

0.05
0.25
0.13
0.39
0.3
0.05
0.31

-21.38
-67.19
-116.57
-104.15
16.7
65.46
144.42

0.7
0.05
0.02
0.23
0.87
0.2
0.14

0.71
0.82
0.61
0.04
0.36

0.01
-0.89
73.59
-115.16
111.66

0.26
0.08
0.08
0.61
0.97

0
-1.22
219.94
-185.51
-8337.17

0.99
0.54
0.19
0.84
0.48

-0.29
55.35
-1322.93
-7195.23
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Midwives and Mothers in Action (MAMA) Campaign
State-Directed Study Demonstrates Significant Cost-Savings &
Improved Outcomes With the Care of Certified Professional Midwives (CPM)
Midwifery Licensure and Discipline Program in Washington State: Economic Costs and Benefits1
Cost Savings with CPM Care Demonstrated by Washington State data:
• Total savings to WA Medicaid are approximately $1.6 million per year when facility fees and reductions in costly
medical procedures achieved by CPM care are factored in
• At least $236,000 per year in savings to Medicaid when women give birth at home or in free-standing birth centers
in the care of CPMs – a very conservative estimate reflecting only cesarean section reduction
• Combined (public and private insurer) savings to the health care system for cesarean reduction alone are an
estimated $1.35 million per year
• Cost savings to Washington State from the care of CPMs is approximately 10 times the cost of administering the
state licensing program
• Cost savings achieved with CPMs attending just under 2% of the births in the study period
• Subsequent analysis by Washington State shows $3939 savings per out-of-hospital birth

Improved Outcomes for Women and Infants with CPM Care Demonstrated:
• Significantly lower cesarean section rates with the care of CPMs
• Significantly fewer low-birth weight babies and babies born prematurely with the care of CPMs, all indicators for
improved outcomes, especially for vulnerable populations
• Significantly higher breast-feeding rates with the care of CPMs, with the accompanying demonstrated health
benefits for mothers and infants extending throughout lifetimes
• Improved outcomes achieved with rates of intrapartum and neonatal mortality comparable to low-risk hospital
births

The Study:
• Commissioned by the Washington State legislature to determine whether the costs of administering the state’s
midwife licensing program are offset by economic benefits of the care provided by CPMs
• Conducted by Health Management Associates under contract by the WA State Department of Health
• Includes all costs associated with CPM care, including those associated with hospital transfers when necessary
• Team included a health economist, physician, obstetric nurse, public health professional, and other experts
• HMA used the Department of Health’s First Steps Database of Medicaid claims and other healthcare economic
indicators, as well as a thorough literature review, to perform the study and establish its conclusions
1

“Midwifery Licensure and Discipline Program in Washington State: Economic Costs and Benefits” –
http://www.washingtonmidwives.org/assets/Midwifery_Cost_Study_10-31-07.pdf
The Midwives and Mothers in Action (MAMA) Campaign, is a partnership of the National Association of Certified Professional Midwives (NACPM),
Midwives Alliance of North America (MANA), Citizens for Midwifery (CfM), International Center for Traditional Childbearing (ICTC), North
American Registry of Midwives (NARM), and the Midwifery Education Accreditation Council (MEAC)
MAMA Campaign c/o NACPM 243 Banning Road, Putney VT 05346 ••www.mamacampaign.org

Estimated Savings from
CPM Medicaid Coverage

September 13, 2016

Amendment of the Social Security Act to Include Medicaid Coverage and
Reimbursement of Certified Professional Midwife Services
SUMMARY
The amendment would require Medicaid coverage of services provided by Certified
Professional Midwives.
ESTIMATED COST TO THE FEDERAL GOVERNMENT
The estimated budgetary impact of this amendment is shown in the following table.
By Fiscal Year, in Millions of Dollars
2017

2017

2019

2020

2021

2022

2023

2024

2025

2026

20172026

-50
-30

-52
-31

-54
-32

-460
-276

CHANGES IN DIRECT SPENDING
Total
Medicaid
Federal Share

-391
-232

-40
-24

-42
-25

-43
-26

-45
-27

-47
-28

-48
-29

BASIS OF ESTIMATE
For this estimate, it is assumed that 1.5% of women with Medicaid coverage in states
where Certified Professional Midwives (CPMs) are licensed to practice would choose
CPM care, consistent with the rates of out-of-hospital birth in the general population.3
This is a conservative estimate, given that more women tend to choose CPM care in
states where CPMs are covered by Medicaid. In Washington State that figure is 2%.4 A
similar pattern nationwide would increase the cost savings above. We also
conservatively estimate that a new state will decide to license CPMs once every three
See appended data sheet for more detail.
Based on national average FMAP of 60% in FY14. See
http://www.statehealthfacts.org/comparemaptable.jsp?ind=636&cat=4.
3 http://onlinelibrary.wiley.com/doi/10.1111/birt.12228/abstract (out of hospital births).
4 http://www.washingtonmidwives.org/assets/Midwifery_Cost_Study_10-31-07.pdf.
1
2

years, consistent with historical trend but not accounting for a likely increase in that
rate after Medicaid coverage is established in Federal law.
Cost savings were calculated using the Washington State Department of Social and
Health Services’ First Steps Database, which also provided the data for Midwifery
Licensure and Discipline Program in Washington State: Economic Costs and Benefits
(2007), conducted by Health Management Associates at the direction of the Washington
State Legislature.5 The study specifically evaluated cost-offsets to Medicaid conferred
by Certified Professional Midwives’ lower cesarean-section rate. The First Steps
Database also compares the cost to Medicaid for hospital births for low-risk women
with the cost for out-of-hospital births with care provided by a CPM, which is the data
used in this Cost Estimate. The figures for CPM care include all costs for care initiated
with a CPM, including the costs associated with hospital transfers, when necessary.
On average, an out-of-hospital birth attended by a Certified Professional Midwife cost
Medicaid $3374 less than a low-risk hospital birth in 2007.6 That amount is $4,531 in
2017 dollars. Recent studies have further documented the extraordinarily lower rates
of high-cost interventions used in out-of-hospital births as compared to hospital-based
births.7 Savings for 2017 are calculated by multiplying the per birth savings by the
number of Medicaid-covered women having CPM-attended births in states that license
CPMs but currently lacking Medicaid coverage. Subsequent years’ savings are inflated
by expected overall increases in medical costs and the periodic addition of new states
licensing CPMs.
It is important to note that the addition of Certified Professional Midwife services would
not duplicate or add to the services currently covered by Medicaid. Birth-related
services are not supply sensitive like many other medical services. In other words,
providing women with alternative choices for their birth-related care will not
precipitate more births. There would simply be a shift in provider type and/or location
for episodes of care that are already reimbursed by Medicaid.

Available at http://nacpm.org/documents/Midwifery_Cost_Study_10-31-07.pdf.
http://www.washingtonmidwives.org/assets/Midwifery_Cost_Study_10-31-07.pdf.
7 See., e.g.,
http://www.nejm.org/doi/full/10.1056/NEJMsa1501738?query=featured_home&#t=articleResults and
http://onlinelibrary.wiley.com/doi/10.1111/birt.12228/abstract (out of hospital births).
5
6

Department of Veterans Affairs
Veterans Health Administration
Washington, DC 20420

VHA DIRECTIVE 1137
Transmittal Sheet
May 18, 2017

PROVISION OF COMPLEMENTARY AND INTEGRATIVE HEALTH (CIH)
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VHA DIRECTIVE 1137
PROVISION OF COMPLEMENTARY AND INTEGRATIVE HEALTH (CIH)

1. PURPOSE
This Veterans Health Administration (VHA) directive provides guidance on the
integration of Complementary and Integrative Health (CIH) approaches within VHA to
advance personalized and patient-centered care. AUTHORITY: Title 38 United States
Code (U.S.C.) 7301(b); 38 U.S.C. 1710; title 38 Code of Federal Regulations (CFR)
17.38.
2. BACKGROUND
a. National surveys since the early 1990’s have shown individuals, including
Veterans, are using complementary and alternative medicine (CAM), now known as
complementary and integrative health (CIH).
b. The National Center for Complementary and Alternative Medicine (NCCAM), a
division of the National Institutes for Health, was established by Congress in 1998. Title
VI, Section 601 of the Omnibus Appropriations Act of 1999 (Pub.L. 105-277) (1998).
The mission of NCCAM has been to define, through rigorous scientific investigation, the
usefulness and safety of CAM interventions and their roles in improving health and
health care. This body of knowledge continues to grow and is contributing to the
evidence and understanding of their utility.
c. In 2000, the White House Commission on Complementary and Alternative
Medicine Policy (WHCCAMP) was established by Executive Order 13147 (March 7,
2000), as amended by Executive Order 13167 (May 7, 2000) (to increase membership).
WHCCAMP was required to submit a report to the President that included its detailed
legislative and administrative recommendations for assuring that public policy
maximizes the benefits to Americans of CAM. The report called on Federal agencies,
including the Department of Veterans Affairs, to assist in implementing its
recommendations.
d. Since 2002, the CDC National Health Interview Survey (NHIS) has routinely
included questions on the use of CAM.
e. In 2005, the Institute of Medicine (IOM) (now known as the National Academy of
Medicine) issued a consensus report in which it evaluated the state of Americans'
reliance on CAMs. Per its charge, IOM also helped the National Institutes of Health and
the Agency for Healthcare Research and Quality in developing research methods and in
setting priorities for evaluating CAM products and methods. Among its
recommendations, the IOM suggested that:
(1) Health care should strive to be both comprehensive and evidence-based;
(2) Conventional medical treatments and CAM should be held to the same standards
for validating clinical effectiveness; and
1
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(3) Standard educational curriculums for health professions at the undergraduate,
graduate, and postgraduate levels incorporate sufficient information about CAM to
enable state licensed and certified professionals to competently advise their patients
about CAM.
f. Between 2002 and 2012, the use of CAM remained constant, ranging between
32 and 35 percent of US civilian adults. During that time-period, the data show the
same five approaches were the most frequently used. They were: Non-vitamin/nonmineral supplements, deep breathing, yoga/tai chi/qi-gong, chiropractic/osteopathic
manipulation, and meditation.
g. In 2014, Congress changed the name of the NCCAM to the National Center for
Complementary and Integrative Health (NCCIH). Per the Center’s Web site: “The
change was made to more accurately reflect the Center’s research commitment to
studying promising health approaches that are already in use by the American public.
Since the Center’s inception, complementary approaches have grown in use to the point
that Americans no longer consider them an alternative to medical care.”
h. Based on the report titled, “FY 2015 VHA Complementary & Integrative Health
Services (formerly CAM)” (conducted by VHA’s Healthcare Analysis and Information
Group), the CIH practices in greatest use within VHA were: Acupuncture, animal
assisted therapy, biofeedback, guided imagery, hypnosis, meditation, music therapy,
progressive muscle relaxation, stress management and relaxation therapy, and yoga.
VA recognizes use of these practices may help facilitate the development of a patient’s
personalized and patient-centric treatment plan.
i. Identification of which approaches are CIH and which are considered to be
conventional care is not a static matter; for instance, chiropractic care, which was once
considered to be CIH, is now considered to be conventional care. As clinical research
and clinical practice in this area continue to evolve, changes between these categories
can be expected to occur over time. For this reason, VHA will post sanctioned CIH
approaches on a VHA Intranet SharePoint site, which will be updated timely to reflect
any changes to the listings.
j. The Office of Patient Centered Care and Cultural Transformation (OPCC&CT)
was established in January 2011. The OPCC&CT is working with VHA leadership and
other program offices to transform the system of health care from the traditional medical
model to a whole health system of care, which is personalized, pro-active, and patientdriven. The mission of OPCC & CT is to catalyze and sustain cultural transformation in
healthcare for and with our Veterans. Its stated vision is to transform from a problembased disease care system to a patient centered health care system. In 2014,
OPCC&CT launched its Integrative Health Coordinating Center (IHCC). The two major
functions of the IHCC are to: 1) identify and address barriers to providing CIH services
across the VA; and 2) serve as a resource for clinical practices, education, and research
related to CIH for both Veterans and VA staff.
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k. The Under Secretary for Health has identified 5 key strategic priorities for VHA,
including improved access to care, employee engagement, business practices, and
building high performing healthcare networks as well as restoring pride, public trust, and
confidence in VA. An approach to health care that is appropriately personalized and
patient-centered aligns with each of these priorities. With respect to the first, it will
improve access to care that is patient-centered and, as such, ensure a Veteran is our
partner in developing a personalized treatment strategy and plan to optimize the
Veteran’s health, healing, and sense of well-being. The IHCC believes this integrative
approach to health care can have a positive influence on the patient’s outcomes, even if
its effects on one’s overall health may not be measurable using current techniques. VA
providers should therefore be proactive in including and offering CIH options, as
identified below in paragraph 6, when offering and providing conventional care to
enrollees, to further VA’s efforts at increasing access to care that promotes and
preserves health.
NOTE: The term “Integrative Health” is inclusive of CIH and integrative medicine. It is
sometimes referred to as, or considered synonymous with, “Integrative Medicine”;
however, the scope of “Integrative Medicine” is narrower than that of Integrative Health.
See 3.h. for the full definition of Integrative Health. For this reason, IHCC recommends
the term “Integrative Health” be used solely.
l. VA informed consent requirements and procedures, found in 38 CFR 17.32 and
VHA Directive 1004.01, Informed Consent for Clinical Treatments and Procedures, or
successor policy, apply to CIH approaches as a part of a Veteran’s personalized health
plan, and Veterans voluntarily choose to engage in CIH approaches after verbal
informed consent. The CIH practitioner or instructor must obtain verbal informed
consent prior to delivery of CIH approaches..
3. DEFINITIONS
a. Alternative Medicine. A type of non-conventional medicine used in place of
conventional medicine.
b. CIH Self-Care Well-Being Practice. A practice that a Veteran is taught, by a
CIH practitioner or an instructor, to perform independently (without the need for
assistance from a health care professional or a clinical setting). The practice is
recommended as part of the Veteran’s personal health plan, to help promote and
preserve health, advance the Veteran’s sense of well-being, and improve the Veteran’s
quality of life. An instructor may teach these practices in either a group or an individual
setting. Examples of these practices include but are not limited to: Health coaching
and facilitator-led whole health educational classes for well-being and empowerment
classes (for better health management); group mobility (such as yoga, tai chi, qi gong);
energy work (such as healing touch) and mindfulness classes (such as meditation,
mindfulness, mindfulness based stress reduction).
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c. Complementary and Alternative Medicine. A group of medical and health care
systems, practices, and products not presently considered to be part of conventional
medicine (http://nccam.nih.gov/health/whatiscam).
d. Complementary and Integrative Health (CIH). CIH is a group of diverse
medical and health care approaches and practices that are not considered to be part of
conventional or allopathic medicine. CIH practices are synonymous with CIH
approaches and this directive uses them interchangeably. Most of these practices are
used together with conventional therapies. (NCCIH Strategic Plan 2016). CIH, like
Integrative Health and Integrative Medicine, defined below, reaffirms the importance of
the relationship between practitioner and patient, focuses on the whole person, is
informed by evidence, and makes use of all appropriate therapeutic and lifestyle
approaches, health care professionals and disciplines to achieve optimal health and
healing. (Academic Consortium for Integrative Medicine and Health 2016)
e. Complementary Medicine. A type of non-conventional medicine used in
conjunction with conventional medicine (See http://nccam.nih.gov/health/whatiscam).
f. Conventional Medicine. The prevailing medical system in the United States
(allopathic and osteopathic medicine).
g. Health. A state of complete physical, mental, and social well-being, and not
merely the absence of disease or infirmity.
h. Instructor. An individual who is trained to perform CIH self-care/well-being
approaches that are encouraged or directed by the patient’s healthcare team as part of
the patient’s personal health plan.
i. Integrative Health. A comprehensive approach in the delivery of health care
that considers each patient from a whole person perspective, taking into account not
only what is needed to treat and clinically manage disease but also what may be
needed proactively or beneficial, considering the full spectrum of available health care
services, to optimize the patient’s health and sense of well-being. (This term also
subsumes the definition of Integrative Medicine.)
j. Integrative Medicine. The practice of medicine that reaffirms the importance of
the relationship between practitioner and patient, focuses on the whole person, is
informed by evidence, and makes use of all appropriate therapeutic approaches and
health care professionals and disciplines to achieve optimal health and healing.
k. Practitioner. A practitioner is an individual: who has training and expertise in the
delivery of a CIH; who is licensed or certified by a state; whose licensure or certification
permits the individual to provide such CIH; and whose VA Scope of Practice (SOP)
(aligned with their VA credentialing and privileging) permits them to deliver such service
to consenting patients.
l. Proactive. Acting in advance of a likely future situation, rather than just reacting;
taking initiative to make things happen rather than just adjusting to a situation or waiting
4
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for something to happen. For example, CIH often involves using strategies that
strengthen the person’s innate capacity for health and healing, such as mind-body
approaches prior to surgery or chemotherapy.
4. POLICY
It is VHA policy that VA practitioners proactively offer and include, as appropriate
(based on the individual clinical facts of each patient), any of the CIH approaches
identified in the electronic lists described in paragraph 6, and to effectively integrate
their delivery with Veterans’ receipt of conventional care. It is VHA policy that CIH is not
to be used as an alternative to conventional medicine; it must only be used to
complement conventional medicine. VA practitioners are not to offer a CIH approach
that is not on one of the two lists described in paragraph 6, below.
5. RESPONSIBILITIES
a. Executive Director, Office of Patient Centered Care and Cultural
Transformation (OPCC&CT).
(1) Identifies and drives critical strategies to advance VHA's cultural transformation to
a “Patient Centered Care and a Whole Health” model of care.
(2) Oversees the Integrative Health Coordinating Center (IHCC).
b. Integrative Health Coordinating Center (IHCC).
(1) Serves as the principal advisor to the Under Secretary for Health on CIH-related
strategy and operations, to include analysis of any legislation or proposals that would
impact or pertain to the delivery of CIH practices within VHA.
(2) Oversees the IHCC Advisory Workgroup (IHCCAW).
(3) Identifies CIH approaches to be included in VA’s medical benefits package
pursuant to the delegation made by the Under Secretary for Health. See Delegation
by Under Secretary of Health Decision Memo dated May 3, 2016 (Appendix A).
(4) Considers and determines which new CIH approaches, including those
recommended by the Integrative Health Care Coordinating Center Advisory
Workgroup (IHCCAW), should be included in VA’s medical benefits package (as
found in the electronic lists on the VHA Intranet SharePoint site described in
paragraph 6, below), moved from one list to the other, or removed based on new
evidence.
(5) Maintains an electronic list (LIST I as identified in paragraph 6) of approved CIH
approaches on a VHA Intranet SharePoint site that must be made available to Veterans,
either in a VA facility or in the community. Maintains a second electronic list (LIST II as
identified in paragraph 6), on the same SharePoint site, of optional CIH approaches that
may be provided, within the limits of individual VA medical facilities, because, while less
5
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common, they are still generally considered, among qualified experts, to be safe under
the conditions of their intended use when delivered by an appropriate practitioner or
instructor.
(6) Is responsible for creating the infrastructure needed to record CIH approaches
delivered by VHA (directly or in the community), segregated by facility and VISN, for
purposes of evaluation, trending, tracking, and monitoring workload, usage, and costs;
for working with facilities and VISN’s to ensure, through monitoring and audits, the
consistent use of identified primary and secondary stop codes and CHAR4 codes for
sanctioned CIH approaches; and for using this information to help identify unmet
demand across the system.
(7) Provides guidance to the field regarding the appropriate and proactive integration
of approved CIH approaches in integrative health care, to include patient education
services.
(8) Maintains and updates VHA’s CIH electronic VHA intranet SharePoint site; timely
updates the two lists described in paragraph 6, as needed; conducts bi-annual reviews
of each list; updates lists when new approaches based on individual requests have
been approved through the process outlined in this directive; and timely notifies VISN
Directors and VA medical facilities of any changes made to either list as determined by
the Executive Director.
(9) Develops and uses the vetting process described in Appendix B to determine
which CIH approaches are to be included in the medical benefits package.
(10) Assesses promptly recommendations received from the IHCCAW (stemming
from requests by a VISN Director, facility Director, or individual VA practitioner to use a
currently unsanctioned CIH approach in a certain case or type of clinical case); submits
all positive recommendations to the WHEC and then USH for decision; and directly
notifies IHCCAW of denials.
(11) Assesses recommendations from the IHCCAW as to CIH approaches that
should be included in, modified, or removed from the medical benefits package based
on the IHCCAW’s systematic review of available or new evidence.
(12) Develops guidance for CIH integration into clinical care in collaboration with
other VHA program offices, including, Health Services Research and Development
Evidence Synthesis Program, Office of Quality and Safety, Office of Patient Care
Services (PCS), and other needed subject matter experts to create the vetting process
for introducing therapeutic CIH approaches and practices into conventional care, as well
as to create practice guidelines for delivering CIH approaches and practices as part of
integrative health care (referring to VA/DoD Evidence Based Practice Workgroup’s
“Guideline for Guidelines”, which outlines processes for developing clinical practice
guidelines, see Appendix A).
(13) Provides education and informational resources to the field about CIH
approaches, utilizing information from the Veterans Health Library, maintained by
6
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National Center for Health Promotion and Disease Prevention, as well as the Whole
Health Library and other relevant resources.
(14) Assists the Office of Human Resources (HR) in developing, in collaboration
with the Office of Patient Care Services (PCS), the Office of Nursing Services (ONS),
and other key program offices, appropriate personnel-related and other requirements,
such as qualification standards, privileging and credentialing requirements, and VA SOP
requirements, for VA CIH practitioners. All such activities are to be done in accordance
with VHA Handbook 1100.19, Credentialing and Privileging, VHA Directive 2012-030,
Credentialing of Health Care Professionals, and all other applicable VA and VHA
policies. Further, occupations to which practitioners are appointed in VHA must allow
for the practice of CIH approach.
(15) Promotes proactive, appropriate use of CIH approaches in all clinical settings;
promotes education and training resources to the field for facilities to ensure VA
practitioners obtain requisite and periodic training and education applicable to those CIH
approaches approved for use within their service lines.
(16) Collaborates with the Office of Research and Development to identify CIH
research opportunities and help to establish CIH-related research priorities.
(17) Identifies and disseminates CIH best practices to the VISNs and to the field
(encouraging their adoption).
(18) Develops necessary clinic and stop codes for sanctioned CIH approaches,
consistent with VHA Directive 1731, Decision Support Services Outpatient Identifiers,
and any other applicable VHA policies, to enable adequate programmatic evaluation
and oversight.
c. IHCC Advisory Workgroup (IHCCAW).
(1) Includes membership derived from OPCC&CT (10NE), the Office of PCS
(10P11), ONS (10A1), and, as needed, other VHA national program offices.
(2) Develops the Vetting Process to be used in assessing and evaluating available
evidence on individual CIH approaches.
(3) Posts IHCC’s Vetting Process on the VHA intranet SharePoint site where the
sanctioned approaches identified in paragraph 6 are also posted.
(4) Reports and recommends to the IHCC additional CIH approaches that it
recommends be included in VA’s medical benefits package, based on the results of its
vetting process (used to analyze available scientific and other evidence/reviews
demonstrating their safety and efficacy).
(5) Using the established Vetting Process, systematically reviews the evidence of
CIH approaches’ effectiveness and develop recommendations for their use within VHA,
in line with existing clinical practice guidelines. In support of a positive
7
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recommendation, the evidence must, at a minimum, indicate a promising or potential
benefit (as defined by the IHCC’s Vetting Process) as well as low potential for harm that
is outweighed by the benefits, e.g., there is fair to good evidence a CIH approach
improves important health outcomes and its benefits outweigh identified potential
harms. Recommendations may also suggest deletion or modification to the current lists
of sanctioned approaches based on new evidence or changes in medical practice
standards.
(6) Receives and assesses requests from a VISN Director, Facility Director, or an
individual VA practitioner to allow use of a currently non-sanctioned CIH approaches in
a particular case; submits its recommendation to the IHCC, which will evaluate and
process the recommendation in accordance with b.(5) above ; and notifies the requester
of the decision outcome.
(7) If a VISN Director, VA medical facility Director, or any other VA practitioner would
like to offer a particular patient a CIH approach not included there, he/she can submit a
detailed request with clinical justification to the Integrative Health Coordinating Center
Advisory Workgroup (discussed below) (IHCCAW) by sending it to
vhaopcctintegrativehealth@va.gov. The IHCCAW serving, in part, as a national consult
service for the field will review the request to use the subject CIH and, based on a
complete review, will make its clinical recommendation to the Integrative Health
Coordinating Center (IHCC). IHCC will forward positive recommendations to the Whole
Health Experience Committee (WHEC) and then to the Under Secretary for Health, who
will decide the matter; IHCC may, however, disapprove requests unilaterally. In all
cases, IHCCAW will notify the requester of the ultimate outcome. If the Under
Secretary for Health approves a request, the electronic Web site identifying sanctioned
CIH approaches will be promptly updated (as will also be done in the case of any
changes to the listings in paragraph 6).
d. Office of Patient Care Services and Office of Nursing Services. The
Assistant Deputy Under Secretary for Health for PCS and the Chief Nursing Officer for
ONS are responsible for working collaboratively with OPCC&CT in:
(1) Promoting the proactive use of sanctioned CIH approaches (as described in
paragraph 6) throughout VHA.
(2) Assists the IHCC in evaluating the evidence base for CIH approaches.
e. Veterans Integrated Service Network Director.
(1) Ensures implementation and compliance with this directive at all VA medical
facilities in the VISN, to include proper use of assigned stop codes and clinic codes
developed in accordance with VHA Directive 1731.
(2) Maintains an up-to-date inventory of the CIH approaches used in the VA medical
facilities within the Director’s jurisdiction, and ensures all such approaches are limited to
those sanctioned by VHA (as described in paragraph 6) and delivered only by
appropriate practitioners or instructors.
8
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(3) Maintains an inventory of the CIH approaches purchased by VA facilities in the
VISN using Community Care network providers or other contract practitioners.
(4) Promotes proactive use of CIH approaches as part of integrated healthcare in all
treatment settings and promotes the provision of requisite and periodic education and
training for all CIH practitioners at all VA medical facilities within the VISN.
(5) Maintains an inventory of unmet demand, by type and reason, for sanctioned CIH
approaches.
d. VA Medical Facility Director.
(1) Maintains an inventory of the CIH approaches delivered by practitioners or
instructors located in the facility and in associated community-based outpatient clinics.
Ensures CIH approaches are limited to those sanctioned by VHA (as described in
paragraph 6) and delivered only by appropriate practitioners or instructors.
(2) Maintains an inventory of the CIH approaches purchased by the facility from
Community Care network providers or other contract practitioners.
(3) Maintains an inventory of unmet demand, by type and reason, for sanctioned CIH
approaches.
(4) Promotes proactive use of sanctioned CIH approaches in all appropriate
treatment settings and promotes the provision of requisite and periodic education and
training in these approaches for practitioners at the VA medical facility.
(5) Ensures any testing conducted as part of a practitioner’s delivery of a sanctioned
CIH approach is done in compliance with VHA Handbook 1106.1, Pathology and
Laboratory Medicine Service Procedures, or subsequent policy issue.
(6) Ensures CIH approaches are delivered in compliance with VA’s informed consent
requirements and policy, see 38 CFR 17.32 and VHA Directive 1004.01, Informed
Consent for Clinical Treatments and Procedures.
e. Facility Chief of Staff (COS) and Associate Director for Patient Care
Services /Nurse Executive (ADPCS/NE).
(1) Ensure the VA medical facility has a process to forward individual practitioners’
requests to use currently non-sanctioned requests, i.e., those not described in
paragraph 6, to the IHCCAW, to include supporting documentation and clinical
justification.
(2) Hire practitioners to provide specified CIH approaches, in accordance with VA
Handbook 5005 series, Staffing and Recognized Occupations, and any other applicable
VA or VHA policy; and timely updates current practitioners’ VA Scope of Practices to
include delivery of the specified CIH practice(s), in accordance with VHA Handbook

9

DATE

VHA DIRECTIVE 1137

1100.19, Credentialing and Privileging, or VHA Directive 2012-030, Credentialing of
Health Care Professionals, as applicable to the occupation to which they are appointed.
(3) Ensure that clinicians achieve and maintain competencies in the delivery of CIH
appropriate to their clinical setting (e.g., primary care, specialty care, inpatient, mental
health and long-term care).
(4) Ensure practitioners delivering CIH approaches comply with any education or
training requirements needed to competently deliver such approaches, and promote
access to such training.
(5) Ensure instructors (who may include VA employees with appropriate scope of
practice, volunteers, contractors, without compensation (WOC) staff, and fee basis staff)
assigned to provide recommended self care/well-being CIH approaches are
appropriately trained and/or certified to provide those approaches.
(6) Ensure and oversee service lines’ proper integration of CIH approaches with the
delivery of conventional care.
(7) Ensure that the provision of sanctioned CIH approaches are documented
appropriately in the Veteran’s electronic health record.
6. CIH APPROACHES AVAILABLE WITHIN VHA
The National Director of IHCC, within OPCC&CT , as the Under Secretary of
Health’s delegee, has identified, in List I&II below and on VHA’s Intranet SharePoint site
found at: http://vaww.infoshare.va.gov/sites/OPCC/SitePages/IHCC-ApprovedCIH.aspx, the following CIH practices/approaches that meet the definition of care in 38
CFR 17.38(b), thereby making them suitable for inclusion in VA’s medical benefits
package. NOTE: This is an internal VA Web site not available to the public.
a. LIST I. Subject to the clinical caveats 1 and 2 below, and given the level of
evidence, this list of CIH approaches must be made available to Veterans across the
system, either within a VA medical facility or in the community.
(1) Clinical Caveat 1: Adequate evidence exists to support the use of the abovesubject practices together with conventional care, reflecting current opinion and practice
in the medical community. This listing serves, however, as only guidance: whether any
of these CIH approaches is in fact appropriate for a particular Veteran-patient must still
be determined by the practitioner (together with the responsible treating provider if the
practitioner is not also that) in the exercise of their joint clinical judgment (accounting for
the patient’s individual clinical factors). Where there is no consensus between them,
practitioners will defer to the opinion of the responsible treating provider (who will take
into consideration the Veteran’s preference, if known, and any contraindications to
treatment).
(2) Clinical Caveat 2: Because identification of CIH approaches for use in
Veterans’ personalized health plans is fluid and dynamic with some evolving into
10
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conventional care modalities over time and the potential for some later being pulled
from practice, VHA practitioners need to consult VHA’s Intranet SharePoint site before
delivering a CIH approach, to verify theirs is still on either List I or List II. These listings
will be up-to-date and should be relied on over the listings below, which must await
formal policy revisions to be updated.
b. LIST II. Optional CIH approaches. Subject to Clinical caveats 1 and 2, stated
above, in addition to the approaches identified in paragraph (1), the Under Secretary for
Health, acting through the IHCC under OPCC&CT, sanctions the optional use of the
CIH approaches on this list because they are generally considered, by those in the
medical community, to be safe when delivered as intended by an appropriate VHA
practitioner or instructor, and may be made available to enrolled Veterans, within the
limits of VA medical facilities.
NOTE: Consult the local business office or the Office of Community Care to determine
if a Veteran is eligible for CIH contract care in the community.
NOTE: If a VISN Director, VA medical facility Director, or any other VA practitioner
would like to offer a particular patient a CIH approach not included on these lists, he/she
can submit a detailed request with clinical justification to the Integrative Health
Coordinating Center Advisory Workgroup (discussed below) (IHCCAW) by sending it to
vhaopcctintegrativehealth@va.gov. The IHCCAW serving, in part, as a national consult
service for the field will review the request to use the subject CIH and, based on a
complete review, will make its clinical recommendation to the Integrative Health
Coordinating Center (IHCC). IHCC will forward positive recommendations to the Whole
Health Experience Committee (WHEC) and then to the Under Secretary for Health, who
will decide the matter; IHCC may, however, disapprove requests unilaterally. In all
cases, IHCCAW will notify the requester of the ultimate outcome. If the Under
Secretary for Health approves a request, the electronic website identifying sanctioned
CIH approaches will be promptly updated (as will also be done in the case of any
changes to the listings in paragraph 6).
7. REFERENCES
a. VA Handbook 5005, Staffing.
b. VHA Handbook 1004.01, Informed Consent for Clinical Treatments and
Procedures.
c. VHA Handbook 1100.19, Credentialing and Privileging.
d. VHA Handbook 1106.1, Pathology and Laboratory Medicine Service Procedures.
e. VHA Directive 2012-030, Credentialing of Health Care Professionals, or
subsequent policy issue.
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f. FY 2015 VHA Complementary & Integrative Health (CIH) Services (formerly
CAM). Healthcare Analysis & Information Group (HAIG). Washington, DC. May
2015.[Internal VA Report].
g. Institute of Medicine. Integrative Medicine and the Health of the Public: A
Summary of the February 2009 Summit. Washington, DC: The National Academies
Press, 2009. http://www.iom.edu/Reports/2009/Integrative-Medicine-Health-Public.aspx
h. National Research Council. Complementary and Alternative Medicine in the
United States. Washington, DC: The National Academies Press, 2005.
http://www.iom.edu/Reports/2005/Complementary-and-Alternative-Medicine-in-theUnited-States.aspx
i. White House Commission on Complementary and Alternative Medicine Policy
(2002, March) Final Report (NIH Publication 03-5411). Washington DC: Government
Printing Office.
j. VA/DoD evidence-based workgroup guidelines for guidelines:
https://www.healthquality.va.gov/HEALTHQUALITY/policy/index.asp
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APPENDIX A

UNDER SECRETARY FOR HEALTH DELEGATION MEMO: ADVANCING
COMPLEMENTARY AND INTEGRATIVE HEALTH IN VHA
To view the Under Secretary for Health Delegation Memo, Advancing Complementary
and Integrative Health in VHA, dated May 3, 2016, please visit the following Web site,
http://vaww.infoshare.va.gov/sites/OPCC/Shared%20Documents/IHCC%20Policy/CIH%
20Memo/CIH%20Memo-final.pdf. NOTE: This is an internal VA Web site that is not
available to the public.
Additional information related to Patient Centered Care & Cultural Tranformation, to
include but not limited to updates related to Complementary and Integrative Health can
be found at http://vaww.infoshare.va.gov/sites/OPCC/sitePages/IHCC-home.aspx.
NOTE: This is an internal VA Web site that is not available to the public.
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APPENDIX B

EXECUTIVE DIRECTOR, OPCC&CT AND IHCC VETTING PROCESS FOR
DETERMINING INCLUSION IN VA’S MEDICAL BENEFITS PACKAGE
The Vetting Process
Background:
Clinical evidence – In 2005, the Institute of Medicine “Complementary and Alternative
Medicine Committee” recommended that the same principles and standards of evidence
of treatment effectiveness apply to all treatments, whether currently labeled as
conventional medicine or CAM. Implementing this recommendation requires that
investigators use and develop as necessary common methods, measures, and
standards for the generation and interpretation of evidence necessary for making
decisions about the use of CAM and conventional therapies. The Committee
acknowledges that the characteristics of some CAM therapies—such as variable
practitioner approaches, customized treatments, “bundles” (combinations) of
treatments, and hard-to-measure outcomes— are difficult to incorporate into treatmenteffectiveness studies. These characteristics are not unique to CAM, but they are more
frequently found in CAM than in conventional therapies.
The Vetting process and criteria for CIH services to be recommended for inclusion in
the medical benefits package are outlined below.
1. Licensing and credentialing
2. Clinical practice guidelines, current evidence, community standards, and
potential for harm
3. Veteran demand (although the clinical need and appropriateness of any
treatment is based on the clinical judgment of the provider and services are not
provided solely at the request or preference of the patient)
4. Supports transformation of healthcare delivery
Similar to the evaluation process for conventional modalities, CIH services that will be
recommended for integration into VHA care must show evidence of safety and, at a
minimum, promising or potential benefit.

B-1

FOR IMMEDIATE RELEASE
Contact:
Matthew Fenwick, AHA, (312) 422-2820
David Hutcheson, Samueli Institute, (703) 299-4866

More Hospitals Offering Complementary and Alternative Medicine Services
WASHINGTON—September 7, 2011— Hospitals across the nation are responding to patient
demand and integrating complementary and alternative medicine (CAM) services with the
conventional services they normally provide, according to the results of a new survey released
today by Health Forum, a subsidiary of the American Hospital Association (AHA) and Samueli
Institute, a non-profit research organization that investigates healing oriented practices. The
survey shows that more than 42 percent of responding hospitals indicated they offer one or more
CAM therapies, up from 37 percent in 2007.

CAM is not based solely on traditional western allopathic medical teachings, and can include
acupuncture, chiropractic, homeopathy, diet and lifestyle changes, herbal medicine, massage
therapy and more. CAM services also reflect hospitals’ desire to treat the whole person—body,
mind and spirit.

“The rise of complementary and alternative medicine reflects the continued effort on the part of
hospitals and caregivers to broaden the vital services they provide to patients and communities,”
said Nancy Foster, vice president for quality and patient safety at the AHA. “Hospitals have
long known that what they do to treat and heal involves more than just medications and
procedures. It is about using all of the art and science of medicine to restore the patient as fully
as possible.”
-more-

CAM Survey/page 2
According to the survey, 85 percent of responding hospitals indicated patient demand as the
primary rationale in offering CAM services and 70 percent of survey respondents stated clinical
effectiveness as their top reason.

“Today’s patients have better access to health information and are demanding more personalized
care,” said study author Sita Ananth, director of knowledge services for Samueli Institute ““The
survey results reinforce the fact that patients want the best that both conventional and alternative
medicine can offer, and hospitals are responding.”

Other survey results find that the:
 Majority of respondents offer wellness services for patients and staff, including
nutritional counseling, smoking cessation, fitness training and pastoral care;
 Massage therapy is in the top two services provided in both outpatient and inpatient
settings;
 The majority of hospitals that offered CAM were urban hospitals (72 percent); and
 Seventy-five percent cited budgetary constraints as the biggest obstacle for
implementation of CAM programs.

The 2010 Complementary and Alternative Medicine Survey of hospitals was mailed in to 5,858
hospitals in March of 2010 and based on 714 responses or a response rate of 12 percent. The
report is available online at www.siib.org.

About the AHA
The AHA is a not-for-profit association of health care provider organizations and individuals that
are committed to the improvement of health in their communities. The AHA is the national
advocate for its members, which include more than 5,000 member hospitals, health systems and
other health care organizations, and 38,000 individual members. Founded in 1898, the AHA
provides education for health care leaders and is a source of information on health care issues
and trends.
-more-
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About Health Forum
Health Forum, an American Hospital Association company, is a trusted source of information in
the areas of coding, data, publications and education. Health Forum’s products and services seek
to advance hospital leadership and improve organizational performance. Offerings include
magazines, books, subscription services, custom publications, databases and conferences, as well
as advertising and sponsorship opportunities. For more information, visit
www.healthforum.com.
About the Samueli Institute
Samueli Institute is a non-profit research organization investigating the safety, effectiveness and
integration of healing-oriented practices and environments. We convene and support expert
teams to conduct research on natural products; nutrition and lifestyle; mind-body practices;
complementary and traditional approaches such as acupuncture, manipulation and yoga; and the
placebo (meaning) effect. We support a knowledge into mainstream health care and community
settings and in creating Optimal Healing Environments. For more information, visit
www.samueliinstitute.org.
-###-

CMS Innovation Center: New Direction RFI
Response by Integrative Health Strategies
Silver Spring, MD
Taylor Walsh

Integrative Health Strategies is a strategic consulting practice in Silver Spring, MD that
focuses on the evolution of integrative health and wellness in US healthcare. Primary efforts
involve addressing the lack of insurance reimbursement and other access limitations. In the
spring of 2016 we undertook an independent initiative to connect the professional and
institutional members of integrative health and medicine clinical community with CMS. This
included two meetings at CMMI:

-

July 2016: With a group of senior managers: to determine the participation in the
Alternative Payment Models program by integrative medicine clinical institutions

-

June 2017: With deputy administrator Patrick Conway MD and colleagues: to determine
what can be done to bring the licensed integrative providers into CMS payment programs.1

The meetings were initiated for two reasons:
1. Integrative health and medicine in the US healthcare system had reached an
unprecedented level of adoption in US healthcare; its practitioners and clinicians also
shared with CMS the objectives of the Triple Aim
2. CMS had established transformational payments strategies designed to reward outcomes
and cost reduction and thus reduce the cost of care in US.

Basic Recommendation
CMS should align its payment programs to reflect the services of licensed integrative healthcare
providers that are available to the public but not to Medicare and Medicaid beneficiaries. CMS
can do this by ensuring that licensed providers can participate in the models described in the
"Innovation Center New Direction RFI" on an equal basis with others. This will give beneficiaries
equitable access to all effective services that are now widely available in the market.

11

- Since July 2016 we have also periodically contributed to the CMMI information repository reference
materials on cost-effectiveness research, state programs, standards updates (such as for pain
management) and other material to support CMMI.
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This recommendation is most critical in terms of accelerating coverage for non-pharmacologic
pain and opioid treatment options in response to the near-universal calls from the US medical
establishment for such treatment and its reimbursement.2

Market Alignment
Our assessment is that CMS payment programs have not evolved sufficiently to align with
contemporary consumer and patient demand or expectations (or that of many physicians). An
objective assessment of outcomes attained in integrative practice since at least 2000 (such as
has been undertaken by the VA health system3) will demonstrate that for the kinds of ill health
conditions dealt with by Medicare and Medicaid beneficiaries and their physicians -- in
particular complex, multi-faceted and pain-based -- the qualities of integrative approaches offer
proven benefits, in both health outcomes and cost-reductions.
The models described next offer examples whose outcomes we believe align with the objectives
of CMMI's recommended models.

"Physician Specialty Models"
In guidance for this model, the RFI states:
"One potential option may be to include specialty physician management of a defined
population of beneficiaries with complex or chronic medical conditions, including
multiple chronic conditions. This may include the specialist serving as the primary source
of care and providing care coordination for medically complex beneficiaries."
This model of care has already successfully served Medicaid beneficiaries in pilot programs
completed in Florida (2003-2009) and Rhode Island (2012-2015; services are ongoing). These
models were delivered under 1115 waivers that allowed for the payment of services provided by
specialists not usually covered by CMS - acupuncture, massage therapy, chiropractic. They were
integrated into primary care coordinated by nurse case managers. The program also took
enough time, up to 24 months in some cases, to bring about the behavior change that produced
the pilot's impressive results. The "defined population of beneficiaries" was the states' highest
utilizers and thus the most expensive. The positive result of these pilots (authenticated by the
third-party assessment firm Health Management Associates) in terms of reducing system use
and reducing costs was substantial.4

2

- Amir Qaseem, Timothy J. Wilt, Robert M. McLean, Mary Ann Forciea, . Noninvasive Treatments for Acute,
Subacute, and Chronic Low Back Pain: A Clinical Practice Guideline From the American College of Physicians. Ann
Intern Med. 2017;166:514–530. doi: 10.7326/M16-2367
3

- Kligler B. Integrative Health in the Veterans Health Administration. Medical Acupuncture. 2017;29(4):187-188.
doi:10.1089/acu.2017.29055.bkl.
4 - Rhode Island integrative pain Medicaid pilot shows significant savings, Integrative Practitioner, 4/11/2017
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These Florida and Rhode Island examples appear to be the kinds of innovative clinical
approaches sought in RFI section on "State-Based and Local Innovation, including Medicaidfocused Models." Likewise, they appear to align with the objectives of the State Innovation and
Innovation Accelerator Program models.
The emphasis on Physician Specialty Models and the PTAC may also apply to these state pilots.
For instance, many of the nation's leading medical schools include among their clinical services
Centers of Integrative Medicine (CIMs), that have been providing (many for years) exactly the
kind of mixed, conventional and integrative care models seen in the state pilots.
In theory these well-resourced and highly experienced clinical centers could be in position to
accelerate integrative models of care for similarly defined Medicaid beneficiary populations in
their states of operation. However, because of the long-standing distance between the nonreimbursable disciplines that they include in their treatment programs and any insurance
reimbursement, they are likely to discount the potential for participating in any of CMMI's
models, as "more of the same."
To ensure that patients do have access to the widest array options, we recommend that CMS
and CMMI provide explicit guidance that defines how the participation of providers whose
services are not usually covered by CMS will be handled, as was done for the Florida and Rhode
Island pilots.
Such guidance would also encourage integrative clinical centers to participate in other models
encouraged by CMMI in the RFI. Most notable of these: the Consumer-Directed Care & MarketBased Innovation and Medicare Advantage (MA) Innovation models.
It is understood that CMS cannot provide guarantees to any stakeholder group or class of
providers. Our hope is that the agency will ensure that incentives are clear to all applicants and
that sufficient waivers or other tools are available to encourage and enable participation.
We believe that with the modifications such as those recommended here, the now-modest
presence of CMS-funded integrative care services can expand to match the level of market
access available to non-CMS beneficiaries and possibly to influence private payers to include
these approaches in their plans.
Thank you for inviting contributions on this important issue for CMMI.

https://www.integrativepractitioner.com/whats-new/all-news/rhode-island-integrative-pain-medicaid-pilot-showssignificant-savings/
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November 17, 2017
Delivered Via email to: CMMI_NewDirection@cms.hhs.gov
TO: Center for Medicare and Medicaid Services
SUBJECT: RFI – Innovation Center New Directions
The International Chiropractors Association (ICA) appreciates the opportunity to respond to
the Center for Medicare and Medicaid’s Request for Information on “a new direction to
promote patient-centered care and test market-driven reforms that empower beneficiaries
as consumers, provide price transparency, increase choices and competition to drive
quality, reduce costs, and improve outcomes.”
Guiding Principles: The CMS RFI noted the Innovation Center will approach new model
designs through the six guiding principles:
1.
2.
3.
4.
5.
6.

Choice and competition in the market;
Provider choice and incentives;
Patient-centered care;
Benefit design and price transparency;
Transparent model design and evaluation; and
Small scale testing.

While stipulating that the Center may also test models in other areas, the Center specifically
requested test models in eight focus areas:
1.
2.
3.
4.
5.
6.
7.
8.

Increased participation in Advanced Alternative Payment Models (APMs);
Consumer-Directed Care & Market-Based Innovation Models;
Physician Specialty Models;
Prescription Drug Models;
Medicare Advantage (MA) Innovation Models;
State-Based and Local Innovation, including Medicaid-focused Models;
Mental and Behavioral Health Models; and
Program Integrity.

Patient-Centered Care and Chiropractic: The ICA is pleased to see that CMS is giving
emphasis to patient-centered care. ICA believes that these reforms should be
straightforward. It is important to acknowledge that thinking ‘outside of the box’ and
considering new concepts and approaches will present challenges given the 130 million
Americans who are beneficiaries in CMS managed programs.
The outcomes of a study published in the Journal of the American Medical Association in
1998 highlighted one of the most meaningful questions for policy makers in looking at the
integration of complementary and alternative (integrative) approaches. The study found that
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the majority of those who used alternative approaches did so not because they were
dissatisfied with conventional (allopathic) approaches, but mainly because the alternative
approaches (such as chiropractic, acupuncture, etc.) were more compatible with their own
beliefs, values and philosophy on health and life.(1)
The ICA believes that it is important that by developing models that emphasize the patientcentered approach and capitalize upon the capacities of doctors of chiropractic and other
integrative health providers to work (w)holistically within a collaborative care model as well
as independently within their own communities to promote healthy lifestyles, CMS will see
improved outcomes with the investment of existing and often limited resources.
There are numerous reports in the literature confirming the value of chiropractic in
collaborative models of patient-centered care. They include:









A 2015 case report detailed a collaborative care approach including chiropractic with
an older adult with low back pain, smoking and other co-morbidities. The report
confirmed the value of collaboration of providers with the patient in goal setting and
attainment. Chiropractic care proved essential to addressing the primary cause of
the patient’s care seeking (pain), and the patient/provider interactions resulted in
multiple positive life style changes including smoking reduction with goal of smoking
cessation.(2)
A series of focus groups conducted over a two-year period with older adults found
that many considered chiropractic for low back pain as a primary treatment, not an
alternative. Most of the participants in these focus groups, when presented with the
concept of physicians and chiropractors collaborating on their care had a positive
reaction. There was a desire for mutual respect between the MD and DC
professionals. Concerns expressed included overlap of testing or treatment; the cost
of multiple-co-pays; frustration with scheduling multiple appointments. One noted
observation of focus group members was that chiropractors tended to take more time
and discuss the issue the patient was being seen for, while medical doctors tended
to rush through appointments and treat the patient like a number not a person. This
is a prevailing discussion in the integrative health community, not just within this
study.(3)
Among the numerous observations in the 2014 panel discussion on chiropractic in
the patient-centered medical home was that components of wellness and health
promotion can be more effectively delivered with a doctor of chiropractic as part of a
team-based care approach.(4)
A small randomized trial of patient-centered models for low back pain found greater
patient satisfaction with models including chiropractic care.(5)
Numerous studies have reported the benefit of collaborative care models with family
practice physicians and doctors of chiropractic.(5-7)

To be an effective and sustainable model, innovative patient-centered models must have
mutual respect among the providers, improved records management and information
sharing, adequate compensation for all providers and reduced bureaucracy. Considerations
should also address co-pays, ease of patient access to scheduling and consideration for colocation of services and appointment merging.
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One of the great advances in integrative health care is the increasing availability in hospital
systems of integrative therapies. It is important for full patient access for these services to
be fully integrated into the system including the same billing system as other providers. As
an example, one large South Carolina hospital system which in following with the trend has
recently transformed into a ‘health’ system has an acupuncture clinic. However, unlike every
other provider within the system, the hospital does not manage the insurance billing for the
clinic. Patients are required to pay at the time of services, and submit their reimbursement
request to their insurance provider. This type of discrimination of an alternative therapy is a
barrier to care for many. Low income or senior citizens likely are not accessing this service
because of the up-front payment requirement.
Another barrier to access can be unreasonably low compensation in programs such as
Medicaid. ICA considers a reimbursement rate insufficient when the cost in staff time and
effort to invoice Medicaid exceeds the reimbursement itself. Participation in programs must
be voluntary and compensation for all providers must be sufficient to compensate for the
level of service provided. The process for compensation must be efficient rather than
cumbersome to maximize the use of resources both by CMS and the providers.
The ICA is actively engaged in the broader field of integrative health care and seeks to share
this broader information as well. There are several experts within the field of integrative
health whose work should be reviewed by CMS. Links to two of these are provided below.
John Weeks of the Integrator Blog has reported on various integrative clinic models over
many years, their business models and sustainability. One analysis available at:
http://theintegratorblog.com/pdf/IntegrativeClinicsAnalysisOfSurveyDataFrom27.pdf
provides a summary of various clinics that may prove helpful to CMS.
Dr. Wayne Jonas, while CEO of the Samueli Institute developed two programs that
synthesize many components of integrative health perspectives. The first, the WIN Initiative
(Wellbeing in the Nation) 1 is a bold move to reframe health care reform in alignment with
other efforts to create a healthier nation, including Healthy People 2010 2; the Institute of
Medicine’s reports on health care quality, transformation, and integrative medicine 3, 4; and
the White House Commission on Complementary and Alternative Medicine Policy report 5.
The 17th Surgeon General of the United States, Dr. Richard Carmona stated, “WIN builds
on the best our nation has to offer in public health and wellbeing. It fosters health at the
community level while using big data to track results. It is a “must have” for the nation.”

http://www.wellbeinginthenation.org/WIN_Report_WEB.pdf
https://www.cdc.gov/nchs/healthy_people/hp2010.htm
3 http://www.nationalacademies.org/hmd/~/media/Files/Activity%20Files/Quality/IntegrativeMed/
Integrative%20Medicine%20and%20Patient%20Centered%20Care.pdf
4 http://www.nationalacademies.org/hmd/Reports/2009/Integrative-Medicine-Health-Public.aspx
5 http://govinfo.library.unt.edu/whccamp/pdfs/fr2002_document.pdf
1
2
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The second of Dr. Jonas’ efforts, the Optimal Healing Environments
(http://www.samueliinstitute.org/research-areas/optimal-healing-environments/oheframework.html) establishes a framework that any model could function within.

Engaging in the developing of models: The ICA would welcome the opportunity to assist
in the development of models, and bringing to the table the perspective of the chiropractic
profession and other integrative professionals. We believe it is essential to include ICA and
other experts in these development activities to address unique perspectives and nuances
of practice that may be overlooked if simply retrofitting the existing medical models into
integrative approaches. A recent commentary on the biopsychosocial model provides key
insights for all health professions which can benefit the development of innovative models
of care.(8)
Equal Treatment: It has been 30 years since the Wilk v. American Medical Association
court decision in which a federal judge ruled, “The American Medical Association led an
effort to destroy the chiropractic profession by depriving its practitioners of association with
medical doctors and by calling them ''unscientific cultists'' or worse.”(9)
In these three decades, the ICA continues to disassemble the barriers of prejudice to the
profession that had been and at times remain in policies and regulations developed during
this time or by individuals who consciously or unconsciously have been negatively affected
by the negative whisper campaign that infiltrated the medical profession for so long. The
ICA does not ignore this dark part of medical history, rather, just as we all learn from the civil
rights movement, we embrace our past and use it to advance non-discrimination for all
health professionals and consumers.
An example of unequal treatment in federal programs is the unequal treatment in Medicare
for patients who utilize chiropractic care. Of the five types of physician providers covered in
Medicare, only the patients of chiropractors are denied the freedom of choice in private
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contracting (42 U.S.C. § 1395a - Free choice by patient guaranteed). Further, there are
unreimbursed mandates within Medicare. While CMS requires either an x-ray or exam to
confirm a subluxation of the spine, at present, only the adjustment is reimbursed, not the
exam or x-ray. There are also limits on the number of annual visits for chiropractic care that
do not exist for other physician level providers.
Military and Veterans Models Offer Insights: Both the military health system and the
Veterans Affairs health system have made tremendous advances in integrating chiropractic
and other integrative approaches. Two reports on these efforts are provided below:
A Rand Corporation Study of integrative health usage in the military health system found a
higher utilization of complementary and integrative approaches among military members.
Surveys have shown about one third (33%) of Americans utilize complementary and
integrative approaches. In the military population 37 to 46 % in nonpatient population and
up to 72% of military patients used complementary and integrative approaches. Integrative
approaches are now incorporated into clinical practice guidelines and integrative providers
are no longer segregated under a separate category of providers. Eighty-three percent of
military treatment facilities currently offer complementary and integrative therapies, with
another five percent in planning stages to add these services. Chiropractic care is offered
in 55% of military treatment facilities. Utilization of chiropractic care is increasing about 10%
per year. Military treatment facilities reported chiropractic care being utilized to treat chronic
pain, anxiety disorder, stress management, back pain, sleep disturbance, depression,
headache including TBI related pain, PTSD and Acute Stress Disorder, Acute Pain (post
injury, postop, preop), and for general health, wellness and prevention.(10)
A 2016 study on the increased utilization of chiropractic services within the Veterans
Administration (VA) reports over a nine percent increase in use per year and dual approach
of outsourcing to local chiropractors as well as hiring chiropractors to work in VA
hospitals.(11) The VA ‘on boarding’ of doctors of chiropractic into hospitals will offer a
tremendous opportunity to study utilization trends and outcomes going forward.
Observations on the Innovation Center Materials: In discussing the guiding principles,
the ICA wishes to reinforce the consideration to reduce burdensome requirements and
unnecessary regulations to allow providers to focus on providing high-quality health care to
their patients. ICA appreciates the consideration for looking to models that provide
incentives to beneficiaries to achieve better health. A caution on this idea is that it should
only be accomplished in ways that have evidence to support the benefit, or tested in a
manner to provide credible evidence from which to evaluate. There is amble evidence in the
literature to support lower cost options in health care. The trend in many areas of health
has been to over medicalize issues such as pain management, child birth, and end of life
care. The opioid epidemic is the result of over medicalizing pain and using a drug-centric
approach, rather than non-drug options such as chiropractic as a first line of care.
With more than 40 percent of births in the United States paid for through Medicaid, a 2014
report estimated more than $1160 per birth cost savings through the utilization of local birth
centers and midwives for low risk pregnancies. This option also provided for better pre- and
postnatal care.(12)
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The hospice and palliative care movement has gained great traction in the United States
over the last 40 years. One of the great challenges has been the reluctance of some
physicians, especially oncologists, to make a referral to hospice when cure is no longer an
option. This is well documented in the literature. There are two components to support a
more aggressive utilization of hospice and palliative care services. The system benefit of
cost savings has been shown repeatedly since the 1980s. Equally and possibly more
important is the emotional support system of what many consider the first ‘patient-centered’
care model – hospice. Individuals who transition to hospice care, and their loved ones, have
time together to process that death is a part of the life cycle. The hospice approach includes
social workers, nurses, and other health professionals, attendants and a chaplain who will
come to the patient to provide care. This reduces the burden on family members, and the
reliance on costly private medical transports. A 2015 study reported that the utilization of
hospice for more than two weeks reduced hospitalizations and reduced Medicare utilization.
The longer the hospice service use, the greater the savings.(13)
The guidelines note a focus on physician specialty models, increasing access and lowering
costs. Does this focus include non-MD physicians? The ICA fully supports an emphasis on
maximizing the utilization of independent health professionals’ practices. The current model
penalizes the individual practitioner. In looking at chronic medical conditions, there are often
group teaching opportunities to promote healthier lifestyles which chiropractors and other
integrative health professions (nurse practitioners, etc.) can offer if an appropriate
remuneration policy can be established.
Optimize Community Health Centers: The federal infrastructure already supports in part
community health centers across the country. These are a vital and underutilized resource
for the poor and working poor. There is a tremendous potential to maximize their reach into
communities to promote health and wellness, provide integrative and non-drug solutions to
care. The best solutions will be those that are local and address the needs of the community
served. For instance, cultural needs of immigrant populations and the needs for a
community with specific age (pediatric or geriatric) populations.
These comments provide a snapshot of opportunities. Further information can be provided
as needed.
Background: The ICA is the world's oldest, continually operating international chiropractic
professional organization representing practitioners, students, chiropractic assistants,
educators, and lay persons world-wide. The ICA was founded in 1926 in Davenport, Iowa
by Dr. B. J. Palmer. We are dedicated to the growth and development of the chiropractic
profession based on Dr. Palmer’s commitment to professional and clinical excellence and,
the fundamental principle of chiropractic as a unique, separate, distinct, and drugless health
care profession.
Chiropractic is a non-invasive, drugless form of health care that seeks to maximize the
body’s capacity to heal itself by restoring the structural balance and integrity of the human
spine and remove any interference to the vitally important nerves it houses. It is estimated
that over one million chiropractic adjustments are provided every day around the world.
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There is a significant body of peer-reviewed scientific evidence that supports the benefits of
chiropractic care, particularly for management of conditions that present the symptom of
pain. The evidence is clear, chiropractic care is safe, effective, and often offers significant
cost-savings opportunities.
ICA President Dr. George Curry, “ICA strongly contends that the public is entitled to one
truly drug-free system of health care and doctors of chiropractic are fully trained and qualified
to fill that role with proven clinical and cost effectiveness. For more than a century, the
marketplace has sustained and supported chiropractic on the basis of its unique, drugless
approach to health and healing. This is especially crucial at a time when our society at-large
is recognizing the alarming complexities, costs and complications of a drug-based approach
to treatment and the trend is strongly in the direction of a minimalist approach regarding
drugs, and with good reason.”
To receive the doctor of chiropractic (DC) degree, candidates must complete extensive
undergraduate prerequisites and several years of graduate-level instruction and internship
at an accredited chiropractic institution. Comprehensive knowledge of all systems of the
body and diagnostic procedures enable the DC to thoroughly evaluate a patient, address
disorders relating to the spine and determine the need for referral to another health care
provider. The practice of chiropractic is recognized and regulated in over 52 countries; and
doctors of chiropractic are licensed in all 50 states, the District of Columbia. Puerto Rico,
and the Virgin Islands. There are more than 75,000 doctors of chiropractic in active practice
and more than 10,000 students currently enrolled in chiropractic education in the United
States.
The anatomical focus of the doctor of chiropractic on the human spine has created the
perception to some of simply being a ‘back’ doctor. Although this perception is not entirely
incorrect, it is very much incomplete. Doctors of chiropractic are a highly appropriate
resource in matters of work-place safety, stress management, fall risk assessment and
injury prevention, postural correction, and lifestyle and wellness counseling. There is a
significant literature that confirms for example that poor posture contributes to neck and
shoulder pain as well as headaches and that stress undermines wellness, even adversely
affecting the immune response.
The ICA actively engages in collaborations domestically and internationally to promote the
field of chiropractic, advance research, access, and appropriate regulations and
compensation. The ICA is also actively engaged in advancing the broader field of integrative
health care; plays a leadership role in the Integrative Health Policy Consortium; and engages
in educating policy makers about the value of non-drug options for care for pain
management. We have long sought to advance collaborative care models to improve
patient choices and outcomes.
The doctor of chiropractic as the primary care provider resulted in a 52 percent reduction in
pharmaceutical costs, 43 percent decrease in hospital admissions, and 43 percent fewer
outpatient surgeries and procedures. This was the finding in a four-year study begun in
1999 of doctors of chiropractic in a primary care role in a large Chicago HMO.(14) There
are dozens of other studies that support the safety, benefit, and value of chiropractic care.
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The RFI requested a point of contact be identified. ICA’s point of contact is:
Beth Clay, Director of Government Relations
International Chiropractors Association
6400 Arlington Blvd, Suite 800
Falls Church, VA 22042

The ICA welcomes the opportunity to further engage with CMS to discuss innovation,
patient-centered care, and ways we can advance health and wellness as a nation.
Respectfully submitted,

Beth Clay
Beth Clay
Director of Government Relations
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November 20, 2017
Seema Verma, Administrator
Director
Centers for Medicare & Medicaid Services
Medicaid Innovation
Hubert H. Humphrey Building
Boulevard
200 Independence Avenue, S.W., oom 445-G
Washington, DC 20201

Amy Bassano, Acting
Center for Medicare &
7500 Security
Baltimore, MD 21244

Dear Administrator Verma and Director Bassano,
The International Myeloma Foundation would like to share our views in
response to the FI released by the Center for Medicare and Medicaid
Innovation Center.
Founded in 1990, the International Myeloma Foundation is the oldest
and largest myeloma-specifc patient advocacy organization in the
world. With more than 350,000 members in 140 countries, the IMF
serves myeloma patients, family members, and the medical
community. The IMF provides a wide range of programs in the areas of
esearch, Education, Support, and Advocacy. With myeloma being the
second most common form of blood cancer, we serve many patients
who will be impacted by the decisions you make.
In the FI, comments regarding many diferent topics areas are
requested. We would like to focus specifcally on three of these topic
areas, including Physician Specialty Models, Prescription Drug Models,
and State-Based and Local Innovation, including Medicaid-focused
Models.
1. Phys c an Spec alty Models:
 We commend you for seeking comment on this topic and
we would specifcally like to address the Oncology Care
Model post-implementation. We recognize that the cost for
cancer care has continued to rise as innovative but
expensive treatments enter the market, and that a means
by which to measure cost-to-value has become a focal
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800-452-CU E (2873)
on telephone
pure data-driven
framework
818-487-7455
818-487-7454
fax models that employ a
generalized
mathematical
formula
to derive value; ignoring
myeloma.org

2



The goal of OCM is to utilize appropriately aligned fnancial
incentives to enable improved care coordination, appropriateness
of care, and access to care for benefciaries undergoing
chemotherapy at the same or lower cost to Medicare.
Practitioners in OCM are expected to rely on the most current
medical evidence and shared decision-making with benefciaries
to inform their recommendation about whether a benefciary
should receive chemotherapy treatment. We believe this goal is
properly aligned with the best interest of patients so long as the
outcome of the patient, and not the cost of the treatment,
continues to be the primary concern.
 We applaud the Six Practice Transformation equirements
included in the OCM; three of which specifcally include patient
access to their physician, their records and the standard of
treatment for their disease. We hope to see ease of access for
patients to continue in future models beyond OCM.
2. Prescr pt on Drug Models:
 Access to cancer drugs is extremely important. Under Part D,
many oral and self-administered anti-cancer medications have
extremely high cost sharing to patients. Sadly, charitable funds
have not been enough, and many Medicare patients are left to
make difcult decisions regarding their care due to this high cost
sharing. When crafting prescription drug models in the future,
please consider the out of pocket expenses patients will incur
and work to ensure cancer patients on Medicare have access to
the drugs they need.
 We would also like to use this opportunity to voice our continued
concern about the Part B Drug Payment Model Demo proposed in
2016. While the criticisms surrounding this proposal coming from
the cancer community appear to have been heard, we would like
to reiterate our views on this potentially harmful delivery system.
Ultimately, we believe this system would harm a physician’s
ability to provide the best treatment at the right time for each
patient.
3. State-Based and Local Innovat on, nclud ng Med ca d-focused
Models:
 We believe there is certainly opportunity to give states and
localities the opportunity to innovate. While we understand this
is an important step with the potential to address issues from the
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local level, we would like to ensure essential health benefts are
protected in this process. EHBs are crucial to both cancer
patients and survivors and we would like to ensure they remain
intact at the same strength for this vulnerable population of
people.
These issues are very important to the patients we serve, and we hope you
will continue to work to ensure each patient has access to the care they
need. Thank you for your time and attention. Should you have any questions
about our suggestions, or wish to further discuss our concerns, please feel
free to contact me. Our organization is happy to work with you and provide
you with additional insights and perspectives from both patients and
providers.

Sincerely,

obin oland Levy
Senior Director, Public Policy and Advocacy
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Hi
I realize I missed the Nov 20 RFI deadline for submitting new ideas related to your direction on
innovative service delivery and payment models, so apologies in advance. However, I thought I would
go ahead and provide a few brief comments in case they may still be relevant for your consideration
CMMI has identified Prescription Drug Models as one of the eight areas for potential direction to fund
innovation. We could not agree more. More specifically, we think a focus on specialty drugs is
warranted. By 2021, spending on specialty drugs will be nearly $400 billion, or 60% of all drug
costs. This also equates to 10% of national health expenditures as projected by CMS Office of the
Actuary. Moreover, specialty drug spend, while expensive, represents about a third of all spend for
patient on a specialty drug. This means that approximately another $800 billion in other spend
(inpatient, ER, etc) is associated with a patient taking a specialty drug. These totals suggest that for just
the 3-5% of patients who take specialty drugs, they will account for 30% of all healthcare spend. If this
is not concerning enough, a recent study by Downing et al (JAMA, ) showed that nearly 40% of specialty
drugs have a serious new safety issue post approval, compounding their already serious concerns
around safety and efficacy. With new specialty products being approved at ever increasing rates by the
FDA, concerns over costs, quality, safety and outcomes should be of paramount interest to CMMI.
Despite these significant concerns with respect to specialty drugs, there are few if any clinical
management programs in the market, and even fewer with demonstrated clinical outcome or
utilization/cost results. Instead, most programs focus on adherence. That is because Pharmacy
Benefit Managers (PBMs) and Specialty Pharmacy Providers, which are the typical entities that purport
to manage specialty drugs, are more incented to distribute drugs, and have developed over time
administrative and clinical platforms that focus on transactions (e.g. fills) rather than on value based
care. We believe the time is right to bring managed care principles and value based care to pharmacy
benefits management.
CMMI has over its history, including precedent to its formation, tested a variety of care management,
disease management and population health programs for “traditional” chronic diseases, such as CHF,
CAD, Asthma, Diabetes, COPD, etc. However, there has never been a funded project for managing
specialty drugs. We believe CMMI ought to create innovation grant opportunities specific to clinical
management programs that can improve the clinical, cost, quality and safety profiles for patients on
specialty drugs. If these programs can demonstrate success, sustainable payment models are fairly easy
to develop and could even be analogous to the chronic care payment model, oncology medical home
model, or even a risk adjusted payment to MAPDs or ACOs for managing these patients.
Thank you for the opportunity to share our view and hope they are helpful. We would be happy to
share additional information, answer any questions, and be available to discuss further, if interested.
Susheel Jain
Co-founder
InterveneRx
www.intervenerx.com
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
Dear Administrator Verma,
Thank you for the invitation to share our feedback on the future direction of the CMS Innovation Center. I
am a practicing primary care physician and co-founder and CEO of Iora Health, a venture-backed, newentrant, pure-play primary care provider whose mission is to restore humanity to healthcare by building a
new high-impact, relationship based care model for patients. Through Iora and a predecessor company
Renaissance Health, we have built over 50 different new primary care practices in over a dozen different
cities in every continental time zone. We currently run 24 practices in 8 cities, working with self-insured
employers and Medicare Advantage insurers in a purely value based model (ranging from primary care
capitation to shared savings to full global risk), and have a built-from-scratch delivery model including
shared care plans; robust team based care with integrated mental health and 3 health coaches per doc hired
for empathy from the community to help patients understand their conditions and better manage their
health; use email, text and video communications in addition to in person visits; make extensive use of
groups to help patients engage and learn from each other; and help patients navigate the rest of the health
care system by aggressively co-managing with a carefully chosen group of specialists and hospitalists. We
have also built our own built for purpose Electronic Health Record (EHR) whose goal is not to maximize
coding and billing, but is a Collaborative Care platform to improve our patients’ health and help keep them
out of unnecessary downstream care.
We are one of the largest and oldest nationally-scaled Direct Primary Care (DPC) practices in the country,
and have over the past 13 years run retail self-pay practices, as well as those serving self insured employers
(eg state employees in Massachusetts) and Union Trusts (e.g. the Carpenters Union of New England), and
now have 3+ years of experience working with Medicare patients through partnerships with Medicare
Advantage plans including Humana, Tufts Health Plan, and Wellcare. By aligning everything- space
design, payment model, salary model, culture, process and IT system around not doing more for patients or
trying to code higher, and instead simply improving their health and helping them navigate the healthcare
system, we have consistently demonstrated Net Promoter Scores over 90%; 90th percentile or higher
clinical outcomes; 40-50% lower rates of hospitalizations, ER visits and use of specialists than control
groups; and Medical Expense Rations (MERs) of 65-75% (ie total all-in health care costs of 15-20% lower
than controls). In addition, our doctors and teams are much happier, and show less burnout and turnover
than others in the industry.

New Directions
We are excited CMS is pursuing a new direction with CMMI. When the Innovation Center was first
proposed we were excited it would allow new entrants like ourselves trying to help consumers get better
care work with Medicare- but were sadly disappointed.

•!

•!

•!
•!

•!

Despite the rhetoric of creating Advanced Payment Models (APMs), all of the ones created
continue to be based on Fee for service (eg ACOs, MSSP, CPC, CPC+). Our core belief is that Fee
for service is the wrong way to pay for primary care, so we could not engage in any of these
programs.
In addition, the rules were written to make it almost impossible for smaller new entrants to
participate- there were large minimum thresholds of patients, savings calculated from prior history
(which we didn't have), and judging (e.g. for the first Innovation Challenge) that over-weighted
the potential risk of working with smaller newer entities.
The current programs are also too rigid, and participants need to commit to a single track for many
years with little room to progress as they gain more infrastructure and experience.
Current programs are also much too prescriptive- they demonstrate the hubris of trying centrally to
determine how to practice. Though not a CMMI initiative, the original Meaningful Use program
was a good example, having the government determine features of EHRs.
Finally, CMMI has also not been very open to collaborating with progressive providers, and has
maintained somewhat of an adversarial relationship with potential participants like ourselveswhich we believe does not leverage our experience nor leads to optimal program design and
execution.

We are highly supportive of your efforts promote patient centered care and market driven reforms, and
believe CMMI ought to create programs which:
•!
•!
•!
•!
•!

Create new payment models which qualify as APMs that build a vision of the future by moving
beyond FFS as a base
Allow patients to choose to enter such models and leave if they no longer serve them
Allow new entrants and smaller practices to participate
Allow for multiple levels of participation, and allow groups to move between them as they build
infrastructure, experience, and confidence
Allow patients to share in the savings generated

We and a few other new entrants have building exactly these sorts of models through partnerships with
Medicare Advantage Plans, and generating much improved experience, outcomes, and savings. We believe
allowing us to provide similar care to original Medicare patients could help transform the industry. We
have been collaborating with several other similar practices through two coalitions- the Direct Primary
Care Coalition (DPCC), and the Alliance for Innovative Primary Care (AIPC). Each has submitted on
behalf of the group a specific proposal to create such a new payment model to allow us to offer these sorts
of innovative care models to participants in Original Medicare. We helped create and are of course
supportive of both proposals. For details, see these other RFI responses, but there are several principles I
would like to highlight:

!

•!

At root, we completely agree we need choice and competition in the market- i.e. consumer
directed healthcare; indeed, we believe it is the only thing that will rationalize the industry. But
this is very complex, and it is unrealistic to think consumers themselves can make the decisions
needed. Like in the financial services industry, consumers need an advocate- and we believe
primary care practices can serve in this important role.

•!

Unfortunately, current primary care practices are not equipped to play this role- being paid FFS
they focus on transactions and billing codes. What we need are practices based on relationships
and aligned with consumers- which is the core premise of practices like ours.

•!

In order to so this, we need to directly contract with Medicare in a value based way. This means
completely getting rid of fee for service- it leads to doing more to patients, and gets in the way of

2!

better care. We want a relationship based model where our job isn’t to do more, but to have a
known population of patients who are our responsibility- so our job is to simply improve their
health and them keep out of trouble- and be able to do whatever it takes.

!

•!

We believe we need to increase the investment in primary care. Current payment models such as
with Medicare put 4-6% of the healthcare dollar into primary care, although there is much
evidence that increasing this can dramatically lower overall health care costs. We and others have
shown ideal primary care cap rates are closer to 10-12%.

•!

It is important not to over-specify how practices should use their resources to help patients
optimize their health. It is tempting to revert back to counting what is done- instead, practices
should be help accountable for outcomes. It will be tempting to ask practices to still file claimsbut this is precisely what skews behavior. We need to stop counting what we do, and pay attention
to our results.

•!

It is important to let patients self-select into these programs- not to do some sort of administrative
attribution. Patient choice is an important component and we believe patients should be able to opt
in and opt out of our practices. It would be important however to make this process easy and
streamlined.

•!

CMS should allow different levels of risk for providers- for smaller practices, a more traditional
DPC model with only a primary care cap - sort of a bundled payment for primary care. For
practices who are more advanced, allow for various levels of shared risk- both upside and
downside. Practices like us who have built culture, process and infrastructure would want to take
close to full risk- which allows us to make big investments in care coordination. Allow practices to
move up and down- perhaps yearly.

•!

We believe it is critical to allow for small practices and new entrants. Current programs require
one to already have patients, preventing new entrants. Set small minimums. We have felt
comfortable taking full risk (with stop loss) at 2,500 patients.

•!

As part of this new sort of APM, we believe we could be more effective if CMMI could waive
some current rules- for instance
o! Opt out rules for Medicare – many DPC docs have had to opt out of Medicare, which is
particularly hard because they have to wait 2 year before re-enrolling
o! Waiving Meaningful Use (MU) certification- we and other innovative practices have
built our own IT platforms, and feel MU is too built using the paradigms of the current
transactional systems
o! Fraud and abuse waivers- there are some current fraud and abuse rules which may make
sense in a fee for service context but do not in a risk sharing and capitated one
o! Negative premiums - we would love to be able to share some of the savings generated
with patients
o! Multi-year plans – many of the investments we make in patients’ health do not pay off in
the first year; we would love to discuss how we might be able to get patients to commit
for a multi-year period in return perhaps for some share of savings.

•!

We have seen in payment models like this the risk of providers taking extra payment and doing
nothing different. We believe this can be mitigated by requiring practices provide a baseline set of
services, e.g. same or next day in person access, 24/7 phone access, use of email and text to
communicate, population, disease, and transition management embedded in the practice, etc. We
would advocate for pure-play only practices to participate- we have found this sort of care is very
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different than usual FFS care, and it is hard to believe you can do both kinds well in the same
practice.
•!

In any shared risk model there is also the risk of under treatment- something we saw in managed
care of the 1980s. We believe required use of shared decision-making, allowing patient to opt out,
and close monitoring of quality metrics can mitigate this risk. In general, we have been successful
by building trust between our payers and ourselves. We believe CMMI should at least in the
beginning start by working with providers you trust, and have a low threshold of stopping working
with groups that break this trust. .

•!

Finally, we feel it is important not to settle for the lowest common denominator in designing new
payment models. CMMI already has incremental programs such as CPC for those wanting to
move slowly (or not at all), but also must allow innovators like ourselves to push the market
forward and escape FFS completely and take on significant up and downside risk to allow for the
investments and care redesign needed to truly improve performance.

Moving Forward
The US Health care system, despite largely good intentions and good people, is no longer serving our
patients well. Perhaps not surprisingly, existing providers, especially the larger hospital based systems,
seem unable or unwilling to truly change. We believe the only way to reform the system is to allow
consumers to have a real informed choice, and have real choices. As with many other industries, new
entrants are a critical part of disrupting the status quo and helping incumbents change. But for new entrants
like ourselves to work, we need new and aligned payment models and policies.
CMMI has a choice- to continue to prop up the status quo, or to catalyze real change which would allow
consumers to remake the system, as we have seen in many other industries. We look forward to working
with CMMI in its new direction, and are confident we can together move boldly to create a delivery system
that works.
Sincerely yours,

Rushika Fernandopulle M.D., M.P.P.
CEO, Iora Health
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Submitted electronically via email to CMMI_NewDirection@cms.hhs.gov
Seema Verma
Administrator
Centers for Medicare and Medicaid Services (CMS)
Department of Health and Human Services
P.O. Box 8013
Baltimore, MD 21244-8013
RE: CMS Request for Information: Innovation Center New Direction
Dear Administrator Verma,
The Iowa Primary Care Association (Iowa PCA) appreciates the opportunity to provide comment on CMS’
Request for Information (RFI) on a new direction for the Center for Medicare and Medicaid Innovation
(CMMI). Iowa PCA is the membership organization for the state’s fourteen federally qualified health
centers (FQHCs or “health centers”).
Health centers are consumer-driven and patient-centered organizations that serve as an affordable, high
quality primary care home for America’s most underserved and rural communities. In 2016, Iowa FQHCs
provided care for over 188,000 medically-underserved individuals, the majority of whom live below the
Federal Poverty Level and face multiple social and environmental factors which impact their need for
health care and their ability to access care appropriately. Iowa’s 74 FQHCs are required to provide
affordable comprehensive primary care to these individuals, regardless of their insurance status or
ability to pay for services.
Over 70 percent of health center patients are Medicare or Medicaid beneficiaries. Both programs are of
critical importance to health center patients, providing them with health care coverage they may not
otherwise be able to afford. CMS’ RFI to ensure that these programs are promoting patient centered
care while increasing quality and improving patient outcomes is an important step in ensuring continued
access for Medicare and Medicaid beneficiaries.
Role of Health Centers in Innovation
Health centers, through their mission, structure and programmatic focus, provide high quality and costeffective preventive and primary care to their patients. Iowa health centers manage not only their
patients’ physical, oral, mental and behavioral health, but also address key social determinants of health
that directly impact patients’ health, often root causes of high costs and poor health outcomes. Health

9943 Hickman Road, Suite 103 | Urbandale, IA 50322 | 515-244-9610 | www.iowapca.org | Facebook/Twitter: @iowapca

centers’ focus and experience make them a valuable partner in transformation efforts and a leader in
driving innovation for our most vulnerable populations.
While Iowa health centers and the Iowa PCA have participated in many of the innovative models across
the country, such as the State Innovation Model grant of which Iowa has been a recipient for four years,
our health centers also have many unique innovation models transforming care in Iowa. One example is
IowaHealth, an integrated primary care network, which is a voluntary business association of primary
care providers that can demonstrate financial and clinical integration. This FQHC controlled network
participates in a care coordination agreement to integrate care, manage care transitions, and address
social determinants of health. IowaHealth+ works with member centers to move toward value-based
purchasing and payment reform and risk stratification. In recent measurements from the Iowa Medicaid
Enterprise, IowaHealth+ outperformed the major hospital system accountable care organizations in the
value index score.
Further, Iowa PCA has developed the Transformation Collaborative which works with the IowaHealth+
member centers to focus on clinical and operational improvements in our health centers targeting
important measures including: patient access, emergency department high utilizers, cancer screenings,
diabetes and immunizations.
Finally, Iowa health centers have been leaders for years in innovative ways to address social
determinants of health (SDOH). Most recently two health centers piloted the PRAPARE tool to assist
providers in assessing and combating SDOH in patients. Iowa PCA staff have been involved in the latest
Iowa SIM grant by providing SDOH and care coordination technical assistance to the C3 participants.
With these experiences in Medicare and Medicaid innovation and the health center mission to provide
high quality, comprehensive care, health centers can offer valuable lessons and best practices to engage
the safety net and our most vulnerable patients, ensuring any transformation is appropriately capturing
and positively impacting the whole population.
As CMS looks toward a new direction for CMMI, we believe there are some important considerations it
should take into account.
There is no “one size fits all approach” to effective innovation. Health center experience shows
that there is no “one size fits all” approach to innovation and patients and care team members
have valuable experiences to contribute to these conversations. We believe that CMS should
incorporate flexibility when developing and implementing new models or screening tools and to
allow programs such as those developed in Iowa to continue. We also recommend that CMS
and states fully engage stakeholders in the development process, as this will promote successful
participation and implementation, especially among underserved populations who are sensitive
to research and data collection efforts.
Health centers and other safety net providers need the appropriate infrastructure, timelines,
and support to participate in innovation and should be included in any new innovation
models. While many are engaged in various stages of payment reform, health centers and
other safety net providers often point to challenges that currently limit their ability to further
engage in these efforts. These challenges can include limited space and provider capacity,
unrealistic timeframes, and a lack of alignment across efforts. Past experience shows that due
to limited capacity or resources, the safety net can be left behind when new and innovative
models are tested at the state or federal level. We believe without inclusion in innovative
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models, a core set of patients and providers are left behind. We encourage CMS to ensure that
all providers have the appropriate resources, timelines, and infrastructure they need to
participate in these new models. We would also encourage CMS to consider the unique
challenges often faced by rural providers. For example, difficulty affording an expensive internet
connection can hinder practice transformation goals for health centers in rural areas. Without a
sound infrastructure, it is difficult for providers to fully engage in these efforts at any level. We
believe ensuring the infrastructure is in place should be a core component of any strategy
moving forward.
Policy changes may be needed to ensure provider participation. We welcome the opportunity
to work with CMS on policy changes to support health centers’ ability to deliver care in ways
that best meet patient needs and contribute to quality and cost goals. For example, providing
reimbursement for telehealth services or for multiple visits in the same day will help encourage
providers to increase their use of cost-savings technology and to further integrate patient care.

In closing, health centers have always provided continuity amidst changes in America’s health care
system, serving as a safety net for the most vulnerable while continuing to innovate and drive savings
for federal and state budgets. Iowa PCA appreciates the opportunity to submit comments on this
important Request for Information and thank you in advance for consideration. Iowa PCA’s member
health centers and staff would be happy to provide any further information that would be helpful.
Sincerely,

Theodore J. Boesen, Jr.
CEO – Iowa Primary Care Association
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We recommend CMMI test and promote models of care that provide comprehensive,
integrated health care that includes integrated medical, behavioral and oral health services as
well as access to appropriate social supports. For far too long, oral health has been seen as
separate from physical health and not given adequate attention in the development of new
payment and delivery models[1]. However, addressing a person’s oral health needs is essential
in ensuring improved health outcomes and is a necessary component of patient centered
care.1 We urge CMMI to place an emphasis on developing models that focus on treating the
whole person and improving integration of oral health services into all aspects of health care.
Oral health integration requires recognizing that oral health is an integral part of overall health
and wellness. It necessitates that primary care and other medical providers take responsibility
for the oral health of their patients by providing education, and appropriate services and
referrals, and that payment and technology support integration efforts, quality and integration.
To that end, we recommend CMMI promote the following strategies:
•

•

•

•
•

Integrate referral systems, where all providers, including dentists, screen for general
health needs and refer to an appropriate provider, creating no wrong door for entry into
the health care system[2]
Develop and enable shared electronic health records (EHR) systems that enable both
dental and medical providers to easily view each other’s entries and communicate
directly. A recent study showed that lack of access to integrated information technology
is one of the leading barriers to oral health integration[3]
Co-locate services, better enabling integrated care delivery. Especially promising are
new models where a dental hygienist, dentist, or dental therapist works in a primary
care office or clinic or a nurse practitioner or physician assistant works in a dental office2
Embed oral health education in health sciences curricula, to prepare new workforce for
integrated care delivery3
Include oral health in new payment and delivery models2

[1] U.S. Department of Health and Human Services. Oral Health in America: A Report of the
Surgeon General. Rockville, MD: U.S. Department of Health and Human Services, National
Institute of Dental and Craniofacial Research, National Institutes of Health, 2000.
[2] Chazin, S., & Crawford, M. Oral Health Integration in Statewide Delivery System and Payment
Reform. Washington, DC: Center for Health Care Strategies, 2016.
[3] Hostetter, M., & Klein, S. In Focus: Integration Oral Health into Primary Care. Washington,
DC: The Commonwealth Fund, 2015.

--------------------------------------------------------------------Traditional Medicare Program Demonstration: CMS or CMMI should conduct a geographicallybased demonstration project to study the impact of providing a dental benefit in traditional
Medicare. The demonstration would evaluate health outcomes of such coverage on a broad
array of Medicare patients. This would allow a comparison of the impact on costs and health
care compared with the control group of the large majority of Medicare beneficiaries who are in
traditional Medicare and do not have such coverage.
Expansion of MCBS-based Research: Given the availability of detailed coverage and expenditure
data in the Medicare Current Beneficiary Survey, CMS should expand its research linking those
data with other MCBS information and beneficiary claims data to provide better estimates of

the prevalence of medical conditions for which outcomes might be improved with access to
better dental care.
Disparities Research: Given the high prevalence among minority beneficiaries of chronic
illnesses for which untreated dental disease is an additional risk factor, and the additional
problems of access to dental care in minority communities, CMS should analyze existing data
sources to identify specific communities in which improved access to medically necessary
dental care might have an especially large effect.
Joint Registry Development with FDA on Immunosuppressive Drugs: Given the growing
importance of immunosuppressive drugs in the treatment of cancer, severe rheumatoid
arthritis, and other conditions especially prevalent among Medicare beneficiaries, and the high
risks for patients with untreated dental disease in taking such medication, CMS should work
with the FDA and drug manufacturers on creating registries of clinical and health services data
for patients prescribed such medications.
Coverage Determinations: CMS should convene a work group to immediately explore options
for expanding Medicare coverage of medically necessary oral health services under existing
legal authorities, including through a National Coverage Determination (NCD). The workgroup
could also draw on the research currently underway to develop more systematic clinicallybased definitions of “medically necessary oral health care.” The work group could begin by
considering the life-threatening dangers faced by beneficiaries requiring resolution of serious
dental issues prior to or after solid organ and stem cell transplants, head and neck cancer
treatment, and other major medical procedures.

Bob Isman, DDS, MPH

November 20, 2017
Amy Bassano, Acting Director
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
U.S. Department of Health & Human Services
Baltimore, MD 21244-8016
Re: CMS New Directions for the Center for Medicare & Medicaid Innovation
Dear Ms. Bassano:
The Jewish Federations of North America’s (JFNA) Strategic Health Resource
Center commends the efforts of the Centers for Medicare & Medicaid Services
(CMS) to seek broad feedback on new directions for the Center for Medicare &
Medicaid Innovation (CMMI) that further CMS’s goal of “fostering an affordable,
accessible healthcare system that puts patients first.” JFNA has long supported
CMMI’s innovations that improve care, reduce costs, and improve health outcomes,
such as the development of Accountable Care Organization (ACO) models.
To this end, JFNA recommends that CMMI’s initiatives be founded on basic
principles of informed choice for beneficiaries, voluntary participation, positive
incentives, and transparency for price, benefit and model design, as well as
evaluation methods and findings. As we discuss in greater detail below, JFNA
specifically supports innovations that promote more consumer-directed care and
market-based innovation models, particularly those that foster public-private
partnerships so long as these initiatives do not jeopardize beneficiaries’ current
eligibility. We also support measures that seek to: (a) align and coordinate care for
dually eligible Medicare-Medicaid beneficiaries; (b) shift payments to more valuebased purchasing arrangements; (c) increase participation in Medicare Advantage
models; (d) foster greater coordination of primary health care with behavioral health
care, including by providing support for the adoption and use of health information
technology among behavioral health providers; and (e) expand upon existing efforts
to rebalance federal Medicaid funding for long-term care to provide greater support
for home and community based services that give beneficiaries more agency over
their own lives.

JFNA represents a network of 148 Jewish federations and 300 communities that together support 15
leading academic medical centers/health systems including a number of ACOs, 100 Jewish nursing
homes, 125 Jewish family & children's agencies, and nearly a dozen group homes. These agencies
provide health care and long-term care for more than one million clients, Jewish and non-Jewish
alike. The three major HHS safety net programs -- Medicaid, Medicare and CHIP -- are vital
programs for Jewish federations throughout the country, and particularly for our communal health
and long-term care partners that serve the most vulnerable in our communities. JFNA’s Strategic
Health Resource Center works to preserve and promote the ability of Jewish communal health,
behavioral health, and long-term care providers to serve as a critical health safety net for Jewish
Americans and others in our communities. Accordingly, JFNA offers the following thoughts as part
of CMS’s request for stakeholder input on possible new directions for CMMI.
I.

Guiding Principles

Beneficiary and Provider Choice: CMS is proposing that CMMI efforts will be guided by the
principle of promoting competition in the health care market through beneficiary and provider
choice. Key to this effort will be ensuring that the information is communicated clearly and
effectively to the many beneficiaries and providers, including individuals with disabilities and older
adults, who utilize and provide health care services. To make informed choices, beneficiaries need
easy-to-use and accessible tools that allow them to view, understand, and compare their options.
Older adults and people with disabilities who may have difficulty using online resources, in
particular, may need access to free personalized assistance to help them understand their options.
Voluntary Participation: CMS is proposing that provider choice and incentives focus on voluntary
models. JFNA supports efforts to ensure voluntary participation. Beneficiaries with multiple and/or
complex conditions often have developed long-standing, successful relationships with their
providers; they should not be required to disrupt their networks of care to participate in a
demonstration.
Patient-Centered Care: JFNA supports efforts that empower beneficiaries, as well as their families
and caregivers, and that give beneficiaries the information they need to make informed choices. We
would like to work with CMMI to develop and implement models that provide positive incentives
and that do not put at risk Medicare and Medicaid’s fundamental promise of providing care for
older adults and vulnerable populations.
Transparency in Price, Benefit, & Model Design: JFNA strongly supports transparency in all key
aspects of innovation, from price to benefit to model design. We also urge rigorous evaluation of
demonstrations to enable meaningful analysis across different subpopulations of what is working
and what is not, and the inclusion of beneficiary as well as provider experience. As part of
transparency, JFNA believes that evaluation data should be made publicly available.
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II.

Potential Models

Consumer-Directed Care & Market-Based Innovation Models: JFNA supports efforts to empower
Medicare, Medicaid and CHIP beneficiaries to make informed choices that work for them; this
includes efforts to provide beneficiaries with data about cost and quality. Throughout this process,
demonstrations must ensure that access to needed care and services is maintained, and JFNA would
be concerned about demonstrations that serve to erode current eligibility standards or impose
additional cost burdens on Medicare, Medicaid, and CHIP beneficiaries.
JFNA also recommends exploring ways to implement the final recommendations of the Long-Term
Care Financing Collaborative (LTCFC), a diverse group of policy experts and senior-level decision
makers representing a wide range of interests and ideological views which JFNA co-founded. To
reduce individuals’ reliance on Medicaid, the LTCFC recommended adoption of a universal
catastrophic insurance program aimed at providing financial support to those with high levels of
care needs over a long period of time combined with a series of private sector initiatives and public
policies. Those initiatives and policies would be aimed at revitalizing the long-term care insurance
market to help address non-catastrophic LTSS risk, and encourage retirement savings and use of
home equity to assist middle-and upper-income families finance LTSS needs for those risks that are
not covered by catastrophic insurance benefits (LTCFC, A Consensus Framework for Long-Term
Care Financing Reform, 2016).
Coordination between Medicare and Medicaid: Medicaid and Medicare together provide health
coverage for approximately 10 million low-income dually eligible older adults and people with
disabilities. Because Medicaid and Medicare generally operate as separate programs, beneficiaries
have had to navigate multiple sets of requirements, benefits, and plans. Different coverage and
payment policies have created incentives to shift costs back and forth between the states and the
federal government, leading to underutilization of services in some cases and overutilization in
others. This lack of coordination between the programs also has resulted in fragmented care, which
can lead to high costs and poor outcomes. The Dual-Eligible Special Needs Plans and the Financial
Alignment Demonstration Initiative are two programs working to coordinate the financing
structures and the administration between the two programs to improve care and reduce costs for
dual eligibles, who are disproportionately the highest need and highest cost beneficiaries for both
the Medicare and Medicaid programs. JFNA supports continuing and expanding these two
initiatives to further explore their potential to improve both care and care administration while also
reducing costs.
Increasing Value-Based Purchasing Initiatives: Value-based purchasing models, such as
Accountable Care Organizations, have been adopted in both Medicare and Medicaid. These models
move away from the traditional fee-for-service system and towards payment based on quality and
cost savings, and could be tested further. JFNA has long supported implementing these models
more widely for high-cost, high-need populations in need of long-term services and supports, as
ACOs have significant potential to improve care quality while restraining or possibly reducing
spending on high-need populations.
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Reducing Hospitalizations for Nursing Facility Residents: In 2011, the CMS Medicare-Medicaid
Coordination Office implemented an initiative to reduce avoidable hospitalizations of dually
eligible beneficiaries living in nursing facilities. Long-term care facilities participating in the
initiative have reported declines in all-cause hospitalizations and potentially avoidable
hospitalizations, as well as reductions in Medicare expenditures. The second phase of this initiative
is testing whether a new payment model for long-term care facilities can improve quality of care by
reducing avoidable hospitalizations and lower combined Medicare and Medicaid spending. If the
results show this initiative to be successful, JFNA supports expanded utilization and testing of this
new payment model.
Medicare Advantage (MA) Innovation Models: JFNA supports CMS’s proposal to work more with
Medicare Advantage Plans to drive innovation, improve quality and outcomes, and lower costs, and
to encourage greater beneficiary participation in Medicare Advantage plans on a voluntary basis.
Mental and Behavioral Health Models: JFNA applauds CMS for exploring potential models
focused on behavioral health, including focus areas on substance use disorder (including opioids),
dementia, and improving mental health provider participation in Medicare, Medicaid, and CHIP.
JFNA believes that much can be done to improve the functioning of our health care system to better
meet the needs of individuals of all ages who struggle with behavioral health conditions and
disorders. The high prevalence of behavioral health conditions and disorders is now widely
recognized, as is the prevalence of co-occurring physical and behavioral health conditions,
particularly among Medicare, Medicaid and CHIP beneficiaries (MedPAC, 2016; MACPAC, 2015).
Yet, our health care financing and delivery systems still tend to address patients’ physical and
behavioral health needs separately. Our nation’s health care system needs to be modernized in
multiple ways to better reflect the field’s current understanding of the link between physical and
behavioral health and the prevalence of these conditions.
JFNA supports changes designed to foster greater coordination of primary health care with
behavioral health care, and believes that doing so has the potential to significantly improve patients’
overall health while lowering costs. JFNA specifically urges CMS to consider demonstrations that
promote and reimburse care coordination and integration of behavioral health providers with
primary care providers. As part of this process, we specifically recommend increasing opportunities
for telehealth consultation between general medical and behavioral health providers. We also
support initiatives that could expand the integration of physical and behavioral health care for
individuals who are dually eligible to include integration with long-term services and supports as
well. These services can be essential to their ability to live and participate in their communities and
are covered by their Medicaid benefit.
Critical to implementing solutions successfully will be ensuring that behavioral health providers
have access to health information technology incentives, which they currently do not have.
Although the Health Information Technology for Economic and Clinical Health (HITECH) Act
(Pub. L. 115-5) greatly expanded the adoption and use of electronic health records throughout the
health care industry, it excluded behavioral health providers and multiple studies now have
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documented that health information technology adoption among behavioral health providers now
lags behind that of other health care providers. Yet, behavioral health providers’ access to electronic
health records (and primary care providers’ access to patients’ behavioral health records) will be an
essential component in achieving the promise of truly integrated and coordinated team-based care.
JFNA therefore urges CMS to provide health information technology incentives for mental health
and behavioral health providers participating in demonstrations to improve the provision of
behavioral health care across the health care system. Of note, JFNA supports recently introduced
legislation that would authorize a CMMI health IT demonstration program for mental and
behavioral health providers. The bipartisan, bicameral legislation, known as the “Improving Access
to Behavioral Health Technology Act” (H.R.3331/S.1732) is being sponsored by Senators Sheldon
Whitehouse (D-RI), Rob Portman (R-OH), and Representatives Lynn Jenkins (R-KS) and Doris
Matsui (D-CA).
Rebalancing Models: JFNA has been a steadfast supporter of programs like the Home and
Community-Based Waiver Program and the Money Follows the Person Program. Both of these
innovative initiatives have helped to ensure that individuals with disabilities and older adults have
greater agency over how and where to live their lives, even in the face of significant health and
human service needs. Moreover, these programs have been shown to reduce costs while maintaining
or even improving care. This recommendation also is supported by the findings of the LTCFC that
we need “more flexible public programs that can deliver care in the setting most appropriate to the
needs of individuals.” JFNA would like to work with CMS on ways to expand this rebalancing of
federal and state resources even more.
Conclusions
In conclusion, JFNA is a strong supporter of reforms that promote innovation and value over
volume. We are eager to work with CMS to expand upon models that show promise and to explore
new models that have the potential to improve care quality and outcomes, as well as to lower costs,
while ensuring that Medicare, Medicaid and CHIP beneficiaries receive the care they need. Thank
you for this opportunity to provide our thoughts on possible new directions for CMMI.
Sincerely,

William C. Daroff, Senior Vice President for Public Policy &
Director of the Washington Office
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Center for Medicare and Medicaid Services - Request for Information
The U.S. healthcare system is broken. Unhealthy behaviors, misaligned incentives, excessive
regulations, and a reactive care delivery system have created an unsustainable situation for the
U.S. and for the Center for Medicare and Medicaid Services (CMS). A new care delivery model
that increases consumer choices, encourages competition through free markets, and accelerates
innovation is urgently needed. Healthcare reform efforts have primarily focused on insurance
coverage and policies and regulations in an attempt to increase access, improve quality, and
control cost. The result of these interventions has made healthcare more complex than ever with
a myriad of new government agencies, regulations, and mandates which must be considered
when designing a new model. As a complex system, healthcare can be viewed as interconnected
and interdependent elements where actions on one part of the system may result in short term or
long term unintended consequences in other parts of the system. The results of the Affordable
Care Act have created so much complexity that it is nearly impossible to determine how
elements in the system interact or impact outcomes (Brady & Brownback). For us to define a
new direction which allows traditional market forces to take hold in today’s healthcare
environment, healthcare must be redefined from the perspective of the consumer rather than from
that of intermediaries in the government or insurance industry. Focusing on the needs of the
consumer dramatically increases the number of possible solutions and frees us from the
impossible task of redefining healthcare from the context of our currently overly complex,
dysfunctional system.

Current State
With healthcare spending approaching 19% of Gross Domestic Product (GDP) (CMS),
much of the focus for reducing costs has been driven by the 80/20 rule which identifies that 80%
of healthcare costs are consumed by 20% of the population (Khullar, 2017). These patients
often suffer from complex chronic conditions requiring significant resources from primary and
specialty care as well as hospital systems and long-term care facilities. The U.S. Healthcare
system evolved from its early beginnings in the twentieth century as a curative rather than a
preventive model. By the mid twentieth century, medical education and the biomedical sciences
were firmly established with a principle focus on the diagnosis and treatment of disease giving
birth to the modern sick-care system. The passage of Medicare into law in 1965 resulted in the
growth of the insurance industry and the very profitable medical industrial complex. These
forces contributed to the creation of our modern healthcare system serving 20% of the population
with government and other payers attempting to control cost and maximize profits through
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policies and programs solely focused on the sick, while largely ignoring prevention. High risk,
high cost, and often complex interventions, along with external regulatory forces, further
increased complexity at the point of care and this complexity has extended to the 80% of the
population with low risk, low complexity needs.
When healthcare is deconstructed into core elements, five domains of care are identified:
acute, chronic, episodic, procedural, and preventive care (Figure 1). The domains of care are
interconnected and interdependent but numerous barriers have prevented them from being
organized around the needs of the consumer as a system of care.

Figure 1. Five Domains of Care
These existing barriers in this complex
Key Takeaways:
healthcare system hinder the delivery of affordable,
transparent, accessible, high quality care. In a
• The system is focused on
primarily fee-for-service payment model, a volume
treating illness not prevention
approach to treatment of illness is promoted, allowing
• The healthcare system can be
the potential for overtreatment with a question of
divided into the 5 domains of
care
more care versus appropriate care and less of a focus
• Barriers exist that prevent a
on prevention and outcomes. With the focus on
patient centric model
volume rather than value, in addition to more care,
• The current payment model
there is a lack of competition and the competition that
does not support the value
does exist is based on price, if anything at all.
agenda
• Regulation (structure/policies)
Existing regulations have attempted to define quality
restricts innovation and
outcomes but have ultimately implemented the use of
competition
process measures in an effort to simplify the measures
of quality. Furthermore, process measures which are
intended to serve as surrogates for quality are far too often uninterpretable and meaningless to
the consumer. The process outcomes in combination with the fee-for-service payment model do
not support a system of prevention, promote competition or innovation. The existing regulation
which requires consumers to purchase insurance that contains unnecessary coverage and is
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bound by state lines also constricts competition, access, and innovation. Transparency of quality
measures and pricing are nearly non-existent to the consumer, to take a step in the right direction,
the patient and the provider must move closer together to minimize all of the regulation and
multiple layers that stand between them.

New Framework
The true impetus for changing the healthcare system starts by demanding real price and
outcome transparency. The system needs to be of the greatest simplicity and must be easy for
consumers to navigate. If we revisit the domains of care (acute, chronic, episodic, procedural,
preventive) and envision how the provision of care would be organized in a free market model,
we can begin to see the emergence of a well-organized system of care that is truly consumercentric. Although there is considerable overlap between these domains, distinct products and
services are provided within each domain and if delivered in a free market the consumer would
have the ability to decide how, where, and when they receive healthcare. Competition would
drive innovation and consumers would be able to choose the highest quality care with the
greatest convenience that meets their needs. New markets would emerge to serve the largest
market segments and consumers would be able to find low cost, high quality service providers
that focus primarily on low risk, low complexity domains such as preventive care. While social
determinants add complexity, preventive care must be untethered from complex healthcare
regulations, allowing a new market to emerge focused on prevention outside of traditional
medical services.
The Case for Deregulation
Through overly restrictive policies, CMS regulations, and tax subsidies, the federal
government has dominated the operation of the U.S. health care system for the past half-century
(Finkelstein, 2005). The argument that government intervention is necessary due to the failure of
private-sector healthcare is flawed by the very fact that a competitive market does not exist and
really never has in U.S. healthcare. In order to predict the results of a free market healthcare
system we need to take an indirect approach and look at other industries that were once heavily
regulated and the results of deregulation. Although healthcare has unique features, as a service
industry, it shares many commonalities with other industries that have thrived post deregulation.
For example, the Civil Aeronautics Board regulated airline prices, schedules, and routes until the
1978 Airline Deregulation Act was signed by President Jimmy Carter. Over the past several
decades there has been an estimated $19 to $20 billion annual reduction in cost to the consumer
fares and new low-cost airlines such as JetBlue and Southwest have emerged, increasing
competition and consumer choice (Poole & Butler, 1999). Similarly, the deregulation of the
telecommunication industry starting with the break-up of the AT&T Bell system which led to a
surge in competition and remarkable advancements in technology, most notably the development
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of the now ubiquitous smart phone. Other examples of the positive effects of deregulation were
seen with the 1980 Motor Carrier Act which dramatically increased competition and lowered the
cost of transport goods and to a lesser extent with the Telecommunications Act of 1996 whose
results were attenuated by its slow implementation and persistent regulatory forces but
nevertheless, led to increased competition and consumer choice. In order for a free market to
emerge in healthcare, significant measures must be taken to eliminate restrictive regulations.
Alternate Payment Models in Support of Free Market Healthcare
The cost of healthcare has continued to rise with an average increase, since 2015, of 3%
for employer based plans and a staggering increase of 25% for individuals buying insurance on
an exchange or private market (NCSL, 2017). In addition to higher cost, there are fewer choices
and a limited diversity of health plans for employers and consumer as insurance companies have
consolidated with smaller carriers being consumed by
the few mega carriers that remain (Dafny, 2016). These Key Takeaways:
factors have contributed to the emergence of the direct
• Direct contracting is proving
care market with employers and individual consumers
to be successful between
contracting for healthcare goods and services with
employers, providers, and
providers and health systems. This eliminates the need
patients
for insurance, and in doing so, avoids administrative
• Pricing and quality is marketcost and removes disincentives for innovation created in
driven
fee-for-service environment. Over the past several
• Consumers and employers
years, self-insured employers like Walmart, Lowes, and
are driving change
JetBlue (Pacific Business Group on Health), as some of
the largest purchasers of healthcare, have begun to directly contract with health systems for
specialty care services including surgical procedures negotiating bundled payments and
warranties to ensure quality outcomes at a transparent cost. In addition, organizations like The
Free Market Medical Association (FMMA) (The Free Market Medical Association) and The
Direct Primary Care Coalition (DPPC) (The Direct Primary Care Coalition), among others, are
bringing together buyers and sellers of healthcare goods and services in a free market approach
to change the healthcare landscape. FMMA helps to identify patients willing to pay cash,
doctors willing to list their prices, businesses attempting to provide affordable quality insurance,
and providers/services/and patient advocates to help bring everything together. DPPC is a
diverse movement with primary care providers across the nation now offering basic and
comprehensive plans at low fixed monthly fees. The growth of the direct care movement is
further evidence that consumers are demanding change and consumerism in healthcare is on the
rise and if embraced can provide the path to real transformation.
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Role of the Federal Government
To move towards the greatest simplicity for the healthcare system the processes must be
re-engineered to drive less regulation and increase market competition. The federal government
holds the responsibility of defining a process for direct contracting and payment model
parameters for the states at a regional or local level to manage. Similar to the largest self-insured
employers, CMS at the federal level would define the process for issuing Requests for Proposals
(RFP) to allow state/regionally managed collaboratives to write and issue RFPs and healthcare
providers and health systems would compete for direct care contracts based on outcomes, costs,
and warranties offered. Patients and providers in underserved or rural areas would be allowed to
join regional collaboratives providing access to a full spectrum of services and increasing
choices by allowing regions to extend beyond state lines. The issuance of RFPs in regional areas
drives market competition for primary and specialty care and allows for consumer choice among
multiple health providers for the same services, ultimately driving down the cost of care.
This process encourages innovation at the point of care and places an emphasis on prevention,
chronic care management, and more effective diagnostic and treatment interventions that
improve outcomes and at the same time maximize profit at a lower cost.
Role of State and Regional Collaboratives
To effectively support a consumer and market-driven model, regulation should be
minimized and not simply shifted from the federal government to the state and regional level.
The role of the state and regional collaboratives is to provide a mechanism for consumers to have
a choice while knowing the options are high quality and affordable. To support the new model
the state and regional collaboratives must appropriately manage constraints placed by
bureaucracy while maintaining an environment that fosters innovation and consumerism.
Following the RFP model outlined by the federal government, states and regional collaboratives
are responsible for issuing RFPs to meet the needs of the local population. Additionally, states
and regional collaboratives can promote innovation amongst healthcare providers by issuing a
framework but allowing the providers to submit best practice treatment protocols, outcomes, and
pricing. This method may result in variation amongst different providers, but it also supports
competition to provide the highest quality care at an affordable cost to patients.

Applying in Practice
To test this new consumer directed healthcare delivery model, we need to look at lessons
learned in the private sector. In particular, examples where employers have opted out of the
insurance market and contracted with providers and health plans for goods and services as well
as the growing direct care market which has expanded beyond primary care. These models have
shown great promise with significantly lower cost, notable improvement in quality, and greater
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patient satisfaction (McCorry, 2014). Publicly financed healthcare can be organized using these
models through the creation of regional collaboratives responsible for establishing contracts for
direct care services based on the needs of the populations served. The consumer would then
receive a subsidy and be able to choose providers and services that best suit their needs and
financial constraints. In the case of more complex conditions, and for those unable to care for
themselves, or in the case of catastrophic care, comprehensive coverage contracts would be
established. The critical elements of price transparency and consumer choice must both be
present in order to begin a shift toward free market healthcare which are achieved in this model.
This shift will only be possible through the elimination of regulatory barriers and incremental
changes in publically financed healthcare programs which can be tested through pilot programs.
Criteria for the regional pilots would need to be determined based on demographics and
socioeconomic status of the population to be able to test the new framework in a diverse area.
Several notable examples where the infrastructure or foundation has already been established
could serve as initial pilot sites. Community Care of North Carolina, through its partnership with
North Carolina Health and Human Services, has created an optimal environment with 14
regional primary care networks contracted to provide services to Medicaid, Medicare, and
uninsured populations. They have demonstrated significant cost reductions, improved access,
and higher quality through comprehensive coordination of services. (Fillmore, DuBard, Ritter, &
Jackson, 2013) Similarly, Rhode Island Department of Health through a partnership with the
Rhode Island Quality Institute has developed an organized infrastructure for quality
improvement based on a sound health information technology backbone combined with a small
geography and well-defined population could serve as an optimal living laboratory for healthcare
transformation (Rhode Island Quality Institute). Both of these examples, and others not
mentioned, have the added benefit of being participating organizations in the CMS Transforming
Clinical Practice Initiative and a proven track record of success.
Robust support for these pilots would be required with initial data analysis to understand
the population characteristics, utilization patterns, baseline costs, and current performance on
selected quality measures (outcome and process), etc. This will serve as a baseline against which
changes can be measured in provider behavior, health care quality, and costs after
implementation of pilot incentives. System requirements for the pilot study for primary and
specialty care would be defined with establishing measures of success to understand the true
impact of the new model. A Systems engineering approach to the design, implementation, and
ongoing support of the intervention will be necessary to optimize outcomes and to provide
scalable, reproducible outcomes. An assessment of the development and implementation of the
new pilot program will need to be completed to understand results in the following areas: 1)
quality healthcare improvements, 2) improvement in the experience of care, 3) a reduction in the
rate of increase in healthcare spending, 4) market competition, and 5) consumer choice.
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As a University-Affiliated Research Center (UARC), the Johns Hopkins University
Applied Physics Laboratory’s (JHU/APL) primary focus is to serve the government as an
“honest broker” in assessing current operational capabilities, identifying gaps, developing
prototype solutions, and teaming with industry to support deployment, test, and evaluation of
new capabilities. JHU/APL is charged with maintaining a set of core competencies on behalf of
the government, and is expected to develop comprehensive knowledge of sponsor operational
needs to support the development of appropriate technical solutions. Staff members of JHU/APL
are uniquely qualified to develop and apply the theory and methodology of Value-Based
Purchasing into a Value-Based Care Program in partnership with the CMS Innovation Center.
Since 2009, JHU/APL has collaborated with the US Navy Bureau of Medicine and Surgery to
improve system performance and readiness within the Military Health System (MHS). Led by
teams of Industrial and Systems engineers, JHU/APL specializes in a data-driven, systems
engineering approach advancing health care delivery innovation, focused on the health of the
beneficiary and military readiness. JHU/APL in partnership with Navy Medicine has developed
an expansive portfolio to include value-based care planning and implementation, volume
planning, population health management, clinical work processes, resource allocation, patient
capacity analysis, and change management. For additional questions, please contact Suzy
Kennedy.
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VIA ELECTRONIC FILING — CMMI_NewDirection@cms.hhs.gov

November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 4445-G Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, D.C. 20201
Re: Request for Information: Center for Medicare and Medicare Services-Innovation Center New
Direction

Dear Administrator Verma:
Johnson & Johnson (J&J) is pleased to submit comments to the Centers for Medicare & Medicaid
Services (CMS) Request for Information (RFI) on the New Direction for the Innovation Center (CMMI).
J&J is the world’s most comprehensive and broadly-based healthcare company, delivering products and
services for the consumer, pharmaceutical and medical devices and diagnostics markets. For more than
125 years, J&J Companies have supplied the health system with a broad range of products and have led
the way in innovation. We are continuing this heritage of innovation today, bringing important new
pharmaceutical products to market in a range of therapeutic areas, as well as developing important
advancements in medical devices and new consumer products designed to enhance the value of all
consumers of health care around the world, including Medicare and Medicaid beneficiaries.
J&J supports the healthcare transformation toward better care quality, better population health, and
lowering healthcare costs. Recognizing that no single participant or stakeholder group in the health care
delivery system can accomplish this independently, J&J seeks to participate in the transformation through
active participation and defined roles and opportunities in value based health care, including alternative
payment models (APMs) and enabling solutions/technologies that support putting the patient at the center
of healthcare.

I.

J&J Supports the Proposed Guiding Principles in Establishing New Model Design:

Johnson & Johnson Services, Inc.
1350 I (Eye) Street, N.W., Suite 1210, Washington, DC 20005, T: 202-589-1017, M: 202-841-3116 F: 202-589-1077

Seema Verma, Administrator
Centers for Medicare and Medicaid Services
November 20, 2017

We appreciate the opportunity for stakeholder feedback as CMS sets forth on a New Direction
for CMMI. In establishing the Guiding Principles, we applaud CMS for considering prior
stakeholder concerns regarding the mandatory implementation of large-scale and untested
payment models and in place offering a more measured approach to advancing value based
health care. We share in CMS’ goal of striking the right balance of program and policy
innovation that will drive greater adoption of value driven health care, while also preserving
patient access to innovation in health care. We are further mindful that the fourth element of the
now quadruple aim, provider burden, requires careful consideration as we collectively move
toward a modernized and efficient health care system. We offer our overall support of the six
proposed Guiding Principles and underscore the following points.
•

•

•

II.

Patient-centered care must be at the center of the movement toward value. Empowering
beneficiaries with sound information about their care trajectory, in the short and longer
term, including more transparency and predictability regarding projected out-of-pocket
costs and financial exposure is fundamental to consumer decision-making. We encourage
CMS to build upon the current shared decision-making models and collaborate with
diverse stakeholders, such as manufacturers, in designing shared decision-making tools
and resources. Models must also assure that beneficiaries have ongoing access to the best
medical innovations available, therefore value based payment approaches such as
alternative payment models (APMs) must account for advances in innovation and
treatment when designing spending targets and other baselines for comparison. The novel
therapy adjustment in the Oncology Care Model (OCM) is an important step in the right
direction to account for maintaining key innovations when designing payment reform
incentives.
Full transparency in the development, implementation approach, evaluation and
scaling of new and amended models. There must be opportunity for stakeholder review
and comment, including formal rulemaking throughout the life-cycle of these
demonstration models. Opportunity for feedback should extend beyond the initial
development phase to the model modifications and post model evaluation.
Support appropriately sized testing of models that are only scaled after comprehensive
evaluation demonstrating improved or maintained patient outcomes while achieving
efficiencies. Phase 1 of payment models should be appropriately sized to protect
beneficiary impact and provider burden until success of smaller scale pilots can be
evaluated. Models must only be scaled if they meet all the requirements for expansion
under Section 1115A(c) of the Social Security Act.
Expanded Opportunities for Manufacturer Participation in Existing and New
Advanced APMs

J&J supports the greater adoption of Advanced APMs. We offer the following considerations as
CMMI moves forward with the New Direction regarding advanced APMs. Our comments
particularly emphasize the opportunity for a greater role in CMMI’s pilots for manufacturers.
A. Recommend CMS more directly recognize the role of manufacturers as a key
stakeholder in designing new, and amending current, payment models and identifying
collaborators
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As CMS considers introducing additional payment models in 2018 in conjunction with the
CMMI New Direction, a modernized BPCI program, and with the ongoing implementation of
MACRA, we urge CMS to contemplate and propose a more direct role for manufacturers as a
key stakeholder in the movement toward value and in taking on risk under bundles and other
models that may surface in the future.
Medical device and pharmaceutical manufacturers may make meaningful contributions to the
success of innovative payment and service delivery models.
•
•

•

Medical device and pharmaceutical manufacturers have an aligned and independent
interest in ensuring that products are used appropriately and cost-effectively to achieve
the best possible patient outcomes and thereby demonstrate the value of their products.
Manufacturers have the product expertise and educational and other resources to
collaborate with health care providers who have selected their products to achieve desired
outcomes (e.g., by promoting therapeutic compliance, care coordination, timely
intervention and patient education). Manufacturers also contribute expertise in areas such
as data collection and analysis and in the development of educational tools and resources
that support patient centered initiatives such as shared decision making.
Manufacturers, like other participants in bundled payment initiatives, seek to align
financial and other incentives to enhance patient outcomes and reduce costs. For
example, a manufacturer can agree to be held accountable for the performance of its
product or to support the appropriate use of its product through contracting strategies that
adjust payment based on product performance or on the impact that use of the product
has on outcomes.

There are many opportunities where CMS could act swiftly to further engage manufactures in the
success of APMs, including allowing manufacturers to participate as a collaborator in the
Comprehensive Care for Joint Replacement (CJR) model. By allowing manufactures to have a
more defined role in CJR, manufacturers could share in the data collection and analytics burden
as well as risk share based on outcomes.
B. Recommend CMMI Establish a new Pathway for Manufacturer-specific Payment
Models.
While CMMI’s programs have been effective in supporting a variety of State and provider
innovation efforts, the cyclical timing and multi-year duration often does not accommodate offcycle ideas for small-scale pilots. For example, as life science companies introduce new products
or seek to generate real-world evidence for existing products, new opportunities may arise for
entering into value-based arrangements with States and providers relative to specific clinical
areas. The timing for such opportunities is ongoing and unpredictable, however. Therefore,
CMMI should consider a process whereby it can support innovative models on an ongoing basis
rather than only within pre-specified timeframes.
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Perhaps the Medicaid Innovation Accelerator could provide a useful example for such a process
to allow ongoing testing and evaluation of new models. This initiative is designed to provide
ongoing consultation and collaboration with states as well as consumer groups, health plans, and
health care providers. At J&J, we are committed to exploring ways that we can support our
health care provider customers successfully deliver value-based care. We believe a flexible
process to enable testing and evidence generation of small-scale projects would help to spur
many more alternative payment models.
C. Regulatory Relief and Reforms, Beyond Waivers, are Necessary to Expand Stakeholder
Engagement in APMs
The potential role of medical device and pharmaceutical manufacturers to contribute to the
success of payment reform and APMs could be enhanced by greater clarity from both CMS and
the Office of the Inspector General (OIG) about protection under federal fraud and abuse laws
when manufacturers engage in appropriate activities supportive of such models.
The OIG has repeatedly acknowledged that the broad scope of the federal anti-kickback statute
could prohibit numerous commercial arrangements with little potential for abuse and that the
OIG has a statutory mandate to “limit the reach” of the statute by “encouraging innocuous or
beneficial arrangements.” In fulfilling its mandate, the OIG has identified a need to ensure that
regulations and guidance evolve with emerging practices and concerns in the health care
industry. Innovative payment and service delivery models represent new developments in the
health care industry and warrant the development of clarifying regulations, waivers or guidance,
and, clarifications that address the appropriate participation of pharmaceutical and medical
device manufacturers in the models. While recognizing that the OIG is a separate entity from
CMS, and specifically that CMMI has limited authority in several key areas requiring
clarification (such as waivers of Best Price) we deem it critical for the two agencies to work
more closely together to issue clarifying guidance that will further enable such models.
Until such guidance is available, the full potential of contributions that a pharmaceutical or
medical device manufacturer could make to the success of future APMs may be needlessly
limited by regulatory uncertainty. Although many arrangements can be structured to comply with
current safe harbors (such as the discount safe harbor, personal services and management
contracts safe harbor, managed care safe harbor, and warranty safe harbor), other arrangements
may be determined permissible only under a facts-and-circumstances analysis. Proposed
arrangements that do not clearly and completely comply with an existing safe harbor or a waiver
may meet resistance simply because participants are uncertain how the OIG will interpret the
facts-and-circumstances.
The regulatory uncertainty created by the lack of clear and comprehensive guidance can be
addressed by OIG. The OIG has previously announced its intent, in the context of implementing
healthcare reform, to permit activities that further the desired healthcare innovation while
preventing fraud and abuse. The OIG has also demonstrated in advisory opinions that the agency
would permit, with appropriate safeguards, many arrangements potentially relevant to
manufacturer participation in APMs and other initiatives such as the comprehensive care for
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joint replacement model. It would be helpful to include in future discussions of APMs further
discussion about this topic to provide more clarity that will facilitate the contributions of
manufacturers toward providers’ success under these models.
D. Recommend CMS Continue to Introduce Advanced APMs and Incentivize MACRA
Clinicians to Pursue the Advanced APM track
Aligned with our support of continued adoption of advanced APMs we encourage CMS to
continue to develop and identify payment models that will qualify as advanced APMs under
MACRA. We believe clinicians will benefit from the stable and predictable five percent payment
update and that beneficiaries will also benefit. While we recognize the many of the requirements
of the MACRA advanced APMs are outlined in statute, we urge CMS to explore flexibilities
where possible to qualify more payment models as Advanced APMs and to otherwise incentivize
providers to feel confident in progressing to more advanced models that require more risk but
offer more reward.
III.

Feedback on Select Specific Model Focus Areas:

1. Consumer-Directed Care & Market-Based Innovation Models
Recommend CMS continue to explore further opportunities for enhanced Shared Decision
Making (SDM). Specifically, CMS should consider more opportunities to integrate SDM into
existing payment models, beyond the Beneficiary Engagement and Incentive Models on Shared
Decision Making and Direct Decision Support, such as the OCM and CJR. Additionally,
manufacturers can play a critical role in SDM based on sound data analytics and educational
resources. Therefore, we further encourage CMS to consider a larger role for manufacturers in
SDM based models.
2. Physician Specialty Models
We agree with CMS’ interest in developing disease or condition-based models designed to
improve care coordination and outcomes for patients. As CMS suggests, these models
frequently involve care from physician specialty groups, and it is critical to involve these
physician groups in developing the clinical episodes that form the basis for payment.
Appropriate risk adjustment is essential to prevent potential incentives for practitioners to avoid
caring for patients with complicated conditions who are likely to be costlier. Toward that aim,
full engagement and transparency is essential so that all interested stakeholders can provide
input. This includes not only providing information about the definition of clinical episodes, but
also the underlying data (e.g., variation in costs, frequency of complications, duration and
definition of a clinical episode) that are needed to fully assess whether a proposed episode
presents manageable risk for physicians.
As a life science company, we would emphasize the need for bundled payment models to
appropriately accommodate access to new technologies. This is a concern when the costs of
drugs or devices are included in the historical baseline costs for performance comparison,
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without any adjustment for new, more effective treatments. We are pleased that CMMI included
a mechanism to exclude costs of novel drugs when it established the Oncology Care Model
(OCM). We encourage CMMI to include similar mechanisms in other models to recognize
innovative treatments, both drugs and devices.
As we stated in our comments to CMS on the CY 2018 proposed MACRA rule, we are
disappointed that again CMS did not propose an approach to incorporate Part D drugs in episode
development for the 2018 performance year, nor has CMS provided any discussion on whether
including Part D drugs is “feasible and applicable” as required under the MACRA legislation.
Failing to include Part D drug costs is problematic for two reasons. First, the exclusion of Part D
drugs presents an incomplete picture of the true healthcare costs for many Medicare patients.
Second, it complicates and distorts comparisons of resource use among providers treating
patients with conditions for which both Part B and Part D medicines are available. Such
differing treatment of Part D vs. Part B disadvantages physicians who primarily use Part B drugs
relative to those who prescribe Part D drugs. Although CMMI did include the Part D Low
Income Cost Sharing Subsidy amount and 80 percent of the Gross Drug Cost above the
Catastrophic threshold in its cost determination for the OCM, this is only a small fraction of the
overall Part D drug costs.
As CMMI considers additional clinical episodes, it will be important to carefully consider the
potential disparate treatment among physicians resulting from the exclusion of Part D drugs and
the inclusion of Part B drugs. We have previously presented data to CMS indicating the
potential distortions that would occur. Similarly, we have described an approach CMS could
take to much more fully account for Part D drug costs. We would welcome further opportunities
to discuss this issue with CMS.
3. Prescription Drug Models
We support value-based arrangements (VBAs) as a novel reimbursement pathway for drugs and
biologicals and believe they should be considered central to delivery of care through the new
direction of CMMI. At the same time, it is critical that any demonstration model for prescription
drug delivery, whether through Medicare Parts B and D or state Medicaid programs, recognizes
the value of drugs and biologicals to the benefit of the patients and the healthcare system and
does not place arbitrary restraints that may limit patient access to appropriate treatment.
For purposes of CMMI demonstrations, outcomes measures should appropriately account for
many factors including: other healthcare interventions avoided; patient health outcomes; and
overall savings to the healthcare system across variable windows of time. As we have described
elsewhere in our comments, current regulatory hurdles hinder the development of such models.
We encourage CMS to seek opportunities to address and work through these concerns to advance
value-driven access to medicines
We also offer the following considerations regarding development of prescription drug models:
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•

•

State Engagement: Recommend CMS provide more guidance, potentially in the form of a
tool kit, to guide interested manufacturers on how to ultimately engage and develop
partnerships with state agencies. A critical component of this guidance will be a description
of CMS’ support process for approval of supplemental agreements with state agencies that
may be a key lever in establishing robust value based contracts and agreements between State
Agencies and Manufactures.
Inter-Agency Regulatory Reform: CMMI alone cannot address all the barriers to valuebased arrangements, therefore we recommend greater inter-agency collaboration and
guidance from key stakeholders including CMS, FDA (rules on manufacturer
communication) and the OIG. Key areas of additional needed clarity continue to be the
following:
o Price Reporting – ongoing ambiguity and complexity associated with how to capture
innovative pricing methods in an Average Sales Price (ASP) and or Best Price
framework.
o Anti-Kickback Statute – Current government rules remain very broadly written as a
fraud and abuse deterrent. Such rules were not intended, nor do they address valuebased approaches. We continue to seek a new safe harbor to protect value-based
arrangements under the anti-kickback statute.
o FDA Rules for Manufacturer Communication- While not in the jurisdiction of CMS,
FDA manufacturer communication rules are the last key area where clarity is needed
to facilitate broader use of value-based contracting. FDA has helpfully clarified that
the FDA does not regulate the terms of contracts between firms and payors. There
remains confusion about the degree to which manufacturers can successfully establish
innovative partnerships by our inability to address clinical and economic outcomes
outside of FDA-approved labeling.

4. Mental and Behavioral Health Models
We applaud CMMI for organizing the September 8th, 2017 Summit on Behavioral Health
Payment and Care Delivery Innovation where a broad range of health care stakeholders were
convened, including providers, payers, advocacy groups, policy stakeholders, caregivers, life
science company representatives, and the public. With the myriad of systematic challenges
facing behavioral health care such as fragmented care, inconsistently addressed social
determinants of health, inadequate data sharing governance and infrastructure, the lack of
appropriate measurement-base care instruments, misaligned payment incentives, and many
others, forums such as the September 8th Summit are critical to helping catalyze movement
towards meaningful policy and practice-based payment and care delivery solutions.
We recognize the critical importance in elevating the overall standard of care in behavioral
health – and in stakeholders across the healthcare landscape aligning towards this common ideal,
it is a win-win-win proposition for all Quadruple Aim-focused stakeholder entities. The topics
covered at the Summit including the behavioral workforce, technology-enabled care (e.g.,
telehealth, data sharing, etc.), APMs, improving quality and cost of care for individuals in
populations with behavioral health and co-occurring conditions, and valuing the patient’s and
family’s perspective are all important to accelerating progress in behavioral health care payment
and care delivery. Of note, several speakers discussed the challenges encountered in the
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development of APMs in behavioral health because of limited measurement-based care
instruments for behavioral health conditions. We also recognize this concern and are committed
to partnering with CMS and other organizations (e.g., NQF, NCQA, Joint Commission, CARF,
etc.) in addressing this important limitation.
We also offer the following considerations regarding development of mental and behavioral
health models:
•

Focus on integrative care through episode payment or other similar approaches: An
important evolution of APMs in behavioral health is the movement to episodes of care and
bundled payments for behavioral health conditions. The Center for Health Care Strategies
describes bundled or episode-based payments as…” a single payment to providers for all
services needed to treat a given condition or to provide a given treatment (e.g., drug
infusion). Providers receive an inclusive payment for a specific scope of services to treat an
“episode of care” with a defined start and endpoint.” 1 Such episode care and payment
models in behavioral health are being contemplated but, to our knowledge, none have been
implemented. For depression, with the existence of a measurement-based scale which is
currently used in practice and in quality measurement (i.e., Patient Health Questionnaire-9
(PHQ-9)), depression-based episodes, as evaluated under the University of Washington
Collaborative Care Model for Depression, for example, could be the first frontier for this
model of care and payment in behavioral health.5 Other behavioral health conditions worthy
of consideration for a bundled payment model due to the associated high unmet medical need
and costs are suicide-based care and schizophrenia-based care. We encourage CMS to
intensify focus in this area. Important factors necessary for such models of care and payment
to be feasible are: (1) ability to define initiation and termination of an episode of care with
concrete outcomes; and (2) ability to delineate the individual discrete and total “encounters”
and “cost.”

•

CMS/CMMI can serve as the convener to disseminate information on regional best
practices. In the very early stages of APM development for behavioral health it’s important
to recognize early best practices, identify gaps for incorporation in future models and to share
and disseminate information and early lessons learned. Some early resources include the
Scattergood Foundation in partnership with The Kennedy Forum is cataloguing existing
APMs in behavioral health and recently published a paper highlighting example models:
Mauri A, Harbin H, et al., Payment Reform and Opportunities for Behavioral Health:
Alternative Payment Model Examples, September 2017. Relatedly, the Center for Health
Care Strategies recently published a policy brief capturing case examples of alternative
payment models for Medicaid behavioral health services (Soper MH, Matulis R, et al.,
Moving Toward Value-Based Payment for Medicaid Behavioral Health Services, June 2017).
Given the extensive regionalization of behavioral health care and that Medicaid policy for
payment, quality and cost are often state-based there is a demonstrated need to bring this
information together in a systematic way. With the aim of identifying best practice examples
of APMs in behavioral health and contemplating how to more broadly replicate those models

1 https://www.chcs.org/
2 http://aims.uw.edu/collaborative-care
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in other geographies, we believe CMS can play a crucial role in convening stakeholders and
potentially in broader analysis and evaluation across different initiatives. From past and
current engagement with key stakeholders in many of these models across most states, types
of payment/integrated delivery models in our view that would be important to undertake such
comparative analyses would be:
Provider-Based Models
• Medicaid Health Homes
• Medicaid Accountable Care Organizations
• Certified Community Behavioral Health Centers
Payer-Based Models
• Specialty managed care model (i.e., AZ, FL, NY)
• Carved-in Medicaid behavioral health services (i.e., TX, NY, KS, GA, HI, IL, IA,
KY, LA, MA, MN, NE, NV, NH, NM, ND, OR, RI, SC, TN, WV)
All-Payer Collaborative Care (i.e., MD, VA, VT)
•

Enhanced development of quality metrics: A key rate-limiting factor to the availability and
use of APMs in behavioral health is the limited number of measurement-based care
instruments in behavioral health. During the Summit, current efforts to address this challenge
were acknowledged as underway, led by the Joint Commission, The Kennedy Forum, and the
Scattergood Foundation. The Joint Commission issued a new Measurement-Based Care and
Outcome Measures Standard in Behavioral Health (approved in November 2016 and slated
for implementation on January 1, 2018) which will help organizations assess their progress.3
We encourage CMS/CMMI to deeply engage in the advancement of measurement-based care
in behavioral health with emphasis on how progress in this area will be foundational to
furthering development of APMs in behavioral health. We will also continue our work in
partnership with organizations such as NQF, National Council for Behavioral Health, the
American Psychiatric Association, Joint Commission, CARF, NCQA, CMS and others to
advance the field forward toward this common objective.

We appreciate the opportunity to comment on the New Direction RFI, we hope our comments
will be useful to CMS as it considers the future of CMMI Please feel free to contact us if there is
any further information we can provide or if you have any questions about the topics discussed in
our comments.
Sincerely,

Jacqueline Roche, DrPH
Director, Global Health Policy
Worldwide Government Affairs & Policy

November 20, 2017
Submitted electronically to CMMI_New Direction@cms.hhs.gov
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Baltimore, MD 21244-8016
Re: Innovation Center New Direction—Request for Information
Justice in Aging appreciates the opportunity to provide a response to the above-referenced Request for
Information (RFI).
Justice in Aging is an advocacy organization with the mission of improving the lives of low-income older
adults. We use the power of law to fight senior poverty by securing access to affordable health care,
economic security and the courts for older adults with limited resources. We have decades of
experience with Medicare and Medicaid, with a focus on the needs of low-income beneficiaries,
including those dually eligible for both programs.
Our comments primarily address guiding principles, both those articulated in the RFI, and additional
principles that we believe are important as CMMI moves forward with any new demonstration. We also
address the question of appropriate models for CMMI support, and urge continuing support of the
Financial Alignment Initiative (FAI). The comments are informed by our work with low-income older
adults and persons with disabilities, many of whom are dually eligible for both Medicare and Medicaid.
In our 45 years of advocacy, Justice in Aging has observed many demonstrations and seen the launch of
significant program changes, including the introduction of the Medicare Part D benefit and the
expansion of managed care in both Medicare and Medicaid. Most recently, for more than five years, our
extensive involvement in the design and implementation of a current CMMI demonstration, the
Financial Alignment Initiative (FAI), has helped shape our perspective on the elements necessary for a
successful demonstration. The FAI demonstration, which in fact is 13 distinct state demonstrations, has
broken much new ground in integrating Medicare and Medicaid services. Because of the complexity of
that integration and because of the many unique state variations, the FAI provides a rich source of
information on many of the elements discussed in the RFI. Our comments include many references to
lessons learned from our involvement with that demonstration.
1. Guiding Principles
Guiding Principle 1. Choice and competition in the marketplace.
We support beneficiary empowerment so that individuals can make the best choices possible for their
health care. Health care choices are among the most important decisions any individual can make and
are among the most complex. For low-income individuals with no financial reserves, low health literacy,
and often multiple chronic and serious conditions, the task is daunting and the stakes are high. They, like

other Medicare or Medicaid beneficiaries, know their own needs and preferences and, like other
beneficiaries, need assistance if they are to make meaningful choices. In this section, we discuss some
basic components that should be in every demonstration to facilitate genuine informed choice, looking
particularly through the lens of the low-income older adult.
Beneficiary Communications: All beneficiary communication about a demonstration, both at the start
and throughout, should be in plain language and consumer-tested. Communication should be geared
toward maximum comprehension as quickly as possible: well-organized, simple, active, and broken into
understandable chunks. Care should be taken to tailor communications to the individual’s particular
circumstances and to narrow the content to what is necessary for the beneficiary to make the decision
needed at the time. Letters and notices should not include extraneous materials that make
communications long or complex. Focus group responses have shown that when materials are too long
or too complex, consumers simply avoid taking any action and just hope for the best.1
Materials should be accessible to individuals with disabilities and to those with limited proficiency in
English. Statutes and regulations require it2 and, as importantly, a demonstration simply cannot work for
beneficiaries who do not understand what is happening to their care. Alternative formats—including
large print, specialized fonts, color contrast, audio format, Braille, and more—can be an indispensable
way to provide needed information to diverse populations. Because the Medicare program serves many
individuals with age- or disability-related communication issues, alternative formats can mean the
difference between effective communication and no communication. Similarly, individuals who do not
speak English well need translated materials and oral interpretation so they have information that they
can understand.
Beneficiary Tools: To exercise informed choice, beneficiaries need easy-to-use and accessible tools that
allow them to compare options. We encourage CMMI to continue to work to improve choice tools for
beneficiaries and for those who counsel them. Overly complex tools can overwhelm beneficiaries and
bury them in too much information, particularly if the key items that beneficiaries want to know are
hard to find. Testing of tool design with beneficiaries, their families, and counselors should be an
essential part of the design process. Most importantly, tools must accurately reflect what is offered. For
example, information about provider networks in a managed care network must be up to date and
accurate. Limitations on access to listed services must be clear and prominent. It is very important in any
demonstration that CMS hold participating entities responsible for providing accurate information and
that the agency monitor their performance to ensure compliance.
One-on-one assistance: Beneficiaries need to have free, personalized assistance available both to
understand their choices and to navigate a demonstration once they join. Personal assistance is
something that is especially important for the many older adults and persons with disabilities who have
difficulties using online resources. While they can use 1-800-Medicare, which is a valuable source of
basic information, it is not a substitute for personalized assistance, such as SHIP counselors or local
ombuds. It is our experience that 1-800-Medicare representatives cannot handle the level of statespecific advice that beneficiaries need effectively.
1

See RTI International, Beneficiary Experience: Early Findings from Focus Groups with Enrollees Participating in the
Financial Alignment Initiative (“Beneficiary Experience”), pp. 10-11, available at www.cms.gov/Medicare-MedicaidCoordination/Medicare-and-Medicaid-Coordination/Medicare-Medicaid-CoordinationOffice/FinancialAlignmentInitiative/Downloads/FocusGroupIssueBrief508032017.pdf.
2
See, e.g., Title VI of the Civil Rights Act of 1964, 42 U.S.C. § 2000d et seq; Section 504 of the Rehabilitation Act of
1973, 29 U.S.C. § 794; Section 1557 of the Affordable Care Act, 42 U.S.C §18116; and 45 C.F.R. Part 92 et seq.
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We urge that all beneficiary demonstrations include funding to support options counseling as was done
in the FAI.3 Local, specific assistance in understanding a demonstration project is particularly necessary
for low-income beneficiaries who need to be able to understand how any Medicare change relates to
their state’s Medicaid benefits. It also is important that a demonstration be explained to the wide range
of counselors and advocates to whom beneficiaries are likely to turn, including SHIP counselors. 4
Representatives at 1-800-Medicare also should have scripts and be trained on where to direct
beneficiaries for more thorough assistance.
Voluntary beneficiary participation: Demonstrations are, by their very nature, trials of untested systems.
No beneficiary should be required to participate in a trial. Beneficiary participation in any demonstration
that impacts their receipt of services should also always be voluntary. If the demonstration has options
within its design, those choices also should be the beneficiary’s decision.
This basic beneficiary protection is most important for the frail and vulnerable. For example,
beneficiaries with multiple chronic conditions have often spent months or years developing provider
networks that work well for them. They must always be given the option to keep their providers and not
be required to disrupt their care to participate in a demonstration.
The best way to insure voluntary participation is through an opt-in process. We have seen in the FAI that
passive enrollment processes—the process of defaulting a beneficiary into a plan if they do not make a
decision to not participate—has significant negative consequences.5 Passive enrollment processes are
difficult to explain to beneficiaries, are very complex to administer, cause significant disruptions in care,
and can create mistrust of a demonstration among beneficiaries6.
Guiding Principle 3. Patient-centered care
Patient-centered care, or more precisely, person-centered care, needs to start with a demonstration
design that works for and with beneficiaries. A design in which beneficiaries have input from the earliest
stages, shared decision-making, and real beneficiary choice ensures that the demonstration reflects
their priorities and values. Person-centered care means giving individuals the tools to manage their care,
care coordination, navigation assistance, and culturally competent and accessible providers.7 Personcentered care means designing care that takes into account the unique circumstances and needs of each
participating beneficiary, be it homelessness or housing insecurity, gender identity, dementia, language
abilities, cultural preferences or other characteristics that are part of that individual’s identity.
3 Funding support awards for FAI demonstration options counseling can be accessed at

www.cms.gov/MedicareMedicaid-Coordination/Medicare-and-Medicaid-Coordination/Medicare-Medicaid-CoordinationOffice/FinancialAlignmentInitiative/FundingtoSupportOptionsCounselingforMedicare-MedicaidEnrollees-.html.
4
An example of advocate education material is the Justice in Aging Advocates Guide to California’s Coordinated
Care Initiative, available at http://dualsdemoadvocacy.org/wp-content/uploads/2015/06/CCI-AdvocatesGuide_V4_06042015.pdf.
5
For more information about concerns with passive enrollment, see Justice in Aging’s April 22, 2016 letter to
California’s Department of Health Care Services and the Medicare-Medicaid Coordination Office, available at
http://www.justiceinaging.org/wp-content/uploads/2016/04/CCI-Proposals-Comments-FINAL.pdf.
6
See. Beneficiary Experience, supra note 1, pp. 9-12.
7
See, e.g., Justice in Aging, A Right to Person-Centered Care Planning, (April 2015), available at
http://justiceinaging.org/wp-content/uploads/2015/04/FINAL_Person-Centered_Apr2015.pdf, for examples of
effective person-centered care planning.
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To do this effectively, it is critical to seek input from beneficiaries at every stage by asking beneficiaries
for their views on developing the demonstration, asking for their input on the goals of the
demonstration, and asking them how the demonstration is progressing through implementation. At the
individual level, this means asking them what their goals are, what they are willing to do to meet them,
and how much or little they want to direct their own care. Evaluations have shown that these
approaches can be highly effective in engaging beneficiaries in their own care.8
In our experience, these are key elements in the concept of patient-centered care and “ownership,” not
imposition of additional financial costs. As we discuss at more length in our response to Consumer
Directed Care and Market-Based Innovation Models, even small premiums or co-pays can dissuade lowincome Medicare beneficiaries from accessing needed care.
Guiding Principle 4. Transparent Model Design and Evaluation
In all demonstrations, we strongly support extensive and transparent work with all stakeholders at both
the front end, designing a demonstration, and at the back end, evaluation. Experience has shown that
any changes in Medicare and Medicaid systems have ripple effects that, if not anticipated and
addressed, can harm beneficiaries. An open process with opportunities for meaningful and sustained
stakeholder participation throughout the demonstration, from conception to evaluation, offers the best
opportunity for prioritizing demonstrations that address the most urgent issues facing Medicare and
Medicaid, for ensuring that the demonstrations work as designed, without adverse impact on
beneficiaries, and for learning as much as possible from the demonstration. Our comments will address
both design and evaluation elements.
Demonstration design process
Transparency in model design with early and continuing input from all affected stakeholders is critical.
Demonstrations, particularly those that attempt to integrate systems in new ways, have many
component parts. Ensuring that they work together requires shared action at every step from concept to
through implementation. From our experience, we make the following observations:
Multiple opportunities: Transparency needs to include constructive participation by stakeholders at
multiple points in the planning process. Early discussions with stakeholders at the concept stage can
avert major problems down the line. However, these early discussions are not sufficient; design details
also must be open for close review. For example, in the FAI, the three way contracts between CMS, the
states and health plans benefitted in those states that opted to open review of drafts to additional
stakeholders.
Structured forums for ongoing participation: Stakeholder participation must be sustained to be most
effective. Ad hoc stakeholder participation is of limited value. Structures that facilitate ongoing
substantive participation in planning and implementation by knowledgeable stakeholders committed to
the process produce the most successful model designs.

8

See, e.g., Beneficiary Experience, supra note 1, p. 15.
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Cross-stakeholder communications and collaboration: Although separate consultation with beneficiaries,
advocates, providers, and other stakeholders are necessary and important, it also is important that
there be structured opportunities for different stakeholders to work together. For example, in the Cal
MediConnect demonstration, communications workgroups have developed, comprised primarily of
health plan representatives and advocates. The workgroups have served as useful conduits for both
sides to understand each other’s challenges and constraints and to jointly develop responses and
strategies. Similarly, the consumer-driven Implementation Council for the Massachusetts One Care
demonstration has found value in routinely inviting health plan representatives to their meetings.
Inclusive preparation process: In planning for a demonstration, it is imperative to identify and include all
affected entities in thinking through all operational aspects of the program. In the FAI, for example,
many initial operational challenges could have been avoided if there had been prior in-depth discussions
that included all provider groups that were affected by the demonstrations. At the start of the MyCare
Ohio demonstration, billing processes between some long term service providers and health care plans
did not mesh, resulting in long delays in payment and, in some cases, disruption in services to
beneficiaries. The problems were ultimately resolved but the issue could have been identified before
implementation if the consultation process had been more robust.9
Rigorous Systems Testing and Readiness Reviews: The start of any demonstration is the time when
beneficiary access to care can be most at risk, and the issues often arise from systems errors: failure of
data transfers to work correctly among participating entities, coding errors, unanticipated impact of
demonstration changes on other systems or programs, etc. In the Cal MediConnect demonstration, for
example, numerous issues arose with state and federal data systems. In some cases, issues with state
data systems resulted in individuals who did not qualify for the demonstration being enrolled, and some
who did qualify not receiving notices.10 In many states, Medicaid programs did not have current
addresses for beneficiaries, which resulted in passive enrollment without any notice (because notices
went to the wrong address) and , more importantly, plans not being able to locate and communicate
with their new members. Computer “glitches” such as these have real consequences. Advocates
reported that, because of the enrollment problems in the demonstrations, beneficiaries had to
postpone the start of cancer treatments and reschedule surgeries and important doctor visits.
We strongly urge rigorous and extensive systems testing before the start of any demonstration. Robust
readiness review procedures for participating providers and plans, states (if participating), and CMS
itself also need to be developed for each demonstration. Early in the FAI, advocates in several states
reported frustration in finding state Medicaid staff or plan staff who were designated and empowered
to address implementation issues. Readiness review should address not just computer systems but
personnel commitments to the demonstrations, provider understanding of the demonstration, and all
other elements.

9

See WDTN, Stuck with the Bill, (Nov. 10, 2014), available at http://wdtn.com/2014/11/10/payment-concernssurrounding-mycare-ohio/. See also Encarnacion Pyle, Trouble persists for health workers, The Columbus Dispatch
(October 12, 2014), available at www.dispatch.com/content/stories/local/2014/10/12/trouble-persists-for-healthworkers.html.
10
During enrollment in California, Justice in Aging compiled a “Fix List” of systems issues and the number of
beneficiaries affected, available at www.justiceinaging.org/wp-content/uploads/2015/02/CCI-Fix-List20150309.pdf.
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Demonstration Evaluations
Rigorous evaluations should be a key element in every demonstration and are necessary to determine
what is working well and what is not, as well to compare different initiatives to determine which is most
effective. We urge the following considerations in evaluation design:
Rapid Cycle Evaluations: An evaluation design should include rapid cycle evaluations to facilitate midcourse corrections during the term of the demonstration, as well as longer term studies.
Inclusion of beneficiary experience: Beneficiary experience should be an important element in all
evaluations. Collecting beneficiary response through focus groups, telephone surveys and other means
can be especially valuable in early evaluation stages before more hard data becomes available. It also
provides texture that cannot be captured from statistics alone and raises practical concerns that often
can be addressed promptly. Both focus groups11 and telephone surveys12 have provided valuable
insights into the FAI.
Realism about cost savings: Evaluations (and goals) should be realistic in recognizing that financial
savings from improved care and outcomes may not be immediate. The Massachusetts OneCare
demonstration, for example, required readjustment of savings goals because, in part, the demonstration
uncovered unmet needs requiring provision of additional care that, in the longer run, could improve
health outcomes and produce cost savings.
Prompt and complete release of evaluation data: As much as possible, underlying data should be
publicly available to researchers and stakeholders. The FAI website has an evaluations page where
evaluations are posted as soon as they are released.13 Data should be collected and compiled so that
impact on sub-groups of beneficiaries can be fully analyzed. Stratifying data is key to identifying and
addressing health disparities and promoting health equity. It also is helpful if researchers can have
access to data in a form that they can easily use and analyze.
Inclusion of all relevant sources of information: Performance on well-designed quality measures as well
as audit results and compliance actions are all important elements that need to be incorporated when
evaluating any demonstration. To protect beneficiaries when models are being tested, it is important to
only allow high performing providers and plans to participate. Further, during the course of the
demonstration, CMS should ensure that the quality of service is maintained and, in addition to

11

See Beneficiary Experience, supra note 1; RTI International, Early Findings on Care Coordination in Capitated
Medicare-Medicaid Plans under the Financial Alignment Initiative (incorporating focus group participant responses
throughout the report), available at www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-MedicaidCoordination/Medicare-Medicaid-CoordinationOffice/FinancialAlignmentInitiative/Downloads/CareCoordinationIssueBrief508032017.pdf.
12
UC San Francisco & Berkeley, Evaluation of Cal MediConnect: The Beneficiary Perspective (including both
telephone surveys and focus groups), available at
www.thescanfoundation.org/sites/default/files/calmediconnect_2016_telephone_survey_results_051116.pdf.
13
The webpage is www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-MedicaidCoordination/Medicare-Medicaid-Coordination-Office/FinancialAlignmentInitiative/Evaluations.html.
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demonstration-specific evaluation tools, also incorporate all ongoing CMS review and oversight
mechanisms and coordinate with other CMS oversight entities.14
Additional Guiding Principles
We urge CMMI to adopt two additional guiding principles.
A) Consumer Protections and Robust Oversight
In order to successfully implement the guiding principles discussed in the RFI, we urge CMS to prioritize
the inclusion of consumer protections, along with oversight, so that those protections are effective. All
demonstrations should ensure that beneficiaries are not harmed by changes. Strong consumer
protections must be in place. These include:
Appeals: Beneficiaries need access to a fair, easy-to-access appeals system with timely decision making.
For dual eligibles, the innovations developed in the New York FIDA demonstration present a model that,
though still being tested, offers promise. In all models, it is important that both decisions and
effectuation deadlines are met. It also is important that beneficiaries have timely access to independent
decision-makers without unreasonable delays in internal plan appeal processes, so that beneficiaries can
access the health care they need in a timely manner. Demonstrations that involve health or drug plans
should also include monitoring of plan handling of appeals. CMS audits of plans over several years have
shown continuing problems with both the timeliness and quality of plan appeals processes.15
Quality and safety standards: Flexibility and innovation in demonstrations must always be accompanied
by standards to ensure that beneficiaries receive high quality services and that they are safe.
Beneficiaries participating in a demonstration should never be put at greater risk because of their
participation. Developing appropriate quality measures is a critical part of any demonstration. We urge
CMS to continue to find ways to include consumer experiences as part of those quality measures.
Care continuity: Demonstrations should ensure that individuals entering new systems do not experience
disruptions in their care. Even with notices, many beneficiaries are caught unaware when elements of
their care delivery change. Having care continuity protections in place is essential so beneficiary health is
not endangered. For protections to work, providers must be well educated on their mechanics. Further
provider authorization, billing and payment must be easy for the provider to navigate.16 Experience with
the FAI has shown that for care continuity to be effective, there needs to be significant provider
education about how to use the system.

14

When coordination of oversight within CMS is incomplete, problems can arise. For example, a health plan that
passed Cal MediConnect readiness review was found during an audit to have such serious violations that its
enrollment was suspended, creating significant complications for the demonstration.
15
CMS Intermediate Sanctions and Civil Monetary Penalties are reported at www.cms.gov/Medicare/Complianceand-Audits/Part-C-and-Part-D-Compliance-and-Audits/PartCandPartDEnforcementActions-.html. Almost all of the
significant monetary penalties and the suspensions included appeals violations.
16
See the fact sheet on continuity of physician care in Cal MediConnect as an example of provider education about
care continuity, available at http://calduals.org/wp-content/uploads/2016/08/PhysToolkit_ContOfCare-R8.pdf.
The care continuity procedures in that fact sheet represent improvements from those originally used, which had
resulted in numerous problems in accessing care.
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Ombuds program. Having a robust ombuds program that can assist beneficiaries in navigating a
demonstration and that also can identify and address systemic issues has proved to be an effective
consumer protection. We urge that an ombuds function, adequately funded, be part of every
demonstration. Ombuds programs can have different designs, and different types of entities can be
appropriate to act as ombuds, depending on the program and local strengths. What is important is that
consumers have good direct and indirect channels to the ombuds, that they know about the services of
the ombuds, and that participating entities in an demonstration, whether a state, a provider entity or
health plan, or CMS itself, are committed to working closely with the ombuds to identify and address
both individual and systemic issues. The ACL-organized collaborative of ombuds in the FAI
demonstrations can be a rich source of learning about ombuds best practices and varying organizational
options.
Language and disability access: Services and providers must be accessible, both for persons with
disabilities and for those with limited English proficiency. Services must be delivered without
discrimination. Training, oversight, and safeguards must ensure non-discriminatory access. There also
needs to be careful attention when the demonstration is being designed and extensive consultation with
stakeholders to ensure that the demonstration design does not, directly or indirectly, discriminate
against categories of beneficiaries.
Vigorous oversight: To be effective, all of these protections must be accompanied by oversight and
enforcement. CMS has an overarching obligation to beneficiaries to provide robust oversight of
providers and plans, an obligation that is even more important when new models are being tried and
unexpected issues arise that could harm beneficiaries.
b) Prioritize Addressing Health Disparities
Models should foster health equity, particularly among populations with significant and unmet needs,
aiming to address, reduce, and eradicate discrimination and disparities in health care. Models should
aim to deliver culturally competent health care services and should take into account a person’s
language, race, values, culture or ethnicity, socioeconomic status, abilities and disabilities, sexual
orientation, gender, and age when designing and implementing new programs. Further, cultural
competency should be clearly defined within each model.
While many health disparities are known, models should also work with individuals and communities to
identify disparities that may otherwise go undetected. Further, advocates and other experts should be
involved in the design of care models in order to ensure that these models do not reinforce existing
disparities but instead work toward health equity.
CMMI should explicitly recognize and commit to eliminating health disparities caused or impacted by
race, ethnicity, sex, immigration status, and language. Any change to CMMI’s direction and priorities
should be consistent with and build upon existing federal initiatives, like CMS’s Healthy Equity Plan to
Improve Quality in Medicare and Healthy People 2020.
2. Potential Models
Our comments address three model types discussed in the RFI. In addition, we urge continuing support
of the FAI and propose two additional areas where demonstrations could have significant impact.
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Advanced Alterative Payment Models (APMs)
The RFI requests comments on ways stakeholders can capture appropriate data to design APMs. With
respect to data and monitoring the progress and adoption of APMs, data must be sufficiently robust to
monitor the impact of population-based payment systems on patient outcomes, health care costs, and
other measures of significance to patients and other stakeholders. Data is only as valuable as the degree
to which it can be stratified. In particular, we recommend that, where practicable, data be collected,
analyzed and reported by race, ethnicity, primary language and other sociodemographic factors. APMs
must also collect data to identify and redress disparities in health, health outcomes, care experience,
access, and affordability. Such data is critical to examining the long-term adoption of APMs and ensuring
APMs are actually providing quality care.
Consumer Directed Care & Market-Based Innovation Models
We look forward to working with CMMI to increase consumer-directed care and empower beneficiaries
within models that provide positive incentives for beneficiaries. We believe that any demonstration
should first and foremost promote the principles of Medicare and Medicaid to make medical assistance
available and meet the health care needs of all beneficiaries. These programs entitle all eligible
beneficiaries to specified benefits and do not distinguish between those who can afford to pay more and
those who cannot. Accordingly, CMMI should carefully examine all models to ensure that new models
do not have the unintended consequences of reducing access to health care for beneficiaries.
In designing any program for Medicare and Medicaid beneficiaries, the limited income and resource
available to most Medicare beneficiaries and all Medicaid beneficiaries must set the context. In 2016,
half of Medicare beneficiaries had income below $26,200 and savings below $74,450.17 Medicaid
beneficiaries, who must meet very stringent financial eligibility requirements to qualify for the program,
have very limited income available for health care and services.
While we strongly support empowering consumers to make the best decisions they can about their own
health and care, we are concerned about any models that increase costs for beneficiaries. If “ConsumerDirected Care” models focus on increasing “skin in the game” for consumers, rather than providing them
with information and tools to navigate their care options, then they will not be furthering the purpose of
the Medicare and Medicaid programs. In particular, we urge CMMI not to implement models that
impose additional cost-sharing on or provide potentially negative financial incentives to beneficiaries as
these can encourage people to choose a treatment option that may not be optimal for their health or
even forgo treatment altogether. Market-based models should not penalize low-income enrollees based
on their employment status, premium payment histories, or inability to keep up with cost-sharing
requirements.
Demonstrations that impose additional cost burden on struggling Medicaid beneficiaries through higher
premiums or copayments or shrink their access to needed services through restricted provider networks
do not advance the purposes of the Medicaid statute. We strongly urge CMMI not to pursue such
models. There is little evidence that these methods accomplish their aims and ample evidence that they
harm consumers’ access to care. Studies have shown that even small out-of-pocket costs reduce access
17

Income and Assets of Medicare Beneficiaries, 2016-2035, Kaiser Family Foundation (April 21, 2017) available at
www.kff.org/medicare/issue-brief/income-and-assets-of-medicare-beneficiaries-2016-2035/.
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to care, especially for those with low incomes or chronic illnesses.18 Going down this route would
increase existing health disparities by their disproportionate effect on low-income beneficiaries.
We have related concerns about models that would remove beneficiary cost protections that prohibit
providers from charging patients more than the Medicare rate. Such demonstrations would not advance
the goals of the Medicare statute and would erode the universality of Medicare coverage by segmenting
beneficiaries into those who can afford to pay additional amounts to providers and those who cannot.
Many Medicare beneficiaries already spend large portions of their disposable income on out-of-pocket
health expenses,19 would not be able to afford increased costs for health services, and would have
limited negotiating power. A private contract system would largely benefit those with more expendable
resources who would be in a position to negotiate, thereby creating a 2-tiered system where those who
can afford greater costs have access to more providers, and eroding support for the Medicare program
overall. In addition, if providers can privately contract, those beneficiaries who need less common
specialty services, but can’t afford to pay more, may not have a choice of a Medicare participating
providers and may take on unaffordable financial risk. At a time when health disparities are recognized
as one of the most significant challenges facing our health care system, a move in this direction is only
likely to widen existing gaps and hinder efforts to achieve health equity.
Finally, we do support increasing transparency in prices to empower beneficiaries, especially in the
context of Medicare non-participating providers, so that beneficiaries have a better sense of their outof-pocket costs. It is important to recognize, however, that price transparency can have limited value if
an individual has rare or complex conditions with limited provider choice or lives in an underserved area
where getting access to any provider can be challenging. Nor is it any help in emergency or urgent
situations where comparison shopping simply is not an option. Price transparency is valuable as an
adjunct to, but not a substitute for Medicare cost sharing limits and billing protections.

Support for the Dual Eligible Financial Alignment Demonstration
In addition to its consideration of new models, we urge CMMI to continue its support of current
valuable demonstrations that are testing new delivery models and providing important information to
guide future policy. The Financial Alignment Initiative (FAI) is an ongoing demonstration that is yielding
significant learning about effective ways to integrate services to dual eligible beneficiaries. Dual eligible
beneficiaries are the most vulnerable and medically fragile of those served by the Medicare and
Medicaid programs. More than 40% of dual eligibles require long-term services and supports, a much

18

For example, a Wisconsin study found that adding a $10 premium for Medicaid beneficiaries made them more
likely to exit the program. This study also found that it was the premium itself and not the amount of the premium
that caused people to leave the program, showing that even small out of- pocket costs can significantly reduce
access to care. Laura Dague, The effect of Medicaid premiums on enrollment: A regression discontinuity approach,
Journal of Health Economics, (2014), available at https://ccf.georgetown.edu/wpcontent/uploads/2012/03/Dague-Premiums.pdf.
19
See Medicare Beneficiaries’ High Out-of-Pocket Costs: Cost Burdens by Income and Health Status, The
Commonwealth Fund (May 12, 2017), available at www.commonwealthfund.org/publications/issuebriefs/2017/may/medicare-out-of-pocket-cost-burdens.
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higher percentage than other Medicare or Medicaid beneficiaries.20 Many innovations are coming out of
the FAI and it has proved to be a rich source of learning about ways to address the challenges in
coordinating the care of dual eligibles and aligning financial incentives. We strongly support the goals of
the FAI and urge CMMI to continue to fully support the demonstration through its projected completion
date of 2020.
Justice in Aging has been deeply engaged in the FAI demonstrations from the early planning stage. Our
efforts have ranged from educating stakeholders, including consumer advocates, community-based
organizations, providers and health plans, to developing issue briefs to highlight the most critical issues
facing dual eligibles, to providing recommendations on how to address these pressing issues. For
example, our early issue briefs on ensuring consumer protections,21 care continuity,22 and alignment
challenges23 in the FAI, provided legal analysis and detailed recommendations on these issues from a
beneficiary-focused perspective. We have engaged with the Medicare-Medicaid Coordination Office
(MMCO) and state officials throughout the demonstrations and have trained hundreds of state
advocates on the intricacies of the demonstrations.24 Having been involved in the development of the
FAI demonstrations from the very beginning and having observed them closely with a critical eye, we
believe that they are producing much valuable information and insight on how to effectively meet the
needs of dual eligibles and that the much additional learning will come. Independent evaluation using
multiple lenses25 has been an important aspect of the FAI, and those evaluations promise to bring a
wealth of analysis as the demonstrations mature.
Value of the FAI demonstrations: The FAI is really a collection of state-based demonstrations, each with
particular characteristics. In total, about 400,000 dual eligible beneficiaries are enrolled. These
demonstrations test systems to improve and integrate service delivery and financing for the dual eligible
population, the most medically complex and most costly segment of both Medicare and Medicaid
enrollees. The FAI demonstrations are testing two overarching designs: a managed fee-for-service model
and a fully integrated capitated model. Although early evaluations are providing important insights, they
are still preliminary and based on only one or two years of data.26 More time and additional data will
provide a much fuller picture of outcomes and financial results.
The demonstrations also are important because each is unique and they all involve many moving pieces.
The specific designs in each state reflect state priorities and are adapted to mesh with other Medicaid

20

Dual-Eligible Beneficiaries of Medicare and Medicaid: Characteristics, Health Care Spending, and Evolving
Policies, Congressional Budget Office (June 6, 2013), available at www.cbo.gov/publication/44308.
21
Justice in Aging, Ensuring Consumer Protections for Dual Eligibles in Integrated Models, available at
www.justiceinaging.org/wp-content/uploads/2015/04/RE_Dualsnsclc_issue_brief_1_3.pdf
22
Justice in Aging, Continuity of Care in the Dual Eligible Demonstrations: A Tool for Advocates, available at
http://dualsdemoadvocacy.org/wp-content/uploads/2015/03/RE_Care-Continuity-Final-052913.pdf.
23
Justice in Aging, Medicare and Medicaid Alignment: Challenges and Opportunities for Serving Dual Eligibles,
available at www.acgov.org/board/district3/documents/DualsAlignmentBrief-NSCLC.pdf.
24
See, e.g., Justice in Aging, Advocates Guide to California’s Coordinated Care Initiative, available at
http://dualsdemoadvocacy.org/wp-content/uploads/2015/06/CCI-Advocates-Guide_V4_06042015.pdf
25
For information on evaluation design, see the Integrated Care Resource Center evaluation webpage at
www.integratedcareresourcecenter.com/integrationResourceLib/dataAndEvaluation/evaluation.aspx
26
For evaluations that have been completed to date, see the MMCO evaluations page at www.cms.gov/MedicareMedicaid-Coordination/Medicare-and-Medicaid-Coordination/Medicare-Medicaid-CoordinationOffice/FinancialAlignmentInitiative/Evaluations.html
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initiatives and with the existing managed care environment in the state. With different designs and
many different sub-characteristics, the FAI demonstrations are providing a wealth of information about
all the moving pieces and on-going learning as plans and states identify implementation challenges and
develop responses. Already best practices have been shared on issues such as effective consumer
communications,27 culturally competent outreach,28 provider engagement, locating and engaging
beneficiaries, and many other topics. Much of the learning that is taking place has applicability
throughout managed care systems in both Medicare and Medicaid, as well as to other fee-for-service
models.
The most important issues in these demonstrations—including how to create genuinely person-centered
care plans, how to manage care teams that work effectively, and how to calibrate capitation payments
to accurately capture needs and acuity, to name just a few-- are only now being explored fully as
implementation takes hold, although preliminary evaluations have found that new care coordination
approaches are being implemented with a high level of consumer satisfaction among those using
services, and that progress is being made in addressing the needs of beneficiaries with high and complex
needs.29 There will be much value to continued evaluation as care coordination and delivery
implementation approaches mature during the course of the FAI.
Capitalizing on stakeholder investment: The investment in the FAI by all stakeholders has been
enormous. Advocates and consumers have spent and continue to spend countless hours on advisory
committees, in formal and informal meetings with Medicare-Medicaid managed care plans, reviewing
draft consumer communications and draft guidance documents, and educating consumers on the
program. States, CMS, plans, and providers, particularly providers of long-term services and supports,
have negotiated contractual language, implemented agreements, amended and re-amended contracts,
and developed working protocols. A whole web of formal and informal working relationships has
developed that simply did not exist before the demonstrations began.30 Now that the demonstrations
have moved from planning and enrollment into implementation, there are real opportunities to
leverage those relationships to identify implementation challenges and improve execution.
Most importantly, the 400,000 beneficiaries who are enrolled in FAI models are invested in the
demonstrations. Because of their enrollment, many have changed at least some of their providers and
all are still learning about systems that are in certain aspects new to them. Their experience and their
health outcomes over the course of the demonstrations will be the most important product.

27

See, e.g., Justice in Aging, Outreach and Enrollment Materials in States Implementing a Dual Eligible
Demonstration, available at www.justiceinaging.org/wp-content/uploads/2015/07/Outreach-and-EnrollmentMaterials-in-State-Implementing-a-Dual-Eligible-Demonstration.pdf.
2828
See, e.g., Justice in Aging, Thinking Outside the Box: Creative and Culturally Competent Outreach Strategies in
Health Care Transitions, discussing innovative outreach used in connection with the California Coordinated Care
Initiative, available at www.justiceinaging.org/wpcontent/uploads/2015/03/AAAE_Cultural_CompetencyFINAL.pdf.
29
See Special Populations Issue Brief, supra.
30
See, e.g., discussion in RTI International, Report on Early Implementation of Demonstrations under the Financial
Alignment Initiative, p. 21, available at www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-MedicaidCoordination/Medicare-Medicaid-CoordinationOffice/FinancialAlignmentInitiative/Downloads/MultistateIssueBriefFAI.pdf.
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We strongly urge continued support of the FAI. It is testing ways to integrate care and bring more
coherent approaches to the needs of the most challenging population in the Medicare and Medicaid
systems. Its design includes rigorous evaluation and, though evaluation is still at a preliminary stage, it is
already clear that the demonstration is producing much valuable learning on many fronts.
Oral Health Integration and Models
Besides the potential models discussed in the RFI, we recommend CMMI test and promote models of
care that provide comprehensive, integrated health care that includes integrated oral health services.
For far too long, oral health has been seen as separate from overall health and not given adequate
attention in the development of new payment and delivery models. However, addressing a person's oral
health needs is essential in ensuring improved health outcomes and is a necessary component of patient
centered care. We urge CMMI to place an emphasis on developing models that focus on treating the
whole person and improving integration of oral health services into all aspects of health care.
Oral health integration requires recognizing that oral health is an integral part of overall health and
wellness. It necessitates that primary care and other medical providers take responsibility for the oral
health of their patients by providing education, and appropriate services and referrals, and that
payment and technology support quality and integration.31 To that end, we recommend CMMI promote
the following strategies:








Integrate referral systems, where all providers, including dentists, screen for general health
needs and refer to an appropriate provider, creating no wrong door for entry into the health
care system.
Develop and enable shared electronic health records (EHR) systems that enable both dental and
medical providers to easily view each other's entries and communicate directly. A recent study
showed that lack of access to integrated information technology is one of the leading barriers to
oral health integration.32
Co-locate services, better enabling integrated care delivery. Especially promising are new
models where a dental hygienist, dentist, or dental therapist works in a primary care office or
clinic; or a nurse practitioner or physician assistant works in a dental office.33
Embed oral health education in health sciences curricula, to prepare new workforce for
integrated care delivery.

We also recommend that CMMI develop a demonstration that would offer oral health benefits through
Medicare coverage. Currently Medicare covers very limited oral health care, with no preventive or
routine dental care coverage. Consequently, Medicare recipients’ oral health is neglected, which results
31

See, Justice in Aging, Oral Health in California: What About Older Adults, available at
www.justiceinaging.org/wp-content/uploads/2016/07/Oral-Health-in-CA_What-About-Older-Adults.pdf.
32
The Commonwealth Fund, In Focus: Integration Oral Health into Primary Care, available at
http://www.commonwealthfund.org/publications/newsletters/quality-matters/2015/february-march/in-focus;
American Dental Association, Health Policy Institute, Dental Care Within Accountable Care Organizations:
Challenges and Opportunities, available at
https://oralhealth.hsdm.harvard.edu/files/oralhealth/files/ada_hpi_aco_brief.pdf.
33
Center for Health Care Strategies, Oral Health Integration in Statewide Delivery System and Payment Reform,
available at https://www.chcs.org/resource/oral-health-integration-statewide-delivery-system-payment-reform/
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preventable tooth loss, increased emergency room use, and a decline in overall health and quality of
life. One quarter of individuals age 60 and over no longer have their natural teeth, and twenty-three
percent of older adults have severe gum disease, which increases their risk for aspiration pneumonia
and other infections.34
Developing a model that adds dental care to Medicare’s Part B benefit would advance the goal of
integrating oral health into total health care by incorporating the benefit administratively into the
Medicare program that covers other health care providers. The demonstration would also be able to
test the scope of benefits that should be included and the impact the provision of dental benefits has on
overall health and on health care spending and savings.
Mental and Behavioral Health Models
We also encourage CMMI to develop models that focus on treating the whole person and improve
coverage and integration of mental health and substance use disorders services into primary care.
Mental health is a critical issue for older Americans, as one in five older adults has a mental health issue,
and older men have the highest suicide rate of any group, according to the CDC.35 For dual eligibles, the
issue is even more urgent. About 44% of older adults and persons with disabilities who are dually
eligible for Medicare and Medicaid have at least one mental or cognitive condition, while more than half
of all Medicare inpatient psychiatric facility patients are dual eligibles. 36 The mental health needs of
persons who are dually eligible are often overlooked in traditional medical settings, ramping up costs
and leading to inadequate care. Stigma and inadequate screening mechanisms prevent beneficiaries
from accessing behavioral health services.
We believe CMMI can address these barriers and disparities through existing and future
demonstrations. We strongly urge CMMI to promote integration of mental health and substance use
disorder services in all models and build upon the existing efforts in the dual eligible demonstrations.
The means for doing this can be drawn from existing models and best practices. For example, the
Administration for Community Living has identified best practices among states and community-based
organizations with respect to outreach and education strategies regarding individuals with severe
mental illness. 37 Other ideas include ensuring care coordinators at managed care plans are
trained in how dementia and Alzheimer’s disease affect this population, promoting prevention and early
intervention strategies such as SBIRT (for substance use disorders and for depression) as universal
practice at primary care visits, and incorporating the Collaborative Care model.

34

Centers for Disease Control and Prevention, Adult Oral Health, available at
www.cdc.gov/oralhealth/publications/factsheets/adult_oral_health/adult_older.htm.
35
Centers for Disease Control and Prevention, The State of Mental Health and Aging in America: What Do the Data
Tell Disease Directors, (2008), available at www.cdc.gov/aging/pdf/mental_health.pdf.
36
Center for Health Care Strategies, Extending Lessons from a Medicaid Pilot to Improve Care for Medicare and Dual
Eligible Beneficiaries (Feb. 2013), available at www.chcs.org/resource/extending-lessons-from-a-medicaid-pilot-toimprove-care-for-medicare-and-dual-eligible-beneficiaries/.
37
Administration for Community Living, Expanding Home- and Community-based Behavioral Health Services for
Older Adults (2013) available at www.acl.gov/sites/default/files/programs/201611/Issue%20Brief%2010%20Expanding-Grantee.pdf.
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Question 5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
Our final comment responds to Question 5 in the RFI which asks an open-ended question about
suggestions for further engagement of beneficiaries in development and participation in new models.
We very much appreciate this question since direct participation by beneficiaries can greatly improve
the success of any demonstration. Based on our experience and analysis of different states in the FAI,
we see a number of lessons learned:
Format: There is no one vehicle for beneficiary participation. There must be many different
opportunities for consumers to participate: open meetings, ongoing advisory councils, inclusion of
consumers in cross-stakeholder workgroups, to name a few.
An example of an innovative way to use technology to include consumers who have difficulty leaving
home is the tele-town hall format used by the Personal Assistance Services Council, an In-home
Supportive Services (IHSS) coalition in Los Angeles County. Coalition members, who are consumers of
Medi-Cal personal care services (called IHSS in California), are contacted by phone and can opt to
participate in the call by phone or over the computer in a format that is similar to a radio talk show.
Thousands of IHSS consumers and their providers have participated in calls, which include an
opportunity to ask questions about the call topic. 38
A model for consumer advisory group participation is the Implementation Council that is part of the
Massachusetts One Care FAI demonstration. The Council, which meets at least six times a year, is
composed of consumers, who must always be in the majority, and also includes representatives from
community-based organizations, providers, trade organizations and unions. To facilitate the
participation of consumer representatives, accommodations such as sign language interpreters, are
provided. Further, transportation and travel stipends are available for consumers whose work with the
Council is not supported by other organizations.39
Diversity: To ensure that a representative participation of consumers can participate, it is important that
outreach efforts particularly seek out participants from all affected populations. Accommodations for
disabilities and transportation are key to enabling robust participation. Recruiting participation from
individuals in different language and cultural communities and providing language assistance also
ensure that varying perspectives will be heard.
Consumer testing and focus groups: Consumer testing of communications and outreach materials, both
at the concept stage and when drafts have been developed, should be a bedrock procedure. Both the
California and New York FAI demonstrations ran into serious problems when untested beneficiary
communications about the demonstrations both confused and alarmed recipients. Holding beneficiary

38

More information on these tele-town halls can be found at www.pascla.org/our-first-teletown-hall/.
For a detailed discussion of the design and functioning of the Implementation Council, see RTI International,
Financial Alignment Initiative Annual Report: One Care: MassHealth plus Medicare, available at
www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-Medicaid-Coordination/Medicare-MedicaidCoordination-Office/FinancialAlignmentInitiative/Downloads/MASSFirstAnnualEvalReport.pdf
39
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focus groups periodically throughout a demonstration also provides information and texture about how
the demonstration is proceeding in a way that data alone cannot.40

Thank you for the opportunity to submit comments. We appreciate CMMI’s continued commitment to
demonstrations that will improve quality, reduce costs, and improve outcomes. Justice in Aging looks
forward to working with CMMI in the future in designing demonstrations that give beneficiaries the
tools to actively participate in their health care, are person-centered, ensure strong beneficiary
protections, and promote health equity.
If any questions arise concerning this submission, please contact me.

Sincerely,

Jennifer Goldberg
Directing Attorney

40

See, e.g., RTI International, Beneficiary Experience,: Early Finding from Focus Groups with Enrollees Participating
in the Financial Alignment Initiative, available at www.cms.gov/Medicare-Medicaid-Coordination/Medicare-andMedicaid-Coordination/Medicare-Medicaid-CoordinationOffice/FinancialAlignmentInitiative/Downloads/FocusGroupIssueBrief508032017.pdf.
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To Whom It May Concern,
We welcome the opportunity to comment on the future role that the Center for Medicare &
Medicaid Innovation can play in delivery system transformation and improvement in care delivery.
While we have had limited direct funding from CMMI (we provided technical assistance for the
Advanced Primary Care Practice Demonstration, along with a number of other institutions) we
have relied on the Innovation Center to disseminate the work we and other organizations have
done, and to incorporate it in large-scale national improvement efforts. Chief among these is the
Transforming Clinical Practice Initiative, designed to support more than 140,000 practices to
develop comprehensive quality improvement strategies.
Our work on both the Safety Net Medical Home Initiative to create a framework for PCMH
transformation in Community Health Centers as well as Learning From Effective Ambulatory
Practices which teaches improvements in team-based care harvested from high performing
primary care clinics has been incorporated and spread through the CMMI funded Practice
Transformation Networks as well as the Support and Alignment Networks.
Although these projects were funded by the Commonwealth Fund and the Robert Wood Johnson
Foundation respectively, they have an outsized impact on delivery system improvement because
of CMMI’s focus on the implementation of proven models of care, and testing and spreading new
service delivery models. To us this speaks to the advantages that an institution devoted to
supporting not only new knowledge but also the dissemination and implementation of research to
front-line improvements can have on transforming the delivery of health care in the U.S.
CMMI is just now realizing its potential as a boundary spanner between evidence-based models
of care and the important work of scale-up and spread of these models. We anticipate that this
role will become even more vital in the near future as both Medicare and Medicaid populations
expand in numbers and in disease complexity. We hope that our current work on engaging
providers in de-implementing low-value care services, primary care clinic re-design for patients
on chronic opioid therapy, and building QI capacity into smaller, independent primary care clinics
will contribute further to the success of CMMI.
In summary, CMMI’s future success in transforming US health care to meet the triple aim is
dependent on their ability to expand their role in supporting the implementation of new models of
care through innovative models of technical assistance and support that health care organizations
need in order to transform.
Sincerely,

Michael L. Parchman, MD, MPH
Director, MacColl Center for Health Care Innovation
Kaiser Permanente Washington Health Research Institute

The Center for Health Research
Kaiser Permanente’s National Research Council (KP NRC), made up of Center
Directors from all 8 KP regions, appreciates having the opportunity to provide comment
on future directions for the Center for Medicare & Medicaid Innovation (CMMI) Center.
We commend the Center for its continued efforts to address healthcare quality,
outcomes, and costs through the development, implementation, and evaluation of
evidence-based program models that promote value in healthcare spending.
As a non-profit organization that operates on a risk-based payment model, we have
been committed to work that helps us understand and improve care for beneficiaries,
strengthen the performance of the healthcare system, and enable better health
outcomes for more people at greater value. Our input on future directions for CMMI is
informed by the experience of our members and offered in service to our mission to
support the production and use of evidence to improve health, the performance of the
healthcare system, and the ability of community members to thrive.
Guiding Principles Comments
While the guiding principles as proposed cover an appropriate range of choice,
competition, and patient-centered designs, we further encourage CMMI to think beyond
economic models to examine other aspects of motivation and incentives, such as
professionalism, social determinants, local market and/or community level concerns. In
addition, we suggest that the guiding principles should prioritize models that drive the
generation of new, actionable knowledge.
Another important principle which is embedded, but for which additional clarification and
commitment would be valuable, is the commitment to transparent, end-user engaged
model design, large-scale tests of change, and real-world (i.e., pragmatic) evaluation. In
support of that aim, the evaluation and evolution of the methods used will be important.
Comments on Model Designs for Consideration
We suggest that telemedicine and/or internet-based models be considered as a routine
part of outreach model designs. Access to care for members living in rural areas, those
who are home-bound, and those beneficiaries whose work schedules and/or family
obligations make it inconvenient to make in-person visits possible.
Comments on Future Directions
Kaiser Permanente has a longstanding history of demonstrating the value and potential
for integrated medical-dental care as well as cross-disciplinary learning with mental
health integration. Understanding available evidence-based practice and evaluating how
Center for Health Research
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Fax: 503-335-2424
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and when to scale, spread, and reimburse for such services in the Medicare population
will be an important contribution with the potential to advance coverage gaps for
beneficiaries.
KP NRC encourages CMMI to engage a learning health system approach at the earliest
phases of model design to consider the system impact of various designs across a
range of community and market contexts, the infrastructure necessary to collect and
analyze appropriate and useful data, and the means to produce evidence more quickly.
We believe that issues of implementation, spread, or scale-up should be considered in
evaluation as many CMMI projects and demonstration projects in general do not get
beyond the demonstration only phase. Such an approach is further improved by the use
of evaluation designs and methods (e.g., adaptive designs) that facilitate rapid
evaluation and mid-course corrections. Opportunities also exist to align such efforts with
the recommendations of the Commission on Evidence-Based Policymaking and
resulting, proposed legislation from Speaker Ryan and Senator Murray. While currently
out for public comment, PCORI has released a set of evaluation standards for complex
interventions that will certainly inform advances in design PCORI standards.
In order to ensure knowledge is produced to advance the public good, support a
learning health system, and realize the full benefits of the federal investment in the
Innovation Center, additional attention is needed to ensure that model design and
evaluation is transparent and broadly disseminated in a timely manner. We suggest that
evaluation designs be made public as early as possible. We also encourage CMMI to
increase transparency around the performance measures used in alternative payment
plans upstream, allowing research and healthcare systems to understand the
performance of the measures being used and have an opportunity to provide real-world
input on the burden and or data availability/burden to report.
Thank you for the opportunity to submit these comments. We look forward to working
with you as you consider future directions for CMMI as well as the principles and
priorities that will help to ensure that lessons from these models can be efficiently
captured, disseminated, and implemented to improve patient outcomes.
On behalf of the Kaiser Permanente National Research Council, questions or further
comments may be directed to:
Lucy A. Savitz, Ph.D., MBA
Vice President for Research, KP Northwest Region
Director, Center for Health Research Oregon | Hawaii
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CMS Innovation Center
7500 Security Boulevard
Baltimore, MD 21244
CMMI_NewDirection@cms.hhs.gov
The Kansas Hospital Association is pleased to submit comments in response to the Centers for Medicare &
Medicaid Services: Innovation Center New Direction Request for Information.
We have provided responses to the specific questions raised in the RFI below.
1. Do you have comments on the guiding principles or focus areas?
Generally speaking, the guiding principles and focus areas represent the areas of concern in most parts of the
country and are certainly relevant to the more populated portions of Kansas. Geographic challenges to access
and payment, specifically in smaller, rural area populations and the providers that serve them are a concern in
rural states like Kansas.
In most instances, these small, rural markets do not have the benefit of economies of scale and are challenged
to provide access to care. The focus areas mentioned all require a more populated area to be successful.
Market-driven approaches will not work in rural areas. In addition, many of the measures used to gauge quality
either do not relate to the care provided or the volume of services in any one measure is too small to provide
usable results.
These challenges require unique and different approaches. Much of the regulation and legislation either exclude
these areas specifically or eliminate them do to the smaller population. At the same time, these populations are
less mobile, high Medicare and more likely to experience chronic conditions which require regular treatment
and monitoring.
We would hope that you would additionally identify rural populations as a priority. We do feel that the focus
area of “State-based and Local Innovation, Including Medicaid-focused Models” is a particularly important focus
area. While our suggestions could easily fit in this category, we believe that rural and small area models should
be specifically identified.
2. What model designs should the Innovation Center consider that are consistent with the guiding principles?
Kansas, along with many other states, is working to develop models for the very small rural communities who
struggle to keep health care local. The Kansas Hospital Association and its Foundation, the Kansas Hospital
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Education and Research Foundation, have spent the last three to four years developing a model based on a
continuum of primary, emergency, chronic disease management and what we call transitional care that is paid
through an integrated budget with a federal and local grant to support emergency care and transportation. This
model is not a traditional acute care model. On the contrary, a partner organization with a formal agreement to
provide acute care would be required. Our model implementation plan would engage the state agencies,
Medicaid and at least some private payers as part of a collaboration.
KHERF, with a grant from the United Methodist Health Ministry Fund, has “paper tested” this model in five
locations in Kansas and we believe the array of services we proposed can be provided at or below the current
cost. The model recognizes a broader region with relationships that more specifically identify roles of providers
and transportation.
The model forms the basis for other work in Kansas and is the foundation for the chosen model in Oklahoma and
New Mexico. We have presented our work in many venues and state associations and believe that other states,
with similar challenges would also be interested in collaborating should a path be identified.
We hope this model can be further developed in conjunction with other states and CMMI/CMS. We are working
with the CMMI State Innovation Group to determine if the model could be tested in Kansas and maybe other
states in a similar construct to the one used to test the predecessor to the current CAH.
3. Do you have suggestions on the structure, approach, and design of potential models? Please also identify
potential challenges or risks associated with any of these suggested models.
We have presented our model in detail to CMS and CMMI, so will not put all the details here. Here is a link to
resources that describe the model and the paper test results: http://www.khanet.org/CriticalIssues/RuralIssues/
There are challenges with our model.
A non-acute model: The most difficult, of course, is the change required by the community to try something new
that does not include acute care. Most of these facilities have average acute census less than five and many less
than two.
Continued access to emergency care and transportation: Emergency rooms in sites that have indicated an
interest see primarily urgent care patients. However, when emergencies do occur, strong relationships with
both local and regional transportation and a larger partner hospital are key. These relationships are currently
informal, so it will be a challenge to bring independent EMS providers in a county or region together and provide
funding to continue these small, often volunteer services.
Local funding: In Kansas, most communities/counties provide some local funding. Our model requires this
funding to continue as a good faith commitment to continue local services. However, without a federal grant,
much like an FQHC, emergency services will not be sustainable. MedPAC recognized this challenge and made a
similar recommendation in their models.
Subacute care: One mainstay of service in our potential site communities is currently swing bed subacute care.
Our model allows what we call shorter term “transitional” care for patients who are not acute, but cannot
return home after an outpatient visit or an ER visit. Preventing one or more acute stays is a savings, but figuring
out how to include this service in an inclusive budget is a challenge.

We believe that this model, with geographic nuances, has promise in many rural areas of the country. We
believe that in order to get enough facilities to test the model, a multi-state collaboration may be needed. The
political and environmental differences in each state will make that process difficult to implement, but we
believe it is not impossible and have two other states willing to collaborate.
Multiple payers: The model works best as an all payer model. Medicare is however the most predominant payer
in the Kansas sites that indicated an interest. Gaining commitment from private payers is a challenge and
coordinating the implementation is another set of challenges.
Regardless of the challenges, we hope that CMMI will consider the model and continue to provide guidance,
technical assistance and hopefully financial support to make the test a reality.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporate price sensitivity
and a consumer driven or directed focus and might be tested as a model and alternative to FFS and MA?
We do not have any comments related to this question.
5. How can CMS further engage beneficiaries in development of these models and/or participate in new
models?
Our model is community based, with regional connections. In these communities, the local populations are both
the tax payers and the beneficiaries we need to engage. They are already making choices to use their local
providers for primary and emergency care. Engaging them in their chronic care management can increase their
quality of life and save the community and Medicare funds. In addition, we envision this model using the same
patient and family engagement practices at work in our hospitals today.
6. Are there payment waivers that CMS should consider as necessary to help healthcare providers innovate
care delivery as part of a model test?
An inclusive budget will require many waivers. The waiver of the three day acute stay for transitional care will
be required. As a non-acute care model, EMTALA will likely not apply, however, rules regarding transfer and
referral may also need waiver.
7. Are there any other comments or suggestions related to the future direction of the Innovation Center?
In Kansas, and many other states, budgets are strapped and state staff are challenged to meet their many
requirements. Funding will be necessary for states to hire or assign staff to manage and lead an innovation
project. Funding incentives for sites to implement and commit to test an unknown will also be crucial. CMMI
plays a crucial role in this process and we appreciate their willingness to consider rural projects of this nature.
Providing the flexibility to work with multiple states in some collaborative way is also outside your current
guidance, we hope that you will provide or identify the need for this flexibility.
We would be happy to provide additional information on any of the comments provided above. Jennifer
Findley is our lead staff in this area.
Sincerely,

Tom Bell
President and CEO

On behalf of Lancaster General Health:
•

Any CMMI program should not conflict with other regulations or regulatory agencies (e.g.
potential STARK issues)

•

Any CMMI program should not add administrative burden to a system already full to the brim
with unnecessary paperwork/requirements

•

New program ideas might be those that try to eliminate administrative burden that does
nothing to improve care or experience

•

Alignment of CMMI with other federal agencies, particularly the CDC to reduce reporting
burden.

•

Align quality reporting requirements across CMMI/CMS programs.

•

Reduce the number of CMMI programs so that the necessary resources can be focused.

•

AAPM reduce negative sharing requirement (as in <4% for “more than nominal risk”) to qualify
and ease % thresholds/timeline for year over year qualification (more time necessary to achieve
AAPM in Commercial, Medicare Advantage, Medicaid MCO), hyper-expand participants and
sunset MIPS over 5 years; expand CPC+ geography-broad; promote more demonstration models
with states; incent beneficiaries toward prospective assignment and away from data sharing
opt-out; promote functional medicine via AAPM partners….to name a few

•

Rapid development/deployment of autoimmune disease bundles

•

Include more programs focused on specialists and the quality/cost of the care provided (i.e.
specialty bundles for episodes of care).

•

Increase the number of voluntary bundles, but do not require the hospital to be the bank.
Identify a health plan within the state who can act on behalf of CMS (who understands the
CMMI bundles and has the infrastructure to support) to be able to provide CMS payments to
providers and hospitals for the bundle payments and any necessary reconciliations.

•

Greater leverage/deployment of Value Based Insurance Design in partnership with
AAPM/Integrated Delivery Systems; Dual Eligible AAPM model development/deployment;
incentivize expansion of SNP’s

•

Develop/promote-accelerate Global Budget demonstrations in States w/ready AAPM/IDS
partners; Incentivize States on greater deployment/institutionalize (move past pilot year to
year) superutilizer APM/AAPM arrangements; regulate clear compliant data sharing
expectations on States, State’s on MCO’s, to share with AAPM’s (claims data)

•

Greater PCP reimbursement/coverage for management of BH conditions (e.g. PCP treating
depression) using AAPM participants and keep building upon first steps of reimbursement of
integrated BH in Primary Care (counseling) & cascade expansions to Medicaid-States to permit

PCP’s to receive payment via Physical Health MCOs (since they are blocked from
enrollment/participation in BH-MCOs); Integrate PH, BH, LTSS into one managed care delivery
system starting with State demonstrations/waivers
•

Address key information gaps including substance abuse data to improve population health.

•

Funding to support interventions that focus on priority conditions, but allow the state/region to
determine their priority conditions based on state-wide community health data. Particularly as it
related to integrating behavioral health with primary care, use of community health workers,
reimbursement for preventative services provided by nurses, social workers, pharmacists, and
nutritionists that improve population health.

•

Provide a waiver of the 3 day inpatient rule for those patients within and alternative payment
model or bundle.

•

Provide a waiver for meeting shared space requirements for hospitals/providers participating in
a downside risk alternative payment model and co-located services to improve access and care
coordination between hospitals and providers.

•

Prioritize programs that support provider/payer partnerships

November 20, 2017
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality & Acting Director
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244
via electronic submission to CMMI_NewDirection@cms.hhs.gov and
amy.bassano@cms.hhs.gov
Dear Acting Deputy Administrator Bassano:
Thank you for the opportunity to provide input in response to the Center for Medicare
and Medicaid Innovation’s Request for Information regarding the new direction for the
Center. We write to offer information on exemplary evidence-based models of dementia
care, which we believe are ready to be scaled for the larger population of Medicare and
Medicaid beneficiaries. These models would strengthen value for taxpayers while
improving quality of life both for people living with dementia and their caregivers. The
Innovation Center helping to scale these dementia care models would be consistent
with its own mission, the CMS vision, the HHS strategic plan, and the National
Alzheimer’s Plan. Scaling these dementia care models also would capitalize on recent
updates to the Medicare Physician Fee Schedule that encourage dementia diagnosis
and care planning, the “National Research Summit on Care, Services, and Supports for
Persons with Dementia and Their Caregivers”i hosted in October by NIH, and the CMS
“Behavioral Health Payment and Care Delivery Innovation Summit”ii held in September.
There are few more compelling or complex issues to confront our aging society, now
and over the coming decades, than Alzheimer’s disease and other forms of dementia.
These conditions impose enormous costs to our nation’s health, prosperity, and social
fabric, costs that are skyrocketing.iii Based on the National Institute on Aging’s Health
and Retirement Study (HRS), we know that the health system costs of caring for people
with dementia in the United States are comparable to, and perhaps greater than, those
for heart disease and cancer.iv A recent analysis of HRS data revealed that average
per-person health care spending in the last five years of life for people with dementia
was more than a $250 thousand dollars, 57 percent greater than costs associated with
death from other diseases such as including cancer and heart disease.v

Today, more than 5.5 million Americans have dementia at an annual cost to our
economy exceeding $259 billion.vi Alzheimer’s disease contributes to the deaths of
approximately 500,000 Americans each year, and it is the only leading cause of death in
the United States for which there is no proven means of prevention, disease
modification or cure.vii If the current trajectory persists, at least 13 million Americans will
have dementia in 2050 and total costs of care are projected to exceed $1 trillion
annually (inflation adjusted 2014 dollars).viii The federal government, through Medicare
and Medicaid payments, shoulders an estimated 70 percent of all such direct care
costs.
The choice before our nation is not whether to pay for dementia; already, we are paying
dearly. The question is how to best invest funds to maximize value for beneficiaries and
taxpayers. There are wide array of dementia care models, only some of which are listed
below, that merit the Innovation Center’s focus and support in bringing to scale
interventions that can help lower costs while improving quality of life for people living
with dementia and their caregivers.
Exemplary Models of Dementia Care
The Innovation Center has extensive experience with the following four programs, each
of which should be considered for further expansion: the California Long-Term Care
Education Center (CLTCEC) Care Team Integration of the Home-based Workforce
Programix; the Indiana University Eskenazi Healthy Aging Brain Care
(ABC) Programx; the UCSF and UNMC Dementia Care Ecosystem: Using
Innovative Technologies to Personalize and Deliver Coordinated Dementia Carexi;
and the UCLA Alzheimer’s and Dementia Care Programxii.
Please note: the models listed in this letter appear in alphabetical order and do not
represent a comprehensive or prioritized list, but rather exemplars of diverse evidencebased interventions we believe could be scaled and tested by the Innovation Center.
For a more extensive list and examination of promising dementia care models worthy of
Innovation Center consideration for scaling, see “Examining Models of Dementia Care:
Final Report”xiii prepared for the HHS Office of the Assistant Secretary for Planning and
Evaluation (ASPE) in September of 2016. Descriptive paragraphs about each of the
following programs are drawn verbatim from the sources identified in each endnote.
Alzheimer’s Disease Coordinated Care for San Diego Seniors (ACCESS)
Programxiv
Health care and community organizations collaborated with researchers to establish
guidelines for quality of care for dementia patients and specific protocols for managing
care. Health care and community service coordinators partnered to meet medical and
support needs of people with dementia and caregivers. The program also provided
dementia-related education to physicians. A web-based decision-support system was
key to communication and efficiency (Lines et al., 2013; Rosalyn Carter Institute for
Caregiving, 2017).xv

Benjamin Rose Institute (BRI) Care Consultationxvi
Through this intervention, trained care consultants--usually social workers or nurses-provide an initial needs assessment, help the person with dementia and caregiver
develop an action plan, and provide ongoing support, which includes monitoring and
follow-up with reassessment, as needed. Progress is tracked through a care
consultation information system. Initial contacts occur three times per month, with the
frequency decreasing over time. Contacts take place via telephone, mail, and e-mail,
with occasional in-person meetings (Wiener et al., 2016). Caregiver outcomes include
reduced caregiver depression, increased use of support services, and reduced number
of unmet needs (Bass et al., 2003, 2013).xvii
Care of Persons with Dementia and Their Environments (COPE)xviii
The 4-month Care of Persons with Dementia in their Environments (COPE) intervention
is designed to optimize older adults’ functional independence, and to improve CG
dementia management skills and health-related outcomes. COPE features 10 in-home
occupational therapy visits, and 1 in-home visit and 1 telephone contact by an advanced
practice nurse. COPE was deemed efficacious in a published randomized clinical trial.xix
Maximizing Independence (MIND) at Homexx
In this model, non-credentialed memory care coordinators provide coordination with
substantial involvement from a registered nurse and a geropsychiatrist. Beyond a
comprehensive needs assessment, participants also receive dementia and skill-building
training, linkage to services, and care monitoring. A key component of the program is
the use of a computerized resource system that identifies needed resources to help
people with dementia and caregivers cope with the illness. Most contact is by
telephone, mail, and e-mail, with occasional in- person visits (Wiener et al., 2016).xxi
NYU Caregiver Counseling and Support Interventionxxii
This program provides one-on-one counseling sessions to the primary caregiver and
group sessions for the family. Six sessions take place over 4-6 months and address
challenges that the primary caregiver or family is encountering, emphasizing
communication skills and encouraging caregivers to seek support from family and
friends. Outcomes include reduced caregiver depression, reduced distress with
behavioral symptoms, and increased satisfaction with social support (Gaugler et al.,
2016).xxiii
Resources for Enhancing Alzheimer’s Caregiver Health (REACH II) Programxxiv
This intervention assesses caregivers’ needs and provides in-person training and
counseling over a 6-month period. Training topics include self-care, healthy behaviors,
and assessing and managing problem behaviors. Action steps are practiced through
role-play, as are strategies for managing stress and increasing pleasant events.
Caregivers are also linked with community resources and given skills related to social
support and communication. Outcomes include reduced caregiver depression and
burden and increase in self-care and social support (Belle et al., 2006; Nichols et al.,
2008).xxv

Savvy Caregiver Programxxvi
This educational and skill-building training is delivered via six weekly, 2-hour sessions in
a group format. Topics include dementia basics, cognitive changes and how they impact
behaviors, establishing realistic caregiving goals, gauging the care recipient’s abilities,
designing appropriate activities for the person with dementia, and using a problemsolving approach to manage behavioral symptoms. Outcomes include improved
caregiver competence and coping and reduced depression and distress related to
behavioral symptoms (Kally et al., 2014; Samia et al., 2014).xxvii
Skills2Carexxviii
This intervention is designed to reduce behavioral symptoms through an environmental
modification approach. In-home sessions take place over 4 or 6 months (two models
exist). Occupational therapists train caregivers on reducing confusion and increasing
safety for the person with dementia through changes to the living space, communication
skills, simplifying tasks for the person with dementia, and engaging them in meaningful
activities. They also refer caregivers to other community resources. Outcomes include
reduced caregiver burden and reduced distress with behavioral symptoms (Gitlin et al.,
2003, 2010).xxix
Veterans Affairs Partners in Dementia Care (PDC) Programxxx
This model features a partnership between Veterans Affairs Medical Centers and local
Alzheimer’s Association chapters, with care coordinators at the two locations working as
a team using a shared electronic information system and regular meetings. The focus is
on helping people with dementia and their caregivers navigate medical and social
services, with at least one contact per month. Coordinators help clients develop simple
action steps, with reassessment at least every 6 months (Bass et al., 2013, 2014).xxxi
Note: there are strong similarities between the PDC Program and the Rosalynn Carter
Institute for Caregiving’s (RCI’s) Resources for Enhancing Alzheimer’s Caregiver
Health (REACH) Programxxxii.
As noted previously, the programs detailed above do not represent a comprehensive or
prioritized list, and we would encourage the Innovation Center to consider scaling and
testing a wider variety of evidence-based programs. In particular, the Innovation Center
also should consider the Dementia Cal MediConnect Program;xxxiii the Home-Based
Counseling with Family Caregivers (STAR- C) Programxxxiv; the Four Seasons
Demonstrating the Value of Palliative Care Programxxxv; and the Palliative Care for
Advanced Dementia (Comfort Matters) Programxxxvi. The Physician-Focused
Payment Model Technical Advisory Committee (PTAC) is reviewing several payment
models, such as the Patient and Caregiver Support for Serious Illness
(PACSSI)xxxvii model, which could improve care for patients suffering from many
different types of serious illness, including dementia. Additionally, we encourage the
Innovation Center to look specifically at programs and services to promote early and
accurate diagnosis of Alzheimer’s disease and other forms of dementia. Simply put,
individuals and families are less likely to utilize strong evidence-based dementia care

and support programs if a diagnosis has not been made, is not conveyed or is delayed,
or if there is a misdiagnosis.
We applaud CMS for its strong commitment to encouraging detection, diagnosis and
care planning, through pathways such as the Medicare Annual Wellness Visit’s
cognitive assessment benefit and HCPCS 99483 (formerly G0505). We encourage the
Innovation Center to seek out additional opportunities to ensure that all Americans
facing dementia have the most accurate and actionable information possible at the
earliest appropriate opportunity to facilitate their optimal utilization of evidence-based
care and support programs.
Thank you for considering our views and for your commitment to better supporting
people with dementia. Please contact Ian Kremer, executive director of Leaders
Engaged on Alzheimer’s Disease (LEAD Coalition)xxxviii with questions or for additional
information.
Sincerely,
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Layton Aging and Alzheimer's Disease
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Kostas Lyketsos, M.D., M.H.S. (Johns
Hopkins Memory and Alzheimer's Treatment
Center*)
Metropolitan Area Agency on Aging (North St.
Paul, MN)
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Planetree International
Prevent Alzheimer's Disease 2020
Eric Reiman, MD (Banner Alzheimer's
Institute*)

Geoffrey Tremont, Ph.D., ABPP-CN (Alpert
Medical School of Brown University*)
R. Scott Turner, MD, PhD (Georgetown
University Memory Disorders Program*)
UsAgainstAlzheimer’s, LEAD Coalition coconvener
USF Health Byrd Alzheimer's Institute
VeteransAgainstAlzheimer’s
Volunteers of America, LEAD Coalition coconvener
Peter J. Whitehouse, MD, PhD (Case Western
Reserve University*)
Carol J. Whitlatch, PhD (Benjamin Rose
Institute on Aging*)
Nancy Wilson, MA LCSW (Baylor College of
Medicine*)
Wisconsin Alzheimer's Institute
WomenAgainstAlzheimer’s
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accelerate transformational progress in detection and diagnosis, care and support, and research
leading to prevention, effective treatment and eventual cure. One or more participants may have
a financial interest in the subjects addressed.

SUBMITTED VIA EMAIL
November 20, 2017
Centers for Medicare & Medicaid Services
Innovation Center
7500 Security Boulevard
Baltimore, MD 21244
RE: Comments in Response to RFI for Innovation Center New Direction
LeadingAge California is the state's leading advocate for quality, nonprofit senior living and care. The publicinterest association's more than 400 members across the state include providers of affordable senior housing,
residential care facilities for the elderly (assisted living), continuing care retirement communities and skilled
nursing care. LeadingAge CA members serve the needs of approximately 100,000 seniors.
Thank you for the opportunity to provide feedback on a new direction for the CMS Innovation Center. We
believe that by incentivizing Medicare Advantage (MA) Plans to enroll groups of low income seniors and
individuals with disabilities living in affordable housing properties, CMS’s guiding principles of choice,
patient-centered care and data-driven care will be achieved for Medicare and Medicaid’s highest cost
population. By embedding care management teams within senior housing, CMS will increase consumerdirected care, create informed prescription drug consumers, and bring mental and behavioral health supports to
people at the most effective location - where they live.
We also see opportunity for CMS’s Innovation Center to go beyond Fee-For-Service (FFS) and MA plans.
By testing a multi-payer payment approach funded by public and private payers, CMS can evaluate how to
increase participation in data-driven, voluntary care management programs designed to increase choice,
improve care quality and reduce cost. A multi-payer pool will preserve consumer choice of providers and
insurers.
In addition to several other states, LeadingAge California’s affordable senior housing members are prepared to
conduct small-scale tests of a “place-based” Medicare Advantage plan or a multi-payer approach. These
affordable senior housing members provide homes to tens of thousands of older adults and individuals with
disabilities and are seeking a sustainable funding source for wellness and care coordination services that allow
for housing residents to remain at home, living independently, as long as possible. Allowing for people to age
in place is not only a prudent use of finite Medicaid and Medicare dollars, but it also honors individual needs
and desires. If successful, these payment interventions can be scaled to the hundreds of federally assisted
affordable housing communities across the country.
Today, over two million individuals age 65 and over live in publicly subsidized housing properties located in
urban, suburban and rural communities across the country. Findings from several studies conducted by The
Lewin Group/LeadingAge research team and funded by HUD, DHHS/ASPE and the MacArthur Foundation,
indicate that over 70 percent of these elderly residents are dually eligible for both Medicare and Medicaid,
have five or more chronic conditions, are taking multiple medications and incur higher healthcare expenditures
than their dual eligible peers living in the community, but not in subsidized congregate environments. This
congregate housing setting provides a unique platform for identifying low-income older adults with various
health care risks and targeting a range of preventative, chronic care management, care coordination and
transitional care services to delay or avoid high cost utilization including emergency department and hospital

visits and nursing home placement. In addition to the economies of scale offered by many low-income older
adults living under the same roof, many of these HUD and/or state subsidized sites have housing-based service
coordinators dedicated to helping these residents age successfully in their communities.
The Support and Services at Home (SASH) Model
Over the past decade, LeadingAge has documented a growing number of senior housing plus services
programs designed to provide wellness services and service coordination. The most ambitious of these
programs is the Support and Services at Home (SASH) model that was developed in Vermont. Currently, over
140 HUD 202, USDA Rural Development Section 515, tax credit and public housing authority buildings are
part of the SASH network. The SASH network directly links these communities to the medical homes and
ACOs that Vermont created during the state’s health care reform initiative.
Each SASH property has a service coordinator and part-time wellness nurse for every 100 residents. The
service coordinator and wellness nurse positions provide a number of services including: assessing the service
needs and goals of individuals who are willing to participate in the program; developing individual and
community-wide healthy aging plans; and engaging in evidence-based prevention and health promotion
activities, health monitoring, coaching and care coordination with primary care providers and other health and
social services providers.
Findings from a four-year evaluation of this program, conducted by the LeadingAge and RTI research team
and funded by ASPE/HUD, has found promising results including an ongoing reduction on the growth of
Medicare expenditures for the SASH participants relative to non-SASH participants and another control group
in New York.
SASH incorporates all six of CMS’s guiding principles. SASH is a Patient-Centered model that is voluntary,
protects provider choice, and provides the tools and information consumers need to make decisions that work
best for them. For example, SASH has increased advance directives by 40 percent. SASH focusses on Mental
and Behavioral Health by partnering with mental health agencies on programs such as the Zero Suicide
initiative. Very low-cost interventions have led to a reduction in systolic blood pressure for 70 percent of the
SASH Hypertension Management participants.
These findings and promising results from several other studies, including a study of multiple senior housing
properties that partnered with UPMC in the Pittsburgh area (Castle, 2009), led HUD to fund a $15 million
randomized control trial of a service coordinator/wellness nurse model in 40 HUD 202/tax credit properties in
7 states. The Lewin Group, LeadingAge and the National Well Home Network are currently assisting HUD in
implementing this RCT. ABT Associates has been awarded the independent evaluation contract for this threeyear demonstration.
One of the challenges to scaling this model is the lack of sustainable financing for this program. While HUD
and/or housing operators currently support service coordinator positions in approximately 40 percent of
housing properties nationwide, there is no such funding for nurses nor is the service coordinator support
sufficient for the level of service coordination provided in programs like SASH or the HUD RCT. SASH was
able to access Medicare funding for their teams during the demonstration period and the state of Vermont has
continued to provide support through a CMS-approved All-Payer Model.
Opportunities
LeadingAge is currently working with several Senior Care Organizations (Medicare Special Needs Plans for
dual eligibles) in Massachusetts to explore the potential for SCOs to pull resources to fund a housing-based
demonstration.

In California, managed care organizations like the Health Plan of San Mateo, have created partnerships with
senior housing properties to more efficiently and effectively manage the care of their dual eligible
beneficiaries.
There is great potential for affordable senior housing properties to partner with Medicare Advantage Plans to
improve care coordination, address social determinants of health and reduce costs for the Medicare program.
Last year, the Bipartisan Policy Center Senior Health and Housing Task Force recommended that the Centers
for Medicare and Medicaid Services (CMS) launch an initiative to coordinate health care and long-term
services and supports (LTSS) for Medicare beneficiaries living in publicly assisted housing to test the potential
of improving health outcomes of a vulnerable population and reducing health care costs.
LeadingAge California would like to see CMMI support a targeted demonstration to explore options for
expanding Medicare Advantage Plan benefits to cover a wellness/service coordination function for elderly and
younger disabled residents of affordable housing. We hope that CMMI explores several options including
coverage for individuals enrolled in Advantage Plans or a housing-based benefit that would be targeted to the
property as a whole through a multi-payer approach.
We strongly encourage CMS to discuss these new directions with HUD, LeadingAge, The National Well
Home Network, affordable housing providers, other stakeholders and beneficiaries. SASH was designed in
collaboration with Medicare beneficiaries living at the pilot site and many housing providers have the capacity
to bring beneficiaries to the table to design new payment models.
Thank you for this opportunity to provide feedback. If you have any questions, please do not hesitate to
contact me.
Sincerely,

Meghan D. Rose, Esq.
Director of Policy –
Housing and Home- and Community-Based Services

November 20, 2017

Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality & Acting Director
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244
RE: CMMI New Direction Initiative/Request for Information
Dear Ms. Bassano:
LeadingAge appreciates the opportunity to respond to the Request for Information (RFI) by the
Centers for Medicare & Medicaid Services (CMS) Innovation Center (the “Innovation Center” or
“CMMI”) on a new direction to promote patient-centered care and test market-driven reforms
that empower beneficiaries as consumers, provide price transparency, increase choices and
competition to drive quality, reduce costs and improve outcomes.
The members of LeadingAge and affiliates touch the lives of 4 million individuals, families,
employees and volunteers every day. The LeadingAge community (www.LeadingAge.org)
includes 6,000 not-for-profit organizations in the United States, 39 state partners, hundreds of
businesses, research partners, consumer organizations, foundations and a broad global network
of aging services organizations that reach over 30 countries. The work of LeadingAge is focused
on advocacy, education, and applied research. LeadingAge promotes home health, hospice,
community-based services, adult day service, PACE, senior housing, assisted living residences,
continuing care communities, nursing homes as well as technology solutions and person-centered
practices that support the overall health and wellbeing of seniors, children, and those with special
needs.
Summary of Over-arching Considerations
There are some over-arching considerations for new models under the CMMI program which we
have summarized below and on which we will elaborate infra:
 New models must empower beneficiaries (and their families) to take ownership of
their health and ensure that they have the flexibility and information to make choices
as they seek care across the continuum.


LeadingAge believes it is important to promote competition based on quality
outcomes and costs; therefore, it is important for CMMI to quantify outcomes based
on the functional and clinical complexity of the medical condition of the individual
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being served in a particular model. Further, co-morbidities as well as socio-economic
factors must be taken into account when determining quality and costs.



Model designs must reduce burdensome requirements and unnecessary regulations to
allow providers to focus on providing high-quality healthcare to those they serve.



Data-driven insights should be used to ensure cost-effective care that also leads to
improvements in beneficiary outcomes.



It is important to consider all costs when determining if a new model design is costeffective. These may include Medicare Parts A, B and D expenses, Medicaid
payments, as well as other costs for services through State funded programs.



Provider incentives should be determined based on the role the individual provider
had in improving outcomes and reducing costs within the models.

What Works (And What Doesn’t Work) Today
New models should build upon what works (and address what doesn’t work) today.
 CMMI models have focused predominantly on Medicare with only limited consideration
of the long-term services and supports (LTSS), prevention and wellness needs of older
adults. If we don’t address the needs of the whole person, we cannot achieve the true
potential of integration nor the three-pronged goal of achieving better care, better health
and lower costs (the “Triple Aim”). Therefore, CMMI should explore models that pool
not only Medicaid and Medicare funds, but also personal/private funds, Older American
Act dollars and other public resources.


Leadership of many of the CMMI models has been limited to physicians and acute care
providers. LTSS and community-based service providers have more frequent interaction
with older adults in their homes. By focusing on older adults in the community, there is
greater opportunity to avoid unnecessary high-cost settings and services by providing the
right services at the right time and in the right place. This does not mean we believe
coordination shouldn’t occur with physicians and hospitals, where appropriate, but
instead by ignoring the in-home service providers, we miss a critical opportunity to
engage before an emergent issue occurs that requires more costly, and often unnecessary
acute care when instead we could invest in wellness and prevention.



LTSS providers are in an ideal position to initiate and take a leadership role in an
integrated service model in conjunction with other community-based providers of
services and supports. For example:
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o LTSS providers have regular, on-going interactions with older adults in their own
homes. This onsite presence helps providers build trust and develop personal
relationships with older adults.
o LTSS providers witness firsthand the daily struggles, environmental challenges
and changes in condition that older adults experience. This allows them to
respond more rapidly to changes in the individual, and to communicate with that
individual’s providers and caregivers. In contrast, physicians and hospital-based
providers see an older adult outside the home and only for a short office visit or
an episode of care.
o LTSS providers ensure that the large proportion of older adults who live
independently receive proactive and preventive services, including wellness and
chronic disease management. These interventions can significantly lower health
care costs by reducing the need for more expensive acute, post-acute and longterm care.1


LTSS providers engage in screening and early intervention. They also work to help
mitigate more high-risk needs by taking steps to prolong individuals’ functionality,
address their social determinants of health, and coordinate their medical, social and
daily-living services.

Comments on Guiding Principles, Focus Areas


As noted supra, it is important to promote competition based on quality outcomes and
costs; however, CMMI also must use true measures of quality to quantify outcomes based
on the functional and clinical complexity of the individual being served in a particular
model. Today, CMS and CMMI use the 5-Star rating system as its quality guide. While
we understand that this is an established program that is applicable across a variety of
providers, we have concerns that it was originally designed for a different purpose and, as
such, should be re-evaluated to ensure that measures reflect provider performance on
outcomes related to a person’s function, goals and the clinical complexity of the
individual’s medical condition. Our specific areas for concern related to the 5-Star rating
system include the following:
o 5-Star ratings are based on each nursing home’s performance as compared to
others’ in the same state rather than to a national standard. There are no national
criteria against which all nursing homes are measured. Therefore, a “five-star”

1

http://www.leadingage.org/affordable-senior-housing-plus-services-program-slows-growth-medicare-costs ;
http://www.leadingage.org/chps/tools/evaluating-support-and-services-home-program
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o nursing home in one state may provide services and quality inferior to a three-star
nursing home in another state.
o The 5-Star system grades nursing homes on a bell curve, which requires some
nursing homes to be graded at the one- and two-star level and relatively few
nursing homes to be graded at the four- or five-star level. No matter how well its
nursing homes may perform, no state may have a preponderance of four- and fivestar nursing homes. This punishes providers in states where excellence is the
norm.
o While the 5-Star system was conceived as a tool to help consumers choose a
nursing home, few consumers understand the actual meaning of the 5-Star ratings.
In addition, the ratings have been applied to contexts for which they were never
intended, such as partnership in accountable care organizations (ACOs), inclusion
in managed care plans and distribution of revenues under state Medicaid valuebased purchasing initiatives.
o Beginning on November 28, 2017, CMS plans to hold constant the current health
inspection ratings on the Nursing Home Compare website for a period of one
year. Nursing homes that commit time and resources to improving quality will be
stuck with their current ratings. During this period, CMS will “highlight areas of
quality concern” on nursing homes’ star ratings, and will also note any nursing
homes that achieve deficiency-free surveys. However, no information will be
posted on improvements nursing homes have achieved. This is of concern if the
5-star system will continue to determine which skilled nursing facilities (SNFs)
are eligible for non-3-day-stay waiver admissions, as this could result in some
SNFs being eligible that should no longer be eligible for such admissions, and
other SNFs being penalized further even though they have improved their quality.
Given these concerns, we would like to encourage CMMI to use a short-stay
quality measure performance during the freeze period.
LeadingAge, consistent with the recommendations of the Government Accountability Office,
will continue to request that CMS develop new national quality criteria upon which 5-Star
ratings for all nursing homes would be based. This new national 5-star system should be
achievable by every nursing home that strives for and delivers the established standard instead of
the bell curve approach taken by CMS with respect to the existing ratings system.


Model designs must reduce burdensome requirements and unnecessary regulations in
order to allow providers to focus on providing high-quality healthcare to the individuals
they serve. Sometimes this means there needs to be greater flexibility to meet an older
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adult’s goals. Regulations that are too prescriptive hinder that person-centered approach
to care and services.


We are pleased that CMMI specified in the guiding principles that it intends to draw upon
partnerships and collaborations with public stakeholders, and harness ideas from a broad
range of organizations and individuals across the country.



We agree with CMMI that new models must empower beneficiaries (and their families)
to take ownership of their health and ensure that they have the flexibility and information
to make choices as they seek care across the continuum. It is important to note, however,
that limitations in eligibility and scope of services within the Medicaid, Medicare and
Medicare Advantage programs serve as barriers at times to improving outcomes and
reducing costs. For example, the homebound status eligibility requirement in home
health, the 6-month time period for end of life care, the 3-day inpatient hospital stay
requirement to be eligible for skilled nursing home care, the inability for Medicaid to
cover the cost of affordable, safe senior housing and the inability for Medicare or
Medicare Advantage to cover the costs of non-emergency medical transportation,
nutritional meals and adult day services that could improve care outcomes for Medicare
beneficiaries that are at high risk for emergency room visits, hospital admissions and readmissions and long-term nursing home placement.



LeadingAge agrees that CMMI should use data-driven insights to ensure cost-effective
care that also leads to improvements in beneficiary outcomes, but it is important to
consider all costs when determining if a new model design is cost effective, such as
Medicare Part A, B and D expenses, Medicaid payments, as well as other costs for
services through State funded programs. We believe with all the data that CMS has, there
is great potential for CMMI to examine ways to use this data to identify best practices,
optimal clinical pathways and predictive analytics that could help all providers deliver the
best possible care and services to the right people at the right time and ultimately reduce
unnecessary costs. Specifically, CMS has a great opportunity to provide a full-view
picture of the clinical pathways and outcomes of beneficiaries to providers and have a
real effect on the quality delivered as CMS has all the fee-for-service Medicare claims
data. While SNFs have access to real-time Minimum Data Set (MDS) data, this only
provides a view within a particular organization.

LeadingAge recommends that CMS provide robust, confidential quarterly reports to SNFs, home
health and hospice providers that help identify quality practices, and gives these providers the
tools to conduct thorough root cause analysis. Specifically, these reports could include
organization-specific trends data and top causes of readmission—if the goal is to improve
performance, then CMS should leverage the claims data at its disposal to help provider
organizations, especially those with more limited resources. By analyzing the available data,

Ms. Amy Bassano
November 20, 2017
Page six

CMS could provide reports to providers that display: their overall readmission rate, their
readmission rate by diagnosis category (e.g., diabetes, respiratory, cardiac, dementia, etc.) and
compare that to the average length of stay for those diagnoses, identify the main causes for
readmissions, number of days between hospital admissions and possibly, optimal care delivery
information (e.g., beneficiaries with an ALOS of X for condition Y had lower readmission rates
than those with a shorter ALOS). This data could be provided and updated more quickly than
any other source available to providers and, again, give providers a view into what happens to
the individual after they leave their site of service. Individual provider-level trending
information (e.g., facility’s performance by quarter and for the past three years) could also be
beneficial. Each one of these data elements could help providers focus their attention based on
these potential predictors and/or initiate conversations with providers in other parts of the care
continuum to improve the care delivery and transition processes. Providing this information
could also lead to real care transformation and do so more cost effectively than each facility
paying a data vendor money to conduct this analysis with old data.


Provider incentives should be determined based on the role the individual provider had in
improving outcomes and reducing costs within the model, and recognize what is
achievable based upon a patient’s medical condition and prognosis.

Model Designs for Consideration as Part of CMMI
LeadingAge has a number of ideas for models that CMMI should pursue. Some models are
conceptual while others are more thoroughly fleshed out. All, however, are strongly aligned
with many of the guiding principles outlined in the RFI on the Innovation Center’s future
direction.
Telehealth
LeadingAge strongly recommends that CMMI launch the following two types of demonstrations:
Chronic Care Management in the Community using Telehealth and Remote Monitoring
This demonstration would involve the guiding principles of patient-centered care, small scale
testing, benefit design and price transparency. The demonstration would be led by home health
agencies (HHA), home care providers (HCPs), life plan communities (LPCs; also referred to as
continuing care retirement communities or CCRCs), and housing with services providers (HSPs),
and would explicitly encourage the use of telehealth and remote monitoring technologies.
Such a demonstration should test and evaluate the cost-effectiveness of a payment system similar
to the payment methodology used in the Independence at Home Demonstration. Under this
demonstration, home health agencies, life plan communities, assisted living (AL) providers, and
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housing with services providers would receive annual incentive payments. Payment amounts
would be based on a percentage of the Medicare savings (Parts A, B and D) achieved as a result
of efficacy-proven telehealth services used to help older adults manage chronic conditions,
improve health outcomes, and reduce hospitalizations, hospital readmissions, and transitions to
higher levels or care (independent living to AL, or AL to skilled nursing).
Such a demonstration would be aimed at populations 60 years or older with two or more of five
chronic conditions (diabetes, heart failure, hypertension, chronic obstructive pulmonary disease
(COPD), and asthma), and living in the community including their own homes, independent
living, senior housing, affordable housing, and assisted living communities as well independent
living and AL levels of LPCs.
The payment model should allow home health care providers to bill for services such as
monitoring, educating, triaging, and managing participants’ health, as well as coordinating with
primary care or specialty providers when needed for additional interventions, like medication
titration, change of medications, ordering laboratory tests, or modifying any other part of the care
plan. The eligibility for payment should not be limited to rural areas.
Reducing Hospitalizations and Hospital Readmissions of Nursing Home Residents Using Twoway Video Conferencing Telemedicine and Telehealth
This demonstration would satisfy the guiding principles of patient-centered care and small scale
testing and would be led by Skilled Nursing Facilities (SNFs) and LPCs. It would explicitly
encourage the use of two-way video conferencing telemedicine, and telehealth.
Such demonstration would be aimed at testing and evaluating the cost-effectiveness of a payment
system that would provide financial incentives to SNFs (and the skilled level of LPCs)
participating in the demonstration to receive annual incentive payments based on a percentage of
the Medicare savings (Parts A, B and D) achieved as a result of using two-way video
conferencing telemedicine, and telehealth services to connect with physicians, hospitalists,
psychiatrists, and other specialists help older adults residing in SNFs reduce unnecessary
hospitalizations, hospital readmissions, improve health outcomes, and coordinate with hospitals
and physicians if/when hospitalization or readmission is necessary.
The payment model should allow SNFs to bill for services such as assisting physicians in
triaging, stabilizing and managing participants’ health as well as coordinating with physicians
and hospitals when needed for additional interventions, like medication titration, change of
medications, ordering laboratory tests, modifying any other part of the care plan, or transferring
to a hospital. The eligibility for payment should not be limited to rural areas.
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Affordable Senior Housing/Medicare Advantage Care Plan Partnership to Improve Care
Coordination for Low-Income Older Adults
Over two million individuals aged 65 and over live in publicly-subsidized housing properties
situated in urban, suburban and rural communities across the country. Findings from several
studies conducted by The Lewin Group/LeadingAge research team and funded by HUD,
DHHS/ASPE and the MacArthur Foundation, indicate that over 70 percent of these elderly
residents are dual eligibles, have five or more chronic conditions, are taking multiple
medications and incur higher Medicare and Medicaid expenditures than their dual eligible peers
living in the community but not in subsidized congregate environments. This congregate
housing setting, therefore, provides a unique platform for identifying low income older adults
with various health care risks and targeting a range of preventative, chronic care management,
care coordination and transitional care services to delay or avoid high cost utilization, including
emergency department and hospital visits and nursing home placement. In addition to the
economies of scale offered by having many low-income older adults living under the same roof,
many of these HUD and/or state-subsidized sites have housing-based service coordinators
dedicated to helping these residents age successfully in their communities.
Over the past decade, LeadingAge has documented a growing number of senior housing plus
services programs designed to provide wellness services and service coordination. The most
ambitious is the Seniors Aging Safely at Home (SASH) model that was developed in Vermont.
Currently over 130 HUD 202, tax credit and public housing authority buildings are part of the
SASH network and are directly linked to the medical homes and ACOs that were created by the
state’s health care reform initiative.
Originally part of the 6-state Medicare Coordinated Care Demonstration Program, each property
has a service coordinator and part-time wellness nurse per 100 residents who are dedicated to
assessing the service needs and goals of individuals willing to participate in the program,
developing individual and community-wide healthy aging plans, and engaging in evidence-based
prevention and health promotion activities, health monitoring and coaching and care
coordination with primary care providers and other health and social services providers.
Findings from a four-year evaluation of this program, conducted by the LeadingAge and RTI
research team and funded by ASPE/HUD, indicate ongoing reduction in the growth of Medicare
expenditures for the SASH participants relative to non-SASH participants and another control
group in New York.
These findings and promising results from several other studies, including a study of multiple
senior housing properties that partnered with UPMC in the Pittsburgh area,2 prompted HUD to
fund a $15 million randomized control trial of a service coordinator/wellness nurse model in 40
HUD 202/tax credit properties in 7 states. The Lewin Group and LeadingAge are currently
2

Castle, 2009
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assisting HUD in implementing this RCT; ABT Associates has been awarded the independent
evaluation contract for this four-year demonstration.
One of the challenges to scaling this model is the lack of sustainable financing for this program.
While HUD and/or housing operators currently support service coordinator positions in
approximately 40 percent of housing properties nationwide, there is no such funding for nurses
nor is the service coordinator support sufficient for the level of service coordination provided in
programs like SASH or the HUD randomized control trial (RCT). SASH was able to access
Medicare funding for their teams during the demonstration period and the state has continued to
provide support through its health care reform effort. LeadingAge is currently working with
LTQA and several Senior Care Organizations (Medicare Special Needs Plans for dual eligibles)
in Massachusetts to explore the potential for SCOs to pull resources to fund a housing-based
demonstration. Other states such as Oregon and Ohio have expressed interest in this type of
model. We have also had discussions with a number of managed care plans and ACOs about
the potential for them to partner with senior housing properties to more efficiently and
effectively manage the care of Medicare beneficiaries living in their properties.
LeadingAge believes that there is great potential for affordable senior housing properties to
partner with Medicare Advantage (MA) Plans to improve care coordination, address social
determinants of health and reduce costs for the Medicare program. Last year, the Bipartisan
Policy Center Senior Health and Housing Task Force recommended that the CMS launch an
initiative that coordinates health care and LTSS for Medicare beneficiaries living in publiclyassisted housing to test the potential of improving health outcomes of a vulnerable population
and reducing health care costs. LeadingAge would like to see CMMI support a targeted
demonstration to explore how MA Plan benefits could be expanded to cover a wellness/service
coordination function for elderly residents of affordable housing. Several options could be
explored, including coverage only for individuals enrolled in MA Plans or a housing-based
benefit that would be targeted to the property as a whole.
Quality Survey Model for Long Term Care Facilities
LeadingAge has always supported effective nursing home oversight and has encouraged its
members to educate consumers so they can make informed decisions regarding care
choices. However, the complicated, inconsistent and ineffective survey and certification system
has caused many nursing home providers to question whether they want to continue in the field.
Presently, a new long term care survey process is being rolled out to providers. The goals of the
new process are to improve quality of care and promote quality of life for residents who live in
the nursing home, with the emphasis being on person-centered care. Nevertheless, the new
survey process, like those before it, is built on the same dichotomy of either compliant or noncompliant conditions.
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LeadingAge recognizes persistent flaws in both the current survey and certification process and
the new process slated to take effect later this month:


Lack of communication (except during surveys) and a consultative process between
providers and surveyors that creates a punitive and defensive relationship which does
not offer solutions to improve quality. Instead, visits done by surveyors are driven by
fault finding.



The complexity of the regulatory guidelines leads to inconsistency in oversight and
enforcement. This complexity also inhibits true process improvement—where
sustained quality management requires a focus on a small number of specific areas,
and not dozens at one time.



Lack of scientific evidence for many of the regulations hampers innovation and
person-centered best practices.

LeadingAge would like to see a survey system that focuses on what works, and the dissemination
of best practices. When issues are identified, surveyors should work with providers to identify
potential, sustainable solutions. We believe that the survey process should embrace the principles
of QAPI that are now part of the nursing home conditions of participation regulations. Further,
as CMS moves forward with a new nursing home survey process, we would like to see the
following:


A more open and transparent communication style between surveyors and providers.



Surveyors willing to look at innovative practices and provide meaningful input into
areas of process improvement.



Surveyors in all states adequately trained in both the interpretation of the regulations,
but in communications skills as well.



Survey training for providers as well as surveyors.



Surveyor competency in the area they survey (e.g., nursing, dining).

When issues are identified during a survey visit, they should be shared with the providers—with
a focus on how the provider might remedy or correct the deficient practice. Where possible,
shared resources, such as a regional collaborative or Quality Improvement Organizations (QIOs),
should be offered as resources for process improvement and best practices.
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The Interpretative Guidelines for Surveyors should be reviewed annually, to make sure the
guidance is current with changing practice standards, and any changes to the guidance should be
communicated to providers as well.
Surveyors should be trained to be aware of culture-change initiatives that focus on personcentered care, and be willing to work with the community to ensure compliance with regulations,
rather than immediately going to a citation, which stifles any willingness of providers to take
risks in developing innovative, culture-change practices.
CMS should make a clear distinction for consumers between deficiencies identified by complaint
and those that are self-reported by the provider.
Presently, nursing homes with deficiencies above certain levels automatically lose their authority
to train nurse aides for two years. This is often very arbitrary, applying even to previously highquality providers who have a deficiency that has been immediately corrected. Furthermore, those
providers that struggle with sustained quality challenges typically need MORE staff, not less.
And in many geographic areas, it is the training program that drives the workforce supply for the
providers. We believe that this remedy should be applied in more select cases, with the ability to
resume training when the deficient practice is corrected.
Lastly, in the event of a dispute between providers and surveyors, LeadingAge would like to see
the use of an Informal Dispute Resolution (IDR) process that is handled by an objective, reliable
third-party. This has already been successful in a number of states and should be instituted on a
national basis.
LeadingAge strongly believes that nursing home residents should receive the highest possible
quality of care, yet an enforcement system that merely focuses on finding errors and escalating
punishments does not lead to excellence. Rather, it merely serves to create defensiveness and
stifles any willingness of providers to explore new and innovative approaches to care. Nowhere
else in health care is such a complex and rigid system in place to determine “compliance,” while
serving as a disincentive to actual excellence.
We believe that CMMI is just the vehicle for creating an oversight and enforcement system that
ensures compliance and resident safety, but also helps drive providers to continue their journey
for performance excellence. Such an approach would improve the lives of millions of American
seniors and their families.
Integrated Services
LeadingAge believes it is time to redesign our current delivery system and clear away barriers so
the nation can more aggressively pursue integration models that respect older adults by taking a
more holistic approach to meeting their needs and achieving high-value results. While we have
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made some progress in this area, we must move faster and do more to address the comprehensive
needs of our aging population.
Our proposed model is for a person-centered, integrated service delivery model that views and
addresses the needs of older adults in a holistic fashion, uses available public and private
resources more efficiently, achieves better health outcomes, and helps Americans live better
lives, regardless of age. We urge CMMI to initiate a large-scale, national demonstration to test,
refine and encourage widespread adoption of this model for all older adults (as described below).
Our proposed integrated service model begins in the community with screenings and early
interventions and is designed not only to identify and treat an individual’s health and chronic
care needs, but also to understand the origins of high-risk conditions so their long-term impact on
the individual’s health can be mitigated. By starting in the community, instead of the hospital or
doctor’s office, we can:


Keep people well and functionally able longer.



Help people address such social determinants of health as financial security, nutrition,
housing and transportation.



Coordinate the foregoing early interventions with any needed medical care and social
services. This approach can delay or prevent the need for emergency department (ED) or
inpatient hospital care, post-acute care, and long-stay nursing home care. It can also
promote appropriate and timely use of palliative and hospice care, and other essential
services and supports.

The integrated service model described below would build on existing models like the Program
of All-Inclusive Care for the Elderly (PACE) and Financially Integrated Dual Eligible (FIDE)
Special Needs Plans (SNPs). But the new model would go further than these programs, and
would achieve greater results because it would not start with a medical event. By taking an early,
proactive and holistic view of the individual, the new integrated service model would optimize
our use of available financial and workforce resources while achieving better outcomes for older
adults. This new model would truly support all of us as we age, and enable all of us to live our
best lives.
Overview
The integrated service model that LeadingAge envisions will address the needs of all older
adults, not just those with high needs and high costs. The ultimate goal of this broader population
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focus is to reduce the number of older adults who develop high needs and high costs, while also
slowing the growth of Medicaid and other public financing.
As noted above, a key component of the integrated service model is its holistic approach to
service delivery. The model would not view a person’s need from a narrow medical or
symptomatic perspective. Rather, the model would deliver a comprehensive and coordinated set
of services and supports at the community level to address the needs and goals of the whole
person.
The integrated service model would be implemented by an organized, community-based “hub”
of providers working collaboratively to deliver services and supports to individuals. The hub
could be directed by any group of providers: not just a health plan, hospital, health system or
doctor, but also a community-based LTSS organization. Providers in the hub would be
financially aligned to work together across services and settings, and would employ a personcentered approach to addressing each person’s needs in a comprehensive way. The older adult
would choose their community provider hub for integrating their care and services.
The integrated service model’s features would include:
Pooled Resources and Assumption of Risk
The success of the integrated service model depends on the ability of hub providers to pool all
sources of funding – public and personal – and to be free from the existing fee-for-service
structure. The model calls for payers to adopt and deploy risk-based payment methodologies that
would incentivize groups of collaborating providers to integrate the full-range of services and
supports necessary to help an individual maintain health and achieve personal goals. These
pooled Medicare, Medicaid and personal funds would be deployed flexibly in service of a wide
range of individual needs.
Hub providers would conduct comprehensive risk assessments and assume some portion of the
risk for outcomes and total cost of care. This approach would encourage hub providers to be
accountable for the total cost of care and services for the older adult, and to use the most costeffective strategies to achieve optimal outcomes.
Inclusivity and Flexibility
The integrated service model would not place limits on which providers could lead the hub, and
where services could be provided. Existing models like ACOs and SNPs can only be led by
health plans, hospitals, health systems and doctors. The integrated service model would allow
other community-based providers, including LTSS providers, to serve as the accountable
entity/hub for older adults.
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Single Point of Contact and Accountability
Integration is most successful when there is a single care manager, single care plan and single
point of contact for individuals and their families.3 Therefore, the integrated service model would
feature a single “service facilitator” who would be assigned to an individual by the communitybased hub. Individual providers, health plans or sites of service would no longer employ their
own care manager, thus eliminating the confusion and additional cost of this duplicative
function.
The service facilitator would play a pivotal role within the hub. The role of this individual could
be similar in purpose to a medical or health care home, but also might share some elements of
the Medi-Caring Communities concept developed by Dr. Joanne Lynn.4
The service facilitator would be:


A resource who identifies and explains available care and service options to help older
adults and their families proactively address the older person’s needs and understand the
associated costs.



A coach who engages older adults as active participants in their health. Older adults and
their families have firsthand knowledge about the older adult’s needs, changes in
condition, preferences and resources. Better health outcomes and compliance with the
aging service plan are more likely to occur when older adults and their families are
engaged in self-managing their chronic conditions and achieving the goals of their aging
service plan.5



A translator who serves as a liaison among hub providers and between the individual and
the hub’s interdisciplinary care team. The service facilitator obtains answers, clears up
confusion and ensures optimal outcomes.



A navigator who helps older adults and their families navigate health care and support
systems by setting up appointments or arranging for selected services to ensure needs are
met in a timely manner.

Comprehensive Assessment
The hub’s interdisciplinary provider team would perform a comprehensive assessment of each
older adult. The assessment would ensure that current needs are addressed and changing
3

Windh, J., Atkins, G. L., Simon, L., Smith, L., & Tumlinson, A. (2016, April). Key components for successful
LTSS integration: Lessons from five exemplar plans. Washington, DC: Long-Term Quality Alliance.
4
Lynn, J. (2016). MediCaring communities: Getting what we want and need in frail old age at an affordable cost.
Ann Arbor, MI: Altarum Institute.
5
https://report.nih.gov/nihfactsheets/Pdfs/Self-management(NINR).pdf
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conditions are caught early, before more costly services are necessary. This assessment would
not only identify the older adult’s medical needs. It would also identify the individual’s:





Functional and cognitive capabilities.
Health-related social needs, including housing, transportation and nutrition.
Current living and support environment.
Existing providers engaged in addressing the older adult’s needs.

Collaboration on the Aging Service Plan
The hub’s interdisciplinary team, in collaboration with the older adult and his or her family,
would use findings from the comprehensive assessment to develop a universal aging service
plan. The plan would describe:





The expected evolution of the older adult’s health and needs.
Existing and potential resources to address those needs as they evolve.
Any gaps or hazards that may be encountered.
How these issues will be addressed.

The unified aging service plan would be developed, and modified as needed, in collaboration
with the older adult, his or her family, and all identified current and new service providers. All
hub providers would contribute to the plan for each older adult they serve. Providers, older adults
and their families would work together as new situations arise, and would consider solutions that
take into account the whole person and his or her service providers and support network.
Timely Access to a Full Range of Services and Supports
The hub would be allowed to offer any services and supports that “optimize health or functional
status” for certain beneficiaries.6 Services and supports would not be limited to the current list of
Medicare or Medicaid-covered services. Instead, Medicare and Medicaid or personal funds
would be combined and used to pay for services that can be tied back to the needs identified in
the individualized aging service plan.
The hub would be responsible for implementing the service plan. This would involve contracting
with other providers of services and supports, facilitating the sharing of individuals’ health
information across settings, and connecting older adults with service and support providers that
could address emergent needs. Hub providers would establish ongoing communication channels
and work together to create clinical pathways, best practices and protocols that follow the person
across settings.

6

Fise, P. (2017, April). Improving care for high-need, high-cost Medicare patients. Washington, DC: Bipartisan
Policy Center.
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Older adults would be able to access services and providers in a timely way so that unnecessary
hospitalizations could be avoided. Services would be provided efficiently and, when possible,
hub providers would use telehealth to address issues as they arise. The level of services and
supports would increase and decrease to meet changing needs.
Comprehensive Care Coordination
Care coordination is a key strategy for improving the health care system’s effectiveness and
outcomes for the older adult. But coordination must go beyond the medical to encompass all
services and supports received by older adults. A 2015 Institute of Medicine report shows that
poor communication among providers leads to diagnostic errors, and that today’s reimbursement
models do not support needed care coordination.7
Coordination of all services and supports would help to:


Improve the older adult’s quality of life.



Eliminate service duplication and unnecessary hospitalizations, thus reducing costs.



Reduce poor outcomes from delayed services, conflicting care plans or poor
communication.



Ensure that individuals can access services and supports at the right place and time, and
often for a lower cost.



Identify the best interventions, based on the wisdom of the entire service team.



Facilitate early assessment and intervention, which can extend an older adult’s
independence, and help that person delay or avoid use of high-cost care settings and
faster spend-down of their personal resources.

Health Information Access and Sharing
A 1999 Institute of Medicine report suggests that when individuals see multiple providers in
different settings, and those providers don’t have access to complete information about the
individual, “it becomes easier for things to go wrong.”8 To avoid this scenario, the integrated
service model would give hub providers and families real-time access to health information and
to an individual’s aging service plan. This access would:
7

Institute of Medicine. (September 2015). Improving diagnosis in health care: Quality chasm series. Washington,
DC: National Academy of Sciences. Retrieved from:
http://www.nationalacademies.org/hmd/~/media/Files/Report%20Files/2015/ImprovingDiagnosis/DiagnosticError_ReportBrief.pdf
8
Institute of Medicine (November 1999). To Err is Human: Building a Safer Health System
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Ensure continuity of services.
Avoid duplicative information collection and diagnostic tests.
Help providers make informed decisions about treatments, medications and daily
supports based on a full picture of the individual.
Facilitate coordination and communication by helping providers consult with one
another.
Make doctor visits more efficient by placing a focus on trends and changes in condition.

Technology Tools
Technology tools would be used within the integrated service model to help hub providers, older
adults and their families:






Achieve greater information sharing.
Improve access to services and supports through virtual visits and tele-monitoring.
Engage providers, older adults and families in activities to support wellness and
independence.
Facilitate predictive modeling to improve outcomes and identify best practices.
Expand access to preventive and chronic disease management tools.

Quality Assurance
The integrated service framework would define measures of quality. At a minimum, these
measures would gauge the satisfaction of the older adult and his or her caregivers. Measures
would also be risk-adjusted, would account for socio-economic status, and would be tied to the
achievement of the individual’s goals, as identified in the aging service plan.
The model supports CMMI’s proposed guiding principles including:


Choice and competition in the market by providing more options for integration and more
providers who could lead this approach.



Provider choice and incentives: This voluntary model allows providers to decide and
assumes that an array of financial options such as those available under the Next
Generation ACO would be available as incentives for providers to collaborate, coordinate
and communicate to fully integrate the services and supports their participants need.



Patient-centered care: We would choose to say person-centered care but agree that
empowering older adults, their families and caregivers to play a critical role in their own
care will be integral to the success of this model.



Small Scale Testing: Many LeadingAge members around the United States have
firsthand knowledge of and demonstrated success offering integrated service models like
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the one described above.9 Unfortunately, regulatory and financing barriers limit the
ability of LeadingAge members to fully realize and scale these models.
LeadingAge believes this integrated service model approach represents both consumer-directed
and market-based innovation models as it allows the individual consumer to select their
“integrator,” be directly involved in the development of their aging service plan, and the model
itself is designed to be led by the individual’s service providers in their community. We
anticipate how the model is deployed and designed in each community will reflect individual
market service availability, geographic challenges and advantages and provider and consumer
preferences. The financial aspects of the model could be in the form of a bundled payment or
use other financing approaches available under the Next Generation ACO or PACE models.
Additional information, including three LeadingAge member examples of an integrated service
model can be found in our published paper.
A somewhat similar but more limited model--the Community-Based Institutional Special Needs
Plan (CBI-SNP) demonstration program--is included in the Community Based Independence for
Seniors Act. It moves Medicare beyond fee for service or MA. Specifically, MA plans would be
allowed to enroll up to 1,000 eligible Medicare beneficiaries (including new enrollees) in the
CBI-SNP program. Under this program, eligible Medicare beneficiaries would receive the LTSS
benefits, such as homemaker services, home-delivered meals, transportation services, respite
care, and adult day care services, as well as non-Medicare-covered safety and other equipment.
Adding targeted home and community-based services (HCBS) not covered by Medicare for high
risk MA beneficiaries has the potential to postpone or prevent hospitalization and
institutionalization.
With respect to potential demonstrations similar to CBI-SNP, CMS should work with provider
associations to identify providers that are incorporating innovative practices to improve care
outcomes and reduce costs. The existing work of innovative providers should be the starting
point for the design of any new model. Further, it is important for CMMI to work with providers
to ensure that the eligibility criteria for any care delivery model reflects the goals of that model.
For example, the Medicare Care Choices Model was intended to provide a new option for
Medicare beneficiaries to receive hospice-like support services from certain hospice providers
while concurrently receiving services provided by their curative care providers. Yet under
current payment rules, Medicare and dually-eligible individuals are required to forgo curative
care in order to receive services under the Medicare or Medicaid Hospice Benefit. This conflict
was not resolved in the Medicare Care Choices Model, which, therefore, limits participation and
effectiveness.

9

Specifically, many of these members have participated in the Model 3 Bundled Payment for Care Improvement
initiative and the Medicare Accountable Care Organizations program.
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Additional Improvements for CMMI to Consider
LeadingAge strongly maintains that true reform of Medicare and Medicaid, and the broad
development of integrated services, requires a single program and a single funding source that
combines existing Medicare and Medicaid dollars so older adults can access a full range of
services to address their medical, health-related, social and LTSS needs. We understand that
such an approach is a long-term goal. Therefore, we share the following as a menu of interim
steps that could be adopted or tested to support a move toward integration and incentivize
providers to adopt a more holistic approach.
Building a Foundation for Holistic Service Delivery


Take a broader look at needs: Expand the existing Medicare wellness visit benefit to
include a comprehensive assessment that evaluates an older adult’s need for services and
supports to foster independence and manage health and wellness. The American
Geriatrics Society supports this concept.



Expand the list of reimbursable services: Permit Medicare and Medicaid reimbursement
for any services that optimize the health or function of an older adult as long as he or she
is part of an integrated service model, has received a comprehensive risk assessment, and
has a corresponding care and service plan.

Facilitating Coordination among Providers


Foster health information sharing: Reexamine the Health Insurance Portability and
Accountability Act of 1996 (HIPAA) to identify actual barriers to health information
sharing among health and service providers. Once these barriers to integration are
identified, seek appropriate legislative or regulatory changes, and educate providers about
the types of sharing that HIPAA allows.



Align expectations of providers across the continuum: Include performance measures for
primary care physicians and hospitalists in the Merit-based Incentive Payment System
track of the Quality Payment Program to encourage and assess their level of coordination
with LTSS and post-acute care providers.

Expanding the Pool of Providers Who Can Lead Integrated Models
If we are serious about transforming service delivery and lowering cost, we must pursue models
that originate in the community and engage with individuals before a hospitalization occurs.
Achieving this goal requires the participation of a variety of providers. LeadingAge, therefore,
encourages CMMI to expand its thinking about what types of providers can lead models
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currently being tested as well as proposed models. If we truly seek to change the spending trend,
we must approach the needs of a person as a whole person not exclusively by payer source. It is
this siloed thinking that has brought us to the current day.


Medicare: Reimburse LTSS or community-based organizations responsible for
coordinating care for Medicare beneficiaries or individuals who are dually eligible for
Medicare and Medicaid. To facilitate reimbursement, Medicare should also develop a
corresponding code, similar to the Medicare Chronic Care Management Current
Procedural Terminology code available to physicians.



Demonstration programs: Amend existing ACO and other CMMI demonstration
language to:
o Expand the definition of providers that can lead these integrated service models.
Include LTSS, post-acute, and other community-based organizations and
providers in this definition.
o Allow these providers to apply for the Advanced Investment Model ACO so they
can obtain an “advance” on their projected shared savings. Providers can use that
advance to make the upfront infrastructure investments needed to pursue such
integrated service models.



LTSS providers: CMMI should launch a demonstration to test a voluntary, national,
fully-integrated service model like the one described in this document. The model, led by
post-acute and/or LTSS providers, would allow Medicare funds to be pooled with
Medicaid and/or private funds. It would also leverage technologies that have been
demonstrated to effectively10 support integrated service models in addressing older
adults’ needs. It could utilize funding options available to Next Generation ACOs or
PACE programs



Medicare Advantage: Broaden the definition of “provider” so senior living and assisted
living providers could develop and deliver provider-sponsored MA plans. In addition,
consider revising MA plan requirements, including reserve requirements, for providersponsored plans so they are similar to the requirements governing PACE programs.

10

http://www.leadingage.org/sites/default/files/2013_CAST_Telehealth_and_Remote_Patient_Monitoring_%28RPM
%29_Case_Studies_0.pdf; and http://www.leadingage.org/white-papers/telehealth-and-remote-patient-monitoringlong-term-and-post-acute-care-primer-and
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Removing Limitations on Service Delivery


Eliminate minimum hospital stay requirements for obtaining needed care or services:
Waive the three-day inpatient hospital stay requirement for all integrated service models
when a comprehensive care or service plan is in place and a care coordinator or service
facilitator is involved. Eliminate the observation status under Medicare fee-for-service for
the purposes of determining nursing home eligibility for post-acute care. This is already
permitted under MA plans and some alternative payment models.

Creating a Flexible Framework


Build on other models: Create and test a regulatory framework for the new integrated
services model that builds on PACE and FIDE SNP. At a minimum, the framework
should require a community-based hub of providers to conduct a comprehensive risk
assessment, develop an aging service plan, coordinate services through a single service
facilitator, and consolidate and integrate funding for older hub participants. Provider
payment options might look like those available under the Next Generation ACO model.



Deliver services in the right place: Eliminate the requirement that service provision be
limited to a certain site of service or source of payment. Instead, allow for service
provision to be governed by provider scope of practice and qualifications so services can
be provided in homes, congregate housing communities, AL communities, or another
location, as long as that care can be provided safely. This change would help address
workforce shortage issues, ensure that older adults receive timely access to care where
and when they need it, and potentially reduce unnecessary emergency room visits and
health care utilization.



Allow consumer choice: Permit older adults to choose the group of providers that
receives and utilizes all available public and private funding to provide them with crosscontinuum coordination of services. This “integrator” could be a health plan, ACO,
integrated service hub, medical home or health care home. The integrator would only be
chosen by a third party if an individual did not make a selection.

LeadingAge would like to thank CMMI for opening a new direction to promote patient-centered
care. As we have stated in our response to this RFI, by focusing on older adults in the
community and by using true measures of quality to evaluate outcomes, there is greater
opportunity to avoid unnecessary high-cost settings and services by providing the right services
at the right time and in the right place.
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Please do not hesitate to contact us with any questions you many have about the models
discussed in this response to the RFI.
Sincerely,

Katie Smith Sloan
President & CEO
LeadingAge

November 20, 2017
Centers for Medicare & Medicaid Services
Innovation Center
7500 Security Boulevard
Baltimore, MD 21244
RE:

Comments in Respone to RFI for Innovation Center New Direction
-- SUBMITTED VIA EMAIL

Thank you for the opportunity to provide feedback on a new direction for the CMS Innovation
Center. LeadingAge Oregon is the statewide association of not-for-profit and other missiondirected organizations dedicated to advancing quality aging services in Oregon. Our members
include federally subsidized housing for low-income seniors, nursing homes, residential care,
assisted living, life plan communities/CCRCs, home care agencies and other community service
providers.
We believe that by incentivizing Medicare Advantage (MA) Plans to enroll groups of low income
seniors and individuals with disabilities living in affordable housing properties, CMS’s guiding
principles of choice, patient-centered care and data-driven care will be achieved for Medicare
and Medicaid’s highest cost population. By embedding care management teams within senior
housing, CMS will increase consumer- directed care, create informed prescription drug
consumers, and bring mental and behavioral health supports to people at the most effective
location - where they live.
Additionally, we believe CMS’s Innovation Center should go beyond Fee-For-Service (FFS) and
MA plans. By testing a multi-payer payment approach funded by public and private payers,
CMS can evaluate how to increase participation in data-driven, voluntary care management
programs designed to increase choice, improve care quality and reduce cost. A multi-payer
pool will preserve consumer choice of providers and insurers.
Currently, there are many affordable senior housing members prepared to conduct small-scale
tests of a “place-based” Medicare Advantage plan or a multi-payer approach. If successful,
these payment interventions can be scaled to the hundreds of federally assisted affordable
housing communities across the country.
Over two million individuals age 65 and over live in publicly subsidized housing properties
located in urban, suburban and rural communities across the country. Findings from
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several studies conducted by The Lewin Group/LeadingAge research team and funded by HUD,
DHHS/ASPE and the MacArthur Foundation, indicate that over 70 percent of these elderly
residents are dually eligible for both Medicare and Medicaid, have five or more chronic
conditions, are taking multiple medications and incur higher healthcare expenditures than their
dual eligible peers living in the community, but not in subsidized congregate environments.
This congregate housing setting provides a unique platform for identifying low-income older
adults with various health care risks and targeting a range of preventative, chronic care
management, care coordination and transitional care services to delay or avoid high cost
utilization including emergency department and hospitalvisits and nursing home placement. In
addition to the economies of scale offered by many low-income older adults living under the
same roof, many of these HUD and/or state subsidized sites have housing-based service
coordinators dedicated to helping these residents age successfully in their communities.
Promising Results from Housing & Services Models
Over the past decade, national LeadingAge has documented a growing number of senior
housing plus services programs designed to provide wellness services and service coordination.
The most ambitious of these programs is the Support and Services at Home (SASH) model that
was developed in Vermont. Currently, over 140 HUD 202, USDA Rural Development Section
515, tax credit and public housing authority buildings are part of the SASH network. The SASH
network directly links these communities to the medical homes and ACOs that Vermont created
during the state’s health care reform initiative.
Each SASH property has a service coordinator and part-time wellness nurse for every 100
residents. The service coordinator and wellness nurse positions provide a number of services
including: assessing the service needs and goals of individuals who are willing to participate in
the program; developing individual and community-wide healthy aging plans; and engaging in
evidence-based prevention and health promotion activities, health monitoring, coaching and
care coordination with primary care providers and other health and social services providers.
Findings from a four-year evaluation of this program, conducted by the LeadingAge and RTI
research team and funded by ASPE/HUD, has found promising results including an ongoing
reduction on the growth of Medicare expenditures for the SASH participants relative to nonSASH participants and another control group in New York.
SASH incorporates all six of CMS’s guiding principles. SASH is a Patient-Centered model that is
voluntary, protects provider choice, and provides the tools and information consumers need to
make decisions that work best for them. For example, SASH has increased advance directives
by 40 percent. SASH focusses on Mental and Behavioral Health by partnering with mental
health agencies on programs such as the Zero Suicide initiative. Very low-cost interventions
have led to a reduction in systolic blood pressure for 70 percent of the SASH Hypertension
Management participants.

These findings and promising results from several other studies, including a study of multiple
senior housing properties that partnered with UPMC in the Pittsburgh area (Castle, 2009), led
HUD to fund a $15 million randomized control trial of a service coordinator/wellness nurse
model in 40 HUD 202/tax credit properties in 7 states. The Lewin Group, LeadingAge and the
National Well Home Network are currently assisting HUD in implementing this RCT. ABT
Associates has been awarded the independent evaluation contract for this three- year
demonstration.
One of the challenges to scaling this model is the lack of sustainable financing for this program.
While HUD and/or housing operators currently support service coordinator positions in
approximately 40 percent of housing properties nationwide, there is no such funding for nurses
nor is the service coordinator support sufficient for the level of service coordination provided in
programs like SASH or the HUD RCT. SASH was able to access Medicare funding for their teams
during the demonstration period and the state of Vermont has continued to provide support
through a CMS-approved All-Payer Model.
Future Opportunities
LeadingAge is currently working with LTQA and several Senior Care Organizations (Medicare
Special Needs Plans for dual eligibles) in Massachusetts to explore the potential for SCOs to pull
resources to fund a housing- based demonstration. Oregon would be interested in exploring
this type of model. LeadingAge has also had discussions with a number of managed care plans
and ACOs about the potential for them to partner with senior housing properties to more
efficiently and effectively manage the care of their Medicare beneficiaries living in their
properties.
We agree with LeadingAge in the great potential for affordable senior housing properties to
partner with Medicare Advantage Plans to improve care coordination, address social
determinants of health and reduce costs for the Medicare program. Last year the Bipartisan
Policy Center Senior Health and Housing Task Force recommended that the Centers for
Medicare and Medicaid Services (CMS) launch an initiative that coordinates health care and
long-term services and supports (LTSS) for Medicare beneficiaries living in publicly assisted
housing to test the potential of improving health outcomes of a vulnerable population and
reducing health care costs.
LeadingAge Oregon would like to see CMMI support a targeted demonstration to explore how
Medicare Advantaged Plan benefits could be expanded to cover a wellness/service
coordination function for elderly residents of affordable housing. Several options could be
explored including coverage for individuals enrolled in Advantage Plans or a housing-based
benefit that would be targeted to the property as a whole.
We strongly encourage CMS to discuss these new directions with HUD, LeadingAge, The
National Well Home Network, affordable housing providers, other stakeholders and
beneficiaries. SASH was designed in collaboration with Medicare beneficiaries living at the
pilot site and many housing providers have the capacity to bring beneficiaries to the table to
design new payment models.

Thank you for this opportunity to provide feedback.
Sincerely,

Ruth Gulyas
CEO

TO:

Centers for Medicare and Medicaid Services (CMS)

FROM:

LeighBeth Merrick, Director of Senior Living & Community Services, LeadingAge
Washington

DATE:

November 20, 2017

RE:

Testing A Medicare Advantage Plan Partnership with Affordable Housing to Improve
Care Coordination for Low-Income Older Adults and Individuals with a Disability; and,
Testing A Multi-Payer Pool as an alternative to Fee-For-Service (FFS) or Medicare
Advantage (MA) Plans.

VIA ONLINE SUBMISSION
Thank you for the opportunity to provide feedback on a new direction for the CMS Innovation Center.
We believe that by incentivizing Medicare Advantage (MA) Plans to enroll groups of low income seniors
and individuals with a disability living in affordable housing properties, CMS’s guiding principles of
choice, patient-centered care and data-driven care will be achieved for Medicare and Medicaid’s highest
cost population. By embedding care management teams within senior housing CMS will increase
Consumer-Directed Care, create informed Prescription Drug consumers, and bring Mental and
Behavioral Health supports to people at the most effective location: where they live.
We also see opportunity for CMS’s Innovation Center to go beyond Fee-For-Service (FFS) and MA plans.
By testing a multi-payer payment approach funded by public and private payers, CMS can evaluate how
to increase participation in data-driven, voluntary care management programs designed to increase
choice, improve care quality and reduce cost. A multi-payer pool will preserve consumers choice of
providers and insurers.
In addition to several other states, LeadingAge Washington’s affordable senior housing members are
prepared to conduct small scale tests of a “place-based” Medicare Advantage plan or a multi-payer
approach. These affordable senior housing members provide homes to nearly 10,000 older adults and
individuals with disabilities and are seeking a sustainable funding source for wellness and care
coordination services that allows for their residents to remain living independently longer. Allowing for
people to live independently longer is not only a prudent use of finite Medicaid and Medicare dollars
but it also honors individuals’ needs and desires. If successful, these payment interventions could be
rapidly scaled at the hundreds of federally assisted affordable housing communities across the country.
Over two million individuals aged 65 and over live in publicly subsidized housing properties located in
urban, suburban and rural communities across the country. Findings from several studies conducted by
The Lewin Group/LeadingAge research team and funded by HUD, DHHS/ASPE and the MacArthur
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Foundation, indicate that over 70 percent of these elderly residents are dual eligibles, have five or more
chronic conditions, are taking multiple medications and incur higher Medicare and Medicaid
expenditures than their dual eligible peers living in the community but not in subsidized congregate
environments. This congregate housing setting, therefore, provides a unique platform for identifying
low income older adults with various health care risks and targeting a range of preventative, chronic
care management, care coordination and transitional care services to delay or avoid high cost utilization
including emergency department and hospital visits and nursing home placement. In addition to the
economies of scale offered by many low-income older adults living under the same roof, many of these
HUD and/or state subsidized sites have housing-based service coordinators dedicated to helping these
residents age successfully in their communities.
Over the past decade, LeadingAge has documented a growing number of senior housing plus services
programs designed to provide wellness services and service coordination. The most ambitious is the
Support And Services at Home (SASH) model that was developed in Vermont. Currently over 140 HUD
202, USDA Rural Development Section 515, tax credit and public housing authority buildings are part of
the SASH network and are directly linked to the medical homes and ACOs that were created by the
state’s health care reform initiative. Originally part of the 8-state Multi-payer Advanced Primary Care
Practices (MAPCP) demonstration program, each property has a service coordinator and part-time
wellness nurse per 100 residents dedicated to assessing the service needs and goals of individuals who
are willing to participate in the program, developing individual and community-wide healthy aging plans
and engaging in evidence-based prevention and health promotion activities, health monitoring and
coaching and care coordination with primary care providers and other health and social services
providers. Findings from a four-year evaluation of this program, conducted by the LeadingAge and RTI
research team and funded by ASPE/HUD, has found promising results including an ongoing reduction on
the growth of Medicare expenditures for the SASH participants relative to non-SASH participants and
another control group in New York.
SASH incorporates all six of CMS’s guiding principles. SASH is a Patient-Centered model that is
voluntary, protects provider choice, and provides the tools and information consumers need to make
decisions that work best for them. For example, SASH has increased advance directives by 40%. SASH
focusses on Mental and Behavioral Health by partnering with mental health agencies on programs such
as the Zero Suicide initiative. Very low-cost interventions have led to a reduction in systolic blood
pressure for 70% of the SASH Hypertension Management participants.
These findings and promising results from several other studies, including a study of multiple senior
housing properties that partnered with UPMC in the Pittsburgh area (Castle, 2009), led HUD to fund a
$15 million randomized control trial of a service coordinator/wellness nurse model in 40 HUD 202/tax
credit properties in 7 states. The Lewin Group, LeadingAge and the National Well Home Network are
currently assisting HUD in implementing this RCT. ABT Associates has been awarded the independent
evaluation contract for this three-year demonstration.
One of the challenges to scaling this model is the lack of sustainable financing for this program. While
HUD and/or housing operators currently support service coordinator positions in approximately 40
percent of housing properties nationwide, there is no such funding for nurses nor is the service
coordinator support sufficient for the level of service coordination provided in programs like SASH or the
HUD RCT. SASH was able to access Medicare funding for their teams during the demonstration period
and the state of Vermont has continued to provide support through a CMS-approved All Payer Model.

LeadingAge is currently working with LTQA and several Senior Care Organizations (Medicare Special
Needs Plans for dual eligibles) in Massachusetts to explore the potential for SCOs to pull resources to
fund a housing- based demonstration. LeadingAge has also had discussions with a number of managed
care plans and ACOs about the potential for them to partner with senior housing properties to more
efficiently and effectively manage the care of their Medicare beneficiaries living in their properties.
There is great potential for affordable senior housing properties to partner with Medicare Advantage
Plans to improve care coordination, address social determinants of health and reduce costs for the
Medicare program. Last year the Bipartisan Policy Center Senior Health and Housing Task Force
recommended that the Centers for Medicare and Medicaid Services (CMS) launch an initiative that
coordinates health care and long-term services and supports (LTSS) for Medicare beneficiaries living in
publicly assisted housing to test the potential of improving health outcomes of a vulnerable population
and reducing health care costs. LeadingAge Washington would like to see CMMI support a targeted
demonstration to explore how Medicare Advantage Plan benefits could be expanded to cover a
wellness/service coordination function for elderly and younger disabled residents of affordable housing.
Several options could be explored including coverage for individuals enrolled in Advantage Plans or a
housing-based benefit that would be targeted to the property as a whole through a multi-payer
approach.
We strongly encourage CMS to discuss these new directions with HUD, LeadingAge, The National Well
Home Network, affordable housing providers, other stakeholders and beneficiaries. SASH was designed
in collaboration with Medicare beneficiaries living at the pilot site and many housing providers have the
capacity to bring beneficiaries to the table to design new payment models.
Thank you for the opportunity to provide feedback. Please don’t hesitate to contact me with any
questions.
LeighBeth Merrick, Director of Senior Living & Community Services
LeadingAge Washington

These comments are directed toward the “Centers for Medicare & Medicaid
Services: Innovation Center (Innovation Center) New Direction”[1] (retrieved from
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf) and the goals stated therein of
“fostering an affordable, accessible healthcare system that puts patients first.[i]”
As described below and by denying Medicare and other patients access to hundreds of thousands
of Master’s Degree-trained and fully state licensed clinical mental health and clinical addiction
counselors[ii] , the current Medicare System operates to 1) deny Medicare patients access to
several hundred thousand highly-trained clinical mental health and addiction practitioners; 2)
acts as a barrier to patients accessing professional counselors specifically trained in and statelicensed to provide treatment for substance use and co-occurring mental health disorders; and,
3) artificially restricts competition, decreases patient choice, and increases mental health and
addiction treatment costs. The system does so by denying patients access to hundreds of
thousands of competent, highly skilled and highly trained mental health and addiction treatment
providers[2] because these providers are improperly barred from billing Medicare for the costs of
treating Medicare patients.
The vast majority of fully-licensed addiction practitioners are Master’s degree trained
and licensed clinical alcohol and drug counselors. Given the current urgency of the opioid and
addiction crisis, it makes no sense that the current Medicare structure makes it impossible for
these highly trained mental health specialists to treat Medicare patients.
For the millions of patients currently receiving mental and behavioral health services
from state licensed professional counselors, the inability of their providers to get Medicare
reimbursement forces them to have to find new practitioners when they eventually transition to
Medicare coverage. This undoubtedly increases costs and decreases provider effectiveness as
new providers will have to effectively start from scratch. The new providers will have to explore
their new patient’s life and psychological history, earn their new patient’s therapeutic trust,
develop a new treatment plan, and apply the provider’s particular kind of mental health treatment
modality.
Allowing hundreds of thousands of highly trained and highly skilled clinical mental
health and licensed clinical addiction counselors to receive Medicare reimbursement will be a
major step towards achieving the purposes of: Guiding Principle 1) of promoting “choice and
competition in the market;” of Guiding Principle 2) of reducing burdensome requirements and
unnecessary regulations that prevent hundreds of thousands of highly-trained clinical mental
health and addiction practitioners from providing cost-effective services to Medicare patients; of
Guiding Principle 3, “Patient-centered care, ” to “empower beneficiaries, their families, and
caregivers to take ownership of their health and ensure that they have the flexibility and
information to make choices as they seek care across the care continuum (bolding and italics
added); of Guiding Principle 4, “Benefit design and price transparency … to ensure costeffective care that also leads to improvements in beneficiary outcomes; of Guiding Principle 5, to
“draw on partnerships and collaborations with public stakeholders and harness ideas for a broad
range of organizations and individuals across the country… .”

The Innovation Center indicates that it is interest in testing models in eight focus areas,
including: “Medicare Advantage (MA) Innovation Models” and “Mental and Behavioral Health
Models.” Such models should include an examination of the effect of allowing Medicare
beneficiaries access to mental and behavioral health services provided by fully-licensed clinical
mental health and addiction counselors. Denying Medicare patients access to hundreds of
thousands of fully-licensed mental and behavioral health practitioners would be antithetical to
the Innovation Center’s observation that “Consumer-directed care models could empower
Medicare, Medicaid, and CHIP beneficiaries to make choices from among competitors in a
market-driven healthcare system.
The Innovation Center is considering testing models that would allow “Medicare
beneficiaries to contract directly with healthcare providers… .” Medicare currently allows
Medicare beneficiaries to contract with practitioners such as licensed clinical social workers, but
prevents Medicare beneficiaries to contract with the hundreds of thousands of highly trained,
highly skilled, and fully-licensed clinical mental health and licensed clinical addiction
counselors. That barrier to Medicare and other beneficiaries accessing clinicians should and
must be removed if the Innovation Center truly wants to achieve its stated purposes of driving
“innovation, better quality and outcomes, and lower costs.”
“CMS is actively exploring potential models focused on behavioral health, including
focus areas such as opioids, substance use disorder, dementia, and improving mental health
provider participation in Medicare, Medicaid, and CHIP.” Allowing the hundreds of thousands
of highly trained and highly skilled clinical mental health and licensed clinical addiction
counselors to treat the patients in these programs by allowing these counselors to be reimbursed
under these programs would be a major step in improving mental health provider participation.

[1]

A quotations herein are taken from the New Direction document.

140,000 Licensed Professional Counselors who hold Master’s or Doctoral
Degrees in clinical mental health counseling nationwide. This writer does not know the number
of Licensed Clinical Drug and Alcohol Counselors nationwide. By way of example, in New
Jersey there are 3,970 active and 663 application pending Licensed Professional Counselors
(http://www.njconsumeraffairs.gov/pc/Pages/meetings.aspx) and 2069 active and 515 application
pending Licensed Clinical Alcohol and Drug Counselors and 515 pending applications as of
August 25th, 2017 (http://www.njconsumeraffairs.gov/adc/Minutes/Alcohol-minutes082517.pdf).
[2] There are over

[i]

Sincerely,

Cynthia M. Lischick, PhD, LPC, DVS
NJ - Licensed Professional Counselor

CMS Innovation Center:
LMH DataOps was established for the explicit purpose of forming a partnership of data intelligence expertise, and we are
pleased to respond to the Innovation Center’s Request for Information (RFI). We represent a collaborative effort of more
than 60 years’ experience in data warehousing, integration and analytics – with more than 40 of those years serving the
Centers for Medicare & Medicaid Services (CMS).
Our focus and expertise will help the CMS Innovation Center realize "data driven insights" related to price transparency,
quality/cost monitoring, and fraud, waste and abuse -- using much of the data and systems infrastructure already in place.
For each of your models, we propose to build data products to improve analysis, awareness and understanding of the
analytic outcomes.
Based on the Innovation Center’s focus on fostering affordable, accessible healthcare systems that put patients first, we
propose to expand the existing CMS data intelligence capability with the following value-added data transformations to
meet the need for greater Program Integrity:

 Medicare drug expenditures relative to international pricing
This data transformation addresses challenges in drug price negotiations. We propose to combine and link existing
Part D data with external international datasets like the Ontario Drug Benefit Formulary Comparative Drug Index and
the NHS Generic Pharmaceuticals electronic Market Information database. This provides the Innovation Center with
a clear understanding of which specific drugs the insurance market needs to negotiate more aggressively on. As a
result, the Innovation Center will be in a position to better inform direct drug pricing negotiations, with a clear
understanding of how much savings opportunities exist.

 Beneficiary geospatial core based statistical area analysis
This data transformation addresses challenges in identifying fraud, waste and abuse (FWA) in order to preserve and
protect the integrity of the alternative payment models. We propose to pre-process and store all the estimated (as the
car drives) travel times and distances for all beneficiaries, providing CMS with the actual time it would take for a
beneficiary to travel from their address’ zip code centroid to the address of the medical provider for every Medicare
claim. As a result, CMS analysts are better able to detect FWA. Note: Beneficiary address zip codes are leveraged to
reduce the total cost of this initiative.

 Provider Geospatial analysis
This data transformation addresses challenges in identifying fraud, waste and abuse (FWA) in order to preserve and
protect the integrity of the alternative payment models. We propose to pre-process all actual travel times and
distances (as the car drives) for all medical providers on a Medicare claim, in order to identify fraud in the form of the
“Impossible Geographic Day”. By pre-processing and maintaining the daily travel times and travel distances for any
medical provider, the Innovation Center will be able to easily identify any provider who has claimed to physically
work in multiple locations, including how far they would have had to travel that day to accomplish that work. As a
result, CMS analysts are better able to detect FWA.

 Census-based Medicare analysis
This data transformation addresses challenges in correlating local variations and delivery of care. We propose to
combine the existing Medicare claims data sets with Federal Census datasets. As a result, this data integration will
provide the Innovation Center with the ability to clearly analyze medical procedures and expenditures
by socioeconomic boundaries.

 Prescription Drug categorizations
This data transformation addresses the need for added data attributes to enable deep data analytics. We propose to
categorize the existing Part D drugs by the VHA National Drug file (NDF). As a result, this will allow Part D claim
analysis by drug characteristics including ingredients, chemical structure, dose form, physiologic effect, mechanism
of action, pharmacokinetics.

LMH DataOps is represented by acknowledged senior leadership, as demonstrated by having managed all of the largest
and/or most critical projects at CMS, which include the Marketplace Exchange Operations Center, State Based Health
Exchanges, One Program Integrity (One PI), Medicare Access and CHIP Reauthorization Act (MACRA) System
Integrator Program (MCSI), Integrated Data Repository (IDR), Medicaid & Chip Business Information System
(MACBIS - MACPro & TMSIS), Affordable Care Organization Pioneer/Shared Savings Program Application, Shared
Systems MCS/VMS/FISS Claims, National Level Repository (NLR), and National Claims History Part A/Part B Fee For
Service Claims. Our partnership focuses on applied Agile Development, DevOps and statistical process controls in support
of data analytics. We orchestrate and automate data integration and analytics pipelines to make them more flexible and
reusable while maintaining the highest level of quality.
At this time, we invite the Innovation Center to contact us for questions. We are prepared to provide detailed technical
approaches for delivery of these analytic data solutions along with associated labor, timeline, and fixed pricing/fixed cost.
In consideration,
Dirk Lieske, Donald Maxwell & Angela Hamlin

November 20, 2017
Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-5524-P
P.O. Box 8013
Baltimore, MD 21244-1850
Dear Administrator Verma:
Submitted Electronically:
CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
On behalf of Lung Cancer Alliance (LCA), I am writing in response to the CMS Request for
Information (RFI) seeking insights on a new direction to promote patient-centered care and test
market-driven reforms that empower beneficiaries as consumers, provide price transparency,
increase choices and competition to drive quality, reduce costs, and improve outcomes.
As one of the nation’s leading and highest rated non-profit, since 1995, we have played a critical
role in every major advance in changing how we support, talk about, detect and treat lung cancer.
LCA’s core healthcare principle is to ensure a people-centered healthcare delivery system that
ensure “value” is defined by the patient and not third party interests, so we appreciate the strong
and prominent commitment you have made – both within the RFI and in media statements – to
putting patients first at CMMI. We join our coalition partners in urging CMS to achieve a valuebased innovation model with strategies that effectively includes the patient’s voice and
perspectives.
Through advocacy, research and support we work with patients, survivors, caregivers and multidisciplinary teams of medical professionals to advance better outcomes for all those impacted by
or at risk for lung cancer. In our view, patients battling lung cancer and other serious life-long
diseases are seeking access to high quality and affordable care that includes medications and
support services to improve their quality of life.

In order to achieve the goals and objectives to foster an affordable and accessible healthcare
system, CMS must put patients first and empower them along with their family and professional
caretakers to make informed decisions based on what the individual patient value most.
LCA strongly supports and would like to reiterate some of the following comments:
1. Defining a clear, consistent process for engaging patients and other stakeholders in
development and implementation of CMMI evaluations. In order to increase
stakeholder involvement and transparency. We agree that patient engagement both formal
and informal opportunities must occur at the beginning and throughout the process.
2. Defining and adopting detailed criteria for patient-centeredness in CMMI
evaluations. Consider better education tools to help patients and their caregivers make
informed decisions and most importantly, consider patient reported experiences and
outcomes as measurements.
3. Building on and strengthening the patient safeguards articulated in the RFI. Both
patients and providers must be informed of their participation in the Alternative Payment
Model (APM) and patients and consumers should be informed of the financial incentives
driving their care and the evidence supporting those incentives.
4. Pursuing demonstrations that embody these reforms and put patients at the center
of the health care. In order to ensure a people-centered healthcare system, CMS must
reform the system to be more agile as to match the right care deemed necessary by the
individual patient and their physician. This is evident by the personalized practice of
precision medicine that is improving individualized outcomes for cancer patients.
Lung cancer is still the leading cause of cancer deaths among men and women in every
state and nationwide. This underscores the need to promote patient-centered care that
incentivize early detection along with prevention, wellness and intervention strategies to
reverse costly and late stage management of diseases.
LCA appreciates the opportunity to comment and your consideration of these recommendations.
We looks forward to engaging in the development, implementation and evaluation of alternative
payment models. Please feel free to contact our Director of Health Policy, Elridge Proctor with
any questions.
Sincerely,

Laurie Fenton-Ambrose
President & CEO
Lung Cancer Alliance

November 20, 2017
Seema Verma, Administrator
Centers for Medicare and Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, SW, Room 445-G
Washington, DC 20201

Amy Bassano, Acting Director
Center for Medicare and Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244

Dear Administrator Verma and Director Bassano,
On behalf of LUNGevity Foundation, the nation’s preeminent lung cancer nonprofit that funds research,
provides education and support, and builds communities for the 222,500 Americans diagnosed with lung
cancer each year and the 527,228 Americans living with the disease, we appreciate the opportunity to submit
our comments in response to the request for information (RFI) for the Center for Medicare and Medicaid
Innovation (CMMI) within the Centers for Medicare and Medicaid Services (CMS) issued on September 20,
2017.
As a leading patient advocacy group that represents the voice and interest of the national lung cancer survivor
community, by accelerating research to patients that is meaningful to them; empowering patients to be active
participants in their care and care decisions; and helping remove barriers to access to high quality care,
LUNGevity appreciates the opportunity to comment and believes that CMMI has a unique opportunity to
improve the quality of care furnished to patients with lung and other cancers while reducing costs to both the
patient and the public. Too often the voice of patients is lost in the discussion of “new and improved” models
of healthcare, and we are encouraged that this RFI is a step toward ensuring patient-centered innovation.
LUNGevity is especially gratified that the RFI focuses on consumer-driven models of care. We encourage
CMMI to involve patients and their caregivers in every aspect of the design, development, implementation,
and evaluation of new models. In addition, these models should, to the degree possible, take into account
patient-reported experiences and outcomes. To that end, we would like to bring to your attention
LUNGevity’s patient preference study, Project Transform. Our Project Transform, in partnership with Johns
Hopkins School of Public Health, focuses on developing and applying novel methods to scientifically quantify
patient preferences for the benefits and risks of treatments for lung cancer. The results of this initiative are
intended to inform stakeholders, including regulators, of the true treatment preferences of people living with
lung cancer. In addition to including patient-reported experiences and outcomes, we hope that CMS will focus
on the development of patient-centered tools that will assist patients in making informed choices regarding
their treatment in order to maximize their ability to achieve the care and outcomes they value.
However, a focus on patient-centeredness for outcomes and evaluations is only as good as the understood
definition of the term. We note that in the CMMI’s authorizing statute (Section 1115A(b)(4)(A)(i)1, CMS is
obligated to assess “patient-level outcomes and patient-centeredness criteria” as determined by the Secretary.
In addition, the Secretary is instructed to choose assessment measures that reflect national priorities for

“patient-centered” care. However, outside of the regulations for Accountable Care Organizations, we are
unaware of any CMS-adopted definition of patient-centered in the development and evaluation of new
models. We would encourage CMS to adopt a standardized definition of patient-centeredness, and to solicit
significant stakeholder input in the development of such a definition. Adopting such a definition before
developing new models, rather than attempting to fit existing models into patient-centered assessment criteria,
should result in models where patients and their caregivers are truly at the center of innovation efforts, rather
than merely a population to be considered after-the-fact.
We applaud CMMI’s guiding principles that testing should be small scale. To this, we would strongly
encourage CMS, to the degree possible, to ensure that participation in models is voluntary for both patients
and physicians. Truly patient-centered models must begin with the premise that there is no one-size-fits-all
approach to providing and paying for patient care. Beginning with small demonstrations will allow new
models to truly demonstrate their value. Congress’ intent in establishing CMMI was to create a testing ground
for new patient and delivery models, not to press millions of patients into untested approaches, often without
their knowledge. For cancer patients especially, the stakes are too high for the requirement of anything but
proven approaches.
CMMI’s guiding principles are strong ones, and adherence to the intent of its authorizing statutes will be
critical in ensuring that it continues its groundbreaking work into the future. To that end, we would like to
encourage you to utilize the notice and comment rulemaking process as often as possible, so as to ensure that
all stakeholders have the opportunity to make their voices heard. In addition, we stress the importance of a
strong two-way relationship with authorizing and appropriating committees in Congress, whose members are
constantly aware of their constituents’ needs for and issues with the Medicare and Medicaid programs.
Innovation is critical to the continued success of these programs, but patient outcomes and access are central to
CMMI’s mission of improving care, and should be at the forefront of all its efforts.
LUNGevity is grateful for the opportunity to comment on this RFI and to engage in the crafting of a new
direction for CMMI. The recommendations outlined above can be discussed with my staff, myself, and
LUNGevity’s Scientific Advisory Board, which is made up of some of the world’s leading experts in lung
cancer biology, practice management, access to innovative medicines, and overall patient care. I can be
reached if you have any questions or would like to engage in further dialog.
Thank you for your attention to this very important matter.
Sincerely,

Andrea Ferris
President and Chief Executive Officer
LUNGevity Foundation

ABOUT LUNGEVITY:
LUNGevity’s mission is to improve outcomes for people diagnosed with lung cancer. Our goals are three-fold:
(1) to accelerate research to patients that is meaningful to them; (2) to empower patients to be active
participants in their care and care decisions; and (3) to help remove barriers to access to high quality care. We
have the largest lung cancer survivor network in the country and actively engage with them to identify,
understand, and address unmet patient needs. We also have a world class Scientific Advisory Board that
guides the programs and initiatives of the organization. Additionally, we collaborate with other lung cancer
patient advocacy groups and organizations, such as the American Lung Association and CHEST, who serve
the lung cancer community.

REFERENCES:
1) Social Security Act, Section 1115A(b)(4)(A)(i). https://www.ssa.gov/OP_Home/ssact/title11/1115A.htm

These comments are directed toward the “Centers for Medicare & Medicaid Services:
Innovation Center (Innovation Center) New Direction”1 (retrieved from
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf) and the goals stated therein of “fostering an
affordable, accessible healthcare system that puts patients first.i” As described below and by denying
Medicare and other patients access to hundreds of thousands of Master’s Degree-trained and fully state
licensed clinical mental health and clinical addiction counselorsii , the current Medicare System operates
to 1) deny Medicare patients access to several hundred thousand highly-trained clinical mental health
and addiction practitioners; 2) acts as a barrier to patients accessing professional counselors specifically
trained in and state-licensed to provide treatment for substance use and co-occurring mental health
disorders; and, 3) artificially restricts competition, decreases patient choice, and increases mental
health and addiction treatment costs. The system does so by denying patients access to hundreds of
thousands of competent, highly skilled and highly trained mental health and addiction treatment
providers2 because these providers are improperly barred from billing Medicare for the costs of treating
Medicare patients.
The vast majority of fully-licensed addiction practitioners are Master’s degree trained and
licensed clinical alcohol and drug counselors. Given the current urgency of the opioid and addiction
crisis, it makes no sense that the current Medicare structure makes it impossible for these highly trained
mental health specialists to treat Medicare patients.
For the millions of patients currently receiving mental and behavioral health services from state
licensed professional counselors, the inability of their providers to get Medicare reimbursement forces
them to have to find new practitioners when they eventually transition to Medicare coverage. This
undoubtedly increases costs and decreases provider effectiveness as new providers will have to
effectively start from scratch. The new providers will have to explore their new patient’s life and
psychological history, earn their new patient’s therapeutic trust, develop a new treatment plan, and
apply the provider’s particular kind of mental health treatment modality.
Allowing hundreds of thousands of highly trained and highly skilled clinical mental health and
licensed clinical addiction counselors to receive Medicare reimbursement will be a major step towards
achieving the purposes of: Guiding Principle 1) of promoting “choice and competition in the market;” of
Guiding Principle 2) of reducing burdensome requirements and unnecessary regulations that prevent
hundreds of thousands of highly-trained clinical mental health and addiction practitioners from
providing cost-effective services to Medicare patients; of Guiding Principle 3, “Patient-centered care, ”
to “empower beneficiaries, their families, and caregivers to take ownership of their health and ensure
that they have the flexibility and information to make choices as they seek care across the care
continuum (bolding and italics added); of Guiding Principle 4, “Benefit design and price transparency …
to ensure cost-effective care that also leads to improvements in beneficiary outcomes; of Guiding

1

A quotations herein are taken from the New Direction document.
There are over 140,000 Licensed Professional Counselors who hold Master’s or Doctoral Degrees in clinical
mental health counseling nationwide. This writer does not know the number of Licensed Clinical Drug and Alcohol
Counselors nationwide. By way of example, in New Jersey there are 3,970 active and 663 application pending
Licensed Professional Counselors (http://www.njconsumeraffairs.gov/pc/Pages/meetings.aspx) and 2069 active
and 515 application pending Licensed Clinical Alcohol and Drug Counselors and 515 pending applications as of
August 25th, 2017 (http://www.njconsumeraffairs.gov/adc/Minutes/Alcohol-minutes-082517.pdf).
2

Principle 5, to “draw on partnerships and collaborations with public stakeholders and harness ideas for a
broad range of organizations and individuals across the country… .”
The Innovation Center indicates that it is interest in testing models in eight focus areas,
including: “Medicare Advantage (MA) Innovation Models” and “Mental and Behavioral Health Models.”
Such models should include an examination of the effect of allowing Medicare beneficiaries access to
mental and behavioral health services provided by fully-licensed clinical mental health and addiction
counselors. Denying Medicare patients access to hundreds of thousands of fully-licensed mental and
behavioral health practitioners would be antithetical to the Innovation Center’s observation that
“Consumer-directed care models could empower Medicare, Medicaid, and CHIP beneficiaries to make
choices from among competitors in a market-driven healthcare system.
The Innovation Center is considering testing models that would allow “Medicare beneficiaries to
contract directly with healthcare providers… .” Medicare currently allows Medicare beneficiaries to
contract with practitioners such as licensed clinical social workers, but prevents Medicare beneficiaries
to contract with the hundreds of thousands of highly trained, highly skilled, and fully-licensed clinical
mental health and licensed clinical addiction counselors. That barrier to Medicare and other
beneficiaries accessing clinicians should and must be removed if the Innovation Center truly wants to
achieve its stated purposes of driving “innovation, better quality and outcomes, and lower costs.”
“CMS is actively exploring potential models focused on behavioral health, including focus areas
such as opioids, substance use disorder, dementia, and improving mental health provider participation
in Medicare, Medicaid, and CHIP.” Allowing the hundreds of thousands of highly trained and highly
skilled clinical mental health and licensed clinical addiction counselors to treat the patients in these
programs by allowing these counselors to be reimbursed under these programs would be a major step
in improving mental health provider participation.
i

Submitt d via mail to CMMI_N wDir ction@cms.hhs.gov.
Nov. 2 , 2 17
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality
Director of the Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
75
Security Boulevard
Baltimore, MD 21244
Re: CMS Innovation Center Informal Request for Information on New
Directions
Dear Acting Deputy Administrator Bassano:
Magellan Health, Inc. (Magellan) appreciates the opportunity to respond to the
Centers for Medicare and Medicaid Services (CMS) Innovation Center (CMMI), which
is soliciting ideas for testing a range of models under the informal Innovation Center
New Direction request for information (the RFI).
At Magellan, we are committed to supporting individuals living with mental health
and substance use disorders (MH/SUDs) through complete-person care, supportive
services, and technology, while remaining focused on the critical personal
relationships necessary to achieve a healthy, vibrant life. We have more than 4
years of experience with Medicaid, employee assistance programs, and other public
and private sources of funding for MH/SUD services, and are a national leader in
serving individuals living with serious mental illness (SMI). Our experience includes
a wide variety of activities, programs, and tools for health plans, Medicaid managed
care organizations, employers, labor unions, state Medicaid programs, and military
and government agencies designed to support long-term recovery and resiliency.
Magellan also contracts with approximately 8 ,
specialized and credentialed
behavioral health providers nationwide and administers behavioral healthcare
services to more than 1.5 million public‐sector members through a range of
innovative state programs.
We believe mental health conditions and SUDs represent a signifcant marker for
healthcare disparities, in addition to household income and socioeconomic status.
Barriers – from societal to system to payment – can prevent individuals and families
from accessing the fully integrated, complete-person care needed for recovery and
resiliency. This is a situation deserving of ongoing innovation and experimentation –
to address these barriers, to close these gaps. We believe the CMMI, through its
One Columbus Center, Suite 1
Government Afairs

, 283 Constitution Drive, Virginia Beach, VA 23461

Ofce 317.387.4141

model-testing authority, has such an opportunity here, and Magellan commends
CMMI for specifcally including the topic of value-based payment (VBP) for MH/SUD
in the RFI.
Magellan consistently has engaged constructively in public policymaking and
regulatory activities related to expanding access to MH/SUD prevention, screening,
assessment, and evidence-based treatment, including related to the opioid crisis. As
part of our comprehensive recommendations to CMS (of June 13, 2 17), we
recommended CMMI develop new behavioral health payment delivery models
focused on opioid use disorder and other SUDs within the Medicaid program,
including using the Innovation Center’s authority to speed adopting of emerging
best practices.1 As a result, we have focused our response on the RFI’s “Section B.
Potential Models,” particularly numbers six and seven (“State-Based and Local
Innovation, including Medicaid-focused Models” and “Mental and Behavioral Health
Models”).
Please note we have attempted to include a range of experiences rooted in our work
supporting state Medicaid programs, including our Medicaid Specialty Plan for
individuals living with SMI, as well as ideas. We would be glad to provide more
details on any of the concepts and experiences presented.
Section B6. State-based and Local Innovation, including Medicaid-focused Models
1) Do you have comments on the guiding principles or focus areas?
Magellan Recommendation: Magellan recommends plans for VBP allow for
the ability to establish outcomes beyond standardized Healthcare
Efectiveness Data and Information Set (HEDIS) measures and support the
inclusion of measurable social determinants of health, including
healthcare disparities, as valued outcomes. VBP must allow for contractspecifc selection of targeted service(s) and providers to be included. In
addition, VBP should not be measured by a cost reduction in the
assessment of the efcacy of, or compliance with, VBP plans.
2) What model designs should CMMI consider consistent with the guiding
principles?
Magellan has developed VBP models with various business segments and provider
types. Over the last four years, we have advanced VBP through our Medicaid
Specialty Plan for individuals living with SMI, Magellan Complete Care of Florida, and
our Medicaid health plan supporting the commonwealth of Virginia’s Medicaid

1. Magellan Health, letter to CMS Administrator Seema Verma, “Request for Information on Flexibilities
and Efciencies per CMS-1677-P” (June 13, 2 17).
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managed long-term services and supports (LTSS) program, Commonwealth
Coordinated Care Plus. Magellan has increased focus on investing in our capabilities
to support providers in value-based oferings with the belief that value-based
incentives improve quality and reduce costs. Magellan has experience implementing
VBP arrangements for obstetrics, gynecologists, and pediatricians in the state of
Florida. We also promote a variety of innovative compensation models with our
contracted provider networks. We support providers by focusing on education and
urging them to invest in and adopt new approaches to care delivery. We work with
providers to set targets for applicable metrics. We invest deeply in people and
processes to ensure we have the capabilities and know-how to support innovative
payment models. Our alternative payment methods include: bundled payments,
Centers of Excellence, provider stratifcation, risk-adjusted capitation, and two-sided
risk sharing.
Magellan Recommendation: Based on this experience, Magellan
recommends CMMI consider models that: focus on population health
management; improve quality of care while efciently delivering clinical
and provider services engaging members; reduce overall costs; and, most
importantly, increase member satisfaction and improve member health
outcomes.
3) Do you have suggestions on the structure, approach, and design of potential
models? Please also identify potential challenges or risks associated with any
of these suggested models.
There must be fexibility of what qualifes as value-based payment. Traditional
models used for physical health are not always applicable to behavioral health,
particularly community-based or Medicaid waiver services. The ability to use models
drawing upon pay for performance rather than case rates, episode rates, and
diagnosis-related groups are necessary. For example, the entire medical claims
spent for the designated service(s) with the provider could be included in
formulating the percentage of medical dollars spent toward VBP, versus only the
incentive payment. If it is only the pay-for-performance or bonus payment that
qualifes, achieving the percentages under VBP on the physical health side will not
be achieved.
Magellan Recommendation: Magellan recommends VBP models for
behavioral health meet behavioral health providers where they are. Many
Medicaid providers still need support with care pathways and costing
services and may not be ready for any type of risk-based model. Couple
these issues with open Medicaid systems that do not stratify or have builtin mechanisms to determine eligibility for community-based MH/SUD
services, it becomes very difcult to attribute members to any one
provider. As a result, new models should focus on all providers across a
level of care or service –specifcally, high-volume services (in both
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members served and dollars paid) in order to impact delivery systems.
Funds (rate increases/incentive payments) should be channeled to those
providers while managed care organization and other resources should be
reallocated to supporting the lower-performing providers. When applying
a model across the entire level of care or service, case mix and riskadjusted metrics may be more helpful, as compared to moving initially to
sub-capitated2 or holdback models.3
4) What options might exist beyond fee-for-service (FFS) and Medicare
Advantage (MA) for paying for care delivery that incorporate price sensitivity
and a consumer-driven or -directed focus and might be tested as a model and
alternative to FFS and MA?
Currently, under Medicaid, few options exist to fnancially incentivize members to
seek treatment at higher performing providers. One option that could be
implemented would be to direct members toward higher performing providers
through transparency of provider performance. Consumer facing provider
“rankings” of performance could be implemented through provider search
functionality, in which the higher performing providers appear frst in a provider
search or are denoted visually on a website or in a provider directory. Access within
a Medicaid network can be difcult so any model that steers or directs members
toward a provider must account for the fact that it could increase wait times.
Magellan Recommendation: Magellan recommends all established VBP
models must work on improving the function and performance of the
broader healthcare delivery system. Reinvestment funds (as applicable)
and or alternative payment models are an option – to build unique models
that are not FFS, or to partner with higher performing providers to expand
service lines or capacity.
5) How can CMS further engage benefciaries in development of these models
and/or participate in new models?
Magellan Recommendation: Magellan believes CMS can engage
benefciaries through cost-share reduction opportunities for members
accessing MH/SUD treatment and services, where applicable, including
free frst visit. There also are opportunities to tailor reimbursements in
alignment with payments tied to value or risk-bearing models.

2. Note: Many Medicaid behavioral health providers lack the sophistication to manage sub-capitation.
While sub-capitation works well in community behavioral health systems, where there are clear
geographic lines and centers where members seek services, in fragmented systems without central
hubs of responsibility for community-based services, assigning members is very challenging.
3. Note: Holdback models are not appropriate for Medicaid community-based MH/SUD services since
cash fow could be impacted and this seems to imply the actuarially set rates do not need these funds
to pay for medically necessary services.
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6) Are there payment waivers CMS should consider as necessary to help
healthcare providers innovate care delivery as part of a model test?
Magellan Recommendation: Magellan recommends CMS create novel
payment reform waivers that allow practices to innovate versus
participate in Merit-based Incentive Payment System or the Medicare
Access and CHIP Reauthorization Act’s (MACRA’s) of 2015 Quality Payment
Program. CMS also may consider allowing healthcare providers focused on
innovation at the practice level to delay MACRA implementation; delays
have already occurred as many smaller and rural providers have said their
lack of capital and resources make compliance difcult.
Section B7. Mental and Behavioral Health Models
1) Do you have comments on the guiding principles or focus areas?
(Please see our response to Section B6 (1), above.)
2) What model designs should the CMMI consider that are consistent with the
guiding principles?
Magellan has worked with states, local governments, and health plans to design
specialized behavioral health models to manage MH/SUD program costs and
enhance health outcomes. These models support individuals living with SMI and
other populations comprising individuals with complex healthcare needs, including
MH/SUD specialty services, children’s coordinated systems of care, and managed
LTSS. Models also incorporate expanded assertive community treatment, supported
telehealth treatment, and care coordination and mobile intervention teams for
individuals with co-occurring developmental disabilities and MH/SUDs.
All providers across the level of care are in the VBP model, which allows for
reallocation of resources (dollars) to higher performing providers (based upon
overall score of value). An overall score of Value (i.e., combination of cost, quality,
utilization, and efciency metrics for the overall score). The overall score is aligned
with a tier/stratifcation. Each tier/stratifcation has fnancial/non-fnancial incentives
or, for the lower tiers, there is increased oversight. Managed care organization
resources are reallocated to lower performing providers (i.e., quality improvement,
clinical, and network) to improve performance (increase value score) across large
provider groups for these levels of care and services. This allows for the
development of a high-performing network and a deeper focus on healthcare
delivery system transformation, versus cost reduction.
For example, in Pennsylvania, Magellan provides comprehensive, county-based
Medicaid MH/SUD services through the state’s HealthChoices programs in Bucks,
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Cambria, Delaware, Lehigh, Montgomery, and Northampton counties. In
Pennsylvania, approximately 26 percent of total claims refect value-based payment
arrangements and are part of the alternative payment model continuum. In addition
to the above components of our models, the progressive continuum of VBP models
allows Magellan and our provider partners to begin moving the broader healthcare
delivery system toward more risk-based models. Magellan is moving inpatient
behavioral health providers in Pennsylvania toward shared savings when they are
able to align their actual readmission rate with the readmission rate that is risk
adjusted based upon the members they treat.
3) Do you have suggestions on the structure, approach, and design of potential
models? Please also identify potential challenges or risks associated with any
of these suggested models.
Magellan Recommendation: Magellan recommends CMMI consider
reimbursement options for new patient evaluations (i.e., to incentivize all
benefciaries for an initial behavioral health screening). CMS also may
consider a behavioral health medical home care coordination fee to
support integrating care along with collaborative care reimbursement.
4) What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and
might be tested as a model and alternative to FFS and MA?
Magellan Recommendation: Magellan recommends CMMI employ consumer
price transparency on rates for MH/SUD treatment, services, and supports
through health plans and implement cost-share or deductible reduction,
as applicable to the Medicaid benefciary (or other incentives), if the
benefciary chooses high quality, low cost providers.

5) How can CMS further engage benefciaries in development of these models
and/or participate in new models?
(Please see our response to Section B6 (5), above.)
6) Are there payment waivers that CMS should consider as necessary to help
healthcare providers innovate care delivery as part of a model test?
(Please see our response to Section B6 (6), above.)
***
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Magellan commends CMS for specifcally including the topic of value-based payment
for MH/SUD treatment, services, and supports. As CMMI considers our comments,
we also remind the agency that many of the issues addressed herein merit
additional conversation and input. Magellan would be glad to answer questions or
provide further information on any of our comments. Please contact Brian Coyne,
vice president of federal afairs or, Claire Wulf Winiarek, vice president of public
policy.
Thank you for the opportunity to share our experience and recommendations on this
important topic.
Sincerely,

Meredith A. Delk, Ph.D., MSW
Senior Vice President, Government Afairs
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Submitt d via mail to CMMI_N wDir ction@cms.hhs.gov.
Nov. 2 , 2 17
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality
Director of the Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
75
Security Boulevard
Baltimore, MD 21244
Re: CMS Innovation Center Informal Request for Information on New
Directions
Dear Acting Deputy Administrator Bassano:
Magellan Health, Inc. (Magellan) appreciates the opportunity to respond to the
Centers for Medicare and Medicaid Services (CMS) Innovation Center (CMMI), which
is soliciting ideas for testing a range of models under the informal Innovation Center
New Direction request for information (the RFI).
At Magellan, we are committed to supporting individuals living with mental health
and substance use disorders (MH/SUDs) through complete-person care, supportive
services, and technology, while remaining focused on the critical personal
relationships necessary to achieve a healthy, vibrant life. We have more than 4
years of experience with Medicaid, employee assistance programs, and other public
and private sources of funding for MH/SUD services, and are a national leader in
serving individuals living with serious mental illness (SMI). Our experience includes
a wide variety of activities, programs, and tools for health plans, Medicaid managed
care organizations, employers, labor unions, state Medicaid programs, and military
and government agencies designed to support long-term recovery and resiliency.
Magellan also contracts with approximately 8 ,
specialized and credentialed
behavioral health providers nationwide and administers behavioral healthcare
services to more than 1.5 million public‐sector members through a range of
innovative state programs.
We believe mental health conditions and SUDs represent a signifcant marker for
healthcare disparities, in addition to household income and socioeconomic status.
Barriers – from societal to system to payment – can prevent individuals and families
from accessing the fully integrated, complete-person care needed for recovery and
resiliency. This is a situation deserving of ongoing innovation and experimentation –
to address these barriers, to close these gaps. We believe the CMMI, through its
One Columbus Center, Suite 1
Government Afairs

, 283 Constitution Drive, Virginia Beach, VA 23461

Ofce 317.387.4141

model-testing authority, has such an opportunity here, and Magellan commends
CMMI for specifcally including the topic of value-based payment (VBP) for MH/SUD
in the RFI.
Magellan consistently has engaged constructively in public policymaking and
regulatory activities related to expanding access to MH/SUD prevention, screening,
assessment, and evidence-based treatment, including related to the opioid crisis. As
part of our comprehensive recommendations to CMS (of June 13, 2 17), we
recommended CMMI develop new behavioral health payment delivery models
focused on opioid use disorder and other SUDs within the Medicaid program,
including using the Innovation Center’s authority to speed adopting of emerging
best practices.1 As a result, we have focused our response on the RFI’s “Section B.
Potential Models,” particularly numbers six and seven (“State-Based and Local
Innovation, including Medicaid-focused Models” and “Mental and Behavioral Health
Models”).
Please note we have attempted to include a range of experiences rooted in our work
supporting state Medicaid programs, including our Medicaid Specialty Plan for
individuals living with SMI, as well as ideas. We would be glad to provide more
details on any of the concepts and experiences presented.
Section B6. State-based and Local Innovation, including Medicaid-focused Models
1) Do you have comments on the guiding principles or focus areas?
Magellan Recommendation: Magellan recommends plans for VBP allow for
the ability to establish outcomes beyond standardized Healthcare
Efectiveness Data and Information Set (HEDIS) measures and support the
inclusion of measurable social determinants of health, including
healthcare disparities, as valued outcomes. VBP must allow for contractspecifc selection of targeted service(s) and providers to be included. In
addition, VBP should not be measured by a cost reduction in the
assessment of the efcacy of, or compliance with, VBP plans.
2) What model designs should CMMI consider consistent with the guiding
principles?
Magellan has developed VBP models with various business segments and provider
types. Over the last four years, we have advanced VBP through our Medicaid
Specialty Plan for individuals living with SMI, Magellan Complete Care of Florida, and
our Medicaid health plan supporting the commonwealth of Virginia’s Medicaid

1. Magellan Health, letter to CMS Administrator Seema Verma, “Request for Information on Flexibilities
and Efciencies per CMS-1677-P” (June 13, 2 17).
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managed long-term services and supports (LTSS) program, Commonwealth
Coordinated Care Plus. Magellan has increased focus on investing in our capabilities
to support providers in value-based oferings with the belief that value-based
incentives improve quality and reduce costs. Magellan has experience implementing
VBP arrangements for obstetrics, gynecologists, and pediatricians in the state of
Florida. We also promote a variety of innovative compensation models with our
contracted provider networks. We support providers by focusing on education and
urging them to invest in and adopt new approaches to care delivery. We work with
providers to set targets for applicable metrics. We invest deeply in people and
processes to ensure we have the capabilities and know-how to support innovative
payment models. Our alternative payment methods include: bundled payments,
Centers of Excellence, provider stratifcation, risk-adjusted capitation, and two-sided
risk sharing.
Magellan Recommendation: Based on this experience, Magellan
recommends CMMI consider models that: focus on population health
management; improve quality of care while efciently delivering clinical
and provider services engaging members; reduce overall costs; and, most
importantly, increase member satisfaction and improve member health
outcomes.
3) Do you have suggestions on the structure, approach, and design of potential
models? Please also identify potential challenges or risks associated with any
of these suggested models.
There must be fexibility of what qualifes as value-based payment. Traditional
models used for physical health are not always applicable to behavioral health,
particularly community-based or Medicaid waiver services. The ability to use models
drawing upon pay for performance rather than case rates, episode rates, and
diagnosis-related groups are necessary. For example, the entire medical claims
spent for the designated service(s) with the provider could be included in
formulating the percentage of medical dollars spent toward VBP, versus only the
incentive payment. If it is only the pay-for-performance or bonus payment that
qualifes, achieving the percentages under VBP on the physical health side will not
be achieved.
Magellan Recommendation: Magellan recommends VBP models for
behavioral health meet behavioral health providers where they are. Many
Medicaid providers still need support with care pathways and costing
services and may not be ready for any type of risk-based model. Couple
these issues with open Medicaid systems that do not stratify or have builtin mechanisms to determine eligibility for community-based MH/SUD
services, it becomes very difcult to attribute members to any one
provider. As a result, new models should focus on all providers across a
level of care or service –specifcally, high-volume services (in both
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members served and dollars paid) in order to impact delivery systems.
Funds (rate increases/incentive payments) should be channeled to those
providers while managed care organization and other resources should be
reallocated to supporting the lower-performing providers. When applying
a model across the entire level of care or service, case mix and riskadjusted metrics may be more helpful, as compared to moving initially to
sub-capitated2 or holdback models.3
4) What options might exist beyond fee-for-service (FFS) and Medicare
Advantage (MA) for paying for care delivery that incorporate price sensitivity
and a consumer-driven or -directed focus and might be tested as a model and
alternative to FFS and MA?
Currently, under Medicaid, few options exist to fnancially incentivize members to
seek treatment at higher performing providers. One option that could be
implemented would be to direct members toward higher performing providers
through transparency of provider performance. Consumer facing provider
“rankings” of performance could be implemented through provider search
functionality, in which the higher performing providers appear frst in a provider
search or are denoted visually on a website or in a provider directory. Access within
a Medicaid network can be difcult so any model that steers or directs members
toward a provider must account for the fact that it could increase wait times.
Magellan Recommendation: Magellan recommends all established VBP
models must work on improving the function and performance of the
broader healthcare delivery system. Reinvestment funds (as applicable)
and or alternative payment models are an option – to build unique models
that are not FFS, or to partner with higher performing providers to expand
service lines or capacity.
5) How can CMS further engage benefciaries in development of these models
and/or participate in new models?
Magellan Recommendation: Magellan believes CMS can engage
benefciaries through cost-share reduction opportunities for members
accessing MH/SUD treatment and services, where applicable, including
free frst visit. There also are opportunities to tailor reimbursements in
alignment with payments tied to value or risk-bearing models.

2. Note: Many Medicaid behavioral health providers lack the sophistication to manage sub-capitation.
While sub-capitation works well in community behavioral health systems, where there are clear
geographic lines and centers where members seek services, in fragmented systems without central
hubs of responsibility for community-based services, assigning members is very challenging.
3. Note: Holdback models are not appropriate for Medicaid community-based MH/SUD services since
cash fow could be impacted and this seems to imply the actuarially set rates do not need these funds
to pay for medically necessary services.
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6) Are there payment waivers CMS should consider as necessary to help
healthcare providers innovate care delivery as part of a model test?
Magellan Recommendation: Magellan recommends CMS create novel
payment reform waivers that allow practices to innovate versus
participate in Merit-based Incentive Payment System or the Medicare
Access and CHIP Reauthorization Act’s (MACRA’s) of 2015 Quality Payment
Program. CMS also may consider allowing healthcare providers focused on
innovation at the practice level to delay MACRA implementation; delays
have already occurred as many smaller and rural providers have said their
lack of capital and resources make compliance difcult.
Section B7. Mental and Behavioral Health Models
1) Do you have comments on the guiding principles or focus areas?
(Please see our response to Section B6 (1), above.)
2) What model designs should the CMMI consider that are consistent with the
guiding principles?
Magellan has worked with states, local governments, and health plans to design
specialized behavioral health models to manage MH/SUD program costs and
enhance health outcomes. These models support individuals living with SMI and
other populations comprising individuals with complex healthcare needs, including
MH/SUD specialty services, children’s coordinated systems of care, and managed
LTSS. Models also incorporate expanded assertive community treatment, supported
telehealth treatment, and care coordination and mobile intervention teams for
individuals with co-occurring developmental disabilities and MH/SUDs.
All providers across the level of care are in the VBP model, which allows for
reallocation of resources (dollars) to higher performing providers (based upon
overall score of value). An overall score of Value (i.e., combination of cost, quality,
utilization, and efciency metrics for the overall score). The overall score is aligned
with a tier/stratifcation. Each tier/stratifcation has fnancial/non-fnancial incentives
or, for the lower tiers, there is increased oversight. Managed care organization
resources are reallocated to lower performing providers (i.e., quality improvement,
clinical, and network) to improve performance (increase value score) across large
provider groups for these levels of care and services. This allows for the
development of a high-performing network and a deeper focus on healthcare
delivery system transformation, versus cost reduction.
For example, in Pennsylvania, Magellan provides comprehensive, county-based
Medicaid MH/SUD services through the state’s HealthChoices programs in Bucks,
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Cambria, Delaware, Lehigh, Montgomery, and Northampton counties. In
Pennsylvania, approximately 26 percent of total claims refect value-based payment
arrangements and are part of the alternative payment model continuum. In addition
to the above components of our models, the progressive continuum of VBP models
allows Magellan and our provider partners to begin moving the broader healthcare
delivery system toward more risk-based models. Magellan is moving inpatient
behavioral health providers in Pennsylvania toward shared savings when they are
able to align their actual readmission rate with the readmission rate that is risk
adjusted based upon the members they treat.
3) Do you have suggestions on the structure, approach, and design of potential
models? Please also identify potential challenges or risks associated with any
of these suggested models.
Magellan Recommendation: Magellan recommends CMMI consider
reimbursement options for new patient evaluations (i.e., to incentivize all
benefciaries for an initial behavioral health screening). CMS also may
consider a behavioral health medical home care coordination fee to
support integrating care along with collaborative care reimbursement.
4) What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and
might be tested as a model and alternative to FFS and MA?
Magellan Recommendation: Magellan recommends CMMI employ consumer
price transparency on rates for MH/SUD treatment, services, and supports
through health plans and implement cost-share or deductible reduction,
as applicable to the Medicaid benefciary (or other incentives), if the
benefciary chooses high quality, low cost providers.

5) How can CMS further engage benefciaries in development of these models
and/or participate in new models?
(Please see our response to Section B6 (5), above.)
6) Are there payment waivers that CMS should consider as necessary to help
healthcare providers innovate care delivery as part of a model test?
(Please see our response to Section B6 (6), above.)
***
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Magellan commends CMS for specifcally including the topic of value-based payment
for MH/SUD treatment, services, and supports. As CMMI considers our comments,
we also remind the agency that many of the issues addressed herein merit
additional conversation and input. Magellan would be glad to answer questions or
provide further information on any of our comments. Please contact Brian Coyne,
vice president of federal afair or, Claire Wulf Winiarek, vice president of public
policy.
Thank you for the opportunity to share our experience and recommendations on this
important topic.
Sincerely,

Meredith A. Delk, Ph.D., MSW
Senior Vice President, Government Afairs
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Novembe 20, 2017
Submitt d l ctronically via mail to CMMI_NewDi ection@cms.hhs.gov
Seema Ve ma
Administ ato
Cente s fo Medica e and Medicaid Se vices (CMS)
Depa tment of Health and Human Se vices
P.O. Box 8013
Baltimo e, MD 21244-8013
RE: CM

Request for Information: Innovation Center New Direction

Dea Administ ato Ve ma,
The Maine P ima y Ca e Association (MPCA) is g ateful fo the chance to comment
on CMS’ Request fo Info mation (RFI) on a new di ection fo the Cente fo Medica e
and Medicaid Innovation (CMMI), with a specifc eye to how a new di ection would
impact fede ally qualifed health cente s, o FQHCs. (The FQHCs a e also efe ed to
as Community Health Cente s, o CHCs).
Many of the comments we sha e today echo the comments of ou national
counte pa t, the National Association of Community Health Cente s, o NACHC.
MPCA is the statewide membe ship o ganization fo fede ally qualifed health
cente s in Maine. We p ovide t aining, technical assistance, and othe p ofessional
se vices fo the state’s 20 community health cente s. Like thei siste o ganizations
ac oss the nation, Maine’s FQHCs ope ate as a comp ehensive and cost-efective
p ima y ca e home fo unde se ved—and often ve y u al—Maine communities. In
2016, Maine’s FQHCs se ved 1 in 6 Maine people, making it one of the la gest
p ima y ca e netwo ks se ving ou state.
Maine’s FQHCs a e equi ed to p ovide afo dable comp ehensive p ima y ca e to
the individuals in thei se vice a eas, ega dless of thei insu ance status o ability
to pay fo se vices. Last yea , Maine’s FQHCs p ovided $16 million in
uncompensated ca e. Close of half of ou state’s health cente patients a e
Medica e o Medicaid benefcia ies, and due to ou status as the oldest state in the
nation, health cente s he e se ve a much highe than ave age p opo tion of
Medica e patients ( elative to FQHCs in othe states). Both of these p og ams vital
to health cente patients and to the health cente s themselves, p oviding health
ca e cove age and suppo ting the CHCs’ ability to continue to p ovide access in
some of Maine’s most unde se ved a eas.
1

CMS’ RFI to ensu e that these p og ams suppo t patient cente ed ca e—while
inc easing quality and imp oving patient outcomes—suggests an ongoing
commitment to continued access fo Medica e and Medicaid benefcia ies. We
suppo t efo ts that do not diminish access to these vital p og ams.
Health Centers and Innovation Eforts
Health cente s ac oss the nation, th ough thei mission, st uctu e and p og ammatic
focus, p ovide high quality and cost-efective p eventative and p ima y ca e to thei
patients. The same is t ue fo Maine’s FQHCs. Ou state’s health cente s have
unique expe tise in managing not only a patient’s physical, o al, mental and
behavio al health but also add essing the economic, social, and envi onmental
facto s that di ectly impact patients’ health. In fact, Maine’s FQHCs have made a
commitment to add essing co e social dete minants of health (SDH) such as food
insecu ity (Maine has much highe ates of food insecu ity than most othe states)
as well as housing and t anspo tation, among many othe s. These components
make up a patients’ well-being and when unadd essed, they often the oot cause of
inc eased cost of ca e and poo e health outcomes. Given the attention that the
FQHCs pay to the SDH, they play a signifcant ole in leading innovative
t ansfo mation efo ts; in many ways, the FQHCs a e the t ue ha binge s of
population health management st ategies.
In many cases, these innovative population health initiatives unde sco e the health
cente s’ unique ability to scale system t ansfo mation. Ac oss Maine’s FQHCs, staf
a e delive ing high quality ca e while also pa ticipating in State Innovation Model
g ant activities, Medica e Sha ed Savings P og ams, and locally-g own Medicaid
solutions like the Behavio al Health Homes and the eme ging Opiate Health Homes
initiative (fo mo e info mation on Maine’s Medicaid-specifc initiatives, see
http://www.maine.gov/dhhs/oms/vbp/health-homes/index.html).
As CMS looks to build on the models noted above, we encou age you to conside the
following obse vations that have come f om ou health cente s’ expe iences in the
innovation space:


Health cente expe ience shows that the e is no “one size fts all” app oach to
innovation. In Maine, the e is a vast dife ence, fo example, between what wo ks
in a u al a ea ve sus an u ban a ea. This is likely t ue on a national level. To
accommodate these va iances in state and local needs and the attendant
st ategies to add ess those needs, we ask that CMS allow fo signifcant
fexibility when developing and implementing new models o tools; we ask also
that CMS and state pa tne s engage meaningfully with stakeholde s in the
planning p ocess fo new initiatives, as this will p omote successful pa tne ships.



Although Maine’s FQHCs continue to engage in va ious stages of payment
efo m/value based payment efo ts, most health cente s and othe safety net
p ovide s a e quick to sha e the challenges that cu ently limit thei ability to
fu the engage in these efo ts. Such challenges can include limited capacity,
“initiative fatigue,” un ealistic timef ames, and an ove all lack of alignment
ac oss efo m efo ts. In fact, fo the last fve yea s, as va ious innovation efo ts

2

have amped up fo CHCs, the FQHCs in Maine have exp essed f ust ation that
multiple fede al p ojects o innovation expe iments equi e dife ent data sets,
which duplicates wo k and c eates inefciencies. This f ust ation is compounded
by Elect onic Health Reco d (EHR) vendo s who sometimes hold data hostage o
fail to delive on epo ting enhancements despite the signifcant investments
that the fede al gove nment has made in health info mation technology.


We would also encou age CMS to give special conside ation to the unique
challenges faced by u al p ovide s; this is especially impo tant fo a non-u ban
state like Maine, which was dubbed the “most u al” in the last census; 61.3% of
Maine people live in u al a eas. In fact, given the difculty of u al health ca e
p actice, we u ge CMS to include wo kfo ce development (i.e., wo kfo ce
ec uitment and etention) and suppo t as pa t of new health ca e delive y
models. Fo example, such new models could p ovide incentives fo p ima y ca e
p actitione s who decide to p actice—and to innovate—in u al a eas.

Maine’s health cente s, and the FQHCs nationally, have often been hailed as leade s
in delive y system innovations, pa ticula ly in te ms of gove nance st uctu e, the
integ ation of behavio al health, o al health, and physical health, as well as datad iven quality imp ovements. As such, we believe that the FQHCs could p ovide
value in many of the eight focus a eas that CMS is conside ing, as long as the
innovations themselves a e built on a thoughtful, collabo ative app oach that t uly
focuses on etaining access and add essing the social dete minants of health.
Thank you fo the oppo tunity to comment and please feel f ee to contact me if you
have fu the questions.
Since ely,
Da cy Sha go, MFA
Inte im CEO/COO
Maine P ima y Ca e Assn
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Submitt d l ctronically via mail to CMMI_NewDi ection@cms.hhs.gov
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Administ ato
Cente s fo Medica e and Medicaid Se vices (CMS)
Depa tment of Health and Human Se vices
P.O. Box 8013
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Dea Administ ato Ve ma,
The Maine P ima y Ca e Association (MPCA) is g ateful fo the chance to comment
on CMS’ Request fo Info mation (RFI) on a new di ection fo the Cente fo Medica e
and Medicaid Innovation (CMMI), with a specifc eye to how a new di ection would
impact fede ally qualifed health cente s, o FQHCs. (The FQHCs a e also efe ed to
as Community Health Cente s, o CHCs).
Many of the comments we sha e today echo the comments of ou national
counte pa t, the National Association of Community Health Cente s, o NACHC.
MPCA is the statewide membe ship o ganization fo fede ally qualifed health
cente s in Maine. We p ovide t aining, technical assistance, and othe p ofessional
se vices fo the state’s 20 community health cente s. Like thei siste o ganizations
ac oss the nation, Maine’s FQHCs ope ate as a comp ehensive and cost-efective
p ima y ca e home fo unde se ved—and often ve y u al—Maine communities. In
2016, Maine’s FQHCs se ved 1 in 6 Maine people, making it one of the la gest
p ima y ca e netwo ks se ving ou state.
Maine’s FQHCs a e equi ed to p ovide afo dable comp ehensive p ima y ca e to
the individuals in thei se vice a eas, ega dless of thei insu ance status o ability
to pay fo se vices. Last yea , Maine’s FQHCs p ovided $16 million in
uncompensated ca e. Close of half of ou state’s health cente patients a e
Medica e o Medicaid benefcia ies, and due to ou status as the oldest state in the
nation, health cente s he e se ve a much highe than ave age p opo tion of
Medica e patients ( elative to FQHCs in othe states). Both of these p og ams vital
to health cente patients and to the health cente s themselves, p oviding health
ca e cove age and suppo ting the CHCs’ ability to continue to p ovide access in
some of Maine’s most unde se ved a eas.
1

CMS’ RFI to ensu e that these p og ams suppo t patient cente ed ca e—while
inc easing quality and imp oving patient outcomes—suggests an ongoing
commitment to continued access fo Medica e and Medicaid benefcia ies. We
suppo t efo ts that do not diminish access to these vital p og ams.
Health Centers and Innovation Eforts
Health cente s ac oss the nation, th ough thei mission, st uctu e and p og ammatic
focus, p ovide high quality and cost-efective p eventative and p ima y ca e to thei
patients. The same is t ue fo Maine’s FQHCs. Ou state’s health cente s have
unique expe tise in managing not only a patient’s physical, o al, mental and
behavio al health but also add essing the economic, social, and envi onmental
facto s that di ectly impact patients’ health. In fact, Maine’s FQHCs have made a
commitment to add essing co e social dete minants of health (SDH) such as food
insecu ity (Maine has much highe ates of food insecu ity than most othe states)
as well as housing and t anspo tation, among many othe s. These components
make up a patients’ well-being and when unadd essed, they often the oot cause of
inc eased cost of ca e and poo e health outcomes. Given the attention that the
FQHCs pay to the SDH, they play a signifcant ole in leading innovative
t ansfo mation efo ts; in many ways, the FQHCs a e the t ue ha binge s of
population health management st ategies.
In many cases, these innovative population health initiatives unde sco e the health
cente s’ unique ability to scale system t ansfo mation. Ac oss Maine’s FQHCs, staf
a e delive ing high quality ca e while also pa ticipating in State Innovation Model
g ant activities, Medica e Sha ed Savings P og ams, and locally-g own Medicaid
solutions like the Behavio al Health Homes and the eme ging Opiate Health Homes
initiative (fo mo e info mation on Maine’s Medicaid-specifc initiatives, see
http://www.maine.gov/dhhs/oms/vbp/health-homes/index.html).
As CMS looks to build on the models noted above, we encou age you to conside the
following obse vations that have come f om ou health cente s’ expe iences in the
innovation space:


Health cente expe ience shows that the e is no “one size fts all” app oach to
innovation. In Maine, the e is a vast dife ence, fo example, between what wo ks
in a u al a ea ve sus an u ban a ea. This is likely t ue on a national level. To
accommodate these va iances in state and local needs and the attendant
st ategies to add ess those needs, we ask that CMS allow fo signifcant
fexibility when developing and implementing new models o tools; we ask also
that CMS and state pa tne s engage meaningfully with stakeholde s in the
planning p ocess fo new initiatives, as this will p omote successful pa tne ships.



Although Maine’s FQHCs continue to engage in va ious stages of payment
efo m/value based payment efo ts, most health cente s and othe safety net
p ovide s a e quick to sha e the challenges that cu ently limit thei ability to
fu the engage in these efo ts. Such challenges can include limited capacity,
“initiative fatigue,” un ealistic timef ames, and an ove all lack of alignment
ac oss efo m efo ts. In fact, fo the last fve yea s, as va ious innovation efo ts
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have amped up fo CHCs, the FQHCs in Maine have exp essed f ust ation that
multiple fede al p ojects o innovation expe iments equi e dife ent data sets,
which duplicates wo k and c eates inefciencies. This f ust ation is compounded
by Elect onic Health Reco d (EHR) vendo s who sometimes hold data hostage o
fail to delive on epo ting enhancements despite the signifcant investments
that the fede al gove nment has made in health info mation technology.


We would also encou age CMS to give special conside ation to the unique
challenges faced by u al p ovide s; this is especially impo tant fo a non-u ban
state like Maine, which was dubbed the “most u al” in the last census; 61.3% of
Maine people live in u al a eas. In fact, given the difculty of u al health ca e
p actice, we u ge CMS to include wo kfo ce development (i.e., wo kfo ce
ec uitment and etention) and suppo t as pa t of new health ca e delive y
models. Fo example, such new models could p ovide incentives fo p ima y ca e
p actitione s who decide to p actice—and to innovate—in u al a eas.

Maine’s health cente s, and the FQHCs nationally, have often been hailed as leade s
in delive y system innovations, pa ticula ly in te ms of gove nance st uctu e, the
integ ation of behavio al health, o al health, and physical health, as well as datad iven quality imp ovements. As such, we believe that the FQHCs could p ovide
value in many of the eight focus a eas that CMS is conside ing, as long as the
innovations themselves a e built on a thoughtful, collabo ative app oach that t uly
focuses on etaining access and add essing the social dete minants of health.
Thank you fo the oppo tunity to comment and please feel f ee to contact me if you
have fu the questions.
Since ely,
Da cy Sha go, MFA
Inte im CEO/COO
Maine P ima y Ca e Assn
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Via Electronic Submission - CMMI_NewDirection@cms.hhs.gov
November 20, 2017
Administrator Seema Verma
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244–1850
Re:

CMS Innovation Center New Direction Request for Information

Dear Administrator Verma:
Mallinckrodt Pharmaceuticals (Mallinckrodt or the Company) appreciates the opportunity
to comment on the Centers for Medicare & Medicaid Services (CMS or the Agency) Innovation
Center’s New Direction informal request for information (RFI).
Mallinckrodt is a global business that develops, manufactures, markets and distributes
specialty pharmaceutical products and therapies. Areas of focus include autoimmune and rare
diseases in specialty areas like neurology, rheumatology, nephrology, pulmonology and
ophthalmology; immunotherapy and neonatal respiratory critical care therapies; and analgesics
and hemostasis products. The company's core strengths include the acquisition and
management of highly regulated raw materials and specialized chemistry, formulation and
manufacturing capabilities. The company’s Specialty Brands segment includes branded
medicines and its Specialty Generics segment includes specialty generic drugs, active
pharmaceutical ingredients and external manufacturing.
Mallinckrodt is proud to manufacture pharmaceutical products that provide value and
treatment options to patients every day. For instance, a product we manufacture is one of the
only treatments available for a rare, yet devastating condition that causes seizures in infants.
We also manufacture a drug used to treat term or near-term neonates with hypoxic respiratory
failure associated with pulmonary hypertension, a rare condition. Another product we
manufacturer is a one-of-a-kind injectable pain reliever that is not an opioid, which can be used
to treat pain following acute procedures while potentially reducing the need for opioids, and
accordingly, reducing the risk of over-reliance on opioid treatments. As a company with deep
and growing experience in bringing to market drugs aimed to treat the most vulnerable patients,
we appreciate the opportunity to provide comments on the CMS Innovation Center’s new
direction.
Consistent with the specific questions posed in the Agency’s informal RFI, in this letter
we first provide comments on the guiding principles outlined in the RFI, followed by our
comments on the eight focus areas and potential models described in the RFI (RFI Questions 1
and 2). As part of those comments on guiding principles, focus areas, and potential models, we
offer thoughts pertaining to the structure, approach, and design of potential models, and identify
some potential challenges or risks associated with certain types of models (RFI Question 3).
We also address concepts relevant to value-based purchasing and contracting, as we believe
value-based models are a promising option for paying for care and delivery in a manner that
incorporates price sensitivity and consumer-driven or -directed focus (RFI Question 4). These
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comments also pertain to potential payment waivers or other suggestions CMS may wish to
consider in connection with the future direction of the Innovation Center (RFI Questions 6 and
7). Finally, we conclude with comments providing suggestions for how CMS can engage
beneficiaries in the development of, and participation in, new models going forward (RFI
Question 5).
I.

Comments on the Guiding Principles

We appreciate that the Innovation Center RFI sets forth clear principles to guide the
approach to new model designs going forward, including development and evaluation of
Innovation Center models. Our comments on the guiding principles are as follows:
A.

Choice and Competition in the Market

We agree with this principle’s leading focus on choice—a key concept highlighted in
other guiding principles, as well—and the RFI’s statement that competition should be based on
“quality, outcomes, and cost.” We believe that patient access to appropriate care is paramount,
and we applaud the RFI’s focus on “promot[ing] patient-centered care” and pursuing models
and reforms “that empower beneficiaries as consumers” (as highlighted in the RFI’s
“Background” section and in other guiding principles, discussed below). Accordingly, we
appreciate this guiding principle’s emphasis on competition as a mechanism for promoting and
ensuring choice in the market. Indeed, competition is important in creating a robust healthcare
marketplace that offers appropriate choices to providers and patients. We urge the Innovation
Center to ensure that it balances competition and choice, while also taking into account the
importance of and need for continued innovation into new medicines for patients.
To that end, we also encourage greater choice for beneficiaries within the healthcare
marketplace. We believe beneficiaries should have a wide range of treatment options to enable
them and their healthcare providers to choose the best care for treating and managing their
condition. Beneficiary choice should encompass all aspects of care, from which provider to
choose to which medication to take to which other intervention(s) to pursue, or not, as the case
may be. Unfortunately, beneficiary choice is currently restricted by certain policies, such as
significant prescription drug formulary restrictions that severely limit patient access to prescribed
therapies. We have concerns that restrictive formularies are resulting in poorer outcomes for
patients, reduced choices for providers, and increased costs in other areas of healthcare
services (e.g., emergency room visits, hospitalizations, etc.).
Restrictive formularies limit patient and provider choice and compromise both health
outcomes and potential opportunities for healthcare savings that may result when patients’
conditions are appropriately managed through medications. 1 We note, in particular, that
restrictive formularies have been the subject of significant concerns and opposition from patient
advocates. As one illustrative example, in Massachusetts, the state recently requested a
Section 1115 Medicaid waiver from CMS to implement a closed Medicaid drug formulary with
tiered copayments. In response, patient advocates campaigned strongly against the
1

See CBO, Offsetting Effects of Prescription Drug Use on Medicare’s Spending for Medical Services Offsetting
Effects of Prescription Drug Use on Medicare’s Spending for Medical Services (Nov. 2012), available at
https://www.cbo.gov/sites/default/files/cbofiles/attachments/43741-medicalOffsets-11-29-12.pdf (finding that
prescription drug costs reduce non-drug medical spending).
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Massachusetts waiver request, expressing serious concerns about the proposed waiver’s
implications for patients’ access to appropriate treatments. For instance, The AIDS Institute
noted in a letter opposing the Massachusetts Medicaid waiver request that drug spending
accounts for just 1% of the state’s Medicaid spending and urged Massachusetts to seek savings
elsewhere. 2 The AIDS Institute stated that, “[w]hile we are not always supportive of such
practices since they are not beneficial to patients, state Medicaid programs can [under the
federal Medicaid framework] create preferred drug lists, institute certain prior authorization
requirements, and take advantage of additional supplemental rebates from the pharmaceutical
companies”; however, the letter expressed concerns that, as proposed, the closed formulary
model of the Massachusetts waiver request would violate federal Medicaid law. 3
Patient advocates also have expressed serious concerns, and have taken action to
oppose, restrictive formulary policies and “adverse tiering” practices by plans in certain states.
These actions by patient advocates have included administrative complaints filed on the basis of
the Affordable Care Act’s protections against discrimination in healthcare and other provisions
that are intended to advance beneficiary choice and access to appropriate therapies. 4
Other examples include patient advocates’ opposition to restrictive formulary issues
impacting access to Hepatitis C drugs; patient advocates’ sustained advocacy for appropriate
access to prescription drugs under the ACA’s essential health benefits requirements; and
patient advocate concerns about restrictive formularies that certain states are seeking to
advance under section 1115 Medicaid state waivers and/or section 1332 ACA state innovation
waivers. 5
Further, we believe that restrictive formularies in Medicaid may violate the Medicaid
Drug Rebate Program (MDRP) requirements. 6 States cannot receive MDRP rebates if they fail
to meet the requirements under the MDRP. In addition to posing risks of federal Medicaid law
violations, restrictive formularies also create serious concerns about patient access. In
particular, restrictive formularies inappropriately limit access to needed medications, forcing
patients either to use other, potentially less effective medicines or to go without therapy, which
can have devastating and costly consequences. For these reasons, we do not believe the CMS
2

See The AIDS Institute, Medicaid Restrictions on Hepatitis C Curative Medications, Letter to CMS Administrator
Seema Verma (Oct. 19, 2017), available at
http://theaidsinstitute.org/sites/default/files/attachments/The%20AIDS%20Institute%20Letter%20Regarding%20Medic
aid%20Restrictions%20on%20Hepatitis%20C%20Curative%20Medications.pdf.
3 Id.
4 See, e.g., Administrative Complaint filed by The AIDS Institute and National Health Law Program Re: Discriminatory
Pharmacy Benefits Design in Select Qualified Health Plans Offered in Florida (May 29, 2014), available at
http://www.healthlaw.org/news/press-releases/224-nhelp-and-the-aids-institute-file-hivaids-discrimin; see also Florida
Office of Insurance Regulation (FLOIR) Consent Orders filed with certain insurers in Florida in connection with
addressing allegations of discriminatory plan benefit design—e.g., FLOIR Consent Order with Coventry Health Care
of Florida, Inc., available at https://www.floir.com/siteDocuments/CoventryHCFL162231-14-CO.pdf.
5 See e.g., The Epilepsy Foundation, Medicaid Waivers, available at http://advocacy.epilepsy.com/MedicaidWaivers;
see also Sign-on Letter from Patient Advocates to HHS Acting Secretary Eric Hargan, MassHealth Section 1115
Demonstration Amendment Request (Oct. 18, 2017), available at
https://cqrcengage.com/efa/file/DIZqjGwUBT8/MassHealth%201115%20patient%20groups%20signon%20letter%20(Oct%2018%202017).pdf; Cancer Action Network, Cancer Drug Coverage in Health Insurance
Marketplace Plans (Mar. 2014), available at
https://www.acscan.org/sites/default/files/Marketplace_formularies_whitepaper.pdf.
6 See 42 U.S. Code § 1396r–8(a)(1), which permits payment for any covered outpatient drug of a manufacturer that
has entered into a Medicaid Drug Rebate Agreement.
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Innovation Center should develop or test models that would create, promote, or entrench
restrictive formularies or other barriers to patient access.
In addition to concerns about formulary restrictions and adverse tiering, we, and many
other stakeholders in the patient advocate and provider communities, are gravely concerned
about the cost-sharing policies that many plans currently are employing, particularly with respect
to “specialty tiers.” Specifically, we understand that many insurance providers are using
specialty tiers with very high cost-sharing obligations for patients, including, in many cases,
significant coinsurance obligations that can require patients to pay thousands of dollars out-ofpocket for medically necessary therapies, effectively limiting or eliminating patient access to
prescribed therapies and negating the opportunity for patient and provider choice.
According to data from the Biotechnology Innovation Organization (BIO), 87% of standalone Medicare Part D Prescription Drug Plans and 98% of Medicare Advantage Rx Plans
employ specialty tiers. 7 We are deeply concerned about the limitations imposed by specialty
tiers under numerous plan benefit designs, especially with respect to patient access, which, in
turn, affects beneficiaries’ health outcomes.
Coinsurance amounts (e.g., a cost-sharing obligation that is a certain percentage of the
drug cost, as opposed to a “flat rate” copayment amount) also create disturbing transparency
issues, in addition to the access concerns. When a patient has a defined copayment obligation,
the patient knows in advance precisely how much the patient will owe out-of-pocket for the drug
or other service. With coinsurance, however, patients have no advance visibility into what their
actual payment obligation will be. Simply put, a patient coinsurance obligation of 20 percent (or
of 30, 40, or 50 percent, as is the case for a number of drugs under certain plans currently),
begs but does not answer the question: “20 percent of what?” In this manner, coinsurance
policies imposed by plans are fundamentally in conflict with CMS’ stated goals for transparency.
Significantly, a recent Avalere study found that a majority of Part D prescription drug
plans (PDPs) have imposed coinsurance requirements. 8 According to the study, “[t]he average
percentage of covered drugs facing coinsurance has risen sharply from 35 percent in 2014 to 58
percent in 2016 among PDPs.” 9 Because of the transparency and patient access concerns
associated with coinsurance policies, we strongly caution against the Innovation Center
promoting or expanding models that include coinsurance requirements or components.
With the use of specialty tiers and coinsurance continuing to rise, we share the patient
advocate community’s concerns that, if these trends and policies continue, a growing number of
patients unfortunately will be unable to access and use the most appropriate therapy for them
as prescribed by their treating physicians. We are concerned that policies using specialty tiers
and coinsurance place too great a focus on prescription drug costs in a vacuum, at the expense
of patient health and an overall accounting of the longer-term value of a drug on patient health
and overall health care costs. We urge CMS to ensure that considerations of the cost and value
of a therapy/intervention are weighed against the anticipated longer-term value of the
7 Medicare Part D 2009 Data in the Spotlight: Specialty Tiers, by Hoadley, Hargrave, Cubanski, Neuman, available at
https://kaiserfamilyfoundation.files.wordpress.com/2013/01/7919.pdf.
8 Pearson, Caroline, Majority of Drugs Now Subject to Coinsurance in Medicare Part D Plans (Mar. 20, 2016),
available at http://avalere.com/expertise/managed-care/insights/majority-of-drugs-now-subject-to-coinsurance-inmedicare-part-d-plans.
9 Id.
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treatment’s benefits, including the value of potentially reducing or avoiding expenditures on nondrug medical spending. We believe this important action is consistent with the Innovation
Center’s guiding principles of ensuring choice and competition, which we support, consistent
with our comments above.
In light of these concerns, we encourage the Innovation Center to do something truly
innovative and test an open formulary model to assess the impact of such a model on patient
and provider choice, as well as outcomes and overall costs, consistent with this guiding
principle. We believe an open formulary model – in which patients in the model could receive
any medicine their provider deemed appropriate for their clinical condition -- would benefit
patients by improving health outcomes. Further, we believe an open formulary model would not
increase overall healthcare system costs and, indeed, may lead to overall cost savings in the
system, consistent with prior findings from the Congressional Budget Office (CBO), published in
2012, discussing the offsetting effects of prescription drug use on Medicare’s spending for nondrug medical services. 10 We hope that, as part of the new direction and guiding principles
discussed in the RFI, the Innovation Center will explore and pursue models that seek to address
patient and provider choice in the context of the CBO’s finding that managing patients’ health
conditions through reliable access to prescription drugs can offset or reduce spending on costly
non-drug interventions (such as emergency room visits and hospitalizations, among others. We
would be pleased to discuss this suggestion further with the Center and to offer thoughts on
how an open formulary model could be developed.
B.

Provider Choice and Incentives

We support the Innovation Center’s focus on voluntary models that allow providers the
opportunity to decide which models and treatments work best for their specific patient mix and
specialty. In addition, we appreciate the Innovation Center’s focus on defined and reasonable
control groups and on reducing burdens. In the complex health care industry, and in light of the
diversified and unique conditions, experiences, and circumstances of each patient, it is
important that any testing models are clearly defined and easily executed in order to ensure that
such models can be carried out effectively for the benefit of the patient.
As we discuss in further detail below, the proposed Medicare Part B payment model—
which we applaud CMS for formally withdrawing—would have been a mandatory, nationwide
model, not a true demonstration project. The patient advocacy community raised very
significant concerns about that model, as did many other stakeholders. We are pleased that
CMS heeded the warnings of patient advocates and additional stakeholders in connection with
those proposals by withdrawing the Part B drug payment model proposal. We are hopeful, and
encourage the agency to ensure, that future models will not have the types of problematic
characteristics that were present in the Part B drug payment model, including (but not limited
to), for example, the proposed Part B drug payment model’s effectively nationwide and
mandatory nature, and the resulting sweeping impact on patient access that it threatened.
10

See CBO, Offsetting Effects of Prescription Drug Use on Medicare’s Spending for Medical Services Offsetting
Effects of Prescription Drug Use on Medicare’s Spending for Medical Services (Nov. 2012), available at
https://www.cbo.gov/sites/default/files/cbofiles/attachments/43741-medicalOffsets-11-29-12.pdf (CBO recognized that
drug spending reduces other medical costs and changed its scoring to account for this offset by “estimate[ing] that a
1 percent increase in the number of prescriptions filled by beneficiaries would cause Medicare’s spending on [nondrug] medical services to fall by roughly one-fifth of 1 percent.”).
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C.

Patient-Centered Care

Mallinckrodt is focused on and committed to putting patients first in all we do. We
continually work to ensure that our medicines help patients live longer, healthier, more
productive lives. We applaud the focus on patient-centered care in the Innovation Center’s
principles, and we believe this principle is of paramount importance.
To fully and meaningfully test innovative models, however, manufacturers require
assurance and support from the Office of the Inspector General (OIG), and assurances that
such testing activities can be carried out without fear of negative consequences from a price
reporting perspective or of enforcement actions by government entities. Currently,
manufacturers’ ability to bring ideas to the Innovation Center—and manufacturers’ overall ability
to participate in innovative and value-based arrangements— is restricted by a perception (and
past experiences indicating) that OIG is hesitant to issue Advisory Opinions that facilitate
innovative payment and delivery models. We encourage CMS and the Innovation Center work
directly with OIG to ensure that innovative models that support patients are not blocked or
insufficiently supported by OIG.
D.

Benefit Design and Price Transparency

We believe that discussions regarding price transparency have been too narrowly
focused on the costs of specialty drug products, without taking into account the costs of the
health care system as a whole. If the Innovation Center wishes to examine price transparency
for one sector of the health care system, we believe that it must do so for all sectors in the
healthcare system, including provider and hospital costs. Only with a holistic view of health care
costs can we truly ascertain and focus on the cost drivers in the health care system.
The current focus on prescription drug prices too often narrowly focuses on the list price
of the drug, which does not take into account rebates and discounts realized by other
stakeholders in the prescription drug distribution chain. For example, rebates negotiated by
pharmacy benefit managers (PBMs) are not necessarily reflected in prices to payers and to
patients, and very little is public about how these payments are used by plans.
We also caution against too great a focus on the price of one product in isolation,
particularly when its value can lead to significant long-term savings to other spending in the
healthcare system. Despite the proven value of our and other manufacturer’s products in
orphan diseases and in other areas of unmet need, some stakeholders have been critical of
drug prices that reflect the value of the therapies delivered, simply because they are expensive.
Although some therapies are expensive, often their cost is supported by the value of their
effectiveness, their ability to reduce costs for the health care system as a whole, and their ability
to return patients more quickly to work and other productive activities.
As an example, prescription drugs can offset more costly health care interventions. In
fact, as CBO noted, every additional dollar spent on prescription drugs results in a $2.06
reduction in Medicare spending. 11 In addition, access to drugs through Medicare Part D has
11

Baoping Shang, Dana P. Goldman, Prescription Drug Coverage and Elderly Medicare Spending, NBER Working
Paper No. 13358, Issued in September 2007; see also Congressional Budget Office (CBO), Offsetting Effects of
Prescription Drug Use on Medicare’s Spending for Medical Services Offsetting Effects of Prescription Drug Use on
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allowed patients, who previously had little or no drug coverage, to spend $1,200 less annually
on other medical expenses. 12 We believe that this value in the context of overall healthcare
expenditures and management of patients’ serious and chronic conditions must be considered
when discussing the price of a therapy and the manner in which therapies should be covered
within plan benefit designs.
We are deeply concerned that, in offering criticisms relating to the pricing of certain
therapies, stakeholders either do not consider, or fail to value, the ability of these medicines to
achieve important clinical results, decrease costs to the health care system as a whole, 13 return
patients to work and other activities more quickly, or other issues that must fairly be factored
into any assessment of a product’s value. Unfortunately, this narrow focus on price
transparency has led to a growing public misperception of the value of important drug therapies.
Without an ongoing emphasis on the value that medications provide in reducing other health
care expenditures, we are concerned about the inevitable impact on innovation and the
manufacturers who invest so heavily in that innovation, including therapies that address critical
unmet needs.
E.

Transparent Model Design and Evaluation

The RFI states that one guiding principle for the Innovation Center will be to “[d]raw on
partnerships and collaborations with public stakeholders and harness ideas from a broad range
of organizations and individuals across the country.” We encourage these partnerships and
collaborations and welcome the opportunity to support the Innovation Center.
Specifically, we believe that many stakeholders have insights to share regarding
evaluating healthcare programs. For example, Mallinckrodt has created a program to facilitate
provider education and evaluation regarding the use of opioids. Specifically, Mallinckrodt
developed and implemented, at a cost of more than $2.5 million, an innovative prescriber
education program called REMEDIES (Risk Evaluation and Mitigation Strategies – An
Employer-Driven CME Initiative for Efficacy and Safety). Through meaningful, ongoing,
prescriber training utilizing live and online programs, the ultimate goal of the REMEDIES
program is to provide better patient outcomes—i.e., better management of chronic pain in
opioid-tolerant patients. We would welcome the opportunity to share our insights with the
Innovation Center on this issue.
F.

Small Scale Testing

Given the Innovation Center’s remit to test models, we agree that models should be
tested on a small scale to ensure they are successful before subjecting large populations to a
Medicare’s spending for Medical Services (Nov. 2012), available at
https://www.cbo.gov/sites/default/files/cbofiles/attachments/43741-MedicalOffsets-11-29-12.pdf (“After reviewing
recent research, the [CBO] estimates that 1 percent increase in the number of prescriptions filled by beneficiaries
would cause Medicare’s spending on [non-drug] medical services to fall by roughly one-fifth of 1 percent.”
12 J. M. McWilliams, A.M. Zaslavsky, and H. A. Huskamp, Implementation of Medicare Part D and Nondrug Medical
Spending for Elderly Adults With Limited Prior Drug Coverage, Journal of the American Medical Association 306, no 4
(2011): 402–409.
13 See also CBO, Offsetting Effects of Prescription Drug Use on Medicare’s Spending for Medical Services Offsetting
Effects of Prescription Drug Use on Medicare’s spending for Medical Services (Nov. 2012), available at
https://www.cbo.gov/sites/default/files/cbofiles/attachments/43741-MedicalOffsets-11-29-12.pdf.
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proposed model. As you know, the Part B demonstration project proposal would have been a
mandatory, nationwide model. We, along with many others, were deeply concerned about the
wide scope of the model, the lack of authority for the model, and the threatened negative impact
that would result for patient care if the model were implemented. 14
Following significant criticisms, the Part B demonstration project proposal was
appropriately withdrawn by CMS. 15 Criticism came from manufacturers, patient advocacy
groups and Congress, among others. For example, during a Congressional hearing, Rep. Pitts
(R-PA) discussed his concerns with unelected administrators taking away healthcare from
senior citizens without the necessary input from key stakeholders and Rep. Pallone (D-NJ)
called the proposal “imperfect.” 16 Rep. Bucshon (R-IN) even introduced a bill to prohibit action
on the proposed demonstration. 17 Patient groups, such as the American Society of Clinical
Oncology (ASCO), also voiced strong opposition to the proposal, arguing that it “is ill-conceived
and, most importantly, lacks a patient-centered focus.” 18 In addition, a number of patient
advocacy organizations, provider-focused organizations, and other stakeholders submitted
public comments opposing the proposal. For example, the Cancer Leadership Council,
American Osteopathic Association, and the American Autoimmune Related Diseases
Association all expressed serious concerns about the proposed Part B drug payment model in
public comments. 19 In its comments, similar to the opposition voiced by ASCO, the American
Autoimmune Related Diseases Association expressed concerns about the “striking breadth of
the proposal” and “the impact that it would have—if finalized—on the program’s sickest and
most vulnerable patients.” 20 We are pleased that the Innovation Center will take a different
approach in future models, and we applaud the RFI’s commitment to models that focus on
small-scale testing as opposed to sweeping nationwide mandates.
II.
What model designs should the Innovation Center consider that are consistent
with the guiding principles?
A.

Consumer-Directed Care & Market Based Innovation Models

14 Mallinckrodt Pharmaceuticals, Submission of Comments Pursuant to CMS-1670-P – Proposed Rule: Medicare
Program; Part B Drug Payment Model (RIN: 0938-AS85) (May 9, 2016).
15 Medicare Program; Part B Drug Payment Model; Withdrawal, 82 Fed. Reg, 46,182 (Oct. 4, 2017).
16 United States House Committee on Energy and Commerce, Subcommittee on Health, “The Obama
Administration's Medicare Drug Experiment: The Patient and Doctor Perspective” (May 17, 2016).
17 H.R. 5122 - To prohibit further action on the proposed rule regarding testing of Medicare part B prescription drug
models, 114th Cong. (2016).
18 Id., see also Dr. Debra Patt MD, MPH, MBA, Clinical Practice Committee American Society of Clinical Oncology,
Witness Testimony, available at http://docs.house.gov/meetings/IF/IF14/20160517/104931/HHRG-114-IF14-WstatePattD-20160517.pdf.
19 See Cancer Leadership Council, CMS-1670-P, Medicare Program, Part B Drug Payment Model, Comment Letter
(May 9, 2016), available at https://www.regulations.gov/document?D=CMS-2016-0036-1332; American Osteopathic
Association, Medicare Program; Part B Drug Payment Model, Comment Letter (May 9, 2016), available at
https://www.regulations.gov/document?D=CMS-2016-0036-1277; American Autoimmune Related Diseases
Association, Medicare Program; Part B Drug Payment Model Proposed Rule, Comment Letter (May 9, 2016),
available at https://www.aarda.org/wp-content/uploads/2017/04/AARDA-Comments-to-CMS-1670-P-05.09.16.pdf;
see also BIO, Medicare Program; Part B Drug Payment Model [CMS-1670-P], Comment Letter (May 9, 2016),
available at https://www.regulations.gov/document?D=CMS-2016-0036-1135.
20 American Autoimmune Related Diseases Association, Medicare Program; Part B Drug Payment Model Proposed
Rule, Comment Letter (May 9, 2016), available at https://www.aarda.org/wp-content/uploads/2017/04/AARDAComments-to-CMS-1670-P-05.09.16.pdf.
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The RFI suggests that the Innovation Center may pursue models in which Medicare
beneficiaries can contract directly with providers. While we support consumer-directed care, we
are concerned that private contracting could increase costs to patients or could result in barriers
to receiving improved care for vulnerable patients who cannot afford to pay or who have
difficulty engaging in private contract relationships with providers. We hope that the Innovation
Center closely monitors any private arrangements to ensure that a two-tiered system of care—
one for those who can pay more and another for those who cannot—is not created.
In addition, we believe that any consumer-directed care models also must incorporate
education initiatives and ensure that appropriate and understandable information and resources
are provided to patients, so that they are empowered and able to make informed choices.
B.

Physician Specialty Models

We encourage physician specialty models that support care coordination. Care
coordination is particularly important to patients with multiple conditions or chronic diseases,
such as autoimmune patients, who often require care from multiple different specialists as a
result of the multi-system effects of their conditions. From Mallinckrodt’s perspective and
experiences, many patients on our therapies, such as patients with infantile spasms or infants
with hypoxic respiratory failure, must have multiple providers involved in their treatment, and
coordinating their care is critical. For these patients, access to specialists is an important
priority; in the current healthcare system, however, patients often face barriers to accessing
care from specialists. Such barriers may include, for example, narrow networks that do not
include the type of specialist the patient needs (or that require patients to travel significant
distances to reach the relevant specialist(s), which poses a significant and often insurmountable
challenge to patients with serious health conditions); limitations in plan benefit designs on the
number of specialist visits a patient may have per year; and high copayments or coinsurance
rates associated with visits to, and treatments from, specialists.
C.

Prescription Drug Models

Mallinckrodt is eager to identify appropriate value-based arrangements to demonstrate
the value of our products to patients and the health care system. In order to allow
manufacturers to participate fully and productively in value-based purchasing, manufacturers
need additional guidance regarding how such arrangements can be tested, while also ensuring
compliance with various existing requirements. We believe that the federal government must
provide clear protections for value-based contracting involving pharmaceutical products and
services. Specifically, manufacturers must be able to participate in value-based contracting
without concerns about risks with respect to the following, among others:
•

Federal Anti-Kickback Statute (AKS),

•

Beneficiary Inducement laws,

•

Government price reporting, including best price and time bundles,

•

FDA regulations relating to product claims and adequate evidence,
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•

State corporate practice of medicine laws,

•

State fee splitting or insurance laws,

•

Considering protocol or intervention requirements, and

•

Data/HIPAA considerations.

We urge the government to address these barriers by providing clear, flexible “safe
harbors” so that manufacturers can enter into these arrangements without fear of enforcement
action. We believe such guidance must be developed with input and agreement from multiple
federal agencies, including OIG, to truly reduce barriers and facilitate adoption of these new
arrangements.
Unfortunately, to date, the government has not provided comfort to manufacturers
seeking a regulatory pathway forward. For example, we note that stakeholders in the past have
urged OIG to include manufacturers in the gain sharing safe harbor, and/or to create a new safe
harbor specific to value-based arrangements. To date, OIG has not provided safe harbors or
other guidance specific to how manufacturers can participate in innovative payment and delivery
models, including value-based models, in a manner that does not raise risks under the areas
noted above. For another example, although HHS waived certain provisions of the fraud and
abuse laws under the Social Security Act and other provisions of the Medicare law under its
authority pursuant to the Affordable Care Act to assist in the establishment of accountable care
organizations (ACOs), HHS declined to explicitly include manufacturers in those waivers. HHS
failed to act even though innovative relationships with manufacturers are critical to the success
of the ACO model.
We believe that coordination between the Innovation Center, OIG, and HHS more
broadly is essential to successful testing, development and implementation of value-based
models, which many manufacturers are eager to pursue. We believe that HHS should use its
existing authority to provide meaningful protection to manufacturers. The industry is eager to
act, but the government needs to be an equal partner.
We note that on August 30, 2017, Novartis announced FDA approval for its gene
therapy, Kymriah, and a new value-based agreement with CMS. The announcement stated that
Novartis is collaborating with CMS to take an outcomes-based approach to allow for payment
only when patients indicated for the drug respond to Kymriah by the end of the first month. The
details of the arrangement, including how the above risks were managed, have not been made
public. Such details are necessary to ensure a level playing field and to ensure that other
manufacturers can engage in similar arrangements with CMS.
In the Novartis announcement, CMS stated that the agency “is committed to further
exploring the development of innovative pricing systems that reflect the value delivered to
patients.” 21 The agency further noted that forthcoming guidance will address how
pharmaceutical manufacturers may engage in innovative payment arrangements. We look

21

CMS News, CMS: Innovative treatments call for innovative payment models and arrangements (Aug. 30, 2017).
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forward to the release of such draft guidance and hope that it will involve stakeholder
participation through notice and comment, as appropriate.
Value-based purchasing that does not recognize value is merely a means to effect
health care cuts without transparently acknowledging the impact on patients and access.
Therefore, we urge the Innovation Center to create models that meaningfully test value and do
not just cut payments. For example, we were pleased to see that the agency withdrew the
Medicare Part B Payment Model proposed rule, which would have cut reimbursement without
providing any meaningful test into value, and which did not represent a “test” at all, but rather
was a nationwide roll-out of a restrictive policy that would have harmed patients.
We recognize that a range of payment options are being considered or being used in
other areas, such as high-cost drug mortgages that amortize costs over time, high-cost drugs
reinsurance, and high-cost drug patient rebates. 22 We encourage the Innovation Center to
engage with stakeholders, including patient groups, to determine whether such payment models
may be worth exploring and possibly testing.
D.

Medicare Advantage (MA) Innovation Models

The RFI suggests that the Innovation Center may pursue a premium support model in
which the government provides a set, monthly payment for each eligible Medicare beneficiary
that could be used to purchase either a private plan or Medicare. Premium support permits the
federal government to define its financial obligations, which could give patients more
responsibility for the cost of their healthcare. It could also lead more seniors to switch to nonMedicare plans, subjecting them to private plan coverage, which is often more restrictive, thus
harming patient access.
We urge the Innovation Center to carefully consider and solicit stakeholder feedback on
any proposed premium support models in the Medicare Advantage context. Such consideration
should involve thorough assessment of the potential impacts and consequences, including
potential unintended consequences. While we support efforts to secure the sustainability of
Medicare and to provide choices to beneficiaries, we believe that it is imperative to ensure that
the choices offered to patients are, in fact, meaningful choices, and that they are offered only
after careful and through assessment and only if such assessment confirms that the proposed
model is a sound option with strong potential to benefit patients and minimal risk of harming or
impairing access to appropriate care and treatments.
E.

State-Based and Local Innovation

We support state-based models that could increase opportunities for physicians serving
Medicaid and CHIP populations to participate in value-based payment models. As noted above,
with additional guidance, we strongly support value-based models and encourage their use at
the state level and federal level. State models could be particularly targeted to needs within the
state. For example, states that are particularly struggling with opioid abuse could seek to create

22 Kleinke, J.D. and McGree, Nancy, Breaking the Bank: Three Financing Models for Addressing the Drug Innovation
Cost Crisis, Am Health Drug Benefits. 2015 May; 8(3): 118–126.

11
900 G Street NW • Suite 302 • Washington DC 20001 • 202.383.0090

value-based models around opioid abuse treatment programs, including medication assisted
treatment, as discussed more fully below.
We, however, caution against creating a system in which Medicaid patients could have
access to different types of drug coverage based on the state in which they live. Formulary
restrictions dramatically impact drug access and these already vary widely by state. Providing
greater flexibility for states to block coverage for certain products could further create negative
disparities in coverage between states. Moreover, studies show that reduced access to
appropriate medications leads to increases in other healthcare costs. 23 As a result, models or
other policies that focus on formulary restrictions or access barriers focused on medically
appropriate treatments is, in our view, a problematic approach from both a cost-savings
perspective as well as a consumer and provider choice perspective. Access barriers,
particularly in the form of formulary restrictions, also create risks of reduced competition and
poor outcomes.
We also have concerns about waiver mechanisms—such as section 1332 state
innovation waivers and section 1115 Medicaid waivers—being used as a tool to decrease
patient access to appropriate therapies. Further, because these existing waiver authorities
already provide states with options for innovative delivery and payment models, we believe that
is further reason to exercise caution in connection with Innovation Center models. We urge
CMS to ensure that such models do not proceed in a manner that could harm patient access.
As noted above, we oppose state-based formulary restrictions, such as the recent
Massachusetts waiver example that caused a groundswell of patient opposition. We are
concerned that the Massachusetts example is part of a broader trend of Medicaid directors
limiting access to FDA approved medications based on cost concerns.
This concern has been articulated by a number of patient advocacy groups, as well,
spanning various disease states. As one example, these concerns were the focus of a letter to
CMS by the AIDS Institute, which stated that “[c]laiming high costs, many states restrict
[hepatitis C treatment] access to only those with severe liver damage, who abstain from
substance use, or limit prescribers to certain specialists. This practice of instituting unnecessary
hurdles forces people to become sicker and violates current Medicaid law. As Medicaid is
largely a federally-funded program, we ask CMS to direct the states to end this practice.” 24 We
share these concerns and encourage the Innovation Center to ensure that any state-based
models do not limit access to medically necessary and appropriate therapies.

23 See, e.g., Baoping Shang, Dana P. Goldman, Prescription Drug Coverage and Elderly Medicare Spending, NBER
Working Paper No. 13358, Issued in September 2007; see also Congressional Budget Office (CBO), Offsetting
Effects of Prescription Drug Use on Medicare’s Spending for Medical Services Offsetting Effects of Prescription Drug
Use on Medicare’s Spending for Medical Services (Nov. 2012), available at
https://www.cbo.gov/sites/drfault/files/cbofiles/attachments/43741-MedicalOffsets-11-29-12.pdf; J. M. McWilliams, et
al., “Implementation of Medicare Part D and Nondrug Medical Spending for Elderly Adults With Limited Prior Drug
Coverage,” Journal of the American Medical Association 306, no 4 (2011): 402-409.
24 The AIDS Institute, Medicaid Restrictions on Hepatitis C Curative Medications, Letter to CMS Administrator Seema
Verma (Oct. 19, 2017), available at
http://theaidsinstitute.org/sites/default/files/attachments/The%20AIDS%20Institute%20Letter%20Regarding%20Medic
aid%20Restrictions%20on%20Hepatitis%20C%20Curative%20Medications.pdf.
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F.

Mental and Behavior Health Models

We applaud the Innovation Center for focusing on behavior health models, including in
areas such as opioid and substance abuse disorder. We strongly encourage a model focused
on ensuring access to medication-assisted treatment (MAT) by ensuring appropriate
reimbursement for such services.
Currently, CMS guidance states that methadone is not covered by Part D when the
product is used to treat opioid use disorder. CMS appears to take this position because it
believes that methadone does not meet the definition of a Part D drug that “may be dispensed
only upon a prescription. 25 DEA specifies that a practitioner “may administer or dispense
directly (but not prescribe)” Schedule I and II drugs for the purpose of maintenance or
detoxification treatment if the practitioner meets certain requirements. 26
However, CMS guidance states that “CMS interprets ‘dispensed only upon a
prescription’ as meaning a drug that is recognized by the FDA as a prescribed drug requiring
‘Rx only’ on its label per section 503(b)(4) of the Federal Food, Drug, and Cosmetic (FD&C)
Act.” 27 The guidance, quite correctly, does not make a distinction between an order for use at
home or for immediate use. Methadone for the treatment of substance abuse meets this
requirement. All methadone labels include the language “Rx only.” Indeed, methadone when
used to treat substance abuse may be dispensed to a patient for later use under Substance
Abuse and Mental Health Services Administration (SAMHSA) regulations that do permit “takehome use.” 28 Many state laws also reflect the traditional understanding of a prescription to
mean any order by a physician for a drug, whether written on a prescription pad or not. 29
Therefore, we urge CMS to clarify, both in the context of Innovation Center initiatives and other
agency guidance, that methadone, when used to treat substance abuse, is a Part D drug.
Despite these arguments that the drug is a Part D drug, we support efforts to create a
reimbursement mechanism that bundles MAT services, including therapy and drug costs, under
Medicare Part B. We understand that organizations such as the American Association for the
Treatment of Opioid Dependence (AATOD) are continuing to seek a Part B outpatient setting
benefit, to create a more effective mechanism in reimbursing opioid treatment programs to
ensure access to care. A new benefit would include not only the drug costs, but also the costs
for counseling and other physician services relate to MAT.

25

42 C.F.R. § 423.100.
21 C.F.R. § 1306.07(a).
27 See Medicare Prescription Drug Benefit Manual, Chapter 6 § 10.1.
28 42 C.F.R. § 8.12(i).
29 For example, Massachusetts, states “[i]n order to prescribe a Schedule II controlled substance (e.g., methadone) or
a Schedule III controlled substance containing buprenorphine for the medication-assisted treatment of opioid
addiction, physicians must obtain additional specific authorization” (emphasis added). See Commonwealth of
Massachusetts Board of Registration in Medicine, Prescribing Practices Policy and Guidelines, Policy 15-05 (Oct. 8,
2015). In another example, Florida defines “prescription,” in part, as “any order for drugs or medicinal supplies written
or transmitted by any means of communication by a duly licensed practitioner authorized by the laws of the state to
prescribe such drugs or medicinal supplies and intended to be dispensed by a pharmacist” (emphasis added). FLA.
STAT. § 465.003(14). California also defines the term, in part, as “an oral, written, or electronic transmission order”
(emphasis added). CAL. BUS. & PROF. CODE § 4040.
26
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III.
How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
We greatly support beneficiary engagement in the development of Innovation Center
models. CMS should ensure that beneficiaries are consulted early and often in the
development of programs through engagement with a wide variety of patient advocacy
organizations. In addition to soliciting comments on any new models, CMS should also ensure
that patient advocates are routinely consulted as models are developed to help ensure that
beneficiary interests and patient care are prioritized.
In addition, the Innovation Center process and procedures for beneficiary engagement
and involvement in the development and evaluation of, and participation in the Center’s models
should be clearly articulated and widely publicized to ensure a broad range of stakeholder
engagement. We are concerned that prior models have been developed without appropriate
stakeholder input or feedback and we hope that the Innovation Center reverses this trend as
part of the future going forward.
*

*

*

Mallinckrodt appreciates the opportunity to comment on this informal RFI on the new
direction of the Innovation Center. We look forward to continuing to work with CMS and the
Innovation Center to ensure that American patients have access to the best healthcare
available.
Sincerely,

Mark Tyndall
Vice President
Government Affairs, Policy and Patient Advocacy
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Hello,
My name is Michael Martines, PT,MPT, OCS. I have a few recommendations that I believe
would work well for Medicare as it works well for PPO and Workers compensation insurances
for private physical therapy therapy practices. Physical Therapy is a referral based practice that
has to keep patients and physicians happy. I have had many instances were I have lost referrals
from physician's because they want the patient to continue physical therapy despite not being
able to show medical necessary. The physician gets upset with the providing PT because we are
not following their medical directions and this has a negative effect on the Physical Therapy
business. Many times the patient also gets very upset because they see benefit from physical
therapy as they have improved function and quality of life and want to continue physical
therapy. However, medical necessity can not be demonstrated and the patient has to be
discharged. Our business would be much better if there was a utilization review after 12 visits to
determine medical necessity based on initial evaluation and progress reports. Insurance
companies are able to get the review completed within one week and there is minimal
interruption in patient care. This would benefit the physical therapy practice by decreasing the
above burden and at the same time allow quality control for Medicare. I also believe a flat fee
for service would be much easier for care. Blue Cross of California pays: $150.00 for evaluation
and $75.00 a visit. In my business we get patient referrals because of the great care, treatment,
and improved function the patients achieve. If we did not have good outcomes we would not
have a business. These are recommendations which will allow physical therapists to focus on the
patient.
Thanks for your consideration,
Michael Martines, PT, MPT, OCS

Submitt d l ctronically via mail to CMMI_Ne Direction@cms.hhs.gov
Seema Verma, Administrator
Centers for Medicare and Medicaid Services (CMS)
Department of Health and Human Services
P.O. Box 8013
Baltimore, MD 21244-8013
RE: CM

Request for Information: Innovation Center New Direction

The Massachusetts League of Community Health Centers (League) as founded in
1972 as one of the frst state Primary Care Associations (PCA) in the country. Its core
mission is to promote health equity state ide through leadership and programs
supporting community health centers. The League serves as an information source
on community-based health care to policymakers, opinion leaders and the media,
and provides a ide range of technical assistance to health centers and their
communities.
The League's current organizational membership includes all 39 of the state’s
Section 330 federal grantee health centers and seven hospital-licensed health
centers. In 2016, Massachusetts health centers collectively served over 988,000
individuals, providing comprehensive and culturally-responsive primary care,
behavioral health, dental and other health and social services to one in seven state
residents at more than 300 sites.
The Massachusetts health centers provide high quality, cost-efective primary and
preventive care to their primarily lo -income patients. They not only efectively
integrate their patients’ medical, oral, vision, behavioral health, and pharmaceutical
care, but also address the economic, social, and environmental factors that impact
upon their patients’ health. Their focus and experience have for many years added
value to a range of federal and state eforts to transform the delivery system into
one hich recognizes the importance of integrated care, patient participation, and
the importance of social support systems.
We have provided a fe examples of successful programs in hich the health
centers have been participating, in the hope that you ill consider them as ays in
hich CMS can promote cost-efective patient-centered care and improve quality
ithin the health care system.

#2. Consumer-Directed Care & Market-Based Innovation Models
In 2012, as part of major state health care reform legislation, a Prevention and
Wellness Trust Fund (PWTF) as established and currently supports t o initiatives:
the PWTF Grantee Program and the Massachusetts Working on Wellness Program.
Together these programs have expanded disease prevention and ellness eforts,
reaching 372,000 people in the Common ealth.
The focus of the PWTF Grantee Program is to foster collaboration among local
municipalities, health care providers, and other consumer-focused community
agencies in addressing local public health issues. In 2014, seven programs ere
funded. A total of seventeen community health centers participated (at 19 sites),
and in t o instances led their local initiative. Each program as given options as to
hich type(s) of health interventions it ould focus on, and a major component of
each program’s success as the process by hich a range of organizations, many of
hich had not previously formally orked together, selected the goals as ell as the
methods of achieving them. Please see Attachment for a list of participants.
The PWTF has demonstrated positive outcomes and potential cost savings.
According to the Harvard Catalyst independent evaluation, there ere preliminary
indications of improvements in health outcomes and costs along ith important
systems changes. Data as analyzed from the frst year and a half of
implementation, ith the follo ing results.


PWTF communities had improvements in systolic blood pressure, hich if
sustained over the lifetime of PWTF clinical patients, could result in 500 to
1,000 fe er heart attacks and strokes per million residents, and lead to
125 to 250 fe er deaths due to cardiovascular disease per million
residents treated. The hypertension interventions are highly cost efective
– on par ith mammography screening, treatment for heart attacks, and
treatment for elevated cholesterol. Over enough time, these interventions
should have a positive ROI as intervention costs diminish ith more
routine screening and interventions.



The asthma interventions had promising results ith decline in overall
healthcare costs in PWTF communities hen compared to comparison
communities. Although available data is incomplete, data suggests that
asthma interventions may give very good value and may result in net
costs savings.



Signifcant infrastructure as developed to address the gro ing public
health concern of older adult falls and more than 900 falls ere prevented
in one year of the initiative. The interventions are cost efective.



Important systems changes occurred in all nine partnerships for all four
conditions, resulting in important infrastructure and capacity
development.

An independent evaluation of the PWTF’s Working on Wellness Program estimated
that combined medical care savings for the top three health behaviors targeted by
the program --diet and nutrition, leisure-time exercise, and stress reduction ranged
bet een $760,000 and $4 million.
Funding programs such as those supported by the PWTF, hich require and
encourage community- ide cooperation on objectives among local governmental
and consumer-supported agencies, succeeds in placing emphasis on communityide health rather than institutionally-based health care. What’s more, this
approach allo s factors related to the social determinants of health to be more fully
recognized and addressed.
#4. Prescription Drug Models. Several Massachusetts health centers have
developed robust pharmacy services in order to serve their o n patients ith 340B
program drugs as ell as to ofer their ider communities access to non-340B drugs
through retail licensure. Active participation by their medical staf leadership;
employment and efective use of clinical pharmacists; and support by social
services staf are all key to their ability for managing appropriate and cost-efective
drug regimens. These programs also help to ensure that patients are closely
monitored through counseling and other outreach strategies, including “bro n bag”
meetings and follo -up on hether they are taking their medications. Health
centers have also developed relationships ith the discharge units at their local
hospitals and home care agencies to make sure that patients have adequate and
appropriate prescriptions upon discharge, and understand the importance of
compliance ith their drug regimens.
Although current and extensive system- ide proposals for Prescription Drug Models
may ell curb the escalation in pharmacy costs, it is important to also consider
providing additional fnancial support for the type of provider-based pharmacy
services mentioned above. Mounting evidence indicates that Innovation Center
sponsorship of such programs ould not only allo many more community health
centers to initiate or expand pharmacy management programs, but also provide
evidence of their cost-efectiveness hen implemented on a system- ide basis.
#6. St te-B sed

nd Loc l Innov tion, including Medic id-focused Models.

A.
Medicaid ystem Transformation: Massachusetts community health
centers have been engaged in a number of CMS-funded Massachusetts Medicaid
initiatives for many years, most recently the MassHealth Primary Care Payment
Reform Initiative (PCPRI). Under this three-year initiative, 62 primary care practice
sites (including 20 CHCs at 25 sites) received capitated value-based payment for
primary care services. The key to the program’s success as technical assistance
on fnancial and quality management provided both prior to and during the
operational phase of the program, ith a focus on NCQA certifcation. As of 2015,
the evaluation indicates that the program “strengthened primary care and added
value to foundation of an ACO. Co-located BH integration ith primary care as
valued to provider teams, and can generate savings for health care systems; nearly
100% of practices earned a P4R incentive payment and a shared saving for 2014
and 2015. There as a 43% improvement in quality measures.”

The PCPRI program ended in 2016, but formed the basis for the Common ealth’s
CMS Waiver-supported major restructuring of the MassHealth program through the
implementation of a net ork of Accountable Care Organizations (ACO) made up of
physicians, hospitals, and other community-based health care providers hich ill
be fnancially accountable for cost, quality, and members expenses for over
850,000 MassHealth members. Seventeen ACOs are expected to begin operation
on March 1, 2018. Of these, one is community health center-o ned, and
community health centers participate in nine others, for a total participation by
forty-one health centers. One of the important aspects of the program is the
commitment to the integration of behavioral health care and the recognition of the
importance of socio-economic factors (social determinants of health) to a person’s
health status. Another is that the Common ealth clearly identifed, requested and
received funding approval for initiatives to support orkforce development and
technical assistance to all program participants.
B.
Patient Centered Medical Home Prime Certifcation: In January 2016,
the Massachusetts Health Policy Commission (HPC) in collaboration ith the
National Committee for Quality Assurance (NCQA) developed the PCMH PRIME
Certifcation Program. This program identifes components key to the integration of
behavioral health care into primary care, and certifes practices that meet a
majority of these criteria. The program seeks to provide benefts to practices and
their patients by supporting the use of evidence-based guidelines in treating
patients; helping increase patient access to behavioral health care services;
recognizing practices that deliver comprehensive care by addressing both physical
and behavioral health in the practice setting; providing opportunities for practices to
receive technical assistance from the HPC; and helping practices identify behavioral
health issues, before they become acute, resulting in better outcomes and improved
patient experience. Currently 25 community health centers have obtained PRIME
certifcation ith an additional 12 on the path ay to certifcation.
Continuing to support state-based care transformation eforts and increasing
support for programs such as PRIME is likely to lead to signifcant improvements in
the overall health care system. It is important to recognize that adequate resources
for technical assistance to providers and funding to ensure an adequate and ellinformed orkforce are essential to the success of any such programs.
#7. Mental and Behavioral Health Models. Massachusetts community health
centers have a long history of integrating behavioral health services (treatment for
mental illness, substance use disorders, and social support services) into their
primary care programs. The extent to hich each individual center has done this
has varied by the extent of need in their community and the availability of other
agencies that serve their patients in a coordinated ay. In many of their
communities, people ith substance use disorders ere more likely to be served by
other agencies licensed to provide inpatient care and methadone treatment.
Ho ever, hen the development of Suboxone (buprenorphine and naloxone) and
Vivitrol (naltrexone) made primary care ofce-based treatment possible; the opioid
epidemic intensifed; the demographics of addiction changed; and the link bet een

SUD and other health issues became ever more ell understood, many more health
centers began to seriously consider ho best to embed substance use treatment
ithin primary care. This in turn led to the creation of the Substance Use Support
and Technical Assistance IN Communities (SUSTAIN) initiative, a partnership
bet een the League and the General Electric Foundation, ith additional support
from Partners Healthcare hich began in early 2017.
The focus of the initiative is to ofer technical assistance that supports
development, enhancement, and expansion of infrastructure, policies, and training
and education necessary to support substance use disorder treatment services and
to sustain Ofce-Based Addiction Treatment/Medication Assisted Treatment ithin
health center settings. For the frst phase, 10 CHCs ere selected in January 2017
to participate, each receiving a $50,000 stipend to allo the time required to
engage in the project. A second cohort of 10 ill be selected by January 2018.
Training occurs over a consecutive 10 to 12-month period.
The fve main components of the program are as follo s:










Leadership Training – this element is intended to help leadership develop, or
enhance, skill at practice transformation. Having the skills required to create
practice and culture change from CHC leadership is vital to moving to ard an
integrated model of care, one that is inclusive of primary care, behavioral health,
and substance use related services.
Peer Mentoring – each selected site has access to physician-led peer mentoring
from experienced buprenorphine aivered clinicians having experience ith
overseeing development and integration of MAT services in community health
centers. The peer mentors are able to troubleshoot many of the obstacles that
surface relating to ofering substance use treatment services and promoting
change ithin primary care settings.
Risk Rounds Development – the centers also have access to consultants having
years of experience integrating substance use treatment teams ithin primary
care and developing them into multidisciplinary teams ithin medical settings.
On-site TA guides the development of these teams and supports development
and efectiveness of multidisciplinary teams.
Training and Technical Assistance – is designed to increase capacity to
implement OBAT Nurse Care Manager models of MAT treatment and to identify
and address substance use disorders through on-site staf trainings, in-depth
case revie s, and participation in virtual learning community support.
Evaluation and Reporting – each site completes initial baseline assessment,
surveys designed to measure staf attitudes and opinions about patients ith a
substance use disorder and medication assisted treatment, and quarterly reports
to assess progress during implementation. Each site subsequently must
complete the same assessment and staf survey at the end of the grant to
assess change among infrastructure, policies, and staf attitudes.

Although the Initiative is still very ne , initial data sho s increases in provider
capacity as ell as increased patient access to treatment during the grant period.
We believe that the SUSTAIN initiative could be a good model for others to follo
hen integrating behavioral health care into primary care. While it is currently
focused on increasing capacity for treating and preventing addiction, the model is

intended to help accelerate the broader integration of behavioral health into
primary care by developing the structure, attitudes, and leadership necessary for
adopting and truly assimilating ne services.
Again, thank you for the opportunity to provide a response to this RFI. Should
you ish further information, please contact Patricia Edraos.

Attachment (#2 response): Prevention and Wellness Trust Fund
Participants
The Prevention and Wellness Trust Fund a arded grants to the follo ing
partnerships in January 2014:
Barnstable County Department of Human Services (coordinating organization)
Community Health Center of Cape Cod
Dufy Health Center
Harbor Community Health Center, Hyannis
My Life, My Health Coalition of Cape Cod
YMCA of Cape Cod
Berkshire Medical Center (coordinating organization)
Berkshire County Boards of Health
Berkshire United Way
Berkshire Regional Planning Commission / Berkshire Public Health
Alliance
Fairvie Hospital
North Adams Regional Hospital
North Berkshire Community Coalition
Tri-to n Health Department District
Boston Public Health Commission (coordinating organization)
Action for Boston Community Development
Boston Commission on Elderly Afairs (CBES and BSH)
Boston Medical Center Injury Prevention Center
Boston Public Schools
Bo doin Street Health Center
Codman Square Health Center
Dimock Center
Dorchester House Multi-Service Center
Ethos
Harbor Health Services, Boston
Health Resources in Action
Massachusetts Health Quality Partners/The Greater Boston Aligning
Forces for Quality (GB AF4Q)
Upham’s Corner Health Center
Whittier Street Health Center
Holyoke Health Center (coordinating organization)
City of Holyoke
Greater Holyoke YMCA
Holyoke Medical Center, Inc.
River Valley Counseling Center, Inc.
Western Mass Physician Associates, Inc.
City of Lynn (coordinating organization)
Greater Lynn Senior Services, Inc.

Lynn Community Health Center
Lynn Housing Authority & Neighborhood Development
Lynn Public Schools
Massachusetts Coalition for the Homeless
Metropolitan Area Planning Council
City of Ne Bedford Health Department (coordinating organization)
Ne Bedford Health Department
Boston Medical Center Injury Prevention Center
Bristol County Elder Services
Catholic Social Services
Child and Family Services, Inc.
City of Fall River
Coastline Elderly
Fall River Housing Authority
Fall River Public Schools
Greater Ne Bedford Community Health Center, Inc.
Healthfrst Family Care Center, Inc.
Immigration Assistance Services
InterChurch Council of Greater Ne Bedford
Maguire Allergy Pediatrics
Mass in Motion / Mass in Motion Kids
Ne Bedford Housing Authority
Ne Bedford Public Schools
Partners for a Healthier Community
Positive Action Against Chemical Addiction
Seven Hills Behavior Health, Inc.
Stanley Street Treatment and Resources
Ste ard St Anne’s Hospital Corp
Southcoast Health System
Tobacco Free Community Partnership
UMASS-Dartmouth
YMCA Southcoast
City of Worcester (coordinating organization)
Central MA Area Health Education Center
Community Legal Aid, Inc.
Ed ard M. Kennedy Community Health Center, Worcester
Fallon Community Health Plan
Family Health Center of Worcester, Inc.
MA Audubon Society / Broad Meado Brook Wildlife Sanctuary
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UMASS Medical School
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Worcester Public Schools
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South Shore Hospital
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South Shore YMCA, Inc.
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Ed ard M. Kennedy Community Health Center, Framingham
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Latino Health Insurance Program, Inc.
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MetroWest Medical Center
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Submitted via email to: CMMI_NewDirection@cms.hhs.gov
RE: Centers for Medicare & Medicaid Services: Innovation Center New
Direction
Dear Administrator Verma,
On behalf of the Massachusetts Oral Health Advocacy Taskforce (OHAT),
we would like to respectfully submit comments in response to the request
for information (RFI) regarding the new direction of the Center for
Medicare & Medicaid Innovation (CMMI).
OHAT is a broad-based statewide coalition of consumers, advocates, health
care professionals, academics, and insurers. We also work closely with the
nation’s first Legislative Caucus on Oral Health, chaired by Representative
John Scibak and Senator Harriett Chandler, to help Massachusetts continue
to be a leader in oral health equity and awareness.

DentaQuest
DentaQuest Foundation
From the First Tooth
The Forsyth Institute
Harvard University School of
Dental Medicine
Health Care For All
Health Law Advocates
Massachusetts Dental Hygienists
Association
Massachusetts Dental Society
Massachusetts League of
Community Health Centers
Massachusetts Society for the
Prevention of Cruelty to Children
Partners for a Healthier
Community

CMMI has a vital role to play in transforming the health system to better
meet patients’ oral health needs by promoting care delivery models that
will have significant and far reaching impacts on patients in Massachusetts.
This is particularly true for low-income and vulnerable consumers,
including older adults, people with disabilities, people with chronic health
conditions, children with special health care needs, and communities of
color, who often face serious disparities in health outcomes. In
Massachusetts, over 3 million people are covered by the Medicare and
Medicaid programs, which is why it is imperative that CMMI place the
highest of value on the particular needs of these vulnerable populations
when defining its new priorities going forward.
Therefore, we are concerned that some of the ideas CMMI is considering
for promotion will have disproportionately have negative impacts on the
very populations CMS is designed to serve. With that in mind, we ask that
CMMI consider two overarching objectives as it sets a new agenda:
1. Create a health system that is person-centered

Tufts Dental Facilities
Tufts University School of Dental
Medicine
University of Massachusetts
Medical School

2. Reduce disparities in health outcomes and improving equity in the
health care system

In service of those two overarching objectives, we respectfully ask that CMMI test and promote models
of care that focus on improving access to oral health services.
For far too long, oral health services have been siloed from the health care system and not given
adequate attention in the development of new payment and delivery models. However, oral health is an
integral part of a person’s physical, psychological, social and economic health and wellbeing. In fact,
pain due to oral disease in children results in thousands of hours of missed school every year; while in
adults poor oral health often makes it difficult for people to manage chronic conditions such as diabetes
and heart disease. Missing or broken teeth also create social barriers for adults to find and maintain
gainful employment in Massachusetts’ service-based economy.
With that said, OHAT urges CMMI to place an emphasis on developing models that focus on treating the
whole person and improving integration of oral health services into all aspects of health care. To support
oral health integration, all healthcare providers, including primary care physicians and dentists, must
take responsibility for the oral health of their patients by collaborating together to provide education,
appropriate services and referrals. Investments in payment and technology must also be made to
facilitate integration efforts and support the delivery of patient-centered care. To that end, we
recommend CMMI implement the following strategies to support medical- dental integration:


Integrate referral systems, where all providers, including dentists, screen for general health
needs and refer to an appropriate provider, thereby increasing points of entry into the health
care system and improving patient care coordination;



Develop and support implementation of shared electronic health records (EHR) systems that
enable medical and dental providers to easily view each other's entries and communicate
directly. A recent study showed that lack of access to integrated information technology is one
of the leading barriers to oral health integration;



Co-locate services, better enabling integrated care delivery. Especially promising are new
models where a dental hygienist, dentist, or dental therapist works in a primary care office or
clinic or a nurse practitioner or physician assistant works in a dental office;



Embed oral health education in health sciences curricula for allied health professionals such as
community health workers, case managers and nurses to prepare new workforce for integrated
care delivery;



Incentivize the inclusion of oral health in new payment and delivery models in conjunction with
oral health quality metrics that tie oral health to overall health in primary care settings ;



Expand access to oral health coverage, for example testing a Medicare dental coverage pilot and
evaluating outcomes;



Increase access to preventive oral health services provided in community-based settings such as
primary care clinics and dental offices instead of hospital emergency rooms, thereby lowering
health care spending while significantly improving patient outcomes. In fact, a 2016 report
published by the Health Policy Commission in Massachusetts found that enrollees of the
Medicaid program (known as MassHealth) disproportionately use the Emergency Department

(ED) for preventable oral health conditions at a cost 4-7 times that of a community-based dental
office visit, costing MassHealth well over $15 million annually. Compounding these statistics is
the fact that hospital EDs are ill-equipped to provide comprehensive dental care and most
patients only receive antibiotics and pain medication, thereby leaving the underlying dental
condition untreated. This is particularly concerning at a time when we are grappling with the
ongoing opioid crisis that is impacting all corners of the country;


Including oral health quality metrics that commit CMMI resources to improve oral health data
collection, surveillance, and research to enable limited resources to be specifically targeted and
efficiently used to maximize positive health outcomes and achieve health equity across all
populations

Additionally, OHAT strongly urges CMMI to abstain from implementing reforms that will create barriers
impeding access to care and increase out of pocket costs for consumers when seeking “non-essential”
health benefits such as adult dental services. Such barriers will disproportionately impact patients who
are low income or have complex health and social needs. They will also expressly work against CMS’s
stated vision that “All CMS beneficiaries have achieved their highest level of health, and disparities in
health care quality and access have been eliminated.”
Thank you for your time and consideration of our concerns. We appreciate the opportunity to offer our
comments as CMMI begins mapping out its new agenda and we hope to continue to work with you in a
transparent and collaborative manner going forward. In addition to following the strategies for oral
health integration outlined above, we ask for your leadership in improving oral health in the United
States by following the policy recommendations outlined in the 2000 U.S. Surgeon General’s Report on
Oral Health. We have made marked improvements to the nation’s oral and dental health over the past
seventeen years, however, we still have a long way to go and we ask for your direction in leading the
charge.
If you have questions or would like more information, please contact Dr. Neetu Singh, Oral
Health Project Manager.
Sincerely,

Neetu Singh on behalf of
The Oral Health Advocacy Taskforce (OHAT)

We currently offer a form of Medical Yoga in a group setting; we have been successful in
reducing prescription addiction through pain management, fall reduction among our elderly, and
is a essential program to address stress and other Behavioral health issues.
Regards,
John R. Vass, CEO
Mathiesen Memorial Health Clinic
Jamestown, CA 95327

200 First Street SW
Rochester, Minnesota 55905
507-284-2511
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Submitted via email at CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare and Medicaid Services Innovation Center New Direction Request for
Information
Dear Administrator Verma,
We appreciate the opportunity to provide feedback on the ideas put forward in the recently released
Request for Information (RFI) on the Centers for Medicare and Medicaid Services (CMS) Innovation
Center’s New Direction. Mayo Clinic is a not-for-profit health care system dedicated to medical care,
research and education. With more than 60,000 employees offering care at sites in Arizona, Florida and
Minnesota, we furnished care of the highest-quality to more than one million patients from all 50 states
and 140 countries in 2016. In addition, Mayo Clinic Health System, a family of clinics, hospitals, and
health care facilities, serves communities in Iowa, Minnesota and Wisconsin. As part of our
longstanding commitment to excellence, Mayo has a rich history of driving health care innovation and
looks forward to working with CMS to ensure that all beneficiaries have access to the high-value,
patient-centered care they deserve.
I.

Guiding Principles for a New Direction

Mayo Clinic is supportive of the six guiding principles proposed for the future direction of the
Innovation Center and is especially pleased to see the focus on patient-centered care and provider choice
and incentives. Care integration focused on superior clinical outcomes and optimal patient experience
has been at the heart of our mission for decades and is essential to furnishing care that is both highquality and high-value. Our comprehensive commitment to integration of care delivery, clinical
research and medical education allows us to care effectively for even the most complex patients.
Given the increasing number of patients with multiple medical conditions seeking treatment in our
nation’s health care system, we believe that it is essential that the Innovation Center’s guiding principles
also address the challenges of highly complex patients and consider how payment and delivery
transformation can specifically address the unique demands of this population. Model considerations
such as quality performance, cost reduction, and effective use of advanced treatments and technologies
are all critically important to developing programs that offer improvement opportunities for
organizations that furnish treatment to a disproportionately high number of patients with complex
clinical needs. Indeed, models that measure quality and cost performance without incorporating
mechanisms to accurately recognize differences in patient need and acuity will inherently disadvantage
clinicians who are effectively addressing the most challenging clinical conditions. Proactive strategies
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for addressing these issues through patient attribution, risk adjustment and network adequacy will be
essential to securing participation of a diverse range of providers across the health care system.
Mayo Clinic also recognizes the need to incorporate practice behaviors that promote care coordination
and patient-centered care as a core component of medical education for our nation’s next generation of
clinicians. We know that the training furnished early in one’s career will influence practice patterns and
care delivery approaches throughout a lifetime of practice and our current medical education system
must do more to emphasize the value of team-based, integrated care designed to meet the needs of
patients and their families. CMS should consider opportunities to support medical education and
training programs that promote the use of accountable care practices and offer direct incentives to
organizations and clinicians willing to adopt such programs.
II.

Expanded Opportunities for Participation in Advanced Alternative Payment Models

Mayo Clinic appreciates the work CMS has taken to ensure a smooth transition to the Quality Payment
Program (QPP) and encourages the Innovation Center to continue expanding the opportunities for a
broad range of providers to participate in Advanced Alternative Payment Models (AAPM). In order to
ensure that clinicians treating medically complex patients are engaged in AAPMs and assessed fairly
using performance metrics, it is important that the Innovation Center develop models that reflect the
potential for wide variation in the level of patient need and reward the use of high-value, integrated,
multi-specialty care. At a minimum, more must be done to develop accurate risk adjustment and
attribution methodologies that will not penalize clinicians who are furnishing care to patients with
multiple medical conditions and complex clinical and social needs. Destination medical centers that
offer advanced medical care to patients from multiple referral sources are challenged by inaccurate
patient attribution with resulting errors in performance measures and costs. Previous approaches utilized
by CMS that retrospectively assign patients to providers based on billing data have not yet been able to
capture these patient relationships with sufficient accuracy. As a general rule, our available patient data
indicates that most methodologies fail to accurately reflect whether a patient maintains a primary care
relationship with Mayo Clinic or seeks more limited treatment of a specific, medically complex care
need. These models struggle to reflect the role that institutions offering expertise in advanced medical
treatments and procedures may play in a patient’s care regimen, often undervaluing that care or
incorrectly identifying the relationship as a traditional primary care interaction. We hope to have the
opportunity to discuss alternative attribution approaches CMS could utilize for data collection and
analysis that would more accurately attribute patients to organizations participating in AAPMs, thus
increasing the appeal of those models.
We commend CMS for its focus on serving as a responsive partner for providers willing to consider
participation in AAPMs. Ongoing efforts to ensure performance measurement reflects the variability of
patient complexity, such as the recent adjustments made to the Merit-based Incentive Program Scoring
(MIPS) under QPP, will go far in engaging more clinicians to participate in risk-based payment
programs. Moreover, longer term predictability and certainty with regard to new payment models is
also important to securing participation because it allows organizations to invest the human and financial
resources necessary to support the clinicians in an AAPM over a defined period of time, allowing for
continued investment and improvement as the model progresses and evolves over time.
Aligning our practice, governance model and reporting methods to respond to the requirements of
various alternative payment models requires additional resources to ensure that we meet program
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commitments as well as maintain the integration that is the hallmark of the Mayo patient experience.
Establishing AAPM opportunities that can align with existing governance structures within an
organization rather than requiring the creation of new governance models is a key consideration for
many providers in embracing new Innovation Center opportunities. Allowing organizations to utilize
existing governance structures that have proven success may make it more likely that a broader range of
clinicians will participate in AAPMs, offering opportunities for improvement in both quality and
efficiency to the Medicare and Medicaid programs while minimizing disruption for providers and
patients.
Improved data collection and analysis are also key to accurately identifying a patient’s relationship with
Mayo Clinic as well as capturing the level of patient need that must be addressed by the clinician
rendering care. Mayo Clinic’s active roles as both a provider of care and a national research organization
allows us to the ability to offer uniquely comprehensive perspective on these issues, as evidenced by
some of the ongoing data analysis we have undertaken to better understand how the Innovation Center’s
current patient attribution and risk adjustment methodologies may be improved for organizations that
serve a disproportionately high number of patients with discrete but highly complex clinical treatment
needs.
We appreciate the opportunity to work with CMS in conducting this type of data-driven research to
ensure that providers treating medically complex patients are appropriately measured within the context
of both quality and cost under AAPMs. For example, our initial analysis of a subset of patients
undergoing lower extremity joint replacement demonstrated that the clinical need and cost associated
with that episode of care would be more accurately captured if the Innovation Center’s risk adjustment
methodology included a few additional pieces of patient information that is readily available to
providers in a routine medical record. We commend CMS for the improvements it has already made in
this area, such as including available HCC information in risk adjustment calculations, and look forward
to working with the Innovation Center to identify additional areas of improvement in future models
III. Consumer-Directed Care and Market-Based Innovation Models
Mayo Clinic supports CMS in its effort to further empower Medicare and Medicaid beneficiaries to
make wise choices in seeking and purchasing medical care. We also agree that transparency is essential
to ensuring patients can make well-informed choices, and that CMS should pursue efforts to improve the
quality and cost information available to beneficiaries through the appropriate compilation of data to
provide accurate analysis and meaningful disclosure of provider performance and cost efficiency
metrics. The development of new models in this area should also ensure that patients are able to select
treatment by an appropriate range of providers that includes a full spectrum of organizations that are
able to meet their care needs, no matter how specialized or complex.
In the current environment where many stakeholders are focused on value-based health care, we find
that discussion is often unintentionally skewed toward consumer assessment of differences in cost based
on unit price and less likely to emphasize the resources used over the episode of care or meaningful
differences in quality and outcomes. This is understandable given that patients can more readily
understand and compare variation in price lists than variation in clinical quality based upon less familiar
performance metrics. As CMS pursues new approaches to offering consumer-directed care models, it is
critically important that continued improvements to quality measurement and transparency be included
as part of that investment so that patients are able to differentiate between providers based upon overall
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performance rather than the discrete cost of one service. Mayo Clinic is encouraged by the recent CMS
announcement of the Meaningful Measures program seeking to align and prioritize quality measures,
which could be an important component in helping patients make well-informed care decisions.
Recent CMS publications indicate that the Innovation Center is focused on promoting meaningful
patient choices based upon both cost and quality considerations. We are also generally supportive of the
concept of allowing providers to bid on full episodes of care utilizing a bundled payment amount or
establishing preferred provider networks for certain types of services. In fact, we believe that alternative
payment models focused on treating medically complex patients that utilize a relatively high number of
services represents an exceptional opportunity to realize both improvement in health care outcomes and
spending levels if they succeed in engaging providers that are experienced in successfully serving this
population.
Bundled payment models that are designed to truly reward appropriate care, as opposed to just serving
as a discounted payment mechanism, hold the potential to reward clinicians who can effectively manage
the care of patients with multiple, medically complex conditions over an appropriate period of time.
Mayo Clinic has pursued innovative bundled payment models for select episodes of care with employers
and plan issuers in the private sector with notable success, offering improved clinical outcomes at an
overall lower cost per episode and believe that similar success is achievable within the Medicare and
Medicaid programs. Whether such models would be appropriate for direct competitive bidding by
provider organizations is a question that can only be answered with consideration of more detailed
information but the expanded use of innovative, risk-based bundled payment models is an intriguing
concept that CMS should consider for both routine and medically complex episodes of care.
As CMS considers the future evolution of bundled payment models, it should also consider rewarding
providers who avoid unnecessary surgery and other invasive treatments. While much of the current
focus of bundled payment incentives centers on standardizing care around evidence-based guidelines
and avoiding unnecessary post-acute care in connection with a specific surgery, longer term goals
should acknowledge providers who are able to address clinical needs with less invasive treatment. For
example, surgical Centers of Excellence (COE) like Mayo that participate in bundled payment programs
under direct contracts with employers have found that a significant number of patients referred for
surgical procedures by a home provider were not actually in need of that surgical intervention. In fact,
as many as 16 percent of patients sent for total joint replacement and 40 percent of patients referred for
spinal surgeries were found “not suitable” for surgery by COE physicians. 1 As such, we encourage
CMS to consider the value of appropriate treatment in its bundled payment programs by offering a
methodology that defines episodes by diagnosis in addition to specified treatments.
We are also intrigued by the possible development of qualified preferred provider networks within the
Medicare program and believe such a model could hold potential benefits for both primary care and
treatment of medically complex patients. One of the alarming trends Mayo Clinic has observed in both
the commercial insurance market as well as the Medicare Advantage program is the expanded use of
narrow networks driven by rate negotiation rather than overall cost and quality of patient care. A
network that offers incentives to patients for seeking care from qualifying provider organizations that
1

Slotkin, J., Ross, O., Coleman, M.R., & Ryu, J. (2017). Why GE, Boeing, Lowe’s and Walmart Are Directly Buying Health
Care for Employees. Harvard Business Review. Retrieved from https://hbr.org/2017/06/why-ge-boeing-lowes-and-walmartare-directly-buying-health-care-for-employees
.
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have demonstrated superior clinical outcomes and cost efficiency for defined episodes or types of
treatment would offer benefit to both Medicare beneficiaries and the program as a whole. We believe
that CMS should work with providers and appropriate payers to identify methods to qualify preferred
provider models that could focus on community care as well as networks of providers that have
demonstrated success in managing patients with multiple chronic conditions and more complex clinical
needs. We look forward to additional discussion of these potential focus areas.
IV. Physician Specialty Models
Mayo Clinic is pleased to see the Innovation Center’s focus on increasing the availability of alternative
payment models (APM) for specialty physicians and supports the goal to improve quality and cost of
care. Additional effort to engage specialty physicians in APMs is an important step in driving
coordinated care across the delivery spectrum as well as enhancing efficient use of services. We also
understand CMS’ inclination to focus special emphasis on engaging independent medical groups but
believe that models under consideration should embrace the opportunity to engage all specialty
physicians rather than prioritizing one type of practice model. During the early stages of transformation,
it is important to harness engagement in all possible circumstances to allow CMMI to build momentum
for new approaches payment within this provider community.
In the RFI, CMS seeks feedback on a number of potential specialty-focused model designs, including
encouraging specialty physician management of a defined population of beneficiaries with complex or
chronic medical conditions. We envision two possible approaches to defining an eligible population:
first, by identifying specific medical conditions that lend themselves to management by certain types of
specialists or second, by identifying patients by level of acuity through risk scores and other readily
available claims information. Both approaches would allow CMS to target incentives towards patients
or conditions that are appropriate for this approach to care management as well as focus on the areas
with the greatest potential for clinical improvement.
While cost efficiency for an episode is a significant consideration in assessing value, measuring whether
a provider meets acceptable performance threshold in terms of both quality reporting and clinical
outcomes should be the driving factor in establishing episodic payment models under this type of pricing
model. This new model could encourage specialty physicians to develop or adopt consistent clinical
standards of care and assume more of a role in the active care management of their patients.
In our experience, providers are inherently more likely to engage in models that are developed by their
peers. For these reasons, the work of groups like the Physician-Focused Payment Model Technical
Advisory Committee (PTAC) represent an important opportunity in efforts to increase engagement of
specialty physicians within APMs. While PTAC has received and considered a number of proposals in
its first year, there are improvements that would encourage additional efforts to utilize this pathway for
APM development. Additional support resources that could accelerate the timeline for consideration of
proposals as well as ensure comprehensive review of APM submissions are needed to render timely and
adequate assessment. Potential contributors may also be more willing to invest the resources necessary
to develop models for submission if the Secretary of Health and Human Services’ process for
consideration and implementation once PTAC has rendered its recommendation was more defined and
transparent. Finally, once a model is selected for implementation, CMS should establish a more formal
process for allowing the organization submitting the model and PTAC members to provide input during
the final stages of model development. All of these adjustments would enhance stakeholder enthusiasm
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for participating in the PTAC process and increase the likelihood of producing APMs with broad appeal
and uptake in targeted provider communities.
V.

Medicare Advantage Innovation Models

Mayo Clinic is also encouraged to see the RFI’s focus on providing Medicare Advantage (MA) plans
greater flexibility to innovate and facilitate improved patient outcomes. We believe that CMS could
achieve more success in improving quality and cost of care for Medicare beneficiaries by aligning or
adopting private market approaches to coverage and payment that demonstrate success. It is also
important that such flexibility enhance beneficiary choice as well as protect access to appropriate
services and providers offering advanced treatment options for complex medical conditions when
needed.
Over the past few years, Mayo Clinic has observed an increasing number of MA plans taking action to
narrow the network of providers offered under their benefit plans. While this may offer opportunity for
short term cost savings in some circumstances, it must not come at the expense of beneficiary access to
specialized care. Networks built upon short term rate negotiations often fail to consider the long term
expense associated with sub-optimal treatment for medically complex patients. It is essential that these
capitated plans offer adequate provider networks that appeal to all beneficiaries, not just enrollees with
less acute medical needs.
Finally, CMS should also consider offering flexibility to encourage the growth of provider-affiliated or
sponsored health plans. Engagement of providers as active participants in offering beneficiaries
coverage as well as delivery of services could lead to a more seamless experience for patients and
expand community-based plan offerings that may offer more experience and better understanding of the
specific needs of a local or regional population. Unlike national plans with the ability to scale and
modify their plan offerings across multiple markets as conditions evolve, community-based plans tend to
be tied to individual regions with a more defined patient population. Moreover, many of these
organizations are mission-driven, not-for-profit entities that also serve as safety net providers within
their communities and extend that mission to the operation of their health plan. As such, CMS should
consider if additional flexibilities are appropriate for these specific types of organizations in order to
facilitate their participation in Medicare Advantage as both a plan issuer and provider.
VI.

Program Integrity and Regulatory Relief

Earlier this year, Mayo Clinic responded to CMS’ solicitation of feedback on regulatory requirements in
the Medicare program that posed administrative burden or barriers to care without offering substantial
program protection or benefit. We strongly support CMS in its effort to identify and address program
requirements that may offer little or no benefits to patients or the Medicare program and encourage CMS
to consider similar efforts as it develops new payment models that could incorporate waivers or other
actions that would facilitate greater care integration and more efficient delivery. Our previous comments
in this area identified a number of requirements that could be withdrawn or modified as part of this
effort, including the following priority items that we believe offering the greatest opportunity for relief
in the context of payment reform:
Remove barriers and expand Medicare coverage of telehealth services - As a destination practice,
Mayo sees patients from all 50 states and is increasingly reliant on telehealth to provide continuity of
destination care and delivery of sub-specialty urgent care through programs such as telestroke.
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Expanded access to telehealth would allow Mayo to provide acute care services in diagnosis and
treatment regardless of the patient’s physician location, and reduce the need and expense of routine inperson follow up appointments.
Allow multiple physician visits to group practice providers occurring on the same day - Current
Medicare payment policy allows one Evaluation and Management (E&M) visit per physician specialty
per date of service. This is a disincentive to deliver patient-centered, efficient, team-based care in a
destination care setting such as Mayo Clinic. This is a distinct disincentive for greater physician
collaboration and consultation and inadvertently discriminates against team-based destination practices
where patients with highly complex conditions come to find answers requiring collaboration among
multiple specialists and oftentimes sub-specialists.
Streamline Evaluation & Management (E&M) documentation guidelines - Medicare requires
physicians to document long histories, review of systems, social histories and physical exams on each
patient visit. CMS should simplify its documentation guidelines, and consider adopting the Evaluation &
Management codes in the American Medical Association’s CPT manual, which are already in use by
commercial insurers.
Modify the Skilled Nursing Facility (SNF) hospital 3-day stay requirement - Physicians who
monitor a patient’s condition are best able to determine appropriate settings to deliver care. The threeday qualifying hospital stay requirement conflicts with short-term stay initiatives and promotion of
efficient health care delivery to Medicare beneficiaries. In addition, the requirement is costly. A threeday hospital stay costs Medicare about $12,300 (national average) compared to an average $430 per day
of SNF care.
Refrain from enforcing the 96-hour rule for Critical Access Hospitals (CAH) - While CAHs are
required to have an average length of stay of 96 hours or less per patient for acute care, some of the
services CAHs provide have longer average lengths of stay. CMS should not enforce the condition of
payment that requires CAHs to discharge or transfer patients to another hospital within 96 hours of
admission.
Waive the Two-Midnight Rule for providers in select APMs – Accountable Care Organizations
(ACOs) and other value-based payment models have built- in incentives for providers to minimize
inpatient admissions and treat patients in the most appropriate and efficient setting. This rule has caused
research, evaluation and re-engineering of current processes that did not demonstrably improve patient
care and significantly increased the numbers of claims submitted to Medicare audit agencies for appeal.
Risk-based payment models that include strong incentives for providers to address the concerns
associated with prolonged observation care offer an opportunity to relieve providers of the unnecessary
burden or arbitrary time rules while ensuring patients receive appropriate care in the most appropriate
setting.
Modify Physician Supervision requirements in select circumstances - CMS should consider
modifying physician supervision requirements that are more relevant under fee for service incentives but
may be less necessary under value-based payment models incorporating significant amounts of risk. For
example, the Medicare “incident to” policies require a physician to see a patient before certain basic
services can be furnished, adding an extra step and potentially unnecessary visit in the process. Some
policies also require that a physician be immediately and physically available in the office suite to bill
for services provided by allied health staff. Under ACOs and other value-based models, incentives are
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included to encourage physicians to practice in the most efficient manner to provide the best possible
high quality care to patients. The restrictions related to fee schedule payments are not needed and
detract from efficiency that might be created under the new innovative care models that the Innovation
Center seeks to implement. CMS should also recognize the appropriate use of video and other advanced
technology tools that may be safe and effective substitutes for more traditional ‘side by side’ supervision
by physicians.
Overall, Mayo Clinic agrees that the current Medicare payment methods that pay based on the volume
of services provided and require substantial documentation to demonstrate compliance with multiple,
complex billing rules may be more vulnerable to fraud and incorrect payment. We encourage CMS’
effort to move towards a patient-centered, value-based model that allows physicians and health care
providers to furnish necessary services and ensure high-quality care for patients in an efficient manner.
Payment methods should reflect clinical performance and outcomes and allow physicians and providers
to treat patients in the manner and in the site of service which best meets the patient’s needs. We
encourage CMS to continue its consideration of changes that can remove administrative complexity
while maintaining high standards of patient care and protecting the integrity of public programs and
offer our support in identifying potential areas for improvement.
Mayo Clinic appreciates the opportunity to weigh in with feedback on the New Direction for the
Innovation Center as CMS pursues additional pathways for improved quality and cost in the Medicare
and Medicaid programs. Our clinical and research teams are currently partnering on a number of studies
that can offer insight on appropriate payment and delivery models that are specifically focused on
improving outcomes for medically complex patients, and we look forward to sharing the results of this
work with your team in the near future. If you have questions or would like to discuss any of our
suggestions in greater detail, please do not hesitate to contact me.
Sincerely,

Robert E. Nesse,
Executive Medical Director
Payment Reform

McKesson Corporation
One Post Street
San Francisco, CA 94104

Pete Slone
Senior Vice President, Public Affairs

www.mckesson.com

November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, Maryland 21244
Re: Request for Information: Innovation Center New Direction
Dear Administrator Verma:
On behalf of McKesson, I am pleased to submit comments on the request for information (RFI), “Centers for
Medicare & Medicaid Services: Innovation Center New Direction.” We appreciate CMS’ ongoing efforts to
foster innovative payment and care delivery models that strive to reduce expenditures, while improving
patient outcomes and the quality of care. We are a mission driven company, focused on working with our
customers and partners, on creating a sustainable future for healthcare and chartering a course to better health
together.
We’re experiencing an era of unprecedented change in health care. New technologies, new services and new
ideas will be needed to deliver improved outcomes for businesses and patients. McKesson is at the forefront
of that transformation. We work with health care organizations of all types to strengthen the health of their
business, helping them control costs, develop efficiencies and improve quality. We build essential
connections that make health care smarter, creating intelligent networks that expand access, reduce waste, and
bring people and information closer together. We supply the industry with the resources, support and
technology to create new standards and a world of better health.
Our diverse business portfolio provides a unique lens of the healthcare ecosystem. One-third of all
pharmaceuticals in North America are delivered by McKesson. Our Health Mart franchise, with more than
4,800 independent pharmacies is the fourth largest pharmacy chain in the United States. Our US Oncology
Network serves more than 900,000 patients and 160,000 new cancer patients annually across 400 sites of
service and 25 states. Our McKesson Specialty Health business supports more than 1,800 physicians that
participate in the Quality Payment Program, including almost half that participate in the Oncology Care
Model (OCM). We appreciate CMS’ interest in public-private partnerships, and would welcome an
opportunity to discuss how we can collaborate on issues of common concern.
Additionally, our commitment to providing better health starts with our 31,000+ U.S. workforce. We
empower our employees, their families and caregivers to take ownership of their health. We offer best-inclass wellness programs, rewards for healthy behaviors and transparency in clinical and cost data to ensure
our employees and their families can make the best health choices. McKesson is a proud partner of the
DRIVE Health Initiative, a national partnership led by two business organizations representing Fortune 500
companies, the Pacific Business Group on Health and the ERISA Industry Committee. DRIVE Health –
Deliver Results, Innovation and Value for Everyone, is a purchaser-led campaign to accelerate value-based
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care. We would be happy to provide you greater insights into our employee programs, learnings in patient
activation and consumer-driven initiatives.
We commend CMS’ “new direction to promote patient-centered care and test market-driven reforms that
empower beneficiaries as consumers, provide price transparency, increase choices and competition to drive
quality, reduce costs, and improve outcomes.” McKesson offers the following comments on specific models
identified in the RFI.
Prescription Drug Models
McKesson appreciates CMS’ continued efforts to explore new models for prescription drug payment across
Medicare Parts B and D, as well as, State Medicaid programs. Specifically, we applaud CMS for focusing on
models that “better align incentives and engage beneficiaries as consumers of their care.” We are concerned,
however, that innovative value-based purchasing agreements executed without appropriate patient
engagement strategies, may not adequately empower patients and ensure treatment selection is based on
patient specific needs.
Pharmacists play a critical role in healthcare delivery and are uniquely positioned to have a comprehensive
view of a patient’s health status. Often, they are privy to critical pieces of information that can explain why
certain treatments did not adequately meet a patient’s need (e.g., side effects leading to discontinuation), and
more importantly, can be a critical decision maker in identifying treatment options most likely to succeed
(e.g., reduce side effects due to drug-drug interactions). Pharmacists are also uniquely positioned to identify
the true out-of-pocket cost burdens associated not only for a single drug, but the patient’s full regimen of
treatments.
As CMS considers various models, we strongly recommend that CMS prioritize the role of pharmacists in
drug selection, as well as ongoing drug management. Specifically, CMS should prioritize Medication
Therapy Management (MTM) as an important tool in influencing drug adherence, quality of prescribing and
resource use. In addition, CMS should test and advance policies that allow pharmacists and other clinicians
to be reimbursed for medication therapy management (MTM).
In the U.S., adherence rates for chronic medications average only fifty percent, with one-third of all
prescribed medications going unfilled. This lack of adherence accounts for an estimated 125,000 deaths
annually in the U.S., as well as $300 billion in added costs – the result of the utilization of healthcare services,
especially hospitalizations, that could otherwise have been avoided. MTM can help to improve adherence
rates. In recent years, CMS has made programmatic changes designed to increase eligibility and enrollment
in MTM by Medicare Part D beneficiaries. Despite these efforts, enrollment rates remain low, due largely to
the lack of strong incentives for MA-PDs and standalone Prescription Drug Plans to establish and maintain
robust MTM programs. Separate recognition and payment for MTM is critical in driving adoption of
programs and reinforcing the vital role of pharmacists play in adherence and quality of prescribing.
Mental and Behavioral Health Models
Our country’s opioid epidemic is the public health crisis of our time. Pharmacists can help address our
nation’s opioid epidemic by leveraging their relationship with patients. As noted earlier, pharmacists are
uniquely positioned to have a comprehensive view of a patient’s health status. They see the prescriptions and
diagnoses of multiple physicians. This vantage point allows pharmacists to detect potential problems of drug
interactions with opioids, potential misuse and/or signs of potenial abuse. Additionally, pharmacists provide
counseling and education to patients, and are viewed as a trusted resource for information.
Given our country’s impending physician shortage crisis and the availability of highly skilled, medicallytrained pharmacists that are ready and able to help now, we must make it a priority to harness the full breadth
of all of our clinical capabilities. McKesson encourages CMS to consider testing pharmacist-led opioid care
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management models that harness the expertise of pharmacists to identify at-risk patients, provide appropriate
clinical interventions, patient and caregiver education, and coordination of care with prescribers.
McKesson is commited to real-world solutions to address the opioid epidemic. Earlier this year, McKesson
released a White Paper, outlining our recommendations to combat opioid abuse. This White Paper was crafted
by McKesson’s Task Force on Prescription Drug Abuse and Diversion. Our recommendations focus on both
sides of the prescribing and dispensing sides of the equation. We have attached the paper for your review.
McKesson has partnered with the National Council for Prescription Drug Programs (NCPDP), a non-profit
organization that sets standards for pharmacy claims to advocate for a national Patient Safety Network (PSN).
The PSN would be a nationwide clinical alert system that uses data analytics to identify patients at-risk for
opioid overuse, abuse, addiction or misuse.
The PSN could be the critical infrastructure or backbone of an effective opioid care management program.
Here’s how the model could work:
•
•

•

•

The PSN would employ a clinical algorithm to identify prescription patterns that may indicate
abuse/misuse (i.e. doctor shopping, pharmacy shopping etc.) or drug interactions.
The pharmacy would receive real-time clinical alerts from the PSN during claim processing, flagging
for the pharmacist that they should gather additional patient information before dispensing (such
follow-up could include checking the state prescription drug monitoring program, contacting the
prescribing clinician, etc.).
The pharmacist engages the patient at the point of care. Depending on the nature of the alert and
patient status, the pharmacist may use shared-decision making tools to educate the patient on nonopioid treatment alternatives, risks of addiction, non-drug pain management techniques and
appropriate disposal of unused medication.
As part of ongoing patient education and effective MTM, the pharmacist could follow up with the
patient at an appropriate interval (e.g., 3 to 7 days post dispensing of opioids) to assess the patient’s
pain status and further determine need for clinical intervention or physician referral.

A Patient Safety Network would be an important complement to the Prescription Drug Monitoring Programs
(PDMPs) in use by states to track controlled substance prescriptions dispensed by pharmacists. While
PDMPs allow physicians and pharmacists to look up a patient’s controlled substance prescription history, the
full potential of PDMP’s is not being realized; usage rates are low, data are not real-time and the pharmacist
must break from his/her workflow to check the separate state database.
The PSN would supplement the PDMP data by using existing claims data, proactively identify at-risk patients
through algorithms and provide real-time alerts telling pharmacists when to check PDMP (increasing use of
PDMPs). By providing proactive clinical alerts, in real-time, in workflow, and across state lines, the PSN
would be an important additional tool in conjunction with the state PDMP.
To advance the development of the PSN, McKesson is helping to lead the Patient Safety Network Alliance, a
coalition of technology companies, provider organizations, payers and the pharmacy community. We are
committed to providing data-driven solutions that provide the clinical data necessary to inform pharmacist
clinical decision making at the point of care.
We would welcome an opportuntiy to discuss the role of the PSN in pharmacist-led opioid care management
models in greater detail.
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Conclusion
McKesson looks forward to working with CMS to foster an affordable, accessible healthcare system that puts
patients first. Should you have any questions, please contact Fauzea Hussain, Vice President of Public
Policy.
Sincerely,

Pete Slone
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EXECUTIVE SUMMARY
The MDsave Market-Based Consumer Healthcare Model
Currently operating in 33 states, MDsave is a rapidly scaling consumer healthcare
marketplace. MDsave offers transparent pricing on comprehensive, bundled episodes of care
that increase patient choice and satisfaction while reducing provider bad debt and fraud.
•

•

Choice, Competition, and Incentives
o Private and public healthcare marketplaces allow patient-consumers to shop,
compare, and transact.
o Providers are incentivized to participate in care bundles by receiving ultra-fast
payment in return for discounted rates.
o Currently supporting a network of more than 1,700 providers in more than 177
hospitals & health systems across the country.
Consumer-Directed Care
o Fully bundled episodes of care help patients to understand their costs and pay
one upfront price without balance billing.
o MDsave operates within the current coding and billing system, but adds a layer
of consumer-friendly language to help patients understand their procedure
needs.
o High degree of patient satisfaction – MDsave maintains a 91 Net Promoter Score.

MDsave + CMS
MDsave will help CMS to establish a patient-centered healthcare marketplace based on
transparency and empowerment across the care continuum:
•
•
•
•
•
•

Enable competition between providers and pricing pressure for the patient-consumer.
Increase patient satisfaction through simplified billing and greater control over
healthcare decisions.
Increase consumer engagement through retail best practices.
Enhance provider performance, service, and satisfaction while reducing bad debt.
Engage patients for chronic disease initiatives through proven promotion tactics.
Mitigate fraud through collection and distribution of prospective, horizontal bundle
payment through MDsave’s patented software.

We have provided the details of our business model in the attached report, per your request.
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Consumer-Directed Care & Market-Based Innovation Models
Do you have comments on the guiding principles or Consumer-Directed Care & Market-Based
Innovation Models?
Yes, the MDsave platform is built on largely the same set of principles put forth in this RFI.
Provider choice, competition, and incentives: The MDsave platform facilitates the creation of a
marketplace where (A) patient-consumers can choose providers based on their own criteria,
and (B) providers who offer the best value (quality, outcomes, cost) will be rewarded through
increased demand and volume. Providers will be incented to maximize their value to win a
share of consumer-patient populations. This creates a virtuous cycle of improved care as
providers improve value with volume1.
Patient-centered care: Conventional health plans dictate a provider network to patientconsumers. With MDsave, patient-consumers have complete autonomy in which procedures
they select from which providers. This gives patient-consumers ultimate control in how they
craft their combination of care. Yet, we recognize that sometimes patient-consumers can have
too much choice, which can be paralyzing. MDsave facilitates a care coordination model where
primary care experts can craft bundles of care across multiple procedures and treatments, to
offload the anxiety of healthcare decisions from the patient-consumer.
Benefit design and price transparency: The MDsave platform facilitates an unprecedented level
of price transparency and predictability of healthcare costs. MDsave enables a broad range of
care cycles to have prospective, all-inclusive fixed prices. This both enables individual patientconsumers to better forecast healthcare costs and allows a benefit design process to take place
on firmer ground.
Transparent model design and evaluation: The MDsave platform can be configured to host a
multiplicity of bundled procedure designs and treatment models. A broad range of
organizations and experts can participate in designing optimal care models. Purchase data from
the platform will provide insight into consumer adoption of the various models.
Small-scale testing: The MDsave platform can be rolled out iteratively along the lines of
providers, geographies, patient populations, and treatment types to facilitate incremental
learning and improvement.
What Consumer-Directed Care & Market-Based Innovation Model designs should the
Innovation Center consider that are consistent with the guiding principles?

1

Porter, Michael E. and Lee, Thomas H. “The Strategy That Will Fix Health Care.” Harvard Business Review. Accessed on October 25, 2017.
<https://hbr.org/2013/10/the-strategy-that-will-fix-health-care>
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CMS could deploy a direct-to-consumer transparency model in states requesting 1115 Medicaid
waivers. In these states, a population of patients could be established who either participate in
cost savings sharing or in a defined incentive program in exchange for using a direct-toconsumer Medicaid portal to shop for lower cost provider options. In this example, MDsave
would deploy our patented bundling technology (US Patent No. 9123072) to assist the states in
bundling and consumerizing their Medicaid fee schedules and displaying these purchase
options in a state- branded direct-to-member online portal. Patients would have the option to
purchase or select care through this portal and would be rewarded for greater savings. This
portal would be non-mandatory and would serve as one option to assist patients in selecting
appropriate care options. The portal would also be supported from a phone-support customer
service center. We have an existing support team, consisting of 7 FTEs, who have handled over
26,000 calls and 7,000 chats this year. Providers who participate in this service would receive
prompt payment in 6 days or less with no claims to file, using the MDsave bundled payment
auto adjudication system.
The existing system:
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The MDsave solution:

In these models, providers have agreed to capitated rates for bundled procedures and do not
need to file traditional claims to prove the reimbursement. Once a patient has selected a
service and visited a provider, the MDsave software could interface with CMS to transmit
payment after the medical staff processes the MDsave voucher. Processing of vouchers would
occur in the MDsave software or through an MDsave direct interface with the provider's
existing EMR/Revcycle software.
MDsave offers over 1,200 capitated bundled episode models (e.g., births, total joint
replacement, complex imaging, etc.) that provide several distinct advantages to patients and
providers. Patients are able to take control of their healthcare and make informed choices
when selecting providers and services. In survey data on our patient block, MDsave has
maintained an average net promoter score of 91 and over 64,000 patient transactions (see
“Distinct MDsave vouchers sold” file). MDsave has averaged over 3,800 patient vouchers per
month in 2017, and our patient savings typically range from 40% to 60% (see Patient
Testimonials below). Participating providers also gain the advantage of prompt payment with
dramatically reduced administrative cost. In current MDsave markets, our internal data has
shown that an average of roughly 8% - 32% of healthcare cost can be removed from the
transaction by replacing transactional intermediaries with a direct-to-consumer option.
Patient testimonials:
“...Our cardiologist had recommended stress tests for both of us. But MDsave found us a
hospital nearby at a fraction of the cost. We each paid $403 instead of $4-6000. The website
was easy to navigate. We paid online with no problems. The hospital provided the necessary
information for our Dr. to send the orders, and our printed receipt was accepted with no hassle
or questions. The results were then sent to our Dr. and all is well!” - Kirksville, MO
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“What was going to be a $6,500 test, I got for $500! I was just blown away that it was such a
drastic cut of price. I know it was a lifesaver for me. I was thrilled to death.” - West Tennessee
“With MDsave, I paid $420 for an $1,800 MRI. I knew exactly the cost of the MRI before I had it
and even had the option to find the best price between the MDsave providers...” - Kansas City,
KS
“We are from TX and lost everything in Hurricane Harvey. We are now relocating to Mississippi
and I needed immediate help with severe pain in my knees. Thanks to MDsave, I was able to get
an affordable appointment within a few days. The staff is very professional, friendly, and
knowledgeable.” - Long Beach, MS
“I paid 60% less going through MDsave than I would have had to pay for my insurance co-pay. I
didn’t have to pay additional for the radiology reading, which would have made the cost even
greater because through insurance the $1,000+ was only for the test. The radiologist reading
probably would have been another $500. It was a huge savings.” - Mesquite, NV
Do you have suggestions on the structure, approach, and design of potential ConsumerDirected Care & Market-Based Innovation Models? Please also identify potential challenges
or risks associated with any of these suggested models.
Consumer-directed models have proven to be very successful in lowering out-of-pocket and
reimbursable health care cost. In this model, patients who are under the deductible or who
have an out-of-pocket health plan design can shop, compare, and purchase fully bundled
episodes of care in an online consumer marketplace. These marketplace applications can either
be designed as an open consumer market place with in-network and out-of-network providers,
or a white labeled, plan-based application functioning in a closed network of providers. Patients
can select the service and provider they choose and either pay with a credit card or pay with
another online e-commerce payment type.
After a patient has selected the provider, chosen the procedure, and completed the financial
transaction, the patient receives an electronic prepaid medical voucher. This voucher is emailed
to the patient's smartphone, saved in their account profile, and placed in the provider account
profile for processing once the patient has been seen. In addition, an electronic notification is
sent to the selected provider’s appointment desk and an electronic notification is sent to the
patient's smartphone, including contact information for the selected provider’s appointment
desk. The medical voucher clearly states all of the healthcare components included in the
episode, along with any specific medical instructions the provider would like to inform the
patient of in advance of the procedure.
Once a patient arrives at the provider office for service, the voucher can be processed by the
provider staff for payment/reimbursement. The provider administrative staff simply logs into
their provider account on the same web application to process the voucher. Inside the provider
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side section of the application, the provider only has to select the voucher tab, choose the
presenting patient, and enter the date of service and the voucher number to complete the
claim. After voucher selection, the MDsave automated, adjudicated payment system queues
the voucher for processing and unbundling the payment to all participating providers, then
transmits the appropriate amount and a settlement statement to each party on the next
scheduled batch transmission date.
MDsave has deployed this direct-to-consumer model in 33 states and 177 markets in the last
three years. Data shows that healthcare purchases in a direct-to-consumer healthcare
marketplace have lowered the average consumer out-of-pocket cost by 40% - 60% versus the
contracted adjusted insurance rate under their existing health plans. In addition, uninsured or
uncovered patients have received savings even higher than insured, in-network patients.
Successful direct-to-consumer models involve several components to ensure widespread
consumer adoption and success.
Components to success for direct-to-consumer models:
1. Proper Consumer Designed Application - Online and mobile consumers have become
increasingly dependent on e-commerce applications that use advanced UI (user
interface) and UX (user experience) for a comfortable and easy-to-understand consumer
experience. Large e-commerce platforms like Amazon Prime have made shopping,
comparing, purchasing, and shipping as simple as a search with one click and a
fingerprint scanner to complete all steps of a modern e-commerce transaction.
Healthcare consumers are just as discerning as standard e-commerce customers. To
ensure patients are willing to shop for healthcare, this customer experience must make
the search, comparison, and purchase steps as simple as the checkout that consumers
have become accustomed to in other industries. To accomplish this, modern design and
the newest coding technologies must be incorporated into the design of the application
to ensure that advanced capabilities like suggestive search and mobile responsive
displays can be used to enhance the UI.
Since January 2014, MDsave.com has seen over 2.3M sessions, 5.9M page views, and
1.6M users.
2. Transactional Transparency - In order to provide a significant value to healthcare
consumers, all displayed healthcare items must be transactable and available with a
simple click. In the past, several organizations, such as Castlight Health, have made
significant investments in providing employers and consumers with healthcare
transparency data. However, transparency data without an easy way for the consumer
to purchase results in a diminished value proposition and low consumer adoption rates
of transparency platforms.
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In the current healthcare environment, it is extremely difficult for a consumer to
negotiate healthcare pricing with a provider, even if the consumer has transparent
pricing data to assist them. When a patient is armed with pricing information, providers
are often unable to negotiate since they are not aware of their own payment or
reimbursement rates. In addition, providers who are aware of their pricing component
in a healthcare episode often do not have visibility to the pricing information of the
other participating healthcare providers in the episode of care the patient is trying to
negotiate. As a result, multiple examples in the marketplace have proven that nontransactable transparency has failed to lower healthcare cost.
To ensure the consumer value proposition, any direct-to-consumer model must only
display healthcare care episodes that are fully bundled and transactable. Consumers
must be able to click and purchase the episode in the same way they would buy an
airline ticket or flat screen TV online. MDsave consumer data has shown that this type
of experience is greatly valued by healthcare consumers. In over 64,000 patient
transactions, MDsave has maintained a net promoter score of 91, and about 23% of
orders have been made by repeat customers (all-time), primarily driven by an increase
in repeat purchases in 2017 (26% in 2017, vs. 21% from 2014-2016, see attached
“MDsave.com orders by purchase type” file for more details).
3. Fully Bundled Episodes of Care - In direct-to-consumer health models, fully bundled
episodes of care have proven to be a key component to success. Many attempts to
deploy healthcare transparency and consumer-directed models have failed due to the
inability of stakeholders to offer consumers/patients a fully bundled episode of care for
purchase. For example, many organizations have displayed a transparent price for care
that comprised less than 50% of the full complement of fees needed complete the
healthcare service for the purchasing consumer. In most of these cases, a bundled price
may have only included the facility and physician-associated fees, while omitting other
large medical fees such as anesthesia or physical therapy. Therefore, the transparent
price provided could vary as much as 60% from the actual out-of-pocket cost owed by
the consumer when the healthcare episode is complete.
To offer a complete value proposition to purchasing consumers/patients, an
organization must offer transparent, fully bundled episodes of care that are
transactable. A fully bundled episode should include the entire patient's journey from
the initial consultations through surgery, physical therapy, and follow-up visits. In
addition, the bundled episode must contain all of the providers and fees who are part of
the patient transaction. For consumers, one of the most important factors in purchasing
direct-to-consumer healthcare is their ability to understand exactly what the procedure
costs are, and the comfort of knowing that there will be no additional surprise bills.
4. Bundled Payment Creation / Negotiation Software - To make the largescale bundling of
healthcare services efficient and scalable, complex software is needed to ensure a fast
and effective rollout of a fully bundled episodic environment. Negotiating and
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contracting with individual provider groups can be time-consuming and difficult with the
traditional payment/reimbursement infrastructure. MDsave has created a unique set of
bundled payment software negotiation tools to assist providers in creating clinically
driven bundles and contracting with the other providers who will participate in the
episode of care.
Bundled payment software should allow providers to select a clinical bundle from a prebuilt library of care episodes, and then connect to and contract with the other providers
electronically with a just few clicks. In addition, bundled payment software should be
able to display to providers suggested pricing for their bundled component based off
existing or consumer modified fee schedules.
4A. MDsave Success in Negotiating Episodic Bundles
•
•
•
•
•
•
•

1,239 bundles deployed in direct-to-consumer models in 33 states
Average bundle procedures save consumers 40% - 60% vs. insured rates
Inpatient and outpatient bundles available to consumers
Each bundle contains owned and affiliated provider groups
Bundles available in 7 of the 10 largest U.S. health systems
Over 64,000 bundled consumer episodes purchased direct from consumers
Over $17 millions of bundled payments transmitted to participating providers

5. Auto-Bundled Payment Adjudication Software (ABPAS) - A second challenge with
providing bundled episodes of care is the adjudication of payments to participating
providers. Providers have unique rates for each component of service provided and
most have separate payment offices to receive payments and reimbursements. One
large challenge in the proliferation of bundled payment reform has been the difficulty of
payment adjudication. Providers are currently not equipped to handle or disburse
bundled payments, and as a result have been resistant to incorporating bundled
payments into their workflows. In addition, bundled payment adjudication also becomes
very labor- intensive when scaled and can result in a significant increase to provider FTE
counts.
To reduce provider friction to bundled payment models, auto-payment adjudication
software is required to reduce workflow modifications. ABPAS should have the ability to
transmit the appropriate, agreed-upon capitated payment to each participating provider
once their portion of an episode of care has been completed. ABPAS should also provide
the provider with on-demand reporting and automatic settlement statements with each
batch ACA transfer. MDsave has currently deployed ABPAS in 33 states and 177 health
systems nationwide (see attached “Live States and Health Systems” file for a complete
list). Our unique experience has demonstrated that providers will participate in
capitated bundled payment models in scale as long as they are provided the ability to
maintain streamlined workflows.
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6. Fast, Easy Payment for Providers - To ensure widespread provider adoption of
consumer- directed models, providers must be properly incentivized. Direct-toconsumer models offer providers a unique opportunity to reduce bad debt, streamline
administrative billing cost, and improve patient satisfaction. MDsave has incentivized
providers by offering the value proposition of guaranteeing no bad debt and paying in
six days or less with no claims to file. This is accomplished by collecting the episode
payment upfront and paying based on the simple voucher processing step in the
provider’s MDsave account. For government-based models, the incentive of a fast, more
efficient payment process and increased patient volumes should be sufficient to gain
significant provider adoption.
Challenges of this model:
The most significant challenge with implementing a direct-to-consumer model in advanced
AMPs is creating a behavioral change amongst consumer/patients and providers. In order to
create this change among patients, there must be a reward incentive. In MDsave’s insured
consumer market, our patients have been financially rewarded by accessing the care they
choose at 40% to 60% less than their insured discounted rate for out-of-pocket costs. However,
this same incentive would not exist in the current Medicaid plan structure. To ensure patients
participate, CMS would have to create an incentive either through a reward program or a costsavings rebate check. This could present challenges since, as of the date of this RFI, no 1115
waivers have been issued to reform Medicaid plan designs.
Creating incentives for providers is much easier, but does also require some outreach in the
provider network. Providers who participate could be incentivized by simply receiving payment
faster with much less administrative overhead. MDsave data has shown that even with patients
accessing care at 40% to 60% less, providers are netting between 10% - 20% more per episode
and collecting in eight days or less. This occurs because the savings generated from eliminating
transactional intermediaries from the claim can be used to produce patient savings and
increase provider payment. In addition to higher net averages, providers would also be
incentivized to participate for increased patient volume.
What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
Direct-to-consumer healthcare models have proven there are significant improvements that
can be made to FFS and MA reimbursement models. The most impactful change is the in the
form of fully bundled, consumerized, transparent episodes of care. Transparent, capitated
bundles not only assist consumers in understanding and simplifying the healthcare purchasing
process, but also dramatically simplify coding and reimbursement. Bundles serve multiple
needs in direct-to-consumer purchasing: first, bundles allow a consumer to know the true cost
or patient responsibility of the episode; secondly, all providers participating in the episode have
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agreed to capitated rates; and third, capitation and consumerization dramatically reduces
excessive coding requirements needed in FFS reimbursement models.
To better serve the consumer needs, MDsave consumerized the APC, DRG, and CPT databases
into easy-to-understand consumer terms. Once consumerized, the components of each
procedure were bundled based on the clinical requirements needed to support each episode.
Bundling the episode based on clinical needs versus standard FFS billing requirements allowed
for dramatic reductions in unnecessary coding line items. Bundling for clinical episodes removes
the unnecessary line item billing needed for filing a traditional claim and condenses the line
items into a single item for each clinical component needed to fulfill the patient’s bundled
episode.
For example, a standard procedure, such as a total knee replacement, may have over 100-line
item billing codes associated with the surgery in a standard FFS claim. An FFS claim for a total
knee replacement would contain multiple line item billing codes for the facility, provider,
anesthesia group, diagnostics, pathology, and physical therapy. Each FFS line item is an
opportunity for billing fraud, billing mistakes, and significantly adds to the complexity of
processing the claim for reimbursement.
In contrast to FFS, transparent bundled episodes greatly simplify this process and would
dramatically reduce the opportunities for billing fraud and abuse. For example, in a total knee
claim based on capitated bundled episodes, only one line item would exist for each provider
participating in the bundled episode. In a bundled episode, the total knee claim would only
consist of the following capitated components: physician consultation, facility fee, surgeon fee,
radiology fee, anesthesia fee, and a bundle of physical therapy sessions, essentially reducing
the claim from over 100 line items of billing to six, with pre-negotiated capitated rates.
Bundled episodic claims will not only dramatically reduce the opportunity for billing fraud and
abuse but assist in lowering processing cost by simplifying the billing/reimbursement process.
In addition, providers are incentivized not to order unnecessary procedures since they have
agreed to a pre-negotiated rate for their component of the bundled episode. Other advantages
to the system are the reduction in revenue cycle software and cumbersome medical records
that offer no patient value but have become complex due to billing standards. MDsave has
processed over 64,000 bundled transactions in 33 states and have proven that providers and
patients have a significantly improved experience when providing care in a bundled episodic
environment.

12

Figure 1. Differences between a traditional claim and an MDsave bundle for a Total Knee
Replacement procedure
How can CMS further engage beneficiaries in development of Consumer-Directed Care &
Market-Based Innovation Models and/or participate in new models?
CMS can further engage beneficiaries in development of Consumer-Directed Care & MarketBased Innovation Models and/or participate in new models through a combination of multichannel retail best practices, modern marketing technologies and local activation to drive
acquisition and customer loyalty, all of which are outlined in detail below. It is also important to
engage and convert customers via multiple online and offline touchpoints with an emphasis on
contextualizing and personalizing communications based on relevancy, level of interest and
phase in the purchase journey.
We have found that medical coding and technical procedure definitions are too complex for
consumers to understand. To make shopping online for healthcare user-friendly, CMS could
create a consumerized layer on top of the comprehensive list of CPT codes. CMS could also use
search engine optimization in order to expose transparent pricing and purchase options to a
wide consumer audience, which could increase the rank of pages for high value search queries,
improve the information presented to search engine users about the site listing, and increase
the click-through by users of search engines to the site. To improve the user experience and
optimize conversion on site, CMS could perform qualitative usability testing (e.g.,
UserTesting.com) and quantitative A/B testing (e.g., Optimizely) of the current product and
potential new features. Web analytics tools like Google Analytics and Google Tag Manager
provide business intelligence and analytics that could help CMS gauge the effectiveness of
product and marketing efforts and better understand users and their product experience.
MDsave sees broad digital trends of consumers increasingly using mobile phones to access
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information. On mobile phones, CMS could make a call-to-action to contact a support team
through a phone call more prominent, as this path is often the easiest for the consumer to
learn about the service, get prices for procedures in their area, and make the purchase.
Below you will find a detailed overview of how MDsave has leveraged all of the above tactics to
develop a consumer-directed care model.
Detailed overview of MDsave tactics
MARKETING Our Goal
Engage the patient consumer through a combination of multi-channel retail best practices,
modern marketing technologies and local activation to drive acquisition and customer loyalty.
We continually invest in our brand and refine our story to spread the word at the point-of-care
and via our loyal customer base and local press/influencers.
A Commerce-Driven Approach
Our commerce-driven approach aims to capture, engage and convert customers via multiple
online & offline touchpoints with an emphasis on contextualizing and personalizing
communications based on relevancy, level of interest and phase in the purchase journey.
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Marketing capitalizes on main acquisition sources via paid efforts to drive organic traffic &
direct load.
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Meet the Patient Consumer
Key Stats
Consideration
• 71% of transactions occur on the first day a user visits our website, within 30-day lookback window (6/23/16-10/24/17. We started collecting this data in June 2016)
• 7-8 pages per session among Regular Website Visitor purchasers (6/23/16-10/24/17.
We started collecting this data in June 2016)
• Our Support Team consistently has the highest average order value ($505 in 2017)
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Customer satisfaction: Net promoter score is 91
Purchase
• 4 days average time to purchase, within 30-day look-back window (6/23/16-10/24/17.
We started collecting this data in June 2016)

Marketing Key Initiatives & Tactics
Acquisition
• Monthly Campaigns
• Promotions (initial purchase + email acquisition)
• Email Offer
• Hyperlocal
o Digital Advertising
o Traditional Advertising
Retention
• Promotions
• Monthly Campaigns
• Email (batch & triggered campaigns)
• Social Media
Customer Loyalty
• Referral
• Engagement
o 26K; 23% of purchasers are on our email list (according to post-purchase survey)
• Promotions
• Database marketing & customer profile building towards personalization
• Increase overall engagement with brand to increase repeat purchase
Brand Building
• Connecting the brand voice with customer voice
• Integrated campaigns
• Our story: showing vs. telling via local PR and video
• Customer profile
o Build customer profile via synthesis of external marketing channel acquisition
data, site metrics survey, user testing and call center interviews & scripts to
develop positioning, messaging & regional marketing programs steeped in
personalization.
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KEY PROGRAMS & RESULTS
Performance Marketing and Social Media:
Our goal is to optimize spend and cost-per-acquisition (CPA) across all digital marketing
channels through market prioritization. This includes search engine marketing (SEM), display
and social media advertising.
Our approach:
1. Group markets (DMAs) by tier based on:
a. Quantitative Measures:
• # Hospitals, Providers, Specialties
• Historical SaaS Fees
• Traffic, Conversion, Revenue
• Population
b. Qualitative Measures:
• Strategic Importance
• Competitive Positioning
2. Allocate marketing spend by Tier and Channel to digital tactics
• Prospecting: Paid Search, Social Media, Display
• Remarketing: Paid Search, Social Media, Display
• Earned Media
• Email Marketing
• In-market Collateral
• In-market Media (e.g., local print and radio ads)
Our use of modern technologies:
We employ a variety of digital marketing technologies to target, engage and remarket to
potential customers throughout the purchase lifecycle. Specifically, we serve our ads across
three platforms: 1) AppNexus (for Display); 2) Facebook (Social); and 3) Google AdWords
(Search). Within each platform, we are bidding on both prospecting and re-marketing ads, to
ensure we are constantly touching customers across channels during their purchase
consideration. Each Facebook and Search campaign has its own unique Invoca phone number,
which allows us to track both online conversions (i.e., onsite checkouts) as well as offline
activity (e.g., ads that prompted a phone call to our Support Team). Invoca’s integration with
Salesforce (our CRM software) also allows us to automatically retrieve customer data when a
phone call comes in, which enables our Support team to quickly view a customer’s purchase
history before the call is answered.
Testing & Optimization
In addition to our baseline program, we are continually running tests to infuse our program
with the latest in digital media tactics. We use learnings from our tests to optimize our current
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baseline program and supplement proven tactics with new and innovative approaches to
engage and acquire consumers.
Noteworthy Tests
The common element of our successful tests is personalization.
Hyperlocal Copy
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Sponsored Content Posts

Dynamic Creative Ads

20

Social Media
Facebook Advertising
We find Facebook to be our most effective social media platform to both prospect to potential
customers via geo-targeting, lookalike audiences built from our email list of purchasers and
from predetermined affinity/lifestyle audiences, and to remarket to customers who’ve visited
pages on our website. We tailor the messaging of our ads based on the customer’s level of
familiarity with our brand and their stage in the purchase cycle. We’re also able to target
customer on Instagram via Facebook advertising for additional ad exposure.
Ad Examples
Creative is optimized for mobile viewing given the popularity of Facebook on mobile
devices. We find video, slideshow and animated .gif ad formats to be most engaging and
therefore our top performers.
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Facebook Page
We use our Facebook page to communicate and engage with loyal fans of our brand and to give
our customers a platform to review, comment and provide feedback on our services. Post
content ranges from hospital partnership announcements, current promotions and patient
testimonials to fun facts and blog article features. Our current rating on Facebook is 4.3 stars
(based on 5-star rating).
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Post Examples
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Twitter Page
We use our Twitter page to communicate and engage with loyal fans of our brand and to give
our customers a platform to review, comment and provide feedback on our services. Tweet
content ranges from hospital partnership announcements, current promotions and patient
testimonials to fun facts and blog article features.
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LinkedIn Page
We use our LinkedIn page to communicate and engage with healthcare industry professionals,
acquire potential partnership leads and establish credibility within the healthcare and
technology community. This is also a vehicle to vet and engage with potential new hires for
MDsave.
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Blog Posts
We use blog posts on relevant healthcare topics to engage with consumers. We use our owned
marketing channels as the primary means of promoting these articles, including but not limited
to our 1) email newsletter, 2) Facebook page, 3) Facebook promoted posts, 4) Twitter, 5)
website.
Most popular blog posts
Open Enrollment: Our Top Guides to Choosing Health Insurance
Three Free Symptom Checkers You May Not Know...But Should
A Guide to Understanding the Cost of Health Care
A Patient’s Guide to High-Deductible Healthcare Plans
Five Ways to Make the Most of Your High-Deductible Plan
Your Healthcare Field Guide, Part 1
The People Behind the Issues: Why We Created MDsave
Marketing at Point-of-Care (Hospitals):
We strive to capture leads and increase brand awareness in hospitals (our #1 referral source)
via signage & collateral and continuously engage hospitals and staff to promote MDsave. Since
April 7, 2017, 11% of our call leads have been generated from marketing activity (e.g., patient
postcard, provider rack card, etc.).
Patient Postcard
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Wall Clings/Tabletop Displays

Email Program
26K subscribers; 23% of past purchasers are subscribers (based on post-purchase customer
survey)
Monthly Newsletter
Our monthly consumer newsletter continues to be the most cost-effective way to engage
current patients and acquire new patients. We send 2 emails a month. The first email promotes
our seasonal campaigns that are sometimes tied to flash sales on our site. The second email
highlights a patient story or relevant health topic blog post.
Secondarily, this file is used to create lookalike audiences on social media to serve ads to similar
audiences.
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Email Examples

Triggered Emails
Our triggered email series are delivered to customers who have taken the time to browse,
select and added procedures to their shopping cart but have failed to check out. We send these
emails as reminders to drive purchase. The final 3rd email includes a coupon code for a $25 off
purchase of $250+ as a final incentive to purchase.
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Email #1 (sent 3 hours after cart is abandoned)
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Email #2 (only sent if 1st email is opened; 24 hours after cart is abandoned)
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Email #3 Final reminder includes coupon code (5 days after cart is abandoned)

Promotions
We use discount offers as a vehicle for email acquisition, first purchase & repeat purchase
conversion - a retail best practice. The use of unique promo codes eliminates abuse and
ensures that our offers are being redeemed within the set parameters. Alternatively, we use
‘friendly’ promo codes to drive urgency with the intent of maximizing the number of purchases
within a short offer timeframe. We also vary the promo code based on media placement and
location to track effectiveness in region.
Email $25 Offer
We give customers $25 off their next purchase of $250 or more for signing up for our email list.
Discount is given at checkout via the customer’s unique promo code sent via email. This also
gives us the ability to assign the purchase to the customer, further enhancing our ability to
market to these individuals and track program performance.
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Creative Placements
Social Media Ad

Homepage Feature

Seasonal Offers/ 360 Campaigns
We use seasonal promotions to acquire first purchasers and convert first purchasers to repeat
purchasers. We offer a ‘flash sale’ by offering select procedures at an attractive price point for a
limited time. The selected procedures are tied to monthly healthcare observances generally
accepted by mass consumers and media. Secondary benefits include purchase ‘halo effect’ on
non-promoted or related procedures driven by awareness, general MDsave brand
awareness, and hospital/provider partner engagement.
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October $99 Mammograms
Our most successful promotion to date is our annual Breast Cancer Awareness campaign. We
offer $99 mammograms through select providers during the month of October. We use a 360
approach to these campaigns - ensuring consistency of message, customer experience (through
handoff between our external touchpoints and onsite experience) and design look & feel for a
unified, consistent and credible brand POV.
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Leveraging our “Customer Love”
We find ‘showing’ rather than ‘telling’ the world how great our service is, via customer
testimonials and quotes, to be most effective. As such, these quotes are used in a variety of our
marketing placements - from onsite promotion & social media ads to patient collateral and
quarterly PR newsletter handouts. We also give customers the opportunity to spread the word
about MDsave after they complete a purchase on our site.
Onsite Social Media Share
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Quarterly Newsletters (customer love feature)

Patient Collateral (customer love feature)
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Social Media Ad

Traditional Media
We are currently testing traditional media opportunities as a supplement to our current
program in less digitally inclined regions. Program components include radio, print and video
ads (in the hospital environment). Results are being tracked via promo code and site traffic via
unique URL.
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Brand Building (video)
In an effort to continually evolve our brand story and explain our value proposition to
consumers and provider partners alike, we have developed a series of short animated videos
for multipurpose use via social media, traditional media, hospital onboarding, and PR pitching.
Video link (Dropbox)
Facebook Video Link (for viewing within Facebook)
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PRODUCT –
Consumerized Catalog of Procedures
Medical coding and technical procedure definitions are too complex for consumers to
understand. To make shopping online for healthcare user-friendly, we created a consumerized
layer on top of the comprehensive list of CPT codes. For example, instead of offering dozens of
variants of a colonoscopy on our website, we simply offer one “Colonoscopy,” which allows
consumers to spend less effort selecting their procedure.
MDsave offers over 1,200 capitated bundled episode models (e.g. births, total joint
replacement, complex imaging, labs, etc.) that provide several distinct advantages to patients
and providers.

Search Engine Optimization
We’ve enhanced our website to improve our search engine optimization in order to expose
transparent pricing and purchase options to a wide consumer audience. The goals of these
changes included increasing the number of pages from our site that are indexed by search
engines like Google, increasing the rank of our pages for high value search queries, improving
the information presented to search engine users about our site listing, and increasing the clickthrough by users of search engines to our site.
We implemented XML sitemaps in early 2017 to aid search engines in discovering and indexing
the pages of our site. We have more than doubled the number of indexed pages as a result of
this and other efforts to optimize these sitemaps.

Figure 2: Google Search Console 10/20/2017
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We have implemented strategies to achieve top search engine rankings for queries related to
the costs of medical procedures.
The following table shows the top 20 search queries (based on search volume) along with the
rankings of MDsave pages for Google desktop search.
Keyword

Position URL

ct scan cost

3

https://www.mdsave.com/procedures/ct-scan-of-abdomenand-pelvis-with-contrast/d781f5c4

pet scan cost

3

https://www.mdsave.com/procedures/pet-scan/d782facc

cat scan cost

3

https://www.mdsave.com/procedures/ct-scan-of-abdomenand-pelvis-with-contrast/d781f5c4

how much does
a ct scan cost

1

https://www.mdsave.com/procedures/ct-scan-of-abdomenand-pelvis-with-contrast/d781f5c4

echocardiogram
cost

1

https://www.mdsave.com/procedures/echocardiographycomplete-ecg-cardiac-echo/d784fbc8

mri scan cost

3

https://www.mdsave.com/t/imaging-radiology/how-muchdoes-mri-cost

mammogram
cost

2

https://www.mdsave.com/procedures/mammogram/d786fcc5

cost of ct scan

2

https://www.mdsave.com/procedures/ct-scan-of-abdomenand-pelvis-with-contrast/d781f5c4

how much does
a cat scan cost

2

https://www.mdsave.com/procedures/ct-scan-of-abdomenand-pelvis-with-contrast/d781f5c4

cost of epidural
steroid injection

1

https://www.mdsave.com/procedures/epidural-steroidinjection/d583f9c4

dexa scan cost

1

https://www.mdsave.com/procedures/bone-density-dexascan/d48afd

how much is a ct 2
scan

https://www.mdsave.com/procedures/ct-scan-of-abdomenand-pelvis-with-contrast/d781f5c4

balloon
sinuplasty cost

https://www.mdsave.com/procedures/balloonsinuplasty/d780ffcb

5
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dot medical card 3
cost

https://www.mdsave.com/procedures/dot-physicalexam/d385ff

ultrasound cost

5

https://www.mdsave.com/procedures/ultrasound/d781f5ca

how much is a
cat scan

1

https://www.mdsave.com/procedures/ct-scan-of-abdomenand-pelvis-with-contrast/d781f5c4

chest x ray cost

1

https://www.mdsave.com/procedures/chest-x-ray/d480face

holter monitor
cost

1

https://www.mdsave.com/procedures/holtermonitoring/d783f8cc

hsg test cost

4

https://www.mdsave.com/procedures/hysterosalpingogramhsg-test/d784f8c5/illinois/chicago-il

Table 1: SEMRush 10/20/17
The following table shows the top 10 search queries (based on search volume) for which
MDsave ranked in the coveted “featured snippet” section of the Google search result page.
Featured snippets are organic results that generally appear towards the top of Google’s search
result page in a special treatment. More at
https://support.google.com/webmasters/answer/6229325?hl=en
Keyword
balloon sinuplasty cost

how much does a hida scan cost

holter monitor cost

hemorrhoidectomy cost

hsg test cost

eeg vs ekg

synvisc cost

abdominal ct scan cost

hida scan cost

pilonidal cyst surgery cost

dot physical cost

euflexxa injections cost

wart under fingernail

orthovisc cost

hemorrhoid surgery cost

how much does iron cost

orchiectomy cost

how much does a dot physical cost

upper endoscopy cost
Table 2: SEMRush 10/20/17
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Example “featured snippet” for “synvisc cost” search:

We have added structured markup (https://developers.google.com/search/docs/guides/introstructured-data) to our pages to enable search engines like Google to better understand the
content of our pages and present more meaningful results to their users. In the following
example search result, Google highlights the price range of the procedure in a different font
style and on its own line, drawing the attention of the consumer. Google can extract this
content as a result of the structured markup for that information on our page.

The example above also shows Google highlighting pages based on location. We’ve structured
our website to allow for easy navigation and discovery of pricing and provider information
based on different locations, for example Florida (https://www.mdsave.com/procedures/ctscan-of-abdomen-and-pelvis-with-contrast/d781f5c4/florida) and Texas
(https://www.mdsave.com/procedures/ct-scan-of-abdomen-and-pelvis-withcontrast/d781f5c4/texas) in the example above.
In addition to specific procedure location pages, we created pages that showcase the breadth
of MDsave offerings in different locations including the state (https://www.mdsave.com/texas),
metro area (https://www.mdsave.com/texas/houston-tx), and city
(https://www.mdsave.com/texas/houston-tx/77508). Search engines can make use of what
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they know about the user’s location to better direct them to these types of pages. For example,
a user may search for “gastroenterologists near me”.
User Feedback and Testing
To improve the user experience and optimize conversion on our site we perform both
qualitative usability testing and quantitative A/B testing of the current product and potential
new features.
Remote usability testing through services like UserTesting.com has highlighted aspects of the
site that are most appealing and helpful to users, as well as things that are confusing or
overlooked. We have run over 225 usability tests on such things as the messaging and design of
our homepage, regional landing pages, FAQ, search functionality, checkout page flow, and
mobile device usability. Screening questionnaires allow us to find users in our target markets
and demographics.
A/B testing through services like Optimizely allows us to test various versions of page layouts,
designs, and messaging to determine the most effective version and reduce the risk of
introducing changes and new features to our website. A/B testing has allowed us, for example,
to increase our rates of conversion to purchase by testing different versions of homepage
messaging and user interface design of the fields on our checkout pages.
Users are encouraged to complete surveys after redeeming their procedure vouchers and their
responses are sent (anonymously) to the product and marketing teams. When problems are
reported or low ratings appear, we investigate and often have our support team reach out to
the customer for more details. Site problems are addressed and problems with the patient’s
experience at a medical provider are reported back to the hospital contacts. As part of the
survey, users are asked to provide a Net Promoter Score for MDsave. We take pride in our
score, which is currently 91 out of 100 (as of 10/20/17). The Net Promoter Score is an index
ranging from -100 to 100 that measures the willingness of customers to recommend a
company's products or services to others. It is used as a proxy for gauging the customer's
overall satisfaction with a company's product or service and the customer's loyalty to the
brand.
To ensure a quality experience across a range of different device types and web browsers, our
development, QA, and product teams use tools like BrowserStack to test features on a variety
of set-ups.
Site performance is monitored using NewRelic in order to improve the user experience with fast
loading web pages.
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Multiple Payment Options
Our users have shown preferences for multiple payment options, which are supported on our
platform. Consumers want the choice of using debit or credit cards with the ability to split
payments across multiple cards. Additionally, we allow users to pay directly from their bank
accounts using PayPal. Payment plan options are available through a partnership with Parasail,
a lending company specifically for helping patients plan, manage and pay for medical expenses.
Hospitals and providers are also able to purchase at the point-of-service using our proxy
purchase tools.
Payment Method

Number Transactions

Percentage

Credit Card

26,972

78.4%

Cash

6,248

18.2%

PayPal

1,027

3%

Corporate Credit Card

63

0.2%

Split Cash/Card

49

0.1%

Split Multiple Cards

38

0.1%

ACH

18

0.1%

Table 3: 2017 Data
Customer Relationship Management
In order to provide excellent customer service, we track our interactions with customers in a
CRM system. This provides records of every call, chat, and email we have with patients as well
as their history with MDsave, including past purchase history. When customers call or chat, our
CRM software stack (including Invoca and Salesforce) uses the phone number of the caller or
email address of chat user to automatically retrieve the customer data so the support agent can
quickly get up-to-speed on the customer’s history and provide effective support and service.
MDsave’s support team has handled over 26,000 calls and 7,000 chats this year.
Mobile Optimization
MDsave sees broad digital trends of consumers increasingly using mobile phones to access
information. Mobile devices have the highest share of device types by our consumer users and
we build “responsive design” web pages that adapt the display for desktop, tablet, and mobile
devices. On mobile phones, we make the calls-to-action to contact our support team through a
phone call more prominent as this path is often the easiest for the consumer to learn about our
service, get prices for procedures in their area, and make the purchase.
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Device Category

Percent of Sessions

Mobile

53.01%

Desktop

40.53%

Tablet

6.46%

Table 4: Google Analytics- Device distribution for consumers on MDsave.com for first three
quarters of 2017.
Web Analytics
Web analytics tools like Google Analytics and Google Tag Manager provide business intelligence
and analytics that help us gauge the effectiveness of our product and marketing efforts and
better understand our users and their experience of our product. We use these tools to track
the effectiveness of search optimization efforts and marketing campaigns and to understand
what users are searching for on our site, the most prevalent behavior flows across the site, and
specific behaviors on checkout. Data on our users’ device types, browsers, and operating
systems help inform the design of our site and inform our quality assurance testing. User
demographic data, including location, allows us to understand what medical services people in
different markets are looking for. We frequently present this type of data to hospitals to prove
demand for specific medical procedures in their area.
Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
Yes, 1115 and 1115A payment waivers would assist states in designing the proper patient
incentives to engage in consumer direct models. With 1115 waivers in place, states would
have the freedom to design cost sharing and reward based payment options to reward
consumers to use consumer direct models and portals.
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Program Integrity
Do you have any comments on the guiding principles or Program Integrity?
Yes, the MDsave platform is built on largely the same set of principles put forth in this RFI.
Provider choice, competition, and incentives: The MDsave platform facilitates the creation of a
marketplace where (A) patient-consumers can choose providers based on their own criteria,
and (B) providers who offer the best value (quality, outcomes, cost) will be rewarded through
increased demand and volume. Providers will be incented to maximize their value to win a
share of consumer-patient populations. This creates a virtuous cycle of improved care as
providers improve value with volume2.
Patient-centered care: Conventional health plans dictate a provider network to patientconsumers. With MDsave, patient-consumers have complete autonomy in which procedures
they select from which providers. This gives patient-consumers ultimate control in how they
craft their combination of care. Yet, we recognize that sometimes patient-consumers can have
too much choice, which can be paralyzing. MDsave facilitates a care coordination model where
primary care experts can craft bundles of care across multiple procedures and treatments, to
offload the anxiety of healthcare decisions from the patient-consumer.
Benefit design and price transparency: The MDsave platform facilitates an unprecedented level
of price transparency and predictability of healthcare costs. MDsave enables a broad range of
care cycles to have prospective, all-inclusive fixed prices. This both enables individual patientconsumers to better forecast healthcare costs and allows a benefit design process to take place
on firmer ground.
Transparent model design and evaluation: The MDsave platform can be configured to host a
multiplicity of bundled procedure designs and treatment models. A broad range of
organizations and experts can participate in designing optimal care models. Purchase data from
the platform will provide insight into consumer adoption of the various models.
Small-scale testing: The MDsave platform can be rolled out iteratively along the lines of
providers, geographies, patient populations, and treatment types to facilitate incremental
learning and improvement.

2

Porter, Michael E. and Lee, Thomas H. “The Strategy That Will Fix Health Care.” Harvard Business Review. Accessed on October 25, 2017.
<https://hbr.org/2013/10/the-strategy-that-will-fix-health-care>
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What Program Integrity model designs should the Innovation Center consider that are
consistent with the guiding principles?
The Innovation Center should consider moving away from FFS and line item-based billing. The
current billing systems exist to properly document a medical claim and to minimize fraud by
requiring healthcare providers to properly document the need for each performed medical
service. However, this system has become increasingly complex over time and added
unnecessary administrative cost to each healthcare transaction. In addition to added cost, a
greater number of line items have been created to process a proper claim. As claim
documentation has expanded, so has the opportunity for waste, fraud, abuse, and medical
billing error as required reimbursement documentation has become overly complex. Moving to
a capitated bundled payment model would eliminate much of this complexity and greatly
reduce the opportunities for billing fraud and mistakes.
With currently available technologies, the need for increased documentation could be greatly
reduced and streamlined. This streamlining effect will not only reduce fraud and abuse but
dramatically lower healthcare cost by removing unnecessary healthcare intermediaries that are
needed to ensure payment and reimbursement in the current healthcare claim system design.
For example, a significant portion of healthcare costs resides in processing claims through the
payment of claims intermediaries. For example, a standard healthcare transaction in a hospital
will contain the following intermediaries:
1) The Revenue Cycle Software Provider
2) EHR Software Provider
3) Claims Processing Vendor
4) Billing Staff or Outside Billing Vendor
5) The Early Out Collection Vendor
6) Debt Collectors
7) Health Plan Administration
8) Out-of-Pocket Cost Estimator Vendor
9) Claims Clearing House
Each healthcare intermediary charges a transactional fee, monthly Software as a Service (SaaS)
fee, or both to provide their service. As a result, these added fees and charges are passed on to
the payer of the claim, or to the consumer in the form of increased cost in an out-of-pocket
transaction. However, with modern technologies and streamlined consumer-focused models,
these intermediaries can be eliminated. A healthcare transaction today is similar to a travel
transaction in the 1980s. Before internet-based technologies, a travel agent was needed in
order to coordinate a simple business trip, due to the fragmentation of the intermediaries
involved in the transactions. Today, with modern travel apps and smartphones, the same
transaction can be completed in minutes with much lower cost and greater reliability. The
MDsave model has shown that complex healthcare transactions can be completed just as
efficiently by using modern technologies and applying consumer shopping strategies.
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The Innovation Center should begin to apply advanced technologies and consumer-oriented
strategies to remove administrative cost and overhead from healthcare transactions. The
fastest way to provide this advancement is simply to connect the provider of the service
directly to the patient and have only the payer as an intermediary. To transact in this payment
model, a fully bundled, capitated model is contracted to the providers to remove unnecessary
claims data and streamline claims processing. By deploying a capitated bundled model, not only
are claims streamlined, but providers can be reimbursed faster at a slightly higher rate while
simultaneously lowering the overall cost of the episode through the elimination of unneeded
healthcare intermediaries.
Do you have suggestions on the structure, approach, and design of potential Program
Integrity models? Please also identify potential challenges or risks associated with any of
these suggested models.
To design a streamlined payment model, several steps are needed to ensure a properly
designed program. To design this model, we would recommend the following steps to a
successful rollout:
1) Choose selected patient populations in defined geographic areas.
2) Select a set of healthcare services to offer as fully bundled, capitated episodes.
3) Select a network of providers to target as the pilot group to provide these services,
and contract the providers using MDsave’s Bundled Payment Negotiation Software
4) Incentivize providers to participate in the payment model with faster complete
payments and increased volumes.
5) Connect each bundled participating provider to Auto Bundled Payment Adjudication
Software (ABPAS).
Choose selected patient populations in defined geographic areas - To begin the rollout of a
new payment integrity model, a set of defined geographic areas are needed to define pilot
program sites. A designated set of geographies are needed to enroll a network of providers to
provide services under a bundled episodic reimbursement model.
Select a set of healthcare services to offer as fully bundled capitated episodes- In test pilot
design, a group of medical service lines should be selected based on the contracted provider
specialties and high volumes utilized by the selected patient populations. MDsave currently has
built and deployed over 1,200 bundled episodes of care, crossing over 30 physician specialties.
Selection of the offered service lines should not only be based on patient volumes, but also be
selected by analysis of CMS data showing where the highest number of billing errors or
fraudulent claims occur.
Select a network of providers to target as the pilot group to provide capitated bundle episodes,
and contract the providers using MDsave’s Bundled Payment Negotiation Software - To deploy
a new payment model, a selected network of providers who receive federal payments must be
selected. This group of providers should be in the targeted geography, perform the selected
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services at high volume, and have a significant payer mix of Medicare and Medicaid patients.
The providers and their associated specialty groups they frequently collaborate with can be
contracted electronically using the MDsave bundled payment negotiation software. Once this
targeted group is contracted, their payment information will be connected to CMS through
MDsave’s automated bundle payment adjudication software. As bundled claims become
processed, the claim will be passed to CMS through existing API connections.
•

Incentivize providers to participate in the payment model with faster complete
payments and increased volumes- Providers can be incentivized to participate in this
payment model due to increased volumes and the potential to have a higher net
payment than traditional federal payments. A higher net payment can be achieved at
greater savings to CMS through the elimination of healthcare payment intermediaries
no longer needed in a capitated bundled payment model.

•

Connect each bundled participating provider to Auto Bundled Payment Adjudication
Software (ABPAS) - Each provider participating in a bundled payment, direct-toconsumer model should be connected with an ABPAS module. ABPAS allows for each
provider’s pre-capitated reimbursement for their component of a direct-to-consumer
bundle to be automatically distributed upon rendering service to a patient. ABPAS
automatically transmits reimbursement to each provider who is participating in a bundle
via ACH transfer or standard check. In addition, ABPAS sends an automatic settlement
statement and allows for processing components of the bundle in stages. Processing in
stages allows for a provider to receive payment for their performed component even
before the bundle is completed. For example, a provider offering the initial consultation
for a surgical bundle would receive payment for the consultation section of the bundle
once completed, although the surgical section of the bundle may not be scheduled until
a future date. Once the surgical portion of the bundle is completed, the providers
offering services related to the surgical section of the bundle would receive payment.

What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
Direct-to-consumer healthcare models have proven there are significant improvements that
can be made to replace FFS and MA reimbursement models when addressing direct-toconsumer healthcare purchasing. The most impactful change is in the form of fully bundled,
consumerized transparent episodes of care. Transparent capitated bundles not only assist
consumers in understanding and simplifying the healthcare purchasing process, but also
dramatically simplify coding and reimbursement needs. Bundles serve multiple needs in directto-consumer purchasing. First, bundles allow a consumer to know the true cost or patient
responsibility of the episode; secondly, all providers participating in the episode have agreed to
capitated rates; and third, capitation and consumerization dramatically reduces excessive
coding requirements needed in FFS reimbursement models.
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To better serve consumer needs, MDsave consumerized the APC, DRG, and CPT databases into
easy-to-understand consumer terms. Once consumerized, the components of each procedure
were bundled based on the clinical requirements needed to support each episode. Bundling of
the episode based on clinical needs versus standard FFS billing requirements allowed for
dramatic reductions in unnecessary coding line items. Bundling for clinical episodes removes
the unnecessary billing line items needed for filing a traditional claim, and condenses the line
items into a single item for each clinical component needed to fulfill the patient’s bundled
episode.
For example, a standard procedure such as a total knee replacement may have over 100-line
item billing codes associated with the surgery in a standard FFS claim. A FFS claim for a total
knee replacement would contain multiple line item billing codes for the facility, provider,
anesthesia group, diagnostics, pathology, and physical therapy. Each FFS line item is an
opportunity for billing fraud, billing mistakes, and significantly adds to the complexity of
processing the claim for reimbursement.
In contrast to FFS, transparent bundled episodes greatly simplify this process and would
dramatically reduce the opportunities for billing fraud and abuse. For example, in a total knee
claim based on capitated bundled episodes, only one line item would exist for each provider
participating in the bundled episode. In a bundled episode, the total knee claim would only
consist of the following capitated components: physician consultation, facility fee, surgeon fee,
radiology fee, anesthesia fee, and a bundle of physical therapy sessions, essentially reducing
the claim from over 100 line items of billing to six with pre-negotiated capitated rates.
Bundled episodic claims will not only dramatically reduce the opportunity for billing fraud and
abuse, but assist in lowering processing cost by simplifying the billing/reimbursement process.
In addition, providers are incentivized not to order unnecessary procedures since they have
agreed to a pre-negotiated rate for their component of the bundled episode. Other advantages
to the system will be the reduction in revenue cycle software and overly cumbersome medical
records that offer no patient value but have become complex due to billing standards. MDsave
has processed over 130,000 bundled transactions in over 30 states and has proven that
providers and patients have a significantly improved experience when providing care in a
bundled episodic environment.
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Figure 1. Differences between a traditional claim and an MDsave bundle for a Total Knee
Replacement procedure
How can CMS further engage beneficiaries in development of Program Integrity models
and/or participate in new model?
Please refer to our response to this question under the Consumer-Directed Care & MarketBased Innovation Models above.
Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
Yes, 1115 and 1115A payment waivers would assist states in designing the proper patient
incentives to engage in consumer-direct models. With 1115 waivers in place, states would have
the freedom to design cost-sharing and reward-based payment options to reward consumers to
use consumer-direct models and portals.
Are there any other comments or suggestions related to the future direction of the
Innovation Center?
Yes, the Innovation Center should place a focus on a complete overhaul of the payment and
coding systems. Bundled payment in the forms of episodic bundles versus outcome or value
based care bundling offers a unique opportunity to greatly simplify the coding process. Coding
has traditionally increased in complexity over the years in an effort to prevent fraud and
overutilization of care ordered by providers. In a capitated, bundled environment, fraud and
overutilization can be dramatically reduced simply by providing a claim based on the episode
versus coding. These new models will not only improve payment integrity for the CMMI but
also greatly reduce administrative cost to providers while offering dramatic savings to
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patients/consumers. CMMI should begin to think about members as healthcare purchasing
consumers versus entitlement program members.

52

APPENDIX

Appendix A. MDsave Integrated Health Networks

Appendix B. Distance Traveled by Patients
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Appendix C. Distinct MDsave Vouchers Sold (Jan. 11, 2014 – Oct. 23, 2017)

Appendix D. MDsave.com orders by purchaser type (Jan. 11, 2014 – Oct. 23, 2017)
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Appendix E. Support Team Call Volume by Call Direction (Jan. 1, 2017 – Oct. 20, 2017)

Appendix F. Support Team Chats by Day (Jan. 1, 2017 – Oct. 20, 2017)
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November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201
Sent via email: CMMI_NewDirection@cms.hhs.gov
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
On behalf of the largest physician organization in Maryland, MedChi, The Maryland State Medical Society, I am
grateful for the opportunity to offer our comments on the Request for Information: Innovation Center New
Direction that recently appeared in the Wall Street Journal. MedChi supports many of the Centers for Medicare &
Medicaid Services’ (CMS) programs and appreciates that the agency has asked stakeholders for guidance to
promote patient-centered care that provides price transparency, increases choice and competition, improves quality,
and reduces costs.
MedChi asks that the Innovation Center consider how Maryland’s unique All-Payer Model affects Maryland’s
physicians’ participation in advanced alternative payment models (APM.) While the Innovation Center is
reviewing Maryland’s Primary Cary Model as an APM, MedChi believes that the All-Payer Model also qualifies as
an APM, in which all Maryland physicians could participate. Approving the All-Payer Model would allow CMS to
collect additional data and further incentivize physicians to improve outcomes and reduce costs throughout the
State. CMS has also asked how it can engage more physician specialties and increase the availability of specialty
physician models. Unfortunately, due to the All-Payer Model, Maryland was excluded from participation in some
specialty models, such as the Comprehensive Care for Joint Replacement (CJR) model. Preventing Maryland from
participating reduces the opportunities for thousands of physicians to innovate. If CMS continues to offer and
encourage physician specialty-specific APMs, MedChi asks that CMS extend those opportunities to Maryland as
well.
Lastly, MedChi strongly supports the focus on patient-centered health care and the need for more patient choice and
autonomy. However, patient advocacy groups may ask CMS to consider an “opt-out” policy for patients who do
not wish to participate in an APM. While MedChi appreciates that it is important for patients to understand why
and how their treatment is delivered, CMS has required all physicians to participate in an APM or participate in the
Merit-Based Incentive Payment System (MIPS.) Allowing patients to “opt-out” of a mandatory requirement for
physicians would not be logical and create significant barriers for physicians as they attempt to comply with CMS’
regulations. While patient choice and autotomy are important, MedChi asks CMS to develop common-sense
solutions that promotes patient-centered health care and does not make it prohibitively difficult for physicians to
comply with its rules.
Thank you for your consideration. Please let me know if I can provide any additional insight on the issues above.
Best Regards,

Gene M. Ransom, III
Chief Executive Officer
MedChi, The Maryland State Medical Society

Advising Congress on
Medicaid and CHIP Policy

Commissioners

November 20, 2017
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The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building, Room 445-G
200 Independence Avenue SW
Washington, DC 20201

Anne L. Schwartz, PhD,

Executive Director

Re: Center for Medicare & Medicaid Innovation Request for Information

Dear Administrator Verma:
The Medicaid and CHIP Payment and Access Commission (MACPAC)
appreciates the opportunity to respond to the request for information from the
Centers for Medicare & Medicaid Services (CMS) concerning the Center for
Medicare & Medicaid Innovation (the Innovation Center).
MACPAC is a non-partisan legislative branch agency that provides policy and
data analysis and makes recommendations to Congress, the Secretary of
Health and Human Services, and the states on a wide range of topics related
to Medicaid and CHIP. We have carefully followed the work of the Innovation
Center and numerous Innovation Center-funded activities including the State
Innovation Models (SIM), the Financial Alignment Initiative, and the Medicaid
Innovation Accelerator Program.
We strongly support the Innovation Center’s continued efforts to support
innovation and evaluation in partnership with states, providers, and other
stakeholders. We have attached a summary of findings from specific MACPAC
research projects related to the focus areas described in the request for
information. Below we offer general observations and suggestions to consider
when approaching new model designs to improve access, quality, and
efficiency in Medicaid:
1.

The federal government has a strong interest in seeing that Medicaid
program and payment designs deliver efficient, economic, and quality
care to beneficiaries, and supporting states in achieving these goals.
MACPAC encourages the Innovation Center to continue to invest in
payment and delivery system reform models that focus on Medicaid or
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include Medicaid as a significant partner. In so doing, we recommend that the Innovation Center
take into account the considerable level of federal spending on Medicaid, the unique and major
cost drivers in the program, and the special characteristics of Medicaid beneficiaries and providers.
2. SIM grants explicitly sought to test whether new models to improve care and lower costs in
Medicaid and CHIP would produce better results when implemented in the context of a plan that
involves multiple payers, broader state innovation, and larger health system transformation. SIM
generated tremendous state activity to develop and test a variety of models built on states’ unique
needs and strengths. MACPAC and others have found that aligning key components of payment
reform models (e.g., performance measures, quality improvement goals, and even payment
methodologies) across public and private payers may help providers respond to changes
constructively. MACPAC encourages the Innovation Center to continue investing in state efforts to
build partnerships with private insurers and providers to help accelerate delivery system reform.
3. The Innovation Center should reach out to Medicaid agencies and stakeholders as it develops new
models and grant opportunities, even when these efforts primarily focus on Medicare. This would
help CMS identify Medicaid and state-led efforts that may need to be aligned or considered in
model development and testing. Medicaid and Medicare provider networks can overlap
substantially; payment and delivery system reforms that apply to Medicare may have spillover
effects for Medicaid.
4. The Medicaid Innovation Accelerator Program provides important support to leverage states’
administrative capacity by providing opportunities for states to learn from each other, and by
providing direct technical assistance. At a recent MACPAC public meeting, Commissioners
expressed strong support for the work being done under the Innovation Accelerator Program. The
Innovation Center might consider using Innovation Accelerator Program projects as a source of
ideas for future state and local innovations to support.
5. The Federal Coordinated Health Care Office works with the Innovation Center to administer the
Financial Alignment Initiative and other initiatives to improve access and quality for individuals
dually eligible for Medicaid and Medicare benefits. Although they are at different stages of
implementation, MACPAC supports continued funding for these initiatives to ensure that the
lessons learned by states and the federal government and evaluations of various approaches can
be completed.
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We appreciate the opportunity to respond to this request for information, and we hope that the attached
information on MACPAC’s analyses will be useful to inform the Innovation Center’s future approach.
Sincerely,

Penny Thompson, MPA
Chair

Attachment: Comments on Specific Focus Areas Identified in the Request for Information

Cc: Hon. Orrin Hatch, Chair, Senate Finance Committee
Hon. Ron Wyden, Ranking Member, Senate Finance Committee
Hon. Greg Walden, Chair, House Energy and Commerce Committee
Hon. Frank Pallone, Ranking Member, House Energy and Commerce Committee
Hon. Michael Burgess, Chair, Health Subcommittee, House Energy and Commerce Committee
Hon. Gene Green, Ranking Member, Health Subcommittee, House Energy and Commerce Committee

Comments on Specific Focus Areas Identified in
the Request for Information
The Medicaid and CHIP Payment and Access Commission (MACPAC) has engaged in sustained work
regarding Medicaid payment policy and its relationship to broader policy issues, and on Medicaid’s role in
delivery system transformation. MACPAC has reviewed value-based payment models used by several state
Medicaid programs and identified a number of mechanisms used by states to influence providers to shift
away from the delivery of episodic care by multiple providers with misaligned incentives through direct
financial incentives. The commonality across these models is that they build on the existing Medicaid
delivery system in the state and address the priorities and capacity of the state Medicaid agency and local
provider community. MACPAC has identified a number of findings that the Innovation Center could
consider as it develops new models.

Alternative Payment Models
MACPAC has examined a variety of value-based payment models in Medicaid, including the features of
these models that may help or hinder provider participation. We have conducted site visits to a number of
organizations that assume clinical and financial responsibility for an attributed Medicaid patient
population but do not operate as a health plan. Specific barriers to greater provider participation include
the following:

Lack of capitalization. Lack of capital appears to be a major problem. Staffing and health information

infrastructure are two needed investments.
Access to management information. Providers need timely, accurate and usable data to be successful.
Most groups we interviewed did not have easy access to both claims and clinical data for analysis, and
most had few analytic resources. They often conveyed difficulty in getting timely claims from states or
Medicaid managed care organizations (MCOs).
Challenges inherent in serving low-income populations. Medicaid enrollees are poor and often have
disabling conditions. They also have high need for behavioral health services and social supports. This
makes managing care and improving health status for this population challenging, particularly given
that evidence regarding best practices is lacking (or just emerging).
If a state or the federal government decides to offer support, Medicaid providers could potentially benefit
from:
•
•
•

start-up capital investment;
clearer state plan payment requirements and greater state plan payment flexibility;
aligning state or MCO contracting parameters, including aligning Medicaid measure sets and
incentives, with those used by Medicare and commercial payers;
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•
•

support for small safety-net providers’ efforts to come together when size requirements dictate that
they do so; and
a health information infrastructure in place that provides timely, accurate and complete claims and
clinical data to participating providers.

Many states have offered direct assistance to Medicaid providers and have stressed the importance of
these interventions, particularly for small, rural, or independent primary care practices that lack
infrastructure, information technology, and staff needed to improve patient care. These practice supports
can include:
•
•

•

practice facilitators such as on-site registered nurses who help practices assess capacity, develop
implementation plans, establish new processes, and implement quality improvement plans;
one-on-one practice transformation coaching to certified practices through the state university, by
local coaches embedded in communities throughout the state, or from major health systems’ training
departments; and
learning collaboratives and peer-to-peer learning opportunities, including multi-payer collaboratives.

States noted that securing the participation of provider groups in new accountability standards and
payment methods often requires providing these same organizations with flexibility to implement changes
and innovate on their own terms. For example:
•

•

•

•

When working to gain stakeholder support for initiatives, several states described the importance of
determining which program requirements and payment methods needed to be standardized and where
flexibility could be accommodated without losing accountability for effectiveness.
Because many Medicaid practice sites lack sufficient patients and providers to meet minimum
eligibility thresholds for shared savings, some states have allowed multiple practices to pool patients
virtually to achieve minimum enrollment thresholds and comply with combined quality metrics.
States have provided ways for providers to meet certification requirements on a longer timeline; for
example, providing a technical assistance glide path to National Committee for Quality Assurance
certification for patient-centered medical homes (PCMH), which includes enhanced fee-for-service
payments and performance incentive payments for providers based on their level of practice
transformation. States have also created different tiers of enhanced payments to reward providers
according to their level of PCMH certification or maturity.
Several states emphasized that allowing providers different ways to win on quality measures—that is,
rewarding providers for actual performance vis-a-vis quality benchmarks as well as improvements in
performance—was important to engage a wide spectrum of providers in the practice transformation
process.

MACPAC has found that there are advantages and disadvantages to alignment across payers. Aligning key
components of payment reform models—such as performance measures, quality improvement goals, and
even payment methodologies—across public and private payers can help providers respond to changes
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constructively. Providers favor some level of standardization to limit the burden associated with complying
with multiple programs and reporting requirements.
On the other hand, attempting to align and standardize program elements across payers also raises new
issues for states, private payers, and providers. Increased standardization and regulation may stifle
innovation and the ability to be flexible to changing conditions. An increased focus on the commercial or
Medicare market can make Medicaid’s involvement more challenging because the patient populations are
quite different—Medicaid enrollees tend to seek care differently than those with commercial or Medicare
insurance and often have different and more complex health needs. Enrollment churn is also more of an
issue for Medicaid, and this can make it difficult to capture savings.
For more information, please see:

A Study of Safety-Net Providers Functioning as Accountable Care Organizations, July 2015
State Reforms to Change Care Delivery at the Provider Level, August 2015
Paying for Value in Medicaid: A Synthesis of Advanced Payment Models in Four States, February 2014

Prescription Drug Models
As prescription drug spending increases, state Medicaid programs have shown interest in new approaches
to help control prescription drug costs, including value-based payments. Generally, these approaches tie
payment to some form of measureable outcome, rather than volume. CMS has encouraged states and
drug manufacturers to explore such arrangements, specifically arrangements that link supplemental
rebates to value-based payments. At its March 2017 public meeting, the Commission heard from the
SMART-D program, an initiative that helps states explore value-based payments in their Medicaid
programs. Researchers with SMART-D identified a number of potential statutory and operational barriers
that may hinder state efforts to implement value-based payment as part of their prescription drug benefit.
The Innovation Center should be mindful of the following as it explores value-based payments for Medicaid
prescription drugs:
•

•

•

Legal barriers. Several provisions in the Medicaid law may create sufficient legal uncertainty to deter

states from exploring value-based payment models for prescription drugs, including the mandatory
coverage requirements, the best price provision, and rules relating to Medicaid managed care
formularies. States would likely benefit from additional CMS guidance on how these provisions interact
with value-based payments.
Stakeholder support. Value-based payment models may require the participation of a variety of
stakeholders, including providers, beneficiaries, and MCOs. Lack of interest or understanding among
one or more of these groups may limit the effectiveness of models.
Data. Lack of data on clinical outcomes or relative effectiveness of treatments can limit the valuebased payment models states may be willing to implement.
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Models also should consider the effects on beneficiary access to drugs and associated health outcomes
in models that rely on restrictive formularies or heightened utilization management.
For more information, please see:

Policy Options for Controlling Medicaid Spending on Prescription Drugs, September 2017
High-Cost Hepatitis C Drugs in Medicaid, March 2017
Medicaid Payment for Outpatient Prescription Drugs, March 2017
Medicaid Spending for Prescription Drugs, January 2016

State and Local Innovation That Includes Medicaid-Focused
Models
MACPAC has reviewed innovative value-based payment models in a number of states and identified a
number of common themes.
At the time of our site visits and interviews, between 2014 and 2016, states commented that the current
federal authorities appeared to be sufficiently flexible. State officials who were directly involved in seeking
and obtaining federal authorization to move forward with their respective Medicaid payment reforms all
viewed CMS as a helpful partner during the process. Several state officials said that their many
conversations with CMS were substantive and collaborative, that state needs for flexibility were
reasonably accommodated, and that the process of obtaining federal approval for reform was relatively
smooth and timely.
An important consideration for the federal government is determining its role in encouraging and
overseeing effective payment reform within state Medicaid programs, while keeping in mind the balance
between state accountability in standards and outcomes on one hand and, on the other, flexibility in how
states implement reform within their own unique contexts. Our key takeaway across these states was that
waivers and state plan amendments appeared to be adequate tools for the federal government to use in
approving state payment reforms, particularly when state needs for flexibility and turnaround were
balanced with CMS needs for state transparency and reporting.
This flexibility was important, as MACPAC found that each state pursued a reform model suited to its
market characteristics and environment. While at a high level all of the states we visited were pursuing
common goals and responding to similar budget realities, our discussions highlighted just how important
each state’s unique health care business environment, Medicaid program history, and culture were in
shaping how state leaders approached reform and the degree of reform pursued. States also emphasized
that early conceptual models and plans for payment reform often were altered significantly as more state
stakeholders became engaged in reform discussions and decision making in meaningful ways.
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Delivery system reform implementation is resource intensive for states, providers, and the federal
government. States require increased staff or consulting capacity and expertise in clinical quality and
performance improvement. Providers need staff and contractor time to implement projects, comply with
additional reporting requirements, and address data and technology limitations. Improved data are key to
reform success, but require significant investment. Significant data analytics and cost and quality
reporting must be established and provided to integrated provider delivery systems, group practices, and
individual physicians to support provider-level change. States have reported that these data
enhancements required a significant financial investment and a great deal of staff time, but were also key
to reforms’ success and have in some cases been a motivation for provider organizations to participate.
Related to this, states and providers have concerns about sustainability. The infusion of capital from
specific delivery system transformation projects has allowed providers to enhance services for Medicaid
enrollees by allowing providers to develop infrastructure, increase their capacity, or provide new services.
Providers are optimistic that these enhancements will improve the quality of care for their patients, but
have expressed concern that the time frame to implement projects is not sufficient to realize performance
goals. Some providers have noted that without continued funding, projects would be discontinued and
would not realize their goals for the transformation of care delivery and improved health outcomes. There
are still questions about whether capital is needed as a one-time investment or on an ongoing basis, and
the length of time necessary to realize transformation goals.
Finally, in designing Medicaid-focused models, it is important to remember that Medicaid programs face
several challenges in addition to those faced by other insurers. First, the population covered by Medicaid is
significantly different from the privately insured population or the non-dually eligible Medicare population
in terms of health and socioeconomic status. Having more enrollees with complex health conditions,
higher medical costs, and economic and social challenges is likely to make cost containment efforts more
challenging because these efforts will require more coordination between multiple health care providers
and between health care providers and providers of other types of services. Second, Medicaid programs
have a more limited ability to directly influence the efficient use of services on the part of the enrollee due
to strict limits on cost sharing for enrollees and other factors. Finally, lower Medicaid payment rates and
lower patient volume than Medicare for many provider types make it more difficult for Medicaid to attract
and engage health care providers in innovative reform efforts than it is for commercial payers or Medicare.
For these reasons, states grapple with how to target Medicaid cost drivers within payment reform models.
Additional work to integrate the highest cost populations in Medicaid, particularly individuals with
behavioral health and long-term services and supports needs and the non-medical provider groups that
serve these populations, will take time and innovation on the part of states.
For more information, please see:

Financial Alignment Initiative for Beneficiaries Dually Eligible for Medicaid and Medicare, July 2016
Using Medicaid Supplemental Payments to Drive Delivery System Reform, June 2015
Paying for Value in Medicaid: A Synthesis of Advanced Payment Models in Four States, February 2014

6

Behavioral Health
Given the large numbers of Medicaid beneficiaries with a behavioral health diagnosis and the substantial
costs associated with their care, state Medicaid programs are looking for ways to improve care and reduce
expenses. Substance use disorder treatment often is not well coordinated or integrated with other mental
health or physical treatment. Despite the prevalence of dual diagnoses, in 2015, the Substance Abuse and
Mental Health Services Administration reported that only about half of specialty substance use disorder
treatment facilities offered comprehensive mental health assessments or diagnoses.
Clinicians and program administrators are looking for better ways to treat behavioral health conditions and
prevent these conditions from getting worse or contributing to a decline in physical health, but there is no
one-size-fits-all model for behavioral health integration. Efforts to integrate care can encompass clinical,
financial, and administrative domains. State Medicaid programs are adopting different approaches to
integrate behavioral health and physical health care, including comprehensive managed care, health
homes, and accountable care organizations (ACOs). State Medicaid programs are responding to the opioid
crisis, in particular, by covering treatment, innovating in the delivery of care, and working to reduce misuse
of prescription opioids. States are using a variety of legal authorities to expand both the availability of
substance use disorder treatment and the number of individuals eligible for such care. They are also
working to organize and integrate physical health and substance use disorder treatment delivery systems
to provide more effective care, including through Section 1115 waivers, the health homes option, and the
rehabilitation option.
States are increasingly using health homes to integrate physical and behavioral health. The health homes
model, authorized by the Patient Protection and Affordable Care Act (P.L. 111-148, as amended), is
designed to ensure whole-person care, integrating primary, acute, and behavioral health care as well as
long-term services and supports and social and family supports. The law also provides a fiscal incentive in
the form of a temporary enhanced 90 percent federal match for the first two years of state health home
programs. The health homes option provides flexibility for states in program design but is available only
for individuals with certain chronic conditions; that is, those with two or more chronic conditions, one
chronic condition and risk factors for another, or serious mental illness. As of July 2016, 19 states and the
District of Columbia were operating a total of 28 approved Medicaid health home models, serving over 1
million enrollees. Of these 28 health home models, 20 are targeted to populations with specific mental
health or substance use disorder treatment needs.
ACOs have recently emerged in Medicaid, and a few states are using these structures to integrate
behavioral and physical health. An ACO is typically a provider-led organization composed of different types
of providers who deliver care across multiple care settings for a defined population. Providers contract
directly with payers. The ACO structure often marries care delivery reforms with new provider payment
strategies, such as shared savings or risk programs and global payments or budgeting. States can
encourage behavioral health integration by including behavioral health services in ACO payments, or
requiring ACOs to include behavioral health providers or behavioral health measures in quality and
performance metrics. Most Medicaid ACOs are in their infancy, and they vary significantly based on a
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state’s health care environment. More research is needed to understand how these models can
successfully integrate behavioral health and if they can improve outcomes and reduce costs for
individuals with behavioral health conditions.
Given the complexity of the substance use disorder delivery system, there are some efforts to align
eligibility, financing, services, and oversight across agencies. These efforts include co-locating physical
and behavioral health providers, sharing data and information, blending funding streams, and
consolidating Medicaid and state behavioral health and substance abuse agencies. Some states are
developing stronger or more formalized relationships between Medicaid and other agencies. For example,
Medicaid agencies may work with criminal justice agencies to help transition individuals with an opioiduse disorder in and out of prison or jail, as a way to help them continue treatment. To do so, Medicaid
programs may decide to suspend rather than terminate Medicaid benefits while these individuals are
incarcerated.
Legal, administrative, and cultural barriers can discourage integration efforts. These barriers include billing
restrictions, privacy requirements and data sharing restrictions, gaps in the continuum of covered services,
and separate professional training of physical health and behavioral health providers. The ability to share
data and fully integrate care delivery is limited by federal privacy rules, but it is also dependent on provider
adoption of electronic health records. Behavioral health providers often have limited working capital to
invest in technology, and some behavioral health facilities and providers are ineligible to receive incentive
payments to adopt electronic health records. For example, behavioral health facilities are not eligible for
Medicaid meaningful use incentive facility payments because only hospitals are eligible for these
payments. Furthermore, only certain providers working in behavioral health—physicians, nurse
practitioners and certain physician assistants—are eligible for the Medicaid incentive payments. Of
behavioral health providers who are eligible, few have been able to meet meaningful use standards.
Many of the opportunities states and providers have to integrate behavioral and physical health care are
only made possible by temporary or limited funding streams. For example, the health homes program has
a temporary 90 percent federal match for the first two years. The CMS Medicaid Innovation Accelerator
Program focusing on behavioral and physical integration does not provide states with additional funding,
but does offer time-limited technical assistance and support to expand existing integration efforts. Other
funding streams are limited in nature. The 2016 final managed care rule offers a sustainable federal
funding source for services rendered in institutions for mental diseases (IMDs); however, it only allows for
federal financial participation for up to 15 days in a given month. Section 1115 waivers offering a similar
authority to states for substance use disorder treatment in IMDs are also time-limited. Without sustained
funding, states and providers might have to end current behavioral and physical health integration efforts.
Some may choose not to pursue integration efforts knowing that funding will be terminated or decreased
over time.
For more information, please see:

Medicaid and the Opioid Epidemic, June 2017
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State Policies for Behavioral Health Services Covered under the State Plan, June 2016
Integration of Behavioral and Physical Health Services in Medicaid, March 2016
Behavioral Health in the Medicaid Program―People, Use, and Expenditures, June 2015

1333 H Street, NW
Suite 400W
Washington, DC 20005
Phone (202) 354-7171
Fax (202) 354-7176
November 20, 2017
Via Electronic Submission
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 314-G
Hubert H. Humphrey Building
200 Independence Ave, SW
Washington, DC 20201

Re: Innovation Center New Direction Request for Information
Dear Administrator Verma:
On behalf of the Medical Device Manufacturers Association (“MDMA”), a national trade
association representing the innovative sector of the medical device market, I am filing the
following comments in response to the Innovation Center New Direction Request for
Information from the Centers for Medicare & Medicaid Services (“CMS”), published on
September 20, 2017 (the “RFI”).1 MDMA represents hundreds of medical device companies,
and our mission is to ensure that patients have access to the latest advancements in medical
technology, most of which are developed by small, research-driven medical device companies.
Our comments on the RFI focus on several key areas of interest to manufacturers of innovative
medical technologies, as follows:





We generally support CMS’s proposed guiding principles and urge CMS to make all
models voluntary.
We urge CMS to consider, and work to remedy, issues with current payment
methodologies – issues that will undoubtedly affect Innovation Center models.
We urge CMS to ensure that all value-based payment models promote high-quality care
and protect access to the latest advances in medical technology.
We recommend that CMS pursue, and carefully design, models that would help prevent
opioid addictions.

In the below sections, we address each of these comments in further detail.
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CMS, Innovation Center New Direction (Sept. 20, 2017).
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I. We generally support CMS’s proposed guiding principles.
We express our general support for the following CMS-proposed “guiding principles” for new
Innovation Center models: choice and competition in the market; provider choice and incentives;
patient-centered care; benefit design and price transparency; transparent model design and
evaluation; and small scale testing.2
We agree with CMS that models should be voluntary in nature. MDMA has long opposed
mandatory demonstration programs and models. Indeed, we believe that mandatory models are
inappropriate for Medicare patients, many of whom are already vulnerable and hence require
predictable access to high-quality care. Mandatory models are also generally inappropriate for
the providers who provide care to Medicare patients.
Furthermore, we believe that any such models should be developed and refined through
meaningful consultation with physicians and other providers and stakeholders. We commend
CMS for issuing an RFI to begin this dialogue with stakeholders. We urge the agency to
continue such discussions as it identifies and pursues particular Innovation Center models.
In the below sections, we offer the following additional comments to help guide development of
those models.
II. CMS should remedy issues with current payment methodologies – issues that will
also affect Innovation Center models.
CMS’s proposed models largely center on exploring and identifying new methods of paying for
particular items or services that offer enhanced quality and/or cost-savings. We agree with
CMS’s decision to focus on payment reforms. Yet, we note that there are significant limitations
in Medicare’s existing payment methods. We remain deeply concerned about how technologies
are covered and reimbursed under the current payment system, and whether beneficiaries have
appropriate access to those technologies. The Innovation Center needs to be cognizant of these
existing issues and the limitations they impose on providers’ ability to pursue improvements in
care. In the following sections, we summarize some of these limitations and propose solutions
that could be implemented within Innovation Center models, and within the Medicare program
more broadly.
A. Limitations in providing timely access to innovative devices.
In various manners, CMS’s current payment policies limit beneficiaries’ timely access to
innovative devices. Indeed, in practice, beneficiaries often confront often-protracted delays in
receiving access to the latest technologies. Accordingly, we urge CMS to consider implementing
a revised approach to coverage of innovative devices that would reduce burdens on beneficiaries,
providers, and manufacturers, while enhancing collection of clinical evidence and improving the
quality of care. We call this approach Provisional Accelerated Coverage to Encourage Research
(“PACER”).
2
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Under the PACER approach, CMS would clarify existing statutory authorities to allow CMS and
Medicare Administrative Contractors (“MACs”) to cover certain innovative medical devices and
diagnostics following approval by the Food and Drug Administration (“FDA”) while the
manufacturer voluntarily collects additional data on the technology. This approach would
accelerate Medicare beneficiaries’ access to new technologies, reduce providers’ burdens of
seeking coverage and reimbursement, and relieve manufacturers of uncertainty about these
issues, which would encourage the further development of innovative treatments.
Operationally, PACER would function as follows:


Upon a manufacturer’s request, CMS would consider any newly FDA-approved/-cleared
device to be reasonable and necessary for a limited period of time while the manufacturer
collects additional data on the device in the Medicare population.



CMS would grant any codes and set payment as needed to facilitate adequate
reimbursement during the provisional coverage period. CMS could work to align
provisional coverage with new technology add-on payments under the Hospital Inpatient
Prospective Payment System and pass-through or new technology Ambulatory Payment
Classification (“APC”) status under the Outpatient Prospective Payment System
(“OPPS”), for example.



CMS would limit provisional coverage to a period of time, defined at the time the request
is approved, that allows for collection and analysis of postmarket data. The length of time
for provisional coverage could vary according to the type of technology and the amount
of evidence available at the time of FDA approval.



At the end of the limited provisional coverage period, CMS or its contractors could then
conduct a national or local coverage analysis on the device to determine whether to
continue to cover it for the studied population and indication. This analysis could be
implemented by CMS or the MACs through existing mechanisms such as a national
coverage determination (“NCD”). Coverage would continue until CMS or the MAC
completes its coverage analysis.



CMS would encourage Medicare Advantage and private payers to implement parallel
policies to cover eligible new technologies.

PACER would give new devices the benefit of a presumption of coverage to support data
development by the sponsor on use of those devices in the Medicare population.
CMS has the legal authority to implement this policy pursuant on its authority to interpret the
requirement that items and services be “reasonable and necessary for the diagnosis or treatment
of illness or injury or to improve the functioning of a malformed body member.”3 MACs also
could apply this approach under their authority at Social Security Act (SSA) § 1869(f)(2)(B) to
3
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make determinations under section 1862(a)(1)(A). MDMA strongly supports PACER and urges
CMS to adopt this approach to improve access to new technologies.
MDMA also looks forward to the release of CMS-3344-P, Expedited Coverage of Innovative
Technology (“ExCITe”), which is currently under review by the Office of Management and
Budget. MDMA is hopeful that ExCITe could achieve many of the same goals as PACER and
welcomes the opportunity to collaborate with CMS to ensure that any expedited coverage
mechanism optimizes access to innovative technologies for Medicare beneficiaries. We see both
of these approaches as offering a meaningful solution to the challenge of limited coverage of
newly-available technologies.
B. Limitations in MACs’ presumptive denial of coverage for CPT category III
codes.
The American Medical Association creates Category III CPT codes to describe emerging
technologies and services. Many MACs automatically deny coverage of these codes, regardless
of the evidence in support of the services they describe. In fact, MACs have denied coverage of
Category III codes even though CMS has found the technology used in the service to be a
substantial clinical improvement that meets the criteria for pass-through or new technology APC
status under OPPS. These Local Coverage Determinations (“LCDs”) typically provide no
justification for denying coverage of these services.
This practice inappropriately and unnecessarily denies beneficiaries access to medically
necessary services. Furthermore, this practice imposes administrative burdens on physicians and
providers, who must challenge these non-coverage policies to obtain coverage for appropriate
care for their patients.
Thus, MDMA urges CMS to reduce these burdens on beneficiaries and providers, within
Innovation Center models and more generally across the Medicare program, by clarifying that all
LCDs must be based on the merits of the item or service in question and not solely based on the
type of code assigned to an item or service. Specifically, CMS should instruct all MACs that
routine non-coverage of all Category III CPT codes is inappropriate and such policies should be
immediately discontinued. CMS also should continue to work toward implementation of section
4009 of the 21st Century Cures Act, which requires MACs to provide certain information,
including a summary of the evidence considered, for all LCDs at least 45 days before an LCD’s
effective date.
Innovation Center models will no doubt have to grapple with these same limitations and,
consequently, we urge CMS to pursue solutions to these issues.
III. CMS should ensure that all value-based payment models promote high-quality care
and protect access to the latest advances in medical technology.
MDMA generally supports CMS’s efforts to pursue value-based payment models, which hold
potential to increase quality and cost-effectiveness of care. However, we believe that such
models should be designed thoughtfully, in a manner that ensures that patients receive high4

quality care and have access to technological advances that hold potential to lower overall
healthcare system costs.
For instance, in the past we have commended CMS for taking steps to protect access to particular
new technologies used in the hospital inpatient setting under the cardiac Episode Payment Model
(“EPM”). In developing the EPMs, CMS correctly recognized the importance of new technology
add-on payments to protect access to care that would not otherwise be reimbursed appropriately
under Medicare’s usual Acute Care Hospital Inpatient Prospective Payment System (“IPPS”)
methodology.
OPPS pass-through payments serve a similar purpose to new technology add-on payments in the
IPPS – namely, ensuring appropriate payment for new technologies whose costs are not reflected
in the claims data. Excluding such payments from EPMs, “bundled payments”, or other valuebased payments is especially important because the cost of new technologies would generally not
be included in either the historic spending data used to set the target price or the claims data used
to reimburse hospitals throughout the year. Accordingly, MDMA strongly urges CMS to apply
similar policies to other bundled payment or value-based demonstrations developed in the future.
We also urge CMS to closely consider its design of quality measures in value-based payment
models. Indeed, measures that focus solely on cost of care without considering overall quality
create incentives that are misaligned with the overall program objectives. Because the medical
needs of beneficiaries are not static and vary from patient to patient, a single standard is likely
inappropriate, and quality measures should be adjusted accordingly.
Furthermore, appropriate measures must recognize variations in patients’ conditions, must
account for the innovative technologies needed to treat them effectively, and must support
investments in new technologies to improve the overall quality and efficiency of care. The use
of innovative medical devices to provide the highest quality of care may result in increased
costs in the short term (e.g., during a particular hospital admission) but may reduce other
downstream costs in the long term and lead to reduced complications, reduced readmissions,
and/or improved recovery time.
Measures should, thus, be designed and calibrated in a manner that takes into account the costsavings over a broader time span. For example, treating atrial fibrillation with a CABG can
prevent future strokes. However, treating patients this way can be more costly in the short term
and therefore may not be chosen as a treatment under models that have such a short horizon
measuring outcomes and value. The decision to not perform this procedure could be detrimental
to patient care and actually lead to increased costs long-term, outside of the 90 day episode
window. Accordingly, CMS should design windows for measurement that fully capture the
costs and savings associated with use of a particular technology. In order to ensure that patient
care is not compromised over the long term, CMS must measure quality over a much longer
horizon. In some cases, it may be necessary to track patients for 2, 5, or even 10 years to ensure
patient outcomes and value is properly assessed.
Finally, shared savings and other value-based payment models should not include financial
incentives for a hospital or physician to use a particular brand of product. Such arrangements
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compromise the patient-physician relationship and are contrary to best medical practices.
Medical devices are not interchangeable commodities – a fact that is increasingly clear to those
who develop and rely upon personalized medicine – i.e., the tailoring of medical treatment to the
individual characteristics and needs of a patient during all stages of care. Certain medical
devices work better in some patients than others, based on body type, comorbidities,
configuration of patient’s anatomy and the patient’s medical history. As a result, value-based
payment models should not assume that there is a one-size-fits-all technological solution to
often-complex illnesses and, instead, should encourage the identification and use of solutions
that work best for a particular patient, based on his or her health profile and disease state.
IV. CMS should pursue, and carefully design, models that would help prevent opioid
addictions by offering access to clinically appropriate therapeutic alternatives.
We support CMS’s pursuit of models that focus on behavioral health needs and are particularly
supportive of models that can help prevent opioid addictions among high-risk groups. As CMS
is well aware, the opioid crisis is at an unprecedented stage, presenting a national public health
emergency. While the urgency of the problem is no longer in question, there are remaining
debates regarding how best to prevent opioid addictions and how best to treat patients who suffer
from addiction. MDMA encourages CMS to tackle such pressing issues through Innovation
Center models.
For instance, we encourage the agency to investigate ways in which to prevent opioid addiction
in post-surgical patients through a combination of the following:
 Ensuring providers are appropriately trained regarding how to treat acute versus chronic
pain;
 Engaging patients in the development and refinement of treatment plans, as well as in
discussions regarding the proper course of treatment and appropriate use of pain
management medicines;
 Adopting a multi-modal approach to pain management that encourages use of non-opioid
pain management opioids where clinically appropriate.
o For example, the multi-modal approach should consider the use of continuous
peripheral nerve blocks to manage acute post-operative pain for surgical patients,
where clinically appropriate. Physicians in hospitals and ambulatory surgical
centers frequently rely upon continuous peripheral nerve blocks to manage pain
and reduce opioid consumption and its side effects, with positive demonstrated
results;4 and
 Narrowing existing coverage and other gaps that exist within physician payment models.
o For instance, CMS should consider expanding Medicare Part B coverage of
certain anesthetic drugs that would be needed in connection with use of
continuous peripheral nerve blocks.

1. See, e.g., J. M. Richman, S. S. Liu, G. Courpas et al., Does Continuous Peripheral Nerve Block
Provide Superior Pain Control to Opioids? A Meta-Analysis, 102 ANESTHESIA AND ANALGESIA 1
(2006), 248–57.
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We urge CMS to work with stakeholders to consider such reforms as the agency develops
models that center on behavioral health needs and concerns. We see great need and promise in
testing new innovations that could expand access to, and promote appropriate use of, non-opioid
pain management options.
*

*

*

MDMA appreciates the opportunity to comment on the RFI and would welcome the opportunity
to work with CMS as it further develops Innovation Center models.
Sincerely,
/s/ Mark Leahey
Mark Leahey
President and CEO
Medical Device Manufacturers Association

7

November 20, 2017

The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services

Re: Centers for Medicare & Medicaid Services Innovation (CMMI) Center New Direction
Request for Information
Dear Administrator Verma,
We appreciate this opportunity to provide our feedback on the future direction of CMS
Innovation Center. We share CMS’ goal of increasing participation in Advanced Alternative
Payment Models (APMs) by creating additional opportunities that encourage provider flexibility
and choice and reducing burdensome requirements and regulations that draw practice resources
away from patient care.
Since 1926, the Medical Group Management Association (MGMA) has been the premiere
association for professionals who lead medical practices. With a membership of more than
40,000 medical practice administrators, executives, and leaders, MGMA represents more than
12,500 organizations of all sizes, types, structures, and specialties that deliver almost half of the
healthcare in the United States.
Increasing participation in Advanced APMs
In a July 2017 MGMA survey taken of over 750 group practices1, 80% of respondents reported
being very or extremely concerned about the clinical relevance of the Merit-based Incentive
Payment System (MIPS), and more than 70% found MIPS scoring to be very or extremely
complex. Despite this, according to CMS estimates in the recent calendar year (CY) 2018
Quality Payment Program (QPP) final rule, less than 71,000 clinicians are expected to participate
in the QPP next year as participants in Advanced APMs, compared to 621,700 that will remain in
MIPS. Clearly, there is not a lack of desire to participate in Advanced APMs.
The problem is that in the current market, there simply aren’t enough of a variety of APMs to
accommodate clinicians in different practice sizes, specialties and geographic areas. This year,
there are only seven Medicare models that qualify as Advanced APMs. While the addition of
Track 1+ next year is promising, the Comprehensive ESRD Care and Oncology Care Models are
1

www.mgma.org/regrelief
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not soliciting new applicants so in a way the opportunities to participate in Advanced APMs are
decreasing, the opposite direction we want to be heading.
MGMA agrees with CMS that the APM pathway is a promising door to value-based
reimbursement without imposing undue administrative burden by emphasizing flexibility and
provider choice over one-size-fits-all reporting. We share CMMI’s goal of expediting the process
for providers to participate in Advanced APMs and believe the most important steps to achieving
this are: 1) more appropriately defining qualifying risk, 2) more effectively leveraging and
supporting APM development by external payers, and 3) expediently developing a wide range of
diverse APM options that vary in structure, design, and approach.
MGMA supports CMS’ recent proposal to scale back or eliminate mandatory participation in
several payment models because we agree with this Administration that requiring participation in
APMs violates the foundational principles of flexibility and innovation and places an undue
burden on healthcare practices and systems. However, we agree with the agency that these
models have potential as voluntary models given some refinements and we urge CMMI to
implement these voluntary replacement models as expediently as possible so clinicians who were
planning to participate in these models do not see their efforts go wasted and more clinicians
have an opportunity to qualify as participants in Advanced APMs in 2018.
We would also like to draw attention to the impending termination of Bundled Payments for
Care Initiative and are encouraged by comments made during CMMI panel session at the Oct. 30
Health Care Payment & Learning Action Network (LAN) Summit that they “are sensitive to
creating more opportunities through that” model. We urge CMS to finalize these changes as
expediently as possible so as not to impede ongoing or future participation in these initiatives.
We further ask CMMI to consider adding new tracks with CEHRT and quality requirements so
that this promising initiative may qualify as an Advanced APM in the future.
Expanding the definition of “nominal” risk
CMS has inhibited the APM pathway from achieving its true potential with its overly stringent
approach to defining “nominal” risk that far surpasses Congressional intent. To date, CMS has
not clarified how it mathematically arrived at its current 8% revenue-based and 4% financial risk
standards, reiterating simply that it feels the current thresholds are appropriate. We disagree that
these stringent percentage thresholds constitute “nominal” risk. If this Administration truly
intends to rapidly increase performance in Advanced APMs, one of the simplest ways to do this
is to take another look at why so many of its own models do not qualify.
Importantly- this risk standard would be a minimum. Lowering the standard would in no way
commit the agency to exclusively designing models that meet this minimum standard, but it
would provide it with more latitude to design models in the future that would have otherwise not
been able to exist. These lower-risk models could especially appeal small and rural practices that
are often to not have the financial reserves to support taking on higher levels of risk. Higher risk
models already have an inherent incentive- more reward. It would defy logic for a practice that
was performing well in an Advanced APM with higher levels of risk and reward to defer to a
lower level, so lowering the minimum qualifying risk threshold would not reduce existing
2

participation in higher risk models and would therefore be no less effective in reducing
expenditures than the current single standard. There is no need to set the floor itself
unnecessarily high so that it prevents models from qualifying as Advanced APMs. In doing so,
CMS only undercuts its goal of increasing voluntary participation in Advanced APMs.
Furthermore, there are a number of financial risks inherent to joining or starting an APM Entity
that are currently in no way accounted for in the current definition of risk, despite being a very
real financial hurdle for practices. A 2014 study by the National Association of ACOs found that
on average, ACOs incur $2 million on average, up to as high as $6.7 million in start-up costs
during their first year of operation alone.2 Starting a new APM Entity requires significant staff
training, the purchasing of information technology systems, care coordination expenses and a
wide range of other expenses. To not factor these expenses into the calculation of risk defies
logic and impedes thousands of APMs from qualifying as Advanced APMs. While we respect
CMS’ point that these investments may be “difficult to quantify” we do not think this reason
alone justifies neglecting to count millions of dollars in financial risk. We are not asking that
CMMI give APM Entities a blank check, we are merely asking the agency factor these very real
financial costs of starting an APM into the risk equation, pending appropriate attestations and
supporting documentation.
Lifting unnecessary restrictions
CMS inflicts upon itself a number of restrictive qualifying criteria for certain APMs that are not
statutorily required and only serve to undercut participation in Advanced APMs. One such
example is the artificial size and specialty restrictions on medical home models (MHMs). There
is no reason Advanced APM MHMs should be restricted to primary care clinicians and services
as there is no language in MACRA that specifically restricts specialty models from qualifying as
MHMs. Furthermore, specialty models qualify as MHMs for purposes of MIPS and it is
inconsistent to award these models with MHM in one pathway of the QPP, but not the other.
Despite around one out of every three Medicare beneficiaries now being enrolled in a Medicare
Advantage (MA) plan3, CMS previously neglected to count MA services toward the Medicare
Qualified Participant (QP) threshold. MGMA was very encouraged by CMS’ comments in the
QY 2018 QPP final rule that it plans to explore demonstration projects in which MA payment
arrangements would be toward QP determinations under the Medicare Option and that this
would occur as soon as next year. However, no formal policies were specifically finalized in the
rule. We urge CMS to expediently formalize these policies and to reiterate our position that there
is no reason MA services should not be counted toward the Medicare threshold, as this is in no
way prohibited under the MACRA statute.
Flexibility and choice
The single most important factor that distinguishes the APM pathway from MIPS is that APMs
are intended to offer providers flexibility and choice. It holds clinicians accountable for patient
outcomes and cost performance, but rather than ordering clinicians how to do their jobs with
2
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generic, check-the-box reporting metrics, it frees clinicians to use their medical expertise to
determine how to most effectively deliver high-value, low-cost care to a diverse patient
population with unique characteristics and needs. Unfortunately, the current lack of available
APM options, particularly in various specialties, has severely limited this track’s ability to
achieve its true potential.
MIPS’ one-size-fits-all, primary-care centric approach cannot effectively engage providers in a
range of specialties, practice sizes, and geographic locations, which is exactly why it is so
important to develop a much broader range of APMs that have unique designs and are suited for
different needs. Bundled payment models for instance show promise and are one of the few types
of APMs that engage providers in certain specialties, but they are not appropriate for all care
settings. Population-based models on the other hand take a more universal approach and
implement changes on a larger scale, but often yield slower, more gradual results. All models
come with positives and drawbacks and no single model be appropriate across all care settings,
patient conditions or specialty types, but that is why there is such a need to produce a larger
variety of Advanced APM options, particularly in clinical specialties.
Development of specialty models
We appreciate CMS’ expressed interest in expanding the availability of qualifying physician
specialty Advanced APMs, which is an area ripe for growth in Advanced APM participation.
One of the most common criticisms we hear about MIPS is that it is primary care focused and
does not adequately represent all specialties. APMs present a huge opportunity for specialists to
join models that afford them more flexibility and better suit their unique needs while supporting
CMS’ goal of transitioning to value-based reimbursement. Early specialty-focused APMs have
shown a lot of promise both in terms of savings to Medicare and properly aligning incentives to
encourage continued participation. The Comprehensive ESRD Care Model for instance yielded a
nearly $24 million net savings to Medicare last year and all but one were able to generate shared
savings payments.
Despite promising performance from existing specialty models, to date there are only three
specialty-focused APMs that qualify as Advanced APMs. The lack of available specialty focused
Advanced APMs is perhaps the single largest obstacle to increased participation in Advanced
APMs. Medicare bundled payment models and episode-based payment models have both shown
promise for specialties and we encourage further development in these areas. The PhysicianFocused Payment Model Technical Advisory Committee (PTAC) is currently considering
numerous specialty-specific models and we urge CMS to work with them to expedite testing and
implementation of new specialty APMs as quickly as possible.
Waiver Authority
CMS’ payment and legal waiver authority remains one of its most powerful tools in helping
APMs to achieve their goal of delivering value-based care through care coordination without fear
of running into legal or regulatory liability concerns, particularly in the fraud and abuse realm.
Using waivers to remove these unnecessary hurdles to care coordination is also a powerful
incentive for practices and clinicians to participate in APMs. Medicare Shared Savings Program
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(MSSP) participants regularly relay to us the value of Skilled Nursing Facility (SNF) 3-day rule
anti-kickback waivers and how both allow them to coordinate care and make care decisions that
are in the best interest of the patient without running into bureaucratic red tape. As more APMs
are developed, we urge CMS to consider issuing broad, consistent waivers across models to
ensure consistency and simplicity, particularly as these models may overlap and all center on a
common premise of incentivizing care communication and taking financial accountability for a
patient or episode of care and could therefore all benefit from the same waivers. Specifically, we
urge CMMI to issue waivers in the following areas (though not restricted to these areas): SNF 3day payment rule, anti-kickback rules, post-acute care payment rules, and telehealth and home
health service billing requirements.
Patient incentives
In the current fee for service environment, there is an inherent mismatch between reimbursement
and high-value services. Doctors are not incentivized to engage beneficiaries in their own care
decisions. Likewise, beneficiaries, particularly those with robust insurance, have little skin in the
game when it comes to feeling the true cost of their medical treatments, which leads to
overutilization of expensive services. Designing models in such a way that both reward providers
for engaging patients more regularly and actively in decision making about their care and at the
same time, appropriately incentivizes patients to consider cost when it comes to their treatment
options has real potential to yield major cost savings.
Structuring patient copays to prioritize high value services is an excellent example of a simple,
straight-forward strategy to increase provider and beneficiary interaction to drive better health
outcomes and lower costs. We have heard from our members that when it comes to Chronic Care
Management (CCM) services for instance, patients are discouraged from taking advantage of this
high-value service due to the copay. CMS should use its waiver authority to waive patient copays
for CCM and other high-value services that are proven to have positive downstream cost effects
through coordinating care better, improving patient outcomes, and ultimately keeping patients
out of the emergency room. This strategy could be especially impactful in models that manage
patients who suffer from chronic conditions, where patients may sense something is wrong but
because of visit copays take the “wait and see” approach, causing their condition to worsen.
Removing this unnecessary impediment to patient and provider interaction is a small step that
could yield impressive results. Regular appointments allow providers to more closely monitor
patients and spot complications before they worsen, preventing more expensive downstream
costs, and also establishing a more regular, wellness-based relationship between clinician and
patient often encourages the patient to contact the provider first before resorting to more drastic,
expensive options such as calling an ambulance.
A number of CMMI models are built on the strategy of incentivizing providers to reduce costs by
allowing them to share in a portion of the savings they generate. Private payers have begun
extending this strategy to patients, and we encourage CMMI to follow suit. Offering patients an
opportunity to share in savings for choosing a less expensive treatment plan is an effective
strategy that can generate almost immediate savings, and can easily be incorporated to the design
of numerous ongoing and new models. Provided certain safeguards are put in place to ensure
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patients are not incentivized to select less effective treatment plans, this could be a winning, costeffective strategy for all parties involved.
Leverage private sector development
The private sector has championed CMS’ goal of driving value-based reimbursement by
investing a substantial amount of resources into developing and implementing their own network
of APMs. In many cases these mirror CMS models, but private payers are also testing new,
innovative design strategies. Up to this point, CMMI has taken an insulated, top-down approach
to developing their own payment models rather than capitalizing on ongoing progress in the
private sector. We urge the agency to reverse this approach and to take advantage of the work
that has already been done in the private sector and look to adapt some of these models for the
Medicare population. This will expedite the process for getting new Advanced APMs on the
market, synchronize and streamline APM objectives and measures across payer models and save
the agency millions in research and development investment costs in the process.
The Physician Focused Payment Model (PFPM) Technical Advisory Committee (PTAC)
The PTAC was specifically created under MACRA to support CMS and facilitate the
development and implementation of new PFPMs. Up to this point, the work between these two
bodies has unfortunately been largely siloed and resulted in no new PFPMs being approved to
date. At a recent hearing before the House Energy and Commerce Committee, there was visible
frustration from the PTAC witnesses over the lack of direction from CMS and concern that their
work up to this point has been in vain. MGMA understands that as with any new process there is
a learning curve, and we appreciate the substantive insights that CMS provided in its written
responses to the first three models recommended by the PTAC. However, we feel that the
efficiency and productivity of this process could be exponentially improved with regular,
ongoing communication and support between CMS, PTAC, and model developers throughout
the PFPM development, application and approval process. All three parties share the same goal
of getting more PFPMs on the market and ideally approved as Advanced APMs. For this process
to be as effective as it can, CMS should share its insights throughout the PFPM development
process to help model developers and PTAC understand what the agency is looking for and what
design features should be fleshed out or altered before arriving at the finish line only to realize
they have fallen short in one or more criterion.
Even if CMMI does allow developers the opportunity to go back and “address some design
concerns” before making a final determination as it did with the American College of SurgeonsBrandeis Advanced APM, some developers may not have the ability to go back and continue
adjusting various features. Developing original proposals already requires a substantial
investment of time and money. Changing even one feature could require the developers to rerun
all the calculations and financial simulations, and developers may run out of resources, patience
or both for what at this point has proven to be a fruitless exercise, meaning that all that work and
all those resources would have no APM to show for it.
With the PTAC and private sector taking the lion’s share of the work in the PFPM development
process, lending more support throughout the process is one of the most efficient ways CMMI
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can spend its time and resources to create maximum impact in the form of new, qualifying
APMs. Failing to do may easily result in reduced morale and a slowdown of proposals being
submitted for new PFPMs, undercutting CMS’ goal of developing more such models.
Data sharing
Another critical and inexpensive way CMMI could better support development of APMs in the
private sector while at the same time increasing participation, better informing design and
improving the overall performance of its own models is through transparent data sharing.
One of the primary suggestions private payer APM developers reiterate is the need for necessary
claims data to model and develop new APMs. CMS not only controls the single largest claims
dataset, it also has the unique ability to bring other payers to the table. Despite this, numerous
payers have attested that CMS is reluctant to share its data with participants or other payers in
the interest of APM development. At the LAN summit last month, multiple private payers
emphasized how critical the government’s role is in the success of private sector APM
development, both in terms of facilitating as link between payers for cooperation on models, and
providing the robust data and support that only CMS is uniquely capable of providing. Speaking
on a panel about CMMI multi-payer perspective, a Blue Cross Blue Shield representative stated,
“data sharing is one of the biggest obstacles to creating APMs.” During a separate CMMI update
session, an audience member added: “information sharing would immensely help states and
model developers.” By withholding critical data from private sector developers, CMS is
inhibiting the future development of PFPMs that could eventually be scaled to meet the needs of
the Medicare population.
By not sharing data with current and potential future participants in Advanced APMs, CMS is
also inhibiting the growth and success of its own models. Restructuring a practice’s
reimbursement structure is no small risk or logistical undertaking, and unless the practice feels
confident they have the necessary support and data to effectively evaluate the risk and make an
informed decision, many practices simply won’t be able to justify taking the leap. This would
disproportionately prevent smaller, independent practices from joining APMs.
CMS is not fully transparent even with current participants of its own models. MSSP participants
receive information about their own performance but no one outside of CMMI gets MSSP-wide
performance data to a level of detail that allows them to replicate financial benchmark or
settlement data. This undercuts the credibility and transparency of the MSSP and handicaps
independent researchers from producing meaningful findings that could help to improve the
effectiveness of the program. MGMA urges CMS to publicly release all data related to
performance in current APMs, work with external payers to provide any data they need to
facilitate their own model development to the maximum extent possible without sacrificing
patient privacy, and to facilitate the exchanging of data between payers, including developing a
new technology platform to this end.
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Front-end investment and support
Starting or joining an APM requires significant up-front investments in staff training, new
technologies, new care coordination services, among other costs. Many practices, particularly
those that are small and/or rural, do not have the financial reserves to join an APM, despite
having interest. CMS has an opportunity to step in and have a direct, tangible impact on APM
participation and success. The MSSP advance payment and ACO Investment Model (AIM)
initiatives are great examples of what can happen when CMS provides APM Entities with the
front-end financial support they need. Out of 432 ACOs in 2016, 63 were enrolled in one of
these two funding initiatives, without which their participation may not have been possible.
Approximately 70% beat their financial benchmarks, verses 56% of MSSP ACOs who did not
receive any form of advance funding. Moreover, approximately eight out of every ten ACOs
enrolled in the AIM have at least 65% of their delivery sites located in rural areas.
The significance of logistical support also cannot be understated. We applaud the agency for its
dedicated technical assistance and targeted outreach and resources to help small and rural
practices succeed in MIPS and urge the agency to extend similar logistical support to small and
rural practices to enhance their participation in APMs. We urge CMS to look for new ways to
expand its logistical and financial support of individual APM Entities, particularly in rural areas,
which may include but is not limited to advance payments, providing technology necessary for
participation, and offering dedicated logistical support and targeted educational outreach.
State-based, local, and Medicaid-focused models
States could be a critical incubator for new innovative care models, particularly those that
account for regional market factors, but they cannot do it without the support of CMMI
throughout the development process, including staff on hand to answer questions and assist in
the development, providing data critical to modeling the potential success of new models and
providing financial and technological support to help get new models off the ground.
Multi-payer models
A common theme we have heard from our own membership as well as various panels on
successful APM ventures is the importance of engaging multiple payers in a single model. There
are proven benefits for all parties from an economies of scale standpoint. An increased
beneficiary population means APM participants are less vulnerable to the influence of external
variables on their patient health outcomes and would be evaluated more accurately on their
performance. Additionally, aligning monetary incentives across payers would mean participants
have a higher incentive to invest money and resources to ensure success in the model. Payers and
participants would both benefit from shared data, shared cost of developing new technologies
and procedures, and the insights that a model with a large patient population is able to provide
about public health outcomes and the development of new APMs of similar design or focus.
By working in silos, each payer creates its own set of reporting requirements and specific
outcomes goals to evaluate progress on the same conditions. This leaves providers to invest even
more administrative time and effort to untangle the various requirements and comply with
8

separate reporting criteria and ultimately hinders their ability to succeed because they are forced
to divide resources and attention. If all the payers share the common goal of driving down costs
while delivering high-value care, there is no reason they should not work together with providers
toward this goal. A panelist on multi-payer perspectives at the LAN Summit stated that
alignment across payers would “drastically reduce the burden” on clinicians and MGMA could
not agree more.
CMS Oncology Care Model has generated positive feedback across the industry largely because
it is a multi-payer model. We urge CMS to continue building on these successes by expediently
developing more multi-payer models.
Risk adjustment
The current system of relying primarily on the Hierarchical Condition Categories (HCCs) is
overly simplistic and fails to account for the wide range of sociodemographic factors that have
been linked with patient outcomes. In the current payment environment where the
reimbursement of practices and individual clinicians is increasingly tied performance on cost and
quality metrics, it is paramount we get risk adjustment right. Without proper risk adjustment,
cost and quality metrics could be tainted by any number of confounding variables, which could
lead to unfairly penalizing clinicians for treating high-risk patient populations. If the path to
APMs gets too far along without properly risk adjusting, we could start to see scenarios where
high-risk patients are systematically turned away from health systems for fear of the impact it
will have on their performance metrics and therefore their financial bottom line. We encourage
CMS to invest substantial time and resources in testing different risk adjustment strategies across
the spectrum of current and future models before it gets to this point, keeping in mind that risksetting protocols should not be one-size-fits-all for all APMs.
Program integrity
Program integrity is naturally an important concern for both individual APMs and the Medicare
program at large. However, given the application process to join an APM is already arduous, we
ask CMS to weigh the tradeoffs of further increasing the amount of paperwork and
documentation required on the front-end for all APM applicants for the express purpose of
catching a handful of bad actors with the resulting increase in provider burden that may
discourage participation in Advanced APMs. We applaud CMS for its decision to eliminate some
of the up-front documentation required during the MSSP initial application and skilled nursing
facility (SNF) 3-day waiver application processes in the recently finalized 2018 Physician Fee
Schedule and encourage the agency to continue moving this direction and look for opportunities
to minimize provider burden during the application process. As more APMs are developed and
overlap with one another, it will be in CMS’ own interest to keep program integrity paperwork to
a minimum and streamline requirements across programs. MGMA also reminds CMS that with
all its current models, the agency reserves the right to impose strict, sweeping sanctions on APM
Entities who violate program integrity agreements, and this has proven to be an effective
approach to date as there have been limited cases of program integrity violations. We are
encouraged by CMS’ demonstrated awareness of this inherent dichotomy by posing this question
and encourage the agency to weigh the benefits of potentially catching a small handful of bad
9

actors against the possible consequences of alienating future participants and hindering the
success of the APM.
Stakeholder input
One of the key ingredients to the development of successful models is active and frequent
stakeholder feedback. Unfortunately, in the past CMMI has engaged in a limited degree of
transparency and stakeholder engagement as new top-down models were being developed, which
we feel in some cases had a direct, negative impact on early financial performance. For example,
since its inception the MSSP benchmarks has been criticized for failing to account for regional
spending, so in the 2016 Final MSSP Rule, CMS addressed this stakeholder concern by
incorporating an element of regional spending into the benchmarks. Had CMS taken more
opportunities to incorporate stakeholder feedback in earlier stages of model design and
development, as opposed to after the model was already finalized, benchmarking could have
been more accurate from the start, which likely would have had a meaningful, positive impact on
the early financial success of the MSSP (which to date has yielded mixed results) and could have
therefore generated more provider interest and participation.
We are pleased CMS is taking this opportunity to reassess and solicit stakeholder input regarding
the future direction of CMMI and has signaled its intent to create more opportunities for
stakeholder engagement in the future. We share CMS’ goals of continuously striving to improve
the design of current Advanced APMs and to expedite the creation and smooth implementation
of new models. Our members facilitate the daily implementation of these new payment models
and bring a valuable perspective that we look forward to sharing with CMMI through feature
opportunities for stakeholder engagement.
Conclusion
Thank you for this opportunity to comment on the future direction of CMMI. We hope to serve
as an ongoing resource in future discussions as we work together to increase the number and
variety of available Advanced APMs and drive overall participation in these models as a critical
component of the transition to value-based reimbursement. Please don’t hesitate to contact
Suzanne Falk with any additional questions.
Sincerely,
/s/
Anders Gilberg
Senior Vice President, Government Affairs
Medical Group Management Association
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November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
200 Independence Avenue S.W.
Room 445-G
Washington, DC 20201
Re: Request for Information - Centers for Medicare & Medicaid Services: Innovation Center New
Direction
Dear Administrator Verma:
As the premier trade association representing the manufacturers of medical imaging equipment and
radiopharmaceuticals, the Medical Imaging & Technology Alliance (MITA) is submitting the following
comments on the referenced Centers for Medicare & Medicaid Services (CMS) request for information on
new directions for the CMS Innovation Center.
Medical imaging is essential to the screening, diagnosis, staging, surveillance, and therapy monitoring of
many diseases and other medical conditions. For this reason, CMS should recognize the innovative role
medical imaging plays in health care.
In response to the Agency’s questions:

1. Do you have comments on the guiding principles or focus areas?
MITA supports these guiding principles as a good foundation for achieving the triple aim of
improving the patient experience of care, improving the health of populations, and reducing the
per capita cost of care.
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
 A comprehensive screening model which includes radiology and laboratory diagnostics
and extends beyond mere risk stratification, to determination of diagnosis, care pathway
selection, and appropriate follow-up of incidental findings.
 The use of mobile screening units should be explored. Imaging technologies such as
mammography and low dose CT for lung cancer screening can easily be put on trucks
which access rural and remote communities. This would bring innovative technologies to
underserved areas which might otherwise not be able access them.
 The Agency should implement quality measures which ensure populations get screened
according to evidence-based recommendations and beneficiaries get the right scan at the
right time for diagnosis, monitoring, or detection of recurrence. As new payment models
1



get implemented, there are concerns that overly cost sensitive providers will
inappropriately stint on imaging services. Quality measures provide a strong incentive to
provide appropriate care.
The Agency should look to all existing sources of data in its design and analysis of
payment models, including claims data as well as registry data.

3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
As new payment models are developed, policymakers should look to the entire community of
stakeholders for input, including manufacturers. Manufacturers drive innovation in medical
technologies and have considerable insight into the value that new technologies provide to
patients and the healthcare system.
4. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be tested
as a model and alternative to FFS and MA?
MITA does not have any comment on this.
5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
Currently, the American population is not being sufficiently screened for a number of diseases,
including colon, lung, and breast cancers and certain cardiovascular conditions. In order to
improve screening rates, the Medicare program could offer incentives to beneficiaries to get
recommended screening exams. Additionally, incentives, including quality measures, could be
extended to primary care providers or other health care professionals to ensure that their
populations get screened in accordance with evidence-based recommendations.
6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
MITA does not have any comment on this.
7. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
As the Agency moves forward with the development and implementation of new payment
models, the imaging industry would like to offer its expertise on the cost-saving and careimproving role imaging can play. Early and accurate diagnosis through medical imaging can
achieve downstream cost savings which reduce the overall cost of an episode of care. Further,
imaging can stratify disease burden and patient risk, allowing for optimal care pathway selection.
The medical imaging manufacturing industry looks forward to working with the Agency on this
issue.
2
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If you have any questions, please contact Peter Weems.
Sincerely,

Patrick Hope
Executive Director, MITA

MITA is the collective voice of medical imaging equipment and radiopharmaceutical manufacturers,
innovators and product developers. It represents companies whose sales comprise more than 90 percent
of the global market for medical imaging technology. These technologies include: magnetic resonance
imaging (MRI), medical X-Ray equipment, computed tomography (CT) scanners, ultrasound, nuclear
imaging, radiopharmaceuticals, and imaging information systems. Advancements in medical imaging are
transforming health care through earlier disease detection, less invasive procedures and more effective
treatments. The industry is extremely important to American healthcare and noted for its continual drive
for innovation, fast-as-possible product introduction cycles, complex technologies, and multifaceted
supply chains. Individually and collectively, these attributes result in unique concerns as the industry
strives toward the goal of providing patients with the safest, most advanced medical imaging currently
available.
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November 17, 2017

Seema Verma, MPH
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Ms. Verma:
The Medicare Payment Advisory Commission welcomes the opportunity to comment on the
Centers for Medicare & Medicaid Services (CMS) Request for Information (RFI) on the CMS
Innovation Center’s (Innovation Center) new guiding principles and model focus areas. We
appreciate your staff’s ongoing efforts to test innovative payment and service delivery models that
may reduce program expenditures and improve quality of care, particularly considering the
competing demands on the agency.
The Innovation Center’s guiding principles to approach new model design include: 1) choice and
competition in the market; 2) provider choice and incentives; 3) patient-centered care; 4) benefit
design and price transparency; 5) transparent model design and evaluation; 6) small scale testing.
The Innovation Center will apply these principles to testing models in the following focus areas:
1) increased participation in advanced alternative payment models; 2) consumer-directed care and
market-based innovation models; 3) physician specialty models; 4) prescription drug models; 5)
Medicare Advantage innovation models; 6) state-based and local innovation, including Medicaidfocused models; 7) mental and behavioral health models; and 8) program integrity.
Taking into account the new guidelines and focus areas, we briefly describe the following models
that the Innovation Center could consider testing.


Expanding opportunities for advanced alternative payment models through an accountable
care organization demonstration



Part B Drug Value Program



Medicare Advantage Value-based Insurance Design
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Expanding opportunities for advanced alternative payment models through an
accountable care organization demonstration
The Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) repealed the sustainable
growth rate (SGR) system and established a new approach to updating payments to clinicians. It
established two paths—one for clinicians who participate in advanced alternative payment
models (A–APMs) and another for other clinicians (the Merit-based Incentive Payment System
(MIPS)). Beginning in 2019 and continuing through 2024, clinicians on the A–APM path—that
is, those who have sufficient participation in an A–APM entity—will receive a 5 percent
incentive payment based on their physician fee schedule (PFS) billings for the previous year.
From 2026 on, these clinicians, if they still meet the criteria for participation in an A–APM
entity, will receive a higher update than clinicians on the MIPS path.
In the RFI, the Innovation Center anticipates that the number of providers interested in
participating in an A–APM entity will increase over time. In order to create more opportunities for
providers, future models will expand options for participation in A–APM entities. We support
encouraging physicians to join A–APM entities that conform to a set of principles that the
Commission established to help guide the development and implementation of A–APMs1:


Clinicians should receive an incentive payment only if the A–APM entity in which they
participate is successful in controlling cost, improving quality, or both.



The A–APM entity should be at financial risk for total Part A and Part B spending.



The A–APM entity should be responsible for a beneficiary population sufficiently large to
detect changes in spending and quality.



The A–APM entity should have the ability to share savings with beneficiaries.



CMS should give A–APM entities certain regulatory relief.



Each A–APM entity should assume the financial risk and enroll clinicians.

Adhering to these principles, the Innovation Center could design a new two-sided accountable care
organization (ACO) model to expand opportunities for clinician involvement in A–APM entities.
This voluntary ACO initiative would increase transparency for participating providers by including
prospective beneficiary attribution and benchmarks, similar to the Next Generation ACO
demonstration. The new model would also allow beneficiary attestation in which beneficiaries
attest that they belong to an ACO, such as through designating a primary care provider that is
within the ACO. Consistent with our principles, performance would be judged against a
benchmark comprised of total Part A and Part B spending, with a risk corridor (typically calculated
as a percentage of the benchmark) limiting the size of potential losses or savings.

1

Medicare Payment Advisory Commission. 2016. Report to the Congress: Medicare and the health care delivery
system. Washington, DC: MedPAC.
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Participation in this model could be increased by making the risk corridors asymmetric, meaning
that the upper bound on savings could be a greater percentage than the lower bound on losses.
However, in an asymmetric model, additional funds will be needed. This is because some ACOs
would get shared savings and some would get shared losses from random variation. If the risk
corridor had higher upper than lower limits, Medicare could expect to pay out more in unwarranted
shared savings than it would collect on unwarranted shared losses.
For smaller clinician practices whose revenue is only a small portion of total Part A and Part B
spending, taking on risk for the entire benchmark could be too daunting relative to their revenue.
To gain the participation of those clinicians, a model could be designed that bases risk on practice
revenue as opposed to the ACO’s benchmark (although performance would still be judged on total
Part A and B spending). Combined with an asymmetric risk corridor, such a model might engender
even greater participation in ACOs. A model with those properties is outlined in the Commission’s
June 2017 report to the Congress.2
The Commission supports incorporating some of the flexibility and tools for beneficiaries and
providers that the Innovation Center has implemented in the Next Generation ACO into the new
proposed model. For example, the proposed model could include enhanced benefits for beneficiaries,
such as the Coordinated Care Reward in the Next Generation ACO, which offers beneficiaries a $25
incentive when they have their Annual Wellness Visit. The model can also include incentives (i.e.,
waiving cost sharing) for beneficiaries to use providers affiliated with the ACO, and allow the ACO
to share savings with the beneficiary. Like the Next Generation ACOs, this new model should also
have added flexibility (e.g., through skilled nursing facility (SNF) 3-day rule waivers or PostDischarge Home Visit waivers) and choices for providers regarding how they would like to receive
claims payment.
Another option to encourage providers to join this new ACO model would be to waive the
threshold required to become a qualifying A–APM provider (QP) for the A–APM versus MIPS
track. Currently, once providers reach QP status they receive a 5 percent bonus payment that is
calculated on their entire FFS revenue. We would instead suggest—similar to our June 2017 report
to the Congress—that the thresholds for achieving QP status be eliminated, and all providers that
are associated with an A–APM entity would receive a 5 percent incentive payment based on the
amount of revenue coming through their A–APM. Waiving the thresholds would eliminate the
payment cliff, while also encouraging A–APM involvement by making the incentive proportional
to providers’ A–APM involvement. This could be tested in different markets and applied not only
for those within the ACO demonstration suggested here, but also for providers in other A–APM
entities within the specified market. Eliminating the threshold for A–APMs across an entire market
would ensure similar incentives for all A–APM entities.

2

Medicare Payment Advisory Commission. 2017. Report to the Congress: Medicare and the health care delivery
system. Washington, DC: MedPAC.
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Part B Drug Value Program
Medicare Part B covers drugs that are administered by infusion or injection in physician offices
and hospital outpatient departments. It also covers certain drugs furnished by suppliers. Medicare
Part B drug spending has been growing rapidly. Concern exists about the overall price Medicare
Part B pays for drugs and the lack of price competition among drugs with similar health effects. In
our June 2017 report to the Congress, the Commission recommended that the Congress implement
a voluntary, market-based alternative to the current average sales price (ASP) payment system for
physicians and hospitals. 3
The Innovation Center could test a small-scale, market-based alternative, or Part B Drug Value
Program (DVP), which would allow providers in specified markets to voluntarily enroll and would
use private vendors to negotiate drug prices with manufacturers. The intent of the DVP would be
to obtain lower prices for Part B drugs by permitting private vendors to use tools (such as
formularies and, in certain circumstances, binding arbitration) to negotiate prices with
manufacturers and by improving incentives for provider efficiency through shared savings
opportunities. Providers that chose to enroll in the DVP would continue to buy drugs in the
marketplace but at the DVP-negotiated price, and Medicare would reimburse those providers at the
same negotiated price. To encourage enrollment in the DVP, providers would have shared savings
opportunities through the DVP while for providers in that market not participating in the DVP, the
ASP add-on would be reduced gradually in the ASP system. Savings achieved through the DVP
would also be shared with beneficiaries (through lower cost sharing) and with DVP vendors and
Medicare.
Medicare Advantage Value-based Insurance Design
The Innovation Center’s new direction seeks to provide Medicare Advantage (MA) plans the
flexibility to innovate and achieve better outcomes. In January 2017, the Innovation Center started
testing the Medicare Advantage Value-Based Insurance Design (VBID) model in seven states.
Eligible MA plans in these states, upon approval from CMS, can offer varied plan benefit designs
for enrollees with certain clinical conditions (e.g., diabetes, congestive heart failure, hypertension).
The Innovation Center’s RFI states that the VBID model could be modified to provide more
flexibility to MA plans and potentially add additional states.
The Commission has recommended that the Congress permit MA plans to develop benefit designs
that vary based on the medical needs of individuals with specific chronic or disabling conditions
(e.g., vary the supplemental benefits, cost sharing for services and drugs, and provider networks
for chronically-ill enrollees).4 Therefore, we support the Innovation Center continuing to test
benefit design flexibility for MA plans through models like the VBID.

3

Medicare Payment Advisory Commission. 2017. Report to the Congress: Medicare and the health care delivery
system. Washington, DC: MedPAC.
4
Medicare Payment Advisory Commission. 2013. Report to the Congress: Medicare payment policy. Washington,
DC: MedPAC
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Conclusion
The Commission appreciates the opportunity to comment on the models that could be tested
through the Innovation Center. We also value the ongoing cooperation and collaboration between
CMS and Commission staff on technical policy issues. We look forward to continuing this
productive relationship.
If you have any questions, or require clarification of our comments, please feel free to contact
Mark E. Miller, the Commission’s Executive Director.

Sincerely,

Francis J. Crosson, M.D.
Chairman

November 20, 2017
VIA ELECTRONIC SUBMISSION
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd
Baltimore, MD 21244
Re:

CMS Request for Information: Innovation Center New Direction

Dear Administrator Verma:
The Medicare Rights Center (Medicare Rights) is pleased to submit comments in response to the Centers
for Medicare & Medicaid Services: Innovation Center New Direction Request for Information (the RFI).
Medicare Rights is a national, nonprofit organization that works to ensure access to affordable health care
for older adults and people with disabilities through counseling and advocacy, educational programs, and
public policy initiatives. Each year, Medicare Rights provides services and resources to more than three
million people with Medicare, family caregivers, and professionals.
The following comments are informed by our experience assisting beneficiaries, their family members,
and health care professionals. For additional information, please contact Casey Schwarz, Senior Counsel,
Education & Federal Policy or Julie Carter, Federal Policy Associate.
Introduction and general comments
We applaud CMMI’s stated principles and goals, and encourage CMS to continue to pursue and test
innovative models that will improve beneficiary health, responsibly manage program spending, and
reduce unnecessary burdens on providers. CMS must, however, preserve and prioritize beneficiary
access to care. Overall, Medicare Rights believes that all models should do the following: engage people
with Medicare, caregivers and advocates in their design, implementation and evaluations; promote health
equity and address social determinants of health; include beneficiary protections; be person-centered; be
evaluated using actionable performance and outcome measures; support health information technology;
and be transparent in design and incentive.
QUESTION 1.Comments on the guiding principles and focus areas

Guiding Principles
Guiding Principle 1, Choice and Competition in the marketplace. In order for CMS to create true
choice and competition in a market as complex as heath care, it must serve as an active gatekeeper and
overseer, permitting only models that meet rigorous standards, are likely to improve the health and wellbeing of beneficiaries, and are meaningfully different such that consumers can make reasoned, informed
choices to participate. To ensure that the race is to the top, rather than to the bottom,
•

•

Choices must be:
o

Transparent – so people know what they are signing up for and what they are giving up

o

Well informed and supported – so that people are educated and empowered

o

Meaningful – so that real lessons can be learned from real differences

Competition must be:
o

On a level playing field – overseen by CMS as a fair referee

o

Multi-dimensional – success cannot be determined by simple metrics, like cost, alone

Transparency
Any reliance on consumers choosing among competing plans or benefits must be accompanied by
rigorous information sharing that includes strategies to ensure information is well understood and
actionable. Communication about models needs to strike a delicate balance between providing too much
information and too little.
To make decisions in their best interests, consumers, along with their families and caregivers, need to be
able to access meaningful information about their choices, including results and data from current models,
such as
•

patient outcomes and satisfaction;

•

how meaningful participation by beneficiaries is measured;

•

compliance and sanctions;

•

complaints, grievances, and appeals filed with the plan or provider;

•

complaints, grievances, and appeals filed with the ombudsman;

•

plan-wide savings;

•

outcomes; and

•

quality of care in the model.

This information should be available both at the outset, when a person is deciding whether to participate
in a model, and periodically, as people decide whether to continue participation. This would allow
everyone directly involved in the consumer’s care to determine whether the model is working, if the
consumer should participate or allow personal data to be used, and if the model providers are high quality.
These data would also allow advocates and other third parties to assist and advise consumers about their
best options.
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Interested consumers should also be able to access and understand how the model rewards participating
entities. By sharing this information in a consumer-friendly presentation, CMS can promote the trust of
consumers who may be weighing participating in a model.
Education and support
Information must be accessible and usable for beneficiaries. CMS should explore different ways to
present this information to help people make informed decisions about their providers, care settings,
treatment options, and insurance plans. We encourage CMS to develop websites and tools that are
consumer-friendly and as easy to navigate as possible, with a strong set of high-impact measures that
accurately characterize performance and enable consumers to distinguish among providers, settings, and
plans on multiple dimensions of quality. We encourage the Innovation Center to continue to improve
upon the development, use, and public reporting of quality measures that are meaningful to beneficiaries,
including those that emphasize both clinical and patient-reported outcomes, patient and family experience
of care, patient safety, and care coordination.
We encourage the Innovation Center to pilot and to evaluate public reporting and educational strategies
that integrate best practices, including use of care navigators, to help individuals find and interpret
relevant comparative quality data for making informed decisions about care arrangements as research
shows that this can have significant impact.1 CMMI should CMS should use focus groups to ensure that
the intended recipients of the information can access it and use it to their benefit, while experts can help
both with language development and with design and phasing decisions.
Specifically, to the extent that information sharing takes the form of written notices and materials, we
encourage the use of plain language. Plain language is a strategy used to ensure that written and oral
communications are as easy to understand as possible. Communication should be geared toward
maximum comprehension as quickly as possible: well-organized, simple, active, and broken into
understandable chunks.
Materials about new models must also be culturally competent. Cultural competence is the recognition of
culture’s influence on how individuals “communicate, understand, and respond to health information.”2
Similarly, linguistic competence is “the capacity of an organization and its personnel to effectively
communicate with persons of limited English proficiency, those who have low literacy skills or are not
literate, and individuals with disabilities.”3 For the sake of patients and their own ability to deliver care,
providers need to be aware of how and if patients receive, understand, and incorporate provided
information into their health and health care decision making. A person who has limited English
proficiency is not likely to understand complex information or instructions that are presented solely in
Judith Hibbard, et al., “An Experiment Shows That a Well-Designed Report on Costs and Quality Can Help
Consumers Choose High-Value Health Care,” Health Affairs 31, no. 3 (March 2012),
https://www.ncbi.nlm.nih.gov/pubmed/22392666; Judith Hibbard, “What Can We Say About the Impact of Public
Reporting? Inconsistent Execution Yields Variable Results,” Annals of Internal Medicine 148, no. 2 (January 2008),
https://www.ncbi.nlm.nih.gov/pubmed/18195340; Dale Shaller, et al., “Consumers and Quality-Driven Health Care:
A Call to Action,” Health Affairs 22, no. 2 (March 2003), https://www.ncbi.nlm.nih.gov/pubmed/12674411; Judith
Hibbard, et al., “Strategies for Reporting Health Plan Performance Information to Consumers: Evidence from
Controlled Studies,” Health Services Research Journal 37, no. 2 (April 2002),
https://www.ncbi.nlm.nih.gov/pubmed/12035995; Judith Hibbard, et al., “Making health care quality reports easier
to use,” Joint Commission Journal on Quality Improvement 27, no. 11 (November 2001),
https://www.ncbi.nlm.nih.gov/pubmed/11708039.
2
“Health Literacy Basics,” US Department of Health and Human Services, accessed November 20, 2017,
https://health.gov/communication/literacy/quickguide/factsbasic.htm.
3
Suzanne Bronheim & Suganya Sockalingam, “A Guide to Choosing and Adapting Culturally and Linguistically
Competent Health Promotion Materials,” Georgetown University Center for Child and Human Development,
National Center for Cultural Competence (Winter/Spring 2003),
https://nccc.georgetown.edu/documents/Materials_Guide.pdf.
1
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English, so it is imperative that patients receive information in a language in which they are fluent. The
widespread use of family members—including young children—as interpreters may exacerbate the fear or
embarrassment of people with limited English proficiency, and may result in them receiving insufficient
or inaccurate translations or in their refusal to engage with the health care system at all.4
Alternative formats—including large print, specialized fonts, color contrast, audio format, Braille, and
more—can be an indispensable way to provide needed information to diverse populations. Because the
Medicare program serves many individuals with age- or disability-related communication issues,
alternative formats can mean the difference between effective communication and no communication.
This need for complex communications in many formats and covering many topics makes it important not
to expect plans and providers to become instant experts but for CMS to develop standard notice
templates. This should include scripts for oral communication, text for websites and written materials, and
distribution plans for materials, especially for complex topics such as accessing high-value health care
providers. Such templates will remove one hurdle for plans and providers while also protecting
consumers by guaranteeing better communications and by curtailing inappropriate provider steering.
Every model-related communication from plans or providers should ideally include contact information
for the established independent ombudsman (discussed below), 1-800-MEDICARE, and the local State
Health Insurance Assistance Program (SHIP), as well as any applicable quality improvement
organization. These communications should also include contact information for individuals available at
the model level who can answer questions, assist consumers (e.g., with patient portals, opt-out options,
and more), and resolve issues.
Getting needed information to beneficiaries should not be limited to direct communication but should be
available wherever beneficiaries might turn for guidance. Whenever a new model is put into place, a
customized model-specific script for any calls to 1-800-MEDICARE that relate to that model would be
beneficial to ensure callers can access and understand the appropriate information. As one of the most
visible resources for Medicare beneficiaries, 1-800-MEDICARE can play a vital role in keeping model
enrollees or potential enrollees informed of the model’s purpose, the potential changes they will see, and
their rights.
In addition, people with Medicare would benefit if SHIPs received training and information on models to
help them assist with beneficiary inquiries. Currently, the 54 SHIPs provide valuable, in-depth, one-onone counseling for millions of people with Medicare and fill an important role in helping beneficiaries
understand what Medicare Advantage or prescription drug plans may be right for them. SHIPs are
perfectly placed to add help with model enrollment to their portfolio, but to do this, SHIP counselors must
themselves understand the model at sufficient depth to be able to help navigate its unique system.
Importantly, SHIP programs must be sufficiently resourced to manage these specific counseling needs, in
addition to assistance they are already obligated to provide on enrollment, billing, appeals, coverage
options, and other Medicare concerns and issues.
Meaningful Choice
In order for CMMI to fulfill its mission to test and evaluate innovative models that improve outcomes for
people with Medicare, there must be real differences among the choices presented to consumers, and real
oversight, as discussed below.
As we know from experience serving beneficiaries who are making choices among Medicare Advantage
(MA) and Prescription Drug Plans (PDPs), when there are too many options or choices are too similar to
each other, beneficiaries can be overwhelmed and default into choices that do not reflect their true
preferences, do not serve their needs, and do not drive improvement. Where there is differentiation
Gregory Juckett and Kendra Unger, “Appropriate Use of Medical Interpreters,” American Family Physician 90, no.
7 (October 1, 2014): 476–80, http://www.aafp.org/afp/2014/1001/p476.html.
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without real difference there are risks for cherry picking and other problematic behaviors—for example
where a single plan sponsor offers two nearly identical PDPs, one with a very limited “enhanced” benefit
to discourage enrollment from lower income people with Extra Help.
Multi-Dimensional
We caution that competition and choice based on price alone is insufficient to drive value and better
outcomes. Shifting costs to consumers does not lead to better outcomes or better value, rather it pushes
consumers to reduce their use of health care without regard to whether it is needed or of high quality.
Indeed, there is little evidence that consumers engage in more price shopping when faced with higher cost
sharing for health care, and the same studies show that participants in high-deductible plans use less of
both low- and high-value services.56
Guiding Principle 2: Provider Choice and Incentives
We appreciate the need to better support, inform, and appropriately incentivize providers so that they are
enthusiastic participants in new models for health care delivery and payment. Provider buy-in is essential,
as we have learned in many of the Medicare-Medicaid integrated care models. We encourage CMS to
preserve trust between beneficiaries and their providers and by promoting transparency and enforcing fair
requirements across all providers.
Transparency
Preserving and protecting the provider-patient relationship must be a consideration in any model
development. As models are exploring new ways of exchanging money for services, it is especially
important that patients feel they can understand and trust the providers’ motivations, incentives, and
relationships. A patient who is confused about how a provider benefits from the model may feel
threatened by unclear references to “value,” for example, which may sound like code for cutting costs at
the expense of the patient. Ameliorating such concerns and keeping patient confidence requires full
explanation of the model’s mechanisms, including showing that potential conflicts of interest are fully
vetted, cleared, and transparent.
Plans and providers should make data without personally identifiable information available to the public
for its use and oversight, or for direct consumer assistance. This information should include which
physicians are in network or part of the care team, benefits, specific costs, and how to opt in or out of
various features. Included information must describe how privacy will be protected, how any data may be
used, what individuals’ rights and choices are, and how to opt out of data sharing if they choose to.
Consumers should be told which data are shared with whom—for example, whether data sharing means
that employees of all affiliated providers can see all personal data including doctors’ notes, test results,
and financial information.
Consumers should be notified of providers’ and facilities’ participation in any new payment model,
including disclosure of any provider or facility financial incentives or shared savings opportunities.
Additional consumer protections should include adequate oversight and protections concerning
alignment, attribution and data sharing.
Regulatory Burden
We strongly agree that providers should be focused on providing high-quality health care to their patients.
Regulation and requirements, however, also safeguard consumer access to needed, appropriate care, and
can help drive transformation and practice improvement (e.g. reporting on meaningful quality measures
Lynn Quincy, “Rethinking Consumerism in Healthcare Benefit Design,” Altarum Healthcare Value Hub (April
2016), http://www.healthcarevaluehub.org/files/2714/9909/6364/Hub-Altarum_RB_11__Rethinking_Consumerism.pdf.
6
Ibid.
5

5

and making health information available to patients). We urge CMMI to consider burdens on both the
patient and provider in the context of the potential benefits, reflecting the full spectrum of priorities and
needs to better manage care and improve health outcomes.
It remains essential that all new models of care should include strong consumer protections. As new
models of payment are developed that encourage providers to take on increased risk, reward and
responsibility, it is critical that the evolution and application of consumer protections keep pace. Strong
quality measures can help ensure that providers do not stint on care, but as financial risk increases for
providers, so does the incentive to provide less care. Consumer protections must include choice in
enrollment, provider selection, transparency regarding provider incentives, and a fair appeals process.
Guiding Principle 3, Patient-Centered Care
Care that is patient centered is not simply established by patients “taking ownership over their health”—it
requires that patients are given the tools and supports to be active participants in both their own health
care decisions and the processes and systems that impact their health, including CMMI demonstration
models. Patient-centered care takes into consideration the patient’s life situation, including family and
caregiver circumstances, as well as the patient's values and preferences, age, and home environment when
making health care and treatment recommendations. It also places a high priority on preventive care, care
coordination, and care management, including support for self-management, to help patients become and
stay healthy. To implement this robust concept of patient-centered care we encourage CMS to
•

Engage in meaningful stakeholder participation in the development, implementation and
evaluation of new models, and

•

Incentivize and provide for real patient-centered principles, including shared decision making, in
all models.

Meaningful participation in model development implementation and evaluation
People with Medicare are uniquely positioned to explain how changes to the program might affect them
which makes bringing beneficiary engagement to the forefront in model design an important tool. CMS
can learn what people truly want from their providers and care plans, the kinds of help they need
navigating their insurance coverage and care, and how they define successful care.
Beneficiary and stakeholder participation is critical for several reasons:
•

Perspective: By exploring the perspectives of people with Medicare, CMS can better fit the
model’s design to the needs, abilities, and desires of affected populations.

•

Barriers: People with Medicare and their families and caregivers may be better able to
identify participation barriers they might face within a model—for example, a requirement to
access information online when many people do not have online access.

•

Buy in: People who feel a system reflects their needs and concerns are more likely to be
willing and engaged participants.

•

Stickiness: People who feel they are heard are more likely to stay with a particular model,
plan, or provider, making possible longer-term analysis of patient outcomes and increasing
the chance of positive provider influence over behaviors.

Participation that is limited in scope, duration, or intensity, or that includes only a lone beneficiary or
consumer advocate in a room full of dominating voices, is not as likely to be meaningful.
In addition to consulting with engaged recipients of care, the model design process would benefit from
consultation with other stakeholders through varied methods: comment opportunities on new model
6

proposals; model-specific technical expert panels; and meetings with stakeholders—including clinicians
and other providers, consumer advocates, and advisory panels. Stakeholders can be especially valuable in
identifying the potential for exploitation and in finding ways to mitigate negative incentives.
To help ensure that patients, consumers, caregivers, their families, providers, and other community
stakeholders can fully participate in models, plans and providers should review their engagement efforts.
For example, AHRQ has created a set of implementation guidelines for engaging patient and family
advisers that includes measurable outcomes such as the number of advisers recruited or retained, the
number of programs or processes involving advisers, examples of deliverables, and the number of hours
of adviser time.7 Such measures could be adopted, along with a requirement that they be publicly reported
or, at a minimum, that complaints or grievances be reported to the independent ombudsman as discussed
below.
Underlying the need for meaningful beneficiary and stakeholder participation is the need for explicit
support, integration, and training processes for those beneficiaries and stakeholders as they prepare to
participate in governance bodies and engagement opportunities. Beneficiary participants may be frail;
may have one or more chronic or disabling conditions; and may require physical, technological, financial,
or educational support. Many of the issues surrounding health care models are complex and unlikely to be
intuitive. Even the terminology or structure of a model may be unclear to a beneficiary who is essentially
starting from scratch.
Beneficiaries and advocates may be eager to be involved but may lack understanding about the financial,
medical, delivery, or systemic issues the model attempts to address. If participants do not understand how
a model will work or are intimidated or ignored, their valuable input may not be heard or effectively
communicated.
Any integration process would ideally include details necessary for the smooth functioning of a group,
including the objectives of the group, any necessary informational materials, introduction to participants
in the group and their roles, the current state of the project, and group rules or standards about
communication, participation, and decision making.
In addition to this foundational integration, some people may need additional support to participate fully.
Supports might include transportation to meeting sites; communication aids; hardware or technical
support; physical assistance before, during, or after a meeting; interpreters; or translated materials. If
participation will be extensive, some form of compensation may be advisable or necessary.8 Financial
resources for integration, training, and supports should be provided by CMS to help ensure that as many
providers as possible can maximize these opportunities.
Shared decision making
We are concerned about the emphasis on a patient’s “ownership” over their health as the primary framing
for patient-centered care. We worry that “ownership” is shorthand for a notion of patient-centered care
that increases costs or burden to patients. Patients are critical partners in improving their own health, and
“Working with Patient and Families as Advisors: Implementation Handbook,” Agency for Healthcare Research
and Quality, accessed November 3, 2017,
https://www.ahrq.gov/sites/default/files/wysiwyg/professionals/systems/hospital/engagingfamilies/strategy1/Strat1_I
mplement_Hndbook_508_v2.pdf.
8
See, for example, “Guidance to States Using 1115 Demonstrations or 1915(b) Waivers for Managed Long Term
Services and Supports Programs,” US Department of Health and Human Services, Centers for Medicare & Medicaid
Services (May 20, 2013), https://www.medicaid.gov/Medicaid-CHIP-Program-Information/By-Topics/DeliverySystems/Downloads/1115-and-1915b-MLTSS-guidance.pdf. See also “Stakeholder Engagement in Design,
Implementation and Oversight,” Community Catalyst, accessed August 2, 2017,
http://www.communitycatalyst.org/resources/tools/mmltss/stakeholder-engagement-in-design-implementation-andoversight.
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the drive toward a value-based system should include patients as meaningful partners. We do not support
financial incentives as tools to encourage patient engagement if incentives are intended to 1) shift costs to
patients or 2) encourage people to forgo care or steer patients toward lower quality care. Instead, we
encourage CMMI to explore and encourage shared decision making in all models. Shared decision
making is a vital feature of person-centered care, as it allows people who receive care to work with
providers and caregivers to make their own health care decisions. Shared decision making also benefits
providers by improving the quality of care delivered, patient satisfaction with the care, and patient trust
and loyalty. These results can be very important in models that include risk sharing for providers.
Alongside enhanced communication and transparency, as discussed above, shared decision making can
empower beneficiaries to control their health care at the provider level. Research demonstrates that
engaged patients have better health outcomes and better care experiences,9 and may be less expensive to
treat.10 Patients with high activation scores—demonstrating the “knowledge, skills, ability, and
willingness to manage his or her own health and care”—generally incur significantly lower costs than
those with lower scores.11 And activation is not an innate skill—people can learn how to be engaged
through well-designed interventions, and incremental gains can reduce costs.12
As a result, we believe that CMMI models, as well as fee-for-service Medicare and Medicare Advantage,
should involve patients and consumers at every possible juncture, allowing people to speak for
themselves whenever possible. At their best, models would also include strategies for patient activation
and partnership, encouraging patients and providers to work together to develop care plans and participate
in shared decision making. By working in partnership, providers and patients could identify and overcome
any barriers that might impede care, such as a patient’s lack of transportation, difficulty asking questions
of doctors, or confusion about how insurance works.
Guiding Principle 4, Benefits Design and Price Transparency
In addition to engaging beneficiaries in model design, the designs themselves should rigorously avoid
increasing patient costs, as this may just drive patients away from needed care. “A large and growing
body of evidence demonstrates that in response to increased cost sharing, patients decrease the use of both
high-value (e.g., immunizations, cancer screening, appropriate prescription drug use) and low-value
services, and may have worse health outcomes as a result.”13
Because of these concerns, we do not support incentives that penalize consumers for their choices. While
positive incentives that lower costs do not include these harmful side effects, they can have other issues.
Models sometimes include attempts to influence behaviors through some form of beneficiary-targeted
financial incentives. A model might include not just a network but a preferred provider network-within-a-

Judith H. Hibbard and Jessica Greene, “What the Evidence Shows about Patient Activation: Better Health
Outcomes and Care Experiences; Fewer Data on Costs,” Health Affairs 32, no. 2 (February 2013): 207–214,
http://www.healthaffairs.org/doi/pdf/10.1377/hlthaff.2012.1061.
10
Julia James, “Patient Engagement: People Actively Involved in Their Health and Health Care Tend to Have Better
Outcomes—and, Some Evidence Suggests, Lower Costs,” Health Affairs Health Policy Brief (February 14, 2013),
http://healthaffairs.org/healthpolicybriefs/brief_pdfs/healthpolicybrief_86.pdf.
11
Ibid. (“Patients with the lowest activation scores—having the least skills and confidence to actively engage in
their own health care—incurred costs up to 21 percent higher than patients with the highest activation levels.”)
12
Kristin L. Carman, et al., “Patient and Family Engagement: A Framework for Understanding the Elements and
Developing Interventions and Policies,” Health Affairs 32, no. 2 (February 2013): 223–231,
http://www.healthaffairs.org/doi/pdf/10.1377/hlthaff.2012.1133.
13
Institute of Medicine, Value in Health Care: Accounting for Cost, Quality, Safety, Outcomes, and Innovation:
Workshop Summary, Chapter 4, Approaches to Improving Value—Consumer Incentives (Pierre L. Yong, et al.,
eds., 2010), National Academies Press, https://www.ncbi.nlm.nih.gov/books/NBK50927/.
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network that reduces costs for patients who use those preferred providers.14 Such a design can potentially
provide a strong cost-saving incentive for participants. Other beneficiary-targeted incentives could
include targeted cost sharing by condition or treatment,15 or formulary tiers.
But our experience shows us that such incentives are not likely to be successful on their own. Even in
traditional Medicare’s fee-for-service universe, people with Medicare may already struggle to understand
how providers are paid, what incentives there are for treatment, and what choices they may make. As
incentives shift from something that resembles retail to more complex arrangements, that confusion may
increase. Take the case of preferred provider networks, which seek to encourage beneficiaries to visit
particular health care providers. Although potentially an effective way to reduce patient costs, these
networks are not well understood by many beneficiaries. What it means for a provider to be preferred, or
what standard nonpreferred providers did not meet, is important information for participants.
Consumer confusion about other incentives could also imperil a model. For example, if cost sharing will
vary based on value, the beneficiary must understand how to identify what treatments are considered high
value and must accept that this designation is accurate. Without this vital understanding, attempts to
incentivize these choices are unlikely to succeed.
Given these informational hurdles, plan- and provider-focused incentives such as risk-adjusted payments,
shared savings based on performance on quality measures, or financial penalties for stinting on care may
prove more effective. Transparency in all data and incentives is key to both proper implementation and
patient trust.
As discussed above, beneficiary outcomes are best protected through a dedication to high-quality care and
beneficiary engagement and information. As information on patient outcomes and system costs is shared
with prospective and current enrollees, models can begin to compete for well-informed beneficiaries who
best understand their own interests. Without effective information sharing and communication, such
beneficiaries will be unable to make informed decisions or to participate meaningfully in health care
choices.
Guiding Principle 5, Transparent Model Design and Evaluation
Transparency begins with CMS ensuring high standards for the quality of providers and facilities
included in any new models, continuing to evaluate them through audit and oversight, and ensuring that
rigorous, peer-reviewed evaluative methods are used to determine the success of a particular model.
In addition, both consumers and their advocates must be able to see how a given model operates in the
world and communicate their experiences to CMS effectively. Without this information sharing, informed
choices are difficult, if not impossible. Such information can be used by consumers acting on their own or
in conjunction with supports such as SHIPs, or advocacy organizations, like Medicare Rights, that may
use the information to help inform policy efforts.
Ombudsman
A dedicated APM ombudsman program could provide a conduit for this information, and also supplement
shared decision making, and consumer engagement to ensure beneficiaries are getting the help they need
without infringing on their ability to choose their own path. CMS recently made an important
commitment to developing a new independent ombudsman program—the Alternative Payment Model
Anna D. Sinaiko, “How Do Quality Information and Cost Affect Patient Choice of Provider in a Tiered Network
Setting? Results from a Survey,” Health Services Research 46, no. 2 (April 2011): 437–456,
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3064913/.
15
Currently, all Medicare Advantage plan benefits must be offered uniformly to all enrollees residing in the service
area of the plan. For more information, see Center for Medicare & Medicaid Services, Medicare Managed Care
Manual, CMS Pub. 100-16, Chap. 4, Sec. 10.5.1 (Rev. 121, April 22, 2016), https://www.cms.gov/Regulations-andGuidance/Guidance/Manuals/downloads/mc86c04.pdf.
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(APM) Ombudsman—devoted to monitoring ongoing and emerging care models.16 Such a program can
be an effective, centralized resource to evaluate models over time in terms of how well they are serving
beneficiaries.
Although CMS has not revealed the exact parameters of the APM Ombudsman, any ombudsman should:
provide individual information and assistance to beneficiaries, including appeals, troubleshooting, and
resolving beneficiary problems, including billing; empower and engage with consumers to help build
better systems; and track questions and complaints, and provide systemic data and feedback to CMS
about what is working and what can be improved. Importantly, complaints and grievances reported to the
APM Ombudsman should be included in public reporting.
An appropriate ombudsman program would vary based on the type of model or models it would support.
Funding and staffing for the program can also vary. But the foundational purpose of the program or
programs would be to address issues or questions that arise from the model’s design or execution.
Additional Guiding Principles:
CMMI should add “Preserve Beneficiary Rights” as a guiding principle. CMMI’s efforts to improve
the health care system must reflect and respect the individual rights of Medicare beneficiaries. Medicare’s
promise—and protections—must not be lost.
CMMI is charged with finding ways to reduce the cost of health care while improving its quality and is
now developing and employing value-based payment and delivery system models to test new ways for
Medicare to pay for care. These models aim to reward value over volume and improve health outcomes
for people with Medicare while reducing costs to the Medicare program. As new models are tested, it is
critically important that any changes to Medicare payment do not diminish access to care, care quality, or
the overall consumer experience of the Medicare system.
Consumer protections as we describe throughout this RFI should be integrated into the design of all
Medicare models. Medicare is a vital source of health care for 57 million older adults and people with
disabilities. A shift in payment design to reward value may help the program continue to provide highquality care with fewer resources, but we believe these payment reforms will reach their goals only if
people with Medicare are given the information they need and a voice in the process.
In addition to evaluating the models themselves, CMMI should include its oversight authority as part of
the guiding principles. Ensuring that all parties are meeting their obligations under the model and under
existing Medicare law and that beneficiaries are receiving accurate, comprehensive information about the
model and their options and rights is an essential part of the administration of any model.
An independent ombudsman program, transparency around audit and evaluation results plus provider and
model incentives, and a commitment to high standards for provider quality will all go a long way toward
ensuring models are fair and properly assessed. These topics are discussed in more detail above.
True and meaningful beneficiary engagement in the model design and evaluation process is also discussed
more thoroughly above. Such participation is a primary guarantee that beneficiary needs are integrated
into models from the outset.
CMMI should add “Achieving Health Equity” as a guiding principle. Models should foster health
equity, particularly among populations with significant and unmet needs, aiming to address, reduce, and
eradicate discrimination and disparities in health care. Models should aim to deliver culturally competent
health care services and should take into account a person’s language, race, values, culture or ethnicity,
“Advancing Care Coordination through Episode Payment Models (Cardiac and Orthopedic Bundled Payment
Models) Final Rule (CMS-5519-F) and Medicare ACO Track 1+ Model,” US Department of Health and Human
Services, Centers for Medicare & Medicaid Services (December 20, 2016),
https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-sheets/2016-Fact-sheets-items/2016-12-20.html.
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socioeconomic status, abilities and disabilities, sexual orientation, gender, and age when designing and
implementing new programs. Further, cultural competency should be clearly defined within each model.
While many health disparities are known, models should also work with individuals and communities to
identify disparities that may otherwise go undetected. Further, advocates and other experts should be
involved in the design of care models in order to ensure that these models do not reinforce existing
disparities but instead work toward health equity.
CMMI should explicitly recognize and commit to eliminating health disparities caused or impacted by
race, ethnicity, sex, immigration status and language. Any change to CMMI’s direction and priorities
should be consistent with and build upon existing federal initiatives, like CMS’s Healthy Equity Plan to
Improve Quality in Medicare and Healthy People 2020.
B. Focus Areas and Proposed Models
Focus Area 1: Participation in Advance Alterative Payment Models (APMs)
We continue to support the administration’s move toward a value-based healthcare system. We strongly
support expanding opportunities for clinicians to participate in Advanced APMs, but do not support
lowering the standards for participation without consideration of the impact on patients and families. We
encourage CMMI to consult the work of the Health Care Payment Learning and Action Network (LAN)
as the network has conducted foundational research and developed materials that ensure that the
movement toward APMs is one that values patient-centered care and drives alignment of public and
private sectors. In particular, we recommend reviewing the Alterative Payment Model Framework
Refresh papers that outline the latest developments in the sector.
For example, the APM Model Framework places person-centered care and evaluation of empowering
patients as the first of eight principles. In particular, patient outcomes and experiences should be included
in the definition of quality. Experiences are impacted by a number of social determinants, including race,
ethnicity, country of origin and immigration or citizenship status, language, income, education and health
literacy, among others. In addition, we invite a strong emphasis on patient engagement and need for
communication.
The RFI requests comments on ways stakeholders can capture appropriate data to design APMs. With
respect to data and monitoring the progress and adoption of APMs, data must be robustly sufficient to
monitor the impact of population-based payment systems on patient outcomes, health care costs, and
other measures of significance to patients and other stakeholders. Data is only as valuable as the degree to
which it can be stratified. In particular, we recommend that, where practicable, data be collected, analyzed
and reported by race, ethnicity, primary language and other sociodemographic factors. APMs must also
collect data to identify and redress disparities in health, health outcomes, care experience, access and
affordability. Such data is critical to examining the long-term adoption of APMs and ensuring APMs are
actually providing quality care.
The 2015 CEHRT includes additional patient engagement and patient generated health data requirements
that are critical to providing the input and data necessary to improve quality. The proposed delay in
MACRA Year 2 has the potential to adversely impact consumers and postpones key provisions;
interoperability requirements; non-clinical data (social determinants of health); patient-generated health
data; availability of application programming interfaces to support health information online; and
establishment of interoperability between providers for transitions of care. Overall, this delay runs counter
to the goals of CMMI’s proposed new direction.
Lastly, we encourage CMMI to examine all-payer models that integrate public and private systems to
ensure that advances are sustainable and utilized across various sectors.
Focus Area 2: Consumer-Directed Care & Market-Based Innovation Models
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We appreciate the Innovation Center’s interest in empowering beneficiaries to make choices and direct
their own care in the health care system. We stress, however, that high-value care that improves outcomes
and results in wiser spending can be advanced without shifting cost burdens to beneficiaries. Removing
beneficiary cost protections that prohibit providers from charging patients more than Medicare allows will
diminish access to care and undermine, not enhance, the patient-provider relationship. Imposing
premiums and cost sharing on low-income individuals and families may make coverage cost-prohibitive.
Additional cost-sharing requirements may discourage people from seeking needed care, including
preventive services that will keep them healthy and avoid unnecessary future health care costs. In
addition, enrollment rules and programs should prioritize people’s continuous access to needed care.
Market-based models should not penalize low-income enrollees based on their employment status,
premium payment histories, or inability to keep up with cost-sharing requirements.
People with Medicare already pay a disproportionate share of their incomes on health care costs—20% or
more of their incomes for more than a quarter of Medicare beneficiaries.17 CMS should not increase this
already heavy burden. Instead, we urge the Innovation Center to remove barriers to care and facilitate
access to evidence based, patient-centered care in appropriate settings as the most effective strategy for
improving the health of beneficiaries, and reducing long-term costs.
Models that increase cost sharing or create barriers to accessing care disproportionately impact patients
who are low income or have complex health and social needs. Models with such disproportionate impacts
expressly work against CMS’s stated vision that “All CMS beneficiaries have achieved their highest level
of health, and disparities in health care quality and access have been eliminated.” If a model would have
disproportionately negative impacts on at-risk populations, CMMI should not go forward with testing the
model.
Finally, we agree beneficiaries would benefit from more information to make informed choices about
health coverage, providers, and treatment options. However, cost data and quality metrics are not enough.
Consumers also need convenient, electronic access to their clinical health information—diagnoses,
medication lists, treatment plans, etc.—in order to be partners in their health and care. We encourage the
Innovation Center to prioritize models that leverage patients’ electronic access to and use of their health
information.
Focus Area 4. Prescription Drug Models
The Innovation Center should revisit the updated pricing model contemplated for Part B medications in
2016 and similar proposals.18 As we wrote at the time in support of the model, “Medicare Rights remains
strongly supportive of commitments made by the U.S. Department of Health and Human Services (HHS)
and CMS to transition Medicare to a high-value health care system, through testing and innovations
intended to enhance health care quality and lower costs. The proposed demonstration is aligned with these
goals, and we believe that it is within the statutory charge and authority of the Center for Medicare and
Medicaid Innovation (CMMI) to test the payment and delivery system models included in the proposal.”19
CMMI demonstrations are intended to address documented “…deficits in care leading to poor clinical
outcomes or potentially avoidable expenditures.”20 Through over two decades of experience counseling
people with Medicare and their families, we can attest that a model that achieved reductions in out-ofCathy Schoen, et al., “Medicare Beneficiaries’ High Out-of-Pocket Costs: Cost Burdens by Income and Health
Status,” Commonwealth Fund (May 12, 2017), http://www.commonwealthfund.org/publications/issuebriefs/2017/may/medicare-out-of-pocket-cost-burdens.
18
Paul N. Van de Water, “Let’s Try Out New Ways to Pay for Medicare Part B Drugs,” Center on Budget and
Policy Priorities (April 2016), https://www.cbpp.org/blog/lets-try-out-new-ways-to-pay-for-medicare-part-b-drugs.
19
“Comments RE: Medicare Program; Part B Drug Payment Model; Proposed Rule,” Medicare Rights Center (May
9, 2016), https://medicarerights.org/pdf/050916-comments-partb-rx-payment-model.pdf.
20
Social Security Act, Section 1115(A).
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pocket costs for Part B covered drugs has the potential to alleviate persistent “deficits in care.” Medicare
Rights regularly serves older adults and people with disabilities unable to afford the 20% coinsurance for
costly Part B medications. Such medications, commonly used to treat cancer, macular degeneration,
anemia, and arthritis, tend to be very expensive. According to a recent analysis, some beneficiaries spend
as much as $107,000 per year on Part B medications, and in 2015 the Medicare program spent $22 billion
on these prescription drugs.21
We share CMS’s concern that the current Part B prescription drug reimbursement model, determined by
Average Sales Price (ASP) plus six percent, establishes a perverse incentive to prescribe higher cost
medications.22 By testing a variety of reimbursement methods and value-based purchasing innovations
already in use in the private insurance market, the previously proposed demonstration would have
promoted utilization of the most clinically effective medications—not the most expensive. We encourage
CMS to test multiple strategies to spur the use of high-value medications, especially those that eliminate
or lower beneficiary cost sharing and promote the adoption of evidence-based clinical decision support
tools.
That proposal also incorporated many essential consumer protections, particularly for value-based pricing
strategies new to the Medicare program. For example, the proposal prohibited balance billing under a
reference pricing scheme, required an established and transparent evidence-base for indication-specific
pricing, and set up a pre-appeals process allowing prescribers, suppliers, and beneficiaries to request
exceptions to payment under the value-based pricing tools. We urge CMMI to look to that model as new
value based pricing models for any prescription drugs are developed.
Focus area 5: Medicare Advantage (MA) Innovation Models
CMS is currently implementing an MA plan model, the Medicare Advantage Value-Based Insurance
Design (VBID) model, that provides benefit design flexibility to incentivize beneficiaries to choose highvalue services. Medicare Rights submitted extensive comments in response to that model’s initial
implementation.23 VBID models, though they hold significant promise, require rigorous oversight and
patient safeguards in both the design and implementation phases.
First and foremost, it is critical that Medicare beneficiaries receive the right messages and information
related to any VBID demonstration. In particular, beneficiaries must be informed about:
•

The nature of the program including why they are eligible to participate;

•

The goals of the demonstration program, specifically related to potential health benefits;

•

What, if any, obligations they have as program participants, including a clear statement that they can
choose not to participate at any time; and where to go for more information;

21
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Analysis Finds,” Washington Post (April 19, 2014), https://www.washingtonpost.com/business/economy/cost-ofdrugs-used-by-medicare-doctors-can-vary-greatly-by-region-analysis-finds/2014/04/09/69ac93f0-c024-11e3-b574f8748871856a_story.html; Mireille Jacobson, et al., “Does Reimbursement Influence Chemotherapy Treatment for
Cancer Patients?” Health Affairs Vol. 25, No. 2 (March 2006),
http://www.healthaffairs.org/doi/pdf/10.1377/hlthaff.25.2.437.
23
“Comments RE: Medicare Advantage Value-Based Insurance Design (VBID) Model,” Medicare Rights Center
(September 15, 2015), https://medicarerights.org/pdf/091515-ma-vbid-comments.pdf.
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•

What “high-value” means—including both how the high-value services are selected and how the
designation of a service, prescription drug or health care provider as high-value will affect the
beneficiary’s cost sharing;

•

What to do or consider if their provider recommends a treatment that is not designated “high-value;”

•

An explanation of the provider’s role—including what their physician or other health care provider
should know or what they should share with their provider about the program; and

•

The beneficiary’s unchanged rights to appeal Medicare Advantage plan decisions about their care or
coverage

The format, timing and structure of the content shared with beneficiaries are also critically important. In
our experience, a single notice in the mail is insufficient to explain a change in a beneficiary’s coverage.
Often, even seemingly simple notices can be confusing, upsetting, or may produce anxiety. For example,
some beneficiaries who received a form requesting confirmation of their primary doctor for ACO
assignment, as part of a CMMI pilot test, believed the letter to be a fishing scam seeking personal
information. Material on a VBID program may come as an unwelcome surprise, despite the potential
benefits, as some beneficiaries may believe that they have been enrolled in a new plan or program without
their knowledge.
As such, we encourage a multi-pronged approach to outreach and education. We recommend that CMMI
play a central role in the development of notices and materials related to any MA demonstration. In
general, we believe that standardized notices and language developed by CMS, which can then be tailored
by individual plans, is a preferable approach to beneficiary notification—as opposed to allowing each
plan to develop its own notice. Additionally, we suggest that CMMI develop a process to review notice
language that includes individualized, plan-specific content on designated “high-value” services and
providers.
As noted in our comments previously, we also believe that provider education is an essential component
of beneficiary notice and education. In our experience, and as supported by scientific literature, both
patient and physician characteristics and preferences affect value-based treatment decisions, such as
choosing generic rather than brand-name prescription drugs.24
Given this, it is essential that physicians and other prescribers have full, clear explanations of cost
sharing, and the scientific basis for preferred, high-value status, under the program. This information will
allow trusted providers to work with the MA plan to direct high-value, lower cost, and clinically effective
plans of care for beneficiaries with chronic disease. It will also ensure that health care providers are
adequately equipped to answer beneficiary questions about the program.
Focus Area 6: State-Based and Local Innovation, including Medicaid-focused Models
We strongly support the Innovation Center’s increased focus on innovative state-based models, including
state Medicaid programs. As the Innovation Center pursues new payment models in Medicaid, we also
urge caution about shifting too much risk to Medicaid providers. Providers who care for vulnerable and
underserved populations may face significant barriers in moving into risk-based alternative payment
models. The Innovation Center could consider providing additional resources—such as direct financial

See William Shrank, et al., “Patient, Physician, Pharmacy, and Pharmacy Benefit Design Factors Related to
Generic Medication Use,” J Gen Intern Med. 22, no. 9 (September 2007):1298-304,
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2219782/. In sum, this study found that “the patients who live in the
poorest zip codes paradoxically receiv[e] generic drugs least often.” It also states that “[w]hile tiered pharmacy
benefit designs . . . helped steer patients towards generic medications once the first prescription has been filled, they
had little effect on initial prescriptions” which depend more on physician characteristics and preferences.
24
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support or technical assistance—to ensure that all providers have the resources required to undertake
practice transformation and fully participate in alternative payment models.
Focus Area 8: Program Integrity
We encourage CMS to fully support and build upon the comprehensive, effective, and efficient work that
SHIPs and SMP programs across the country are doing to provide information and resources to
beneficiaries and to identify, prevent and report fraud.
QUESTION 3. Do you have suggestions on the structure, approach, and design of potential models?
CMMI and Potential Models Must Comply with Federal Civil Rights Obligations. CMMI’s work
must be consistent with existing federal civil rights laws and obligations and Executive Orders that HHS,
its divisions, and recipients of HHS federal funding are subject to. These civil rights protections include
Executive Order 13166, Title VI of the Civil Rights Act of 1964, Section 504 of the Rehabilitation Act,
the Americans with Disabilities Act, the Age Discrimination Act, and Section 1557 of the Affordable
Care Act. All of these laws must be fully implemented and enforced by HHS and CMS to ensure that
HHS programs and activities, such as those operated by CMMI, and those it supports with federal funds,
are responsive to consumer demands.
Most clinicians nationwide, including those accepting Medicare and/or Medicaid payments, are already
required to provide language access under Title VI of the Civil Rights Act of 1964 as recipients of federal
financial assistance, Section 1557 of the Affordable Care Act, and other federal Medicare regulations,
though meaningful access remains elusive for many LEP persons. Clinicians can demonstrate
performance in this category by developing language access plans, providing oral interpretation services,
and providing translated critical documents for the population served and eligible to be served. Overall,
CMS should consult measures adopted by the National Committee for Quality Assurance (NCQA) and
the National Quality Forum (NQF) for existing examples on how to demonstrate performance in this
category, including the draft report: “A Roadmap to Reduce Healthcare Disparities Through Performance
Measurement.”25
CMMI should anticipate and address how various models will interact. Where various different
models and incentives are being tested, especially voluntary models where some providers will be
participating and others will not in a given geographic region, CMS should identify and aim to minimize
disruption caused by conflicting or simply inconsistent requirements and incentives.
QUESTION 5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
We welcome CMS’s request for consumers, advocates and beneficiaries to weigh in on the Innovation
Center’s direction and ask that CMS continue to keep such lines of communication open. In addition,
below are discrete ways to engage those impacted by models as they are developed:
•

As discussed above, CMS recently made an important commitment to developing a new independent
ombudsman program devoted to monitoring ongoing and emerging care models. This commitment is
a vital step in improving the care and engagement of beneficiaries.

•

Include input in the form of patient reported outcomes and their desires in model development and
determine strategies for how to achieve such outcomes.

•

Explicitly integrate patient-centered care throughout the health care system, such as through CMMI’s
guiding principle.

25

National Quality Forum, A Roadmap to Reduce Health and Healthcare Disparities through Measurement Draft
Report (July 21, 2017), http://www.qualityforum.org/Disparities_Project.aspx.
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•

Support models that train both providers and patients in how to engage in communication that
supports their care and ensures they understand their respective roles in advancing health.

•

Utilize information technology that allows patients and their designated caregivers to access, in a
timely manner, their health information in a meaningful format (including linguistically accessible)
that enables them to use information to better manage and coordinate their care.

•

Collaborate via demonstration projects with community-based organizations who directly work with
the populations and beneficiaries served by CMS. As outlined in the MACRA Year 2 Proposed Rule,
collaboration and linkage between clinicians and communities are critical to supporting population
management. One area for improvement is using such linkages as a way to ensure models advance the
needs of the 25 million Americans who are limited English proficient. Community based
organizations and other trusted community partners play a vital role in supporting a person’s “whole
health” as they relate to language access, faith, mental and social support, education, financial
security, among other attributes.

Medicare Rights remains strongly supportive of CMMI’s mission and objectives. We appreciate the
opportunity to provide comment on its evolving priorities and areas of focus.
Sincerely,

Joe Baker
President
Medicare Rights Center
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Novembe 20, 2017
Seema Ve ma, Administ ato
Cente s fo Medica e & Medicaid Se vices
Depa tment of Health and Human Se vices
Room 445-G, Hube t H. Humph ey Building
200 Independence Avenue, SW
Washington, DC 20201
RE: Req est for Information: Centers for Medicare & Medicaid Services:
Innovation Center New Direction
Submitted via email to: CMMI_NewDi ection@cms.hhs.gov
Dea Administ ato Ve ma:
The Multiple Scle osis and Neu oimmunology Cente of MedSta Geo getown
Unive sity Hospital, Depa tment of Neu ology, app eciates this oppo tunity to
p ovide comments to the Cente s fo Medica e & Medicaid Se vices, Innovation
Cente New Di ection Request fo Info mation (RFI). We gene ally suppo t the
guiding p inciples and focus a eas fo testing models of ca e as outlined in the RFI.
We would like to take this oppo tunity to desc ibe ou expe ience with a patientcente ed ca e model fo Multiple Scle osis (MS) subspecialty ca e. We believe this
model is a p ime example of a Physician Specialty Model fo engaging physician
specialists in imp oving quality and lowe ing cost.
PATIENT-CENTERED CARE MODEL
Backgro nd
In the Patient-Cente ed Medical Home (PCMH) model of p ima y ca e delive y, a
mo e active and comp ehensive app oach to t eating complex patients has shown
bette quality and cost outcomes than t aditional p actices. The model has gained
wide acceptance among p ima y ca e p actices and is now being applied to
specialty p actices, which a e sometimes efe ed to as PCMH “neighbo s.” Although
a small numbe of specialty p actices nationwide have gained NCQA ecognition as
patient-cente ed specialty p actices, none a e MS specialty p actices.

P rpose/Objectives
Ou MS Cente has emba ked on a jou ney to t ansfo m the p actice into a PatientCente ed Specialty P actice (PCSP) based on the National Committee fo Quality
Assu ance (NCQA) PCSP 2016 Standa ds. Implementation of this patient-cente ed
ca e model has p ovided oppo tunities fo the clinicians and staf to wo k as a team
to:


Design new p ocesses to imp ove coo dination of ca e with p ima y ca e,
othe specialists, and facilities;



Imp ove communications and access to cultu ally and linguistically
app op iate se vices by imp oved scheduling and bette use of elect onic
esou ces;



Inco po ate evidence-based guidelines into population health out each and
quality imp ovement methods and documentation; and



Systematically t ack efe als, lab/imaging esults, and ca e coo dination
efo ts.

Ou t ansfo mation is nea ing completion, with submission of evidence to NCQA fo
eview planned fo Janua y 2018. Documentation of the changes we have made
positions ou p actice to become the f st NCQA PCSP-Recognized neu ology
p actice in the United States, as well as the f st MS Cente to achieve that
distinction.
St dy Designed to Meas re the Impact of Patient-Centered Intervention
Implementation of patient-cente ed p ocesses is intended to imp ove MS patient
outcomes, total cost of ca e, and patient/staf expe ience. To evaluate the impact of
ou efo ts, we have unde taken a study, sponso ed by Biogen, called MS-Advance.
Fo the study, we will collect data, including patient- epo ted outcomes (PROs),
befo e, du ing, and two yea s afte t ansfo mation. The table below shows the
timeline fo t ansfo mation, data collection, and NCQA Recognition.

St dy Methods and Meas res
Du ing the f st th ee qua te s of 2017 we en olled 518 patients with elapsingemitting o seconda y p og essive MS in the MS-Advance study. These patients use
the Tonic info mation technology vendo ’s My Hea th Matters Info mation
Technologies platfo m designed and evised fo patient data ent y and subsequent
analysis, to input esponses to questionnai es and document changes in thei health
status.
The table below desc ibes the aims, domains, and specifc measu es selected to
quantify the efects of patient-cente ed ca e on MS patient outcomes, quality of life,
patient expe ience, adhe ence, and total cost ove time.

St dy Res lts
As patients we e en olled into the study, we collected baseline data. We a e now
eceiving eal-time esults. Filte s can be selected to view the data based on many
va iables, including age, ace, sex, date of diagnosis, test esults, and many othe s.
Following a e two examples of esults eceived f om analysis of the baseline data.
The f st example focuses on the successes and challenges in captu ing web-based
PROs ega ding patient-cente ed ca e goals fo MS patients, who equi e continuous
specialized ca e. Use of an online platfo m to captu e patient- epo ted outcomes
(PROs) may help MS p actices achieve two goals sha ed by patient-cente ed ca e
models and clinical t ials: (1) imp ove ca e p ocesses and (2) identify patients at isk
of disease p og ession. The table below shows a sampling of data collected f om
patient esponses du ing the Janua y-August 2017 time pe iod.
SELECTED CRITERIA
Total numbe of patients who completed ≥ 1
PRO o jou nal ent y
- Pe centage of the total numbe of patients

RESULTS
310 patients (59% of study
coho t)
36.9%

SELECTED CRITERIA
who completed ≥ 1 PRO o jou nal ent y
who esponded to a question asking if
they used a Disease Modifying The apy
(DMT)
- Pe centage of the total numbe of patients
who completed ≥ 1 PRO o jou nal ent y
who esponded to a question about
whethe they expe ienced a elapse in the
past yea
- Pe centage of the total numbe of patients
who completed ≥ 1 PRO o jou nal ent y
who esponded to a question asking which
daily MS symptoms they expe ienced
Numbe of patients who epo ted ≥ 3 daily
MS symptoms

RESULTS

49.6%

50%

259 patients
- Poo balance (122 epo ts)
- Numbness o tingling (123
epo ts)
- Leg o foot weakness (128
epo ts)

Continuous collection of PROs and jou nal ent ies via an online platfo m can help
identify patients with active disease outside the clinic setting. It can also equip ca e
teams with vital info mation to imp ove ca e management. Howeve , ca e teams
may face difculties obtaining timely o complete esponses f om MS patients due
to p oblems with fatigue and changes in cognition.
The second example is the analysis of dep ession patte ns in MS patients, with data
obtained du ing the same timef ame as the f st example. Since dep ession is a
majo MS como bidity that could be aided by ea ly inte vention, we examined
baseline ta get va iables and demog aphics of study pa ticipants to dete mine the
p evalence of dep ession and whethe deg ee of disability, cognitive status, o time
since diagnosis p edicted its occu ence. Patient Health Questionnai e 9 (PHQ-9)
sco es we e analyzed to identify patte ns of dep ession. A multiva iate linea
eg ession analysis was used to co elate PHQ-9 sco es with demog aphics and 3
ta get va iables: Expanded Disability Status Scale (EDSS) sco e, Symbol Digit
Modalities Test (SDMT) sco e, and time since MS diagnosis. Some of those esults
a e summa ized in the table below.
SELECTION CRITERIA
Pe centage of patients who epo ted
dep ession in thei past
Pe centage of patients who sc eened
positive fo mode ate, mode ately seve e, o
seve e dep ession at baseline
Relationship between income and

RESULTS
23%
22%

Annual income of $100,000-

SELECTION CRITERIA
occu ence of dep ession, holding othe
va iables constant (compa ed to those with
an income of less than $15,000/yea )

RESULTS
149,000
 5.4 unit dec ease in PHQ-9
sco e
Annual income of >$150,000
 7.7 unit dec ease in PHQ-9
sco e
The deg ee of disability, cognitive status, o time since diagnosis did not appea
p edictive of dep ession. Income was the only va iable with a statistically signifcant
elationship with occu ence of dep ession. Since we cannot eadily p edict isk of
dep ession, an efective MS PCSP would integ ate a mental health p ofessional as
pa t of the ca e team and yea ly dep ession sc eening fo all patients to meet
patient’s ca e needs.
S ggestions on the Str ct re, Approach, And Design of Potential Models
NCQA has collabo atively developed comp ehensive patient-cente ed ca e
standa ds fo both p ima y ca e (PCMH) and specialists (PCSP) that se ve as a solid
basis fo implementation and testing of the patient-cente ed model. The standa ds
also accommodate the special needs of Fede ally Qualifed Health Cente s (FQHCs).
Based on ou expe ience, we ecommend that the model include adequate planning
and staf t aining fo the demands ahead. Planning should include availability of
adequate data collection that includes input f om staf and patients, not just
systems. Data gene ated should be eadily accessible fo quality imp ovement
efo ts in the individual p actices and based on thei unique patient populations,
sea chable and flte able at the p actice level.
The design should also include coaches t ained to assist p actices with the many
facets of patient-cente ed ca e. NCQA PCMH Ce tifed Content Expe ts (PCMH CCEs)
have this t aining. The medical community should wo k as a unit on behalf of
patients. Behavio al health needs should be a special a ea of focus, especially given
the sho tage of p ovide s in many a eas and inclusion of pha maceutical expe tise
and adequate patient teaching.
Potential Challenges and Risks Associated with Implementing PatientCentered Care
The e a e potential challenges associated with implementing patient-cente ed ca e,
whethe in the p ima y ca e o specialty p actice setting. Financial challenges can
be one-time, sho t-te m expenses, o mo e pe manent, long-te m expenses. Sho t
te m expenses include hi ing t ansfo mation coaches to guide the p actice th ough
the p ocess changes and fees paid to the ce tifying body at the close of the
t ansfo mation p ocess. Longe -te m expenses can be associated inf ast uctu e
costs, such as the need to add staf who assume new esponsibilities associated
with the medical home, including o de and efe al t acking, population health

out each, extended hou s fo imp oving appointment access, and quality
imp ovement p ocesses. Du ing the planning phase o as p actices begin
t ansfo mation, p actices e-evaluate the adequacy of thei technologies and the
need to invest in additional elect onic inf ast uctu e.
P actices should be awa e of the potential isks associated with implementing
patient-cente ed ca e. The t ansfo mation p ocess involves the enti e ca e team at
eve y level of esponsibility: administ ato s, clinicians, and administ ative staf all
need to suppo t the efo t. This isk can be mitigated by utilizing a clinician to se ve
as physician champion, whose esponsibility is to encou age, motivate, and align
leade ship and staf on the common goal of t ansfo mation. Anothe isk associated
with implementing a new ca e model is managing change. Educating the enti e
p actice staf and leade ship in change management skills and secu ing a cont act
of coope ation even befo e the p ocess begins can diminish the efect of this isk.
Lastly, inadequate elect onic inf ast uctu e, the lack of access to data, o even the
lack of staf who unde stand how to wo k with data can f ust ate o halt p og ess
towa d a patient-cente ed p actice.

S mmary
Specialists a e in a unique position to positively impact the most vulne able patient
populations with complex needs, such as with ou MS patients, by implementing a
patient-cente ed ca e model that imp oves ca e delive y and patient expe ience
while lowe ing healthca e costs. We encou age the Innovation Cente to test the
PCSP model ac oss specialty and subspecialty p actices.
Thank you fo this oppo tunity to sha e ou thoughts and expe ience with patientcente ed ca e fo MS patients. Please let us know if we can be of fu the se vice.

Ca lo To nato e, M.D
Chai man and Neu ologist-in-Chief, Depa tment of Neu ology
Executive Di ecto , Multiple Scle osis Patient Cente ed Specialty Home
Medsta Geo getown Unive sity Hospital
P ofesso and Chai man, Depa tment of Neu ology
Geo getown Unive sity Medical Cente
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SUBMITTED BY EMAIL
Amy Bassano, Acting Director of the Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Ms. Bassano:
Medtronic appreciates the opportunity to comment on the Innovation Center’s Request for
Information (RFI), which seeks stakeholder input on innovative payment and delivery system
models that will set a new direction in the Innovation Center’s efforts to reduce costs and improve
outcomes. We appreciate CMS’s leadership in the development of alternative payment models
and the agency’s commitment to accelerating the transition toward a value-based healthcare
system.
OVERVIEW
Medtronic supports the creation of payment models that seek to accelerate the system-wide shift
toward value-based healthcare. In order to further this shift, we have developed and adopted a
variety of new programs, capabilities, and business models focused on improving outcomes and
reducing costs. The medical technology industry can contribute meaningful innovations and
expertise to advance payment and delivery system reforms. Technology capabilities can be
utilized to streamline inefficiencies in and across episodes of care and clinical and economic
expertise can be leveraged to hone care pathways, policy development, and payment model
design. To date, many of CMS’s alternative payment model pilots have focused on disease states
and device therapies of interest to Medtronic and we have been actively engaged in the policy
development surrounding these reforms since the earliest demonstrations.
Though we remain highly engaged in the policy development and payment model design, in recent
years, Medtronic has also begun to focus on the development of services and solutions that
improve outcomes and reduce costs throughout the patient care continuum. These additional
services include care coordination, data analytics, and therapy optimization pathways centered on
creating value in the healthcare system. Given our deep experience in certain disease states,
interventions and therapies, and clinician specialties, Medtronic is uniquely positioned to design
services that optimize the use of our own therapies, as well as offer solutions that are product
agnostic and tailored to improve the overall patient experience. Our services range from programs
designed to reduce complications, operating room inefficiencies, and/or overall healthcare costs
by supporting better post-acute care with remote monitoring technology. We also have entered
strategic ownership arrangements for the operation of clinical care facilities, that currently include
diabetes clinics and obesity clinics in the Netherlands.

Overall, these programs aim to support and promote the system-wide transformation toward
value and are built on principles of shared financial accountability to achieve better outcomes for
patients at lower costs. However, as Medtronic has worked to develop these programs, we have
identified several barriers that exist within the current payment and delivery system models that
stand in the way of the broad scale establishment of risk-based programs under Medicare. This
letter addresses these barriers and provides several recommendations to further the shift toward
value-based healthcare. Specifically, we offer recommendations on legal and regulatory reforms
that are necessary to allow for greater manufacturer participation in these new models. In
addition, we propose a new program under the Innovation Center that would create more direct
accountability for manufacturers for certain device-related outcomes. Finally, we offer several
ideas that seek to enhance existing models currently operating under the Innovation Center.
We are pleased to offer these comments and look forward to working with the Innovation Center in
its continued efforts to move the healthcare system to one that is value-based.
RECOMMENDATIONS
I.

Expand existing legal waivers that are entity and program agnostic, create a new
waiver under the manufacturer risk-share proposal, and create new statutory
exceptions that allow for greater participation among the medical technology
industry in value-based arrangements.

Medtronic has a strong desire to undertake risk-sharing and other similar arrangements that align
value incentives with those of payers, providers, and most importantly, patients. However, federal
fraud and abuse laws, such as the Anti-Kickback Statute (AKS) and the Physician Self-Referral Law
(Stark Law), often serve as barriers for the medical technology industry when seeking to establish
shared accountability for costs and quality under new payment and delivery system models.
The current fraud and abuse statutes and regulations limit the ability of Medtronic and other
medical technology manufacturers to share accountability with providers and other stakeholders
under alternative payment models. These laws were originally designed to target behaviors that
inappropriately increased utilization and costs under the fee-for-service (FFS) healthcare system.
Since stakeholders do not share accountability for the patient outcomes in relation to costs under
the FFS system, the incentives for overutilization is more compelling under FFS than newer
payment and delivery system models where accountability for cost and quality outcomes serve as
the basis for payment. In the latter case, there is no incentive for overutilizing technology if it fails
to improve outcomes or drives higher cost. Simply put, the AKS and the Stark Law, which were
established at a time when it was necessary under the FFS system to protect against waste, fraud,
and abuse by limiting certain types of financial arrangements with industry, did not envision the
new value-based models, which depend upon creative partnerships and unique risk-sharing
arrangements.
Under both the AKS and the Stark Law, entering into a value-based financial arrangement with a
purchaser of healthcare products and/or services (e.g. hospitals, physicians, clinics, payers) could
trigger the application of these laws. In other words, these laws are designed to keep parties
financially separated so as to avoid any potential for inappropriate influence over clinical decisionmaking or delivery of care that could result in financial abuse to the federal health care programs.
Yet, under value-based payment arrangements, the goals are the opposite; parties are encouraged
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to be financially integrated in order to coordinate care and provide financial incentives to facilitate
positive behavior and outcomes. Medtronic structures its programs to achieve compliance with
federal fraud and abuse laws, including existing exceptions and safe harbors. But there are limits to
existing safe harbors that have not kept pace with the evolution of the healthcare industry and how
care is delivered today.
For example, current AKS safe harbors such as the warranty or discount safe harbors do not
adequately address value-based arrangements. In general terms, such safe harbors focus on
product performance or product sales and pricing, whereas value-based healthcare arrangements
focus on patient and clinical outcomes. Achieving certain clinical outcomes may call upon services
and solutions that extend beyond a specific device implantation and into post-acute care follow-up
or other care coordination initiatives. Therefore, it can be quite limiting to structure a sharedaccountability arrangement around a broader solution when the manufacturer’s ability to riskshare is limited to the need for a product sale to be involved. Because services and solutions are
often more broadly constructed and may move beyond a specific device implantation, the current
confines of protecting value transfers under AKS through product pricing or product warranties
does not adequately contemplate today’s value-based models.
Moreover, the fraud and abuse laws often require that any exchange of items or services be at fair
market value and not take into account referrals or other business generated between the parties.
Yet, in many value-based arrangements, the benefits exchanged between parties are not always
monetary and can be in-kind benefits such as care coordination tools, data analytics, and other
technology solutions. If these tools are given away for at no cost or below fair market value in a
combined offering (because the tools provide complementary, additive, and improved clinical value
to existing technologies, care interventions, or other solutions), it is unclear whether the current
safe harbors would afford adequate protection to the combined offerings sufficient to encourage
participants to engage in these meaningful arrangements.
The HHS Office of the Inspector General (OIG) and CMS have used their authority to issue fraud
and abuse waivers for the Innovation Center’s payment models; however, there is currently a
manufacturer-specific exclusion under these waivers. Medical technology manufacturers are
providing technology solutions to providers to help them meet value-based care goals, and should
not be excluded from the waivers that exist today, so that they can fully participate in the risksharing models that support value-based care. Such arrangements are a win-win for providers,
manufacturers, the Medicare system, and most importantly, for patients. Therefore, we offer
three proposed solutions to the existing legal and regulatory barriers that stand in the way of
medical technology companies being part of the value-based healthcare solution.
Solution 1: Create expanded waivers that are entity and program agnostic. As noted above,
both OIG and CMS have granted fraud and abuse waivers for certain innovative payment models,
such as bundled payment arrangements and accountable care organizations. While these fraud
and abuse waivers have provided needed protections for many participants in these innovative
payment arrangements, these waivers should be expanded to also include medical technology
companies that comply with the waiver requirements.
For most new programs under the Innovation Center’s authority, there is an associated fraud and
abuse waiver that is attached to each program. With each successive program, the fraud and
abuse waivers have become more restrictive, and the terms, more difficult to meet. If a health care
3

entity is participating in multiple models, while also complying with existing fraud and abuse
exceptions and safe harbors, they may be operating under multiple fraud and abuse regulatory
regimes simultaneously. Beyond the burden associated with complying with different sets of
regulations, the uncertainty of whether healthcare entities comply with the different fraud and
abuse safe harbors and waivers imposes a new layer of uncertainty. Because of the serious
consequences associated with non-compliance, the fragmented nature of the waiver approach is
unduly stifling to meaningful and innovative models surrounding the Innovation Center’s programs.
To resolve these issues, Medtronic recommends that CMS and OIG issue one uniform fraud and
abuse waiver that could apply to all value-based arrangements, or at a minimum, those
arrangements that are operated under Innovation Center’s authority. The uniform waiver would be
applied to all entities, including providers, physicians, and medical technology manufacturers that
participate in the arrangements as long as they comply with certain terms and conditions. In
addition, Medtronic recommends that this uniform fraud and abuse waiver cover all payers,
including both governmental and commercial payers, as many new payment models are being
tested across many payers within certain markets. Fraud and abuse risk exists regardless of
whether a healthcare entity is paid by a commercial payer or a federal payer. Providing uniform
protection regardless of the payer will ensure that the fraud and abuse laws will not impose a
barrier to new value-based healthcare initiatives.
Solution 2: Apply new waivers to the manufacturer risk-share proposal. In addition to any
universal fraud and abuse waiver that would apply to existing Innovation Center models, Medtronic
recommends that CMS explore other fraud and abuse protections necessary to implement the
Value-Based Risk-Share Proposal (VBRS) discussed in more detail below. Under that proposal,
medical device companies would enter into a risk-based payment arrangement directly with the
government and be accountable to CMS for prespecified outcomes. While these government and
provider payment arrangements do not raise fraud and abuse risk, there may separate value-based
arrangements involving services and solutions between the provider and the medical technology
manufacturer. Therefore, HHS should provide fraud and abuse protections through waivers to
allow for collaboration and coordination of care to improve patient outcomes under all Innovation
Center models. Of course, if HHS adopts our initial recommendation above and provides a
universal fraud and abuse waiver for Innovation Center programs, this separate waiver would not
be necessary. However, without the universal waiver, a specific fraud and abuse waiver may be
necessary for the VBRS program’s success.
Solution 3: Create new Stark exception and AKS safe harbor for value-based arrangements.
While the Innovation Center has expansive authority to test new innovative payment
arrangements, many other segments of the healthcare industry are also experimenting with new
innovative payment models. Some of these arrangements are driven by commercial payers or
state agencies, while others are being driven by physicians and other providers. The reach of these
new payment models is broad, but because many of these arrangements also involve federal health
program beneficiaries, the fraud and abuse laws are implicated and pose a barrier to true a systemwide transformation to value-based healthcare.
Therefore, Medtronic encourages the Innovation Center to use its influence as a driver of
innovation in the government to urge establishment of a new value-based arrangement AKS safe
harbor and Stark Law exception that would apply to all healthcare entities regardless of whether
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they participate in an Innovation Center model or not. This can be done by the OIG and CMS under
existing regulatory authority or through enactment of a new statutory safe harbor and exception.
If CMS and the OIG were to create a new exception and safe harbor under the Stark Law and AKS,
there are existing and tested regulatory frameworks that would allow for innovation while still
protecting patients and the Medicare program. Specifically, Medtronic believes that such a model
should contain the following elements to ensure proper protections for the Medicare program and
its beneficiaries:
•

•

Financial risk that is shared among parties to the arrangement. Both CMS and the
OIG have recognized both implicitly in existing safe harbors and explicitly in
commentary that if all parties to an arrangement are at substantial financial risk
regarding a particular clinical outcome, those parties have limited financial incentive
to over-utilize services and maximize referrals. This point is stated plainly in the 42
CFR 1001.952(t), where payers and downstream contractors have substantial
flexibility to enter into value-based payment arrangements because the federal
payment is capitated, and the risk to the Medicare Trust Fund is significantly
reduced. The same concept should be applied to value-based payment
arrangements between providers and medical technology manufacturers when
those manufacturers are providing services and solutions in efforts to promote
cost efficiencies and better patient outcomes. If all parties are sharing in the
financial risk of a certain outcome, the potential for over-utilization or referrals for
unnecessary services is significantly reduced.
Transparent financial relationships that reasonably relate to the purposes of the
program. Current accountable care organization (ACO) waivers contain specific
elements creating protections that may be more broadly applicable. Specifically,
there are elements that requiring that any financial relationship be transparent and
reasonably relate to the purposes of the program. Medtronic believes that any new
regulatory or statutory exception and safe harbor should contain similar elements.
Before any new financial arrangement is entered into, the parties to the
arrangement will need to evaluate and determine how it will further the goals of
improving quality, improving health outcomes, and lowering cost. These terms will
need to be transparent and verifiable.

Applying these overall solutions to address the legal and regulatory barriers that stand in the way of
medical technology manufacturers providing technology solutions to help providers meet the
goals under alternative payment models will go a long way in advancing the health care system
from one that is volume-based to a system of value.
II.

Create a new Value-Based Risk Share program under the Innovation Center that
provides payment incentives for providers selecting value technologies. In
exchange for payment incentives, manufacturers would be directly accountable to
the Medicare program for device-related outcomes.

Medtronic recommends that the Innovation Center create a value-based risk share (VBRS)
program that would extend the principles of value-based health care to the use of medical
technologies. Under the VBRS program, the Innovation Center would provide new incentives for
technologies that improve care and reduce costs in well-defined cohorts of Medicare patients. A
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key element of the program is that medical technology manufacturers would be accountable for
prespecified outcome improvements and cost savings to the Medicare program. Through the
VBRS program, providers utilizing medical technologies approved by the Innovation Center for the
program would receive an incremental value-based payment in addition to the standard payment
for the service involving the technology. Manufacturers of those technologies would then be held
accountable for actual outcomes and cost savings associated with the use of such technologies.
Currently, the Medicare payment system has no explicit mechanism to recognize and reward
technologies that can improve longitudinal outcomes for beneficiaries and reduce costs for the
Medicare program over the long-term. In fact, the Medicare FFS payment often incentivizes
higher utilization among providers and may encourage healthcare providers to select technologies
with the lowest up-front costs (without regard to long-term value) to maximize payments for
procedures.
In addition, the value-based programs more recently implemented under the Innovation Center –
bundling, ACO, and other alternative payment models – seek to reward or penalize healthcare
providers based on cost and clinical outcomes over longer, specified timeframes and across
settings of care. However, the impact associated with these programs remains limited to certain
providers. The VBRS program would address this limitation by expanding accountability to a more
comprehensive set of healthcare stakeholders, thereby reducing the burdens on healthcare
providers and broadening the responsibility for achieving long-term value in the healthcare
system.
Medical device manufacturers – who are accountable for the ongoing safety and performance of
their products –- have not specifically been held accountable for the real-world, longitudinal costs
and clinical outcomes associated with their technologies. Such accountability has been assumed
by healthcare providers and the Medicare program. The VBRS provides a novel mechanism under
the Innovation Center to provide incremental payment for medical technologies determined to
promote value, while ensuring that manufacturers are held accountable for actual costs and
outcomes associated with qualifying technologies. Since the program arrangement would be
established directly between the Innovation Center and the medical device manufacturer, VBRS
could reduce administrative burdens on providers, while still encouraging long-term value for the
Medicare system.
Under section 1115A of the Social Security Act,1 the Innovation Center has broad authority to test
innovative payment and service delivery models that reduce program expenditures while
preserving or enhancing the quality of care furnished to Medicare beneficiaries. This includes the
authority to contract directly with groups of providers of services and suppliers to promote
innovative care delivery models, such as through risk-based comprehensive payment.2
To qualify for the program, the medical technologies would be required to have well-defined
cohorts of patients likely to benefit from the use of the technology, specific outcome measures
and timeframes for achieving those outcomes, and projected improvements over the baseline
outcomes and costs that can be directly attributed to the technology. For these qualifying
technologies, the Innovation Center would provide an incremental value-based payment beyond
1 42 U.S.C. 1315a.
2 id. at (b)(2)(B)(ii).
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the standard DRG, APC, or non-facility physician payments to the entity purchasing the medical
device (hospital, ASC, or physician clinic). At the same time, a program of shared risk would be
established between the Innovation Center and the medical device manufacturer to foster
accountability in instances where the device or service does not meet predetermined clinical
outcomes and cost metrics.
The VBRS would be a voluntary program where the manufacturer applies directly to the Innovation
Center for specific medical technologies considered to be value-based. Eligibility criteria for
consideration of a qualifying medical technology under the VBRS program would be as follows:
•
•

•

Supporting evidence suggests the medical technology or service achieves predetermined
clinical outcomes and cost metrics that create value in the Medicare system.
The medical technology, defined patient cohort, and clinical outcomes can be accurately
identified by coding captured in claims data. If that is not the case, CMS under the
Innovation Center would create and issue unique coding or develop other claims-based
identifiers for the technology, cohort, and/or outcome that is appropriate to the payment
system or site of service involved.
Clinical outcomes within the pre-specified time-frame will be assessed and measured
through analysis of claims data and may include the following:3
▪
▪
▪
▪
▪

Decreased rate of subsequent diagnostic or therapeutic interventions (for example,
due to reduced rate of recurrence of the disease process).
Decreased readmissions related to the initial treatment.
Decreased complications associated with underlying disease or condition.
Reduced rate of device-related complications.
Other clinical benefits specifically attributed to the technology.

Based on the manufacturer’s application, the Innovation Center would conduct a thorough
evidence review to determine whether the medical service or technology meets the eligibility
criteria for the VBRS.
Providers that choose to utilize a qualifying technology under the VBRS program would receive an
incremental value-based payment in addition to the standard DRG, APC, or non-facility physician
payment. Providers would not be required to use the technology under the VBRS mechanism.
However, for procedures involving medical services or technologies that meet the specified
criteria, Medicare payment would be the full MS-DRG, APC, or non-facility physician payment plus
the value-based payment. Providers would still have complete discretion over the appropriate
care pathway for their patient, and because the reconciliation process occurs directly between
CMS and the medical device manufacturer, any burden on providers in the administration of the
value-based program is mitigated. To ensure neutrality in site of service selection, the
incremental value-based payment that is established should be consistent across all sites of
service in which the qualifying technology is utilized.
To foster greater accountability, in instances where the qualifying device or service does not meet
predetermined clinical outcomes in the target patient population, the medical device manufacturer

3 This is not a comprehensive list of potential outcomes that may qualify for the program.

7

would be subject to shared risk of up to 100% of the incremental value-based payment to offset
the cost to Medicare when the technology does not achieve its stated outcomes.
Given the novel nature of the VBRS program, there are several program parameters that would
need to be established through close collaboration between CMS and the medical device
manufacturer. However, this program would expand accountable healthcare stakeholders beyond
those traditionally held accountable under the Innovation Center models. Medtronic looks forward
to working with the Innovation Center on the development of a VBRS-like program as CMS sets a
new direction for alterative payment and delivery system models.
III.

Test new anchor sites of service and consider prospective payment for future
bundled payment models.

Since 2013, the Innovation Center has been engaged in testing various approaches to bundled
payments for Medicare FFS beneficiaries. The testing has been centered around 48 clinical
episodes under the Bundled Payment for Care Improvement (BPCI) initiative and more recently,
the mandatory bundled payment model for lower extremity joint replacements under
Comprehensive Care for Joint Replacement (CJR) program. Though early evaluations of the BPCI
program show mixed results, these initiatives have served as useful methods of experimenting
with, and generating interest in, new payment reforms.
As CMS designs future bundled payment models, it will be important for the agency to consider
alternative anchor sites of service for episodes and an eventual move toward prospectively paid
models. The current BPCI initiative, as well as the existing CJR model, have all been anchored to
inpatient hospital procedures or discharges. The current focus on inpatient bundled payment
mechanisms, while a significant undertaking, limits the number of conditions eligible for new
payment models and creates potential adverse incentives surrounding site-of-service selection.
In order to allow for broader expansion of bundled payment mechanisms to other procedures and
services and remove the potential for payment-driven site-of-service selection, CMS should begin
to test bundled payments across other sites of service in its future voluntary demonstrations.
Testing bundles across sites of service for specific conditions may help to eliminate inherent
tensions that may result when FFS payment systems and newer payment models operate
concurrently. For example, when new payment models exist in only one site of service, but
procedures involved in those models are eligible for payment in multiple sites of service, adverse
incentives surrounding site-of-service selection could occur if providers shift the procedure to the
FFS setting in efforts to avoid downside risk under an alternative payment model.
Furthermore, when value-based payment models, such as inpatient bundled payments, and
traditional FFS payment systems operate concurrently, case-mix shifts from one site-of-service
to another could affect a bundled payment program participant’s ability to meet its benchmarks.
For instance, under an inpatient bundled payment model where payment is also available under an
outpatient or physician office-based FFS mechanism, the outpatient hospital or office-based FFS
cases will likely involve healthier, less costly Medicare beneficiaries, leaving hospitals participating
in the inpatient bundled payment models with the more complicated and costly inpatient cases.
Given that episode benchmarks under inpatient bundled payment mechanisms are based on
historical spending, hospitals participating in the bundled payment models may experience issues
achieving their benchmarks if the site of service case mix shifts. The case-mix at hospitals
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participating under inpatient bundled payment programs could become more heavily influenced by
more complicated and costly inpatient cases, affecting the hospital’s ability to meet its cost and
quality goals under the bundled payment. To help counter this effect, CMS should begin to test
episode payments across sites-of-service. This approach would not only eliminate issues
associated with opposing volume and value payment models operating concurrently, but would
likely mitigate payment-driven site-of-service selection as well.
In addition to testing bundled payment models across sites-of-service, Medtronic also
recommends that CMS explore an eventual transition toward prospectively paid models. While we
recognize that the retrospective reconciliation currently used under the BPCI initiative and the CJR
is the most readily available payment mechanism to CMS currently, prospective bundled payments
have the potential to become a powerful driver of delivery system reform. Providing one, up-front
payment for all healthcare services involved in a single episode of care would drive alignment
among all providers involved in the episode and better promote innovations in care redesign. Such
innovations and overall delivery system reforms may be more difficult to achieve when the
payment systems remain tethered to a base of FFS payments.
A prospective bundled payment would encourage active collaboration among providers involved in
the episode of care and grant those providers the flexibility to make innovative care choices, such
as lower-cost sites of service or other options, that are best for the individual patient. A variety of
commercial payers already use prospective bundled payments in different of sites of service,
including not only the hospital inpatient setting, but in hospital outpatient and for medical
management of chronic conditions overseen primarily by physicians in their offices.
IV.

Allow Medicare Advantage plans to serve as eligible advanced alternative payment
models under the physician Quality Payment Program.

The physician Quality Payment Program (QPP) creates two options for participation: the MeritBased Incentive Payment System (MIPS) and the advanced alternative payment model (A-APM).
Under the A-APM path, physicians and other qualified providers may qualify for a 5 percent bonus
under the Medicare Physician Fee Schedule for 2019 through 2024. Only certain types of APMs are
eligible for this bonus. Eligible APMs must also participate in quality programs, use certified
electronic health records technology (CEHRT), and bear more than nominal financial risk. In
addition, A-APM participating physician must have a certain threshold of their Part B Medicare
covered professional services furnished through the APM entity to qualify.
Currently, there are a handful of programs that qualify as A-APM programs under the QPP.
Specifically, in 2017 there are seven programs that are eligible as A-APMs. All of these A-APMs
have risk-based arrangements that are grounded in traditional Medicare. Participation in riskbased payment arrangements under Medicare Advantage plans do not currently qualify as A-APMs
under the QPP, creating a situation where similar risk-based arrangements are treated differently –
the differentiating factor being whether that provider arrangement is based in traditional Medicare
or Medicare Advantage. In order to recognize risk-based arrangements under Medicare
Advantage, Medtronic recommends that the Innovation Center allow these arrangements
occurring under Medicare Advantage to be eligible A-APMs under the QPP. The inclusion of
Medicare Advantage plans as eligible A-APMs will create more opportunities for physicians to
participate in risk-based arrangements across both FFS and Medicare Advantage
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V.

Create greater incentives under Innovation Center models to utilize telehealth
services.

A number of the alternative payment models currently operating under the Innovation Center
employ program rule waivers to allow model participants to utilize telehealth in situations where
such services would otherwise not be covered and paid under the Medicare program. These
waivers remove geographic restrictions on coverage of telehealth services furnished to Medicare
beneficiaries as long as the services are furnished according to other coverage and payment
criteria.
Medtronic supports the telehealth waiver that is currently allowed under certain CMS alternative
payment models, as this waiver seeks to create flexibilities for participating providers in designing
best practice care pathways that create efficiencies in care delivery. Nevertheless, evidence
shows that the waiver is often underutilized by participants in bundled payment and other
Innovation Center programs. In the recently released Year 3 Evaluation Report for the BPCI
program, the telehealth waiver was only used by 5 percent of the episode initiators under Model 2.4
The telehealth waiver was used even less frequently under Model 3, where only 1 percent of the
episode initiators utilized the available waiver.5
In order to encourage more use of the telehealth services under the Innovation Center’s waiver
authority, Medtronic recommends that CMS do more to incentivize providers to utilize these
services. Specifically, CMS should undertake certain payment incentives to encourage providers
to utilize the available waivers in care redesign. CMS has proposed similar incentives under the
Episode Payment Model (EPM) Cancellation proposed rule, where the payment calculation for
telehealth codes utilized under the CJR program is adjusted to the facility practice expense relative
value units for the analogous in-person services as a proxy for costs associated with the telehealth
services. Though this new payment mechanism may not alleviate all issues associated with
telehealth payment, Medtronic recommends that the Innovation Center work with provider
stakeholders to determine appropriate incentives to utilize the telehealth services under the
waiver.
VI.

Provide flexibility to Medicare Advantage plans to promote value-based health care
through the creation of patient incentives.

Medicare Advantage plans offer a different approach to healthcare delivery than traditional
Medicare. Often these plans offer unique services and methods of care coordination that cannot
be matched under the FFS system. Today, Medicare Advantage plans cover one-third of the total
Medicare beneficiaries, which means the adoption of value-based approaches under these plans
has the potential to greatly accelerate system transformation toward value. Therefore, Medtronic
recommends that the Innovation Center provide Medicare Advantage plans with greater flexibility
to offer incentives to patients to select value-based services and technologies. Specifically,
Medicare Advantage plans should have the flexibility to tailor their patient benefits in a manner that
promotes value-based services and technologies, including technologies that qualify under VBRSlike programs. Such flexibility in establishing patient incentives will promote greater use of value-

4
5

The Lewin Group, CMS BPCI Models 2-4: Year 3 Evaluation and Monitoring Annual Report, 55 (2017).
id. at 285.
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based services and technologies that improve outcomes and reduce costs in the healthcare
system.
CONCLUSION
Medtronic appreciates the opportunity to provide these comments on the Innovation Center’s
new direction. We look forward to continuing to collaborate with CMS to accelerate the transition
toward value-based health care. We appreciate your consideration of these comments and are
happy to provide further information or assist with any questions.
Sincerely,

Christine M. Jackson
Senior Director, Global Health Policy, Reimbursement, and Health Economics
Medtronic
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
US Department of Health and Human Services
Hubert H. Humphrey Building, Room 314–G
200 Independence Avenue, SW
Washington, DC 20201
Submitted electronically to: CMMI_NewDirection@cms.hhs.gov
SUBJECT: Centers for Medicare & Medicaid Services -- Request for Information on Innovation Center
New Direction
Dear Administrator Verma:
On behalf of MemorialCare Health System (MemorialCare), a nonprofit, fully-integrated health care
delivery system located in Southern California that includes five hospitals with 11,000 employees and
2,550 medical staff physicians, we appreciate the opportunity to provide recommendations to the
Centers for Medicare & Medicaid Services’ (CMS) request for information (RFI) on the development of
alternative payment models and the future of the Centers for Medicare & Medicaid Innovation
(CMMI). Below we provide our thoughts on ways for CMMI to move forward.
Background:
MemorialCare supports continued investment and modifications to the CMMI initiatives to move
integrated health systems forward in the transformation of their care delivery models from volume to
value. Working closely with our physicians, we are participating in the CMMI Bundled Payments for
Care Improvement (BPCI) and the Next Generation Accountable Care Organization (ACO) to pilot these
programs. In addition, we have experience in commercial ACOs including several with Aetna and
Anthem, and we’ve now added our newest offering for 2017, a direct-to-employer partnership with
Boeing. Our system has successfully approached these value-based delivery innovations through a
unique collaborative effort with the physicians of our Physician Society, an association of over 1900
affiliated community primary care and specialist providers committed to evidence-based care, and our
Medical Foundation (MCMF), which includes our MemorialCare Medical Group (MCMG) and Greater
Newport Physicians, our multi-specialty Independent Practice Association (IPA). In addition, we have
intentionally focused our expansion on our medical offices, off-license ambulatory surgery centers,
free-standing imaging facilities and dialysis access points. MemorialCare looks forward to continuing
these efforts as health care steadily moves to improve systems that reward value and outcomes.
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Key RFI Points:
 Support a new ACO model proposed by CAPG, the Third Option, which would provide a true,
capitated, payment model option to service traditional Medicare beneficiaries.
 Support California participation in an advanced APM demonstration project in Medicare
Advantage (MA) that would create an additional avenue for physicians (primary care and
specialists) to become advanced alternative payment model (APM) qualifying participants.
 Support voluntary BPCI initiatives for specialty care.
 Support the removal of legal and regulatory barriers to clinical integration.
 Support modifications to Medicare policies that deny hospitals the flexibility to provide the
most efficient and clinically appropriate care.
 Support for expansion of covered benefits and waivers.
 A comment on direct-to-consumer advertising and our advocacy to reduce over-diagnosis,
over-testing and over-treatment.
ACO model, the Third Option, proposed by CAPG:
MemorialCare supports CAPG’s proposed “Third Option,” an advanced and improved accountable care
model that features capitated payments to physician organizations. Based on our experience with
Medicare ACOs and at risk contracts outside of traditional Medicare, we support CAPG’s “Third
Option” as an improved ACO model.
This proposed model would enable CMS to contract directly with clinically integrated organizations
(CIOs). CIOs may be existing physician organizations or newly formed entities.
The CIO would be explicitly physician group centric. However, other providers could take ownership
stakes, or could accept a measure of risk and accountability through affiliation agreements. This could
include a broad spectrum of health care providers, including physicians, hospitals, nursing homes,
home health organizations, and other entities wishing to be accountable for the delivery of care to a
defined patient population across the continuum of care. The CIOs would feature team-based care, led
by primary care physicians and supported by other providers operating at the top of their licenses (e.g.,
nurse practitioners, physicians’ assistants, pharmacists, social workers).
As these options are considered, we advocate for key attention to concerning issues we have raised
with the Next Generation ACO model including attribution methodologies, stop loss and risk
calculations. We have met with CMMI’s team several times to review our concerns about the current
modeling which is adversely impacting our organization despite an overall positive performance on
raw costs of care, and is also impacting a number of other programs in California. In addition, we
suggest program consideration should be given for allowing a “ramp up” with a no-risk period (e.g.
6-12 months) and/or the option to extend the return of investment (ROI) from 12 to 24 months to
enable the ACO to have an effective period of time to establish coordinated care for all high and
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rising risk patients and to allow for beneficiary engagement and data/claims flow before risk-sharing
begins.
Further, to participate in this model, CIOs would have to meet certain requirements, similar to those
required for existing Medicare ACO participants. MemorialCare requests consideration for the “Third
Option.” More details at http://www.capg.org/modules/showdocument.aspx?documentid=1752 .
Pilot an Advanced APM demonstration project in Medicare Advantage:
Under the Medicare Access and CHIP Reauthorization Act (MACRA), certain qualifying models can
become eligible for advanced APM status. The statute defines bonus-eligible advanced APMs to CMMI
demonstration projects, Medicare shared savings program (MSSP), ACOs, and demonstrations required
by federal law. In addition, advanced APMs must participate in a quality program comparable to Meritbased Incentive Payment System (MIPS); use certified electronic health records technology (CEHRT);
and bear more than nominal financial risk or be a qualifying medical home.
MemorialCare was pleased to learn of CMS’s intent to create a Medicare Advantage (MA) advanced
alternative payment model demonstration that will qualify as a bonus-eligible advanced APM in 2018,
as recently recommended in the CMS November 2, 2017 final rule for CY 2018 Updates to the Quality
Payment Program (QPP). Other demonstration projects such as the Comprehensive Primary Care Plus
(CPC+) have been limited to select states not including California, however we feel based on our state’s
years of experience in managed care and capitation models, we can provide even higher value to
Medicare beneficiaries through such models and would strongly request CMS to consider testing this
MA aAPM in the state of California.
Voluntary BPCI and/or Center of Excellence Initiatives for Specialist Care:
MemorialCare supports voluntary, rather than mandatory, alternative payment models that
promote alignment between hospitals and physicians, improve the quality of care provided to
patients and lower costs. As the number and scope of alternative payment models increase,
integrated health systems should be able to determine which models most closely align with their
organization’s unique strategic goals and service offerings.
With the BPCI Initiative, CMS offered providers voluntary opportunities to assume financial and
performance accountability for episodes of care starting in the hospital. In the case of BPCI, we tested
and had successful experiences in improving the coordination and delivery of care across the
continuum to our patients in hip/knee, percutaneous coronary intervention (PCI) and Coronary Artery
Bypass Graft (CABG) procedural episodes of care, with reduced cost of care in the aggregate. However,
we also found that the current BPCI rules dis-incentivize utilization of free-standing surgery centers, as
only the hospital can serve as the episode initiator.
As the current BPCI models near their completion date, we recommend that CMS modify the next
phase of the BPCI model to recognize free-standing ambulatory surgery centers as an additional
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appropriate initiator or participant in episode-based bundled payment models, which would allow us
to ensure Medicare beneficiaries are treated in the most appropriate location for care based on
clinical criteria.
MemorialCare supports the creation of new, voluntary BPCI or Center of Excellence (COE) models
across the continuum of care that would allow integrated health systems to not only capitalize on
the work we have done to prepare for such models, but also advances our continued partnerships
with clinicians to provide better quality and more efficient care.
One additional opportunity that we’d like to address is how to bring more specialty physicians into
value-based care models. The structure of the current Next Generation ACO model actually dissuades
organizations from including specialists on their participating list. When these providers are on the
participant list, they result either in beneficiaries being aligned to an ACO through their specialist when
the beneficiary may consider a non-participating provider to be their Primary Care Physician (PCP) or
result in a dilution of attributed membership if that specialist receives referrals from outside of the
ACO coverage area or geographic reach. Patients turn to their PCP relationship for the majority of
quality measures as well as supportive care services, so alignment through a specialist means that
patient engagement is nearly impossible. Of greater consequence to the ACO, though, is that in order
for all of the participating providers to qualify as an aAPM, the structure must receive a certain
percentage of their billings or encounters from attributed beneficiaries. Specialists providing care to
non-aligned beneficiaries would increase the denominator of potentially aligned and put the entire
ACO at risk of not qualifying or performing negatively. MemorialCare’s experience with Next
Generation ACO in Year 1 demonstrated this issue, requiring us to significantly narrow our participating
physician list to almost entirely primary care providers in Year 2 in order for us to be able financially to
stay in the program.
We would like to suggest development of a demonstration project where a group or virtual group of
specialists from the same specialty take risk for the cost of care, quality and experience of all
beneficiaries that have at least one encounter with that group. The benefit of this structure is that it
encourages savings through appropriate reduction in unnecessary services whereas the bundled
payment initiatives address the cost of each unit of service. Instead of triggering consideration of
costs and quality after primarily deciding on performing a procedure, this initiative would encourage
specialists to consider what approach has the greatest value to the patient in the first place. For
example, these could be organized around a specialty focus area for a defined population segment
such as end-stage renal disease (next level up from current offering), cardiac, orthopedic and/or
obstetrics (for Medicaid).
Removal of Legal and Regulatory Barriers to Clinical Integration:
Both federal and California state law create barriers to clinical integration, which is essential to creating
efficiencies and improving care under alternative payment models. Clinical integration depends on
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hospitals, doctors, nurses and other caregivers working as a team to ensure that patients get the right
care, at the right time, in the right place.
Shared savings and gainsharing provide important mechanisms for aligning providers' interests to
decrease health care costs while improving quality, as the health care industry transitions from
volume- to value-based payment. However, both federal and state law create barriers to achieving
these goals. As Congress recognized last year, the Stark Law — which was originally enacted to ban
physicians from referring patients to facilities in which the physician has a financial interest (selfreferral) — has developed and expanded over the years to now ban or impede arrangements designed
to encourage hospitals and doctors to work together to improve patient care at reduced cost in a
clinically integrated model. By requiring that compensation be fixed in advance and based only on
hours worked, the Stark Law effectively prevents — or, at best, creates substantial barriers to —
payments tied to achievements in quality and efficiency. In addition, the anti-kickback statute and civil
monetary penalties create further barriers and complications. If efficiencies and outcomes are to be
improved, the financial interests of members of the health care team need to be aligned; protection
for these efforts must cut across fraud and abuse laws.
MemorialCare understands that removing these barriers ultimately requires legislative action, we urge
the Health and Human Services Secretary to work with other agencies and legislators to remove legal
barriers to permit financial arrangements designed to foster collaboration in health care delivery,
and incentivize and reward efficiencies and improvements in care.
Modifications to Existing Medicare Policies:
We recommend that the 3-Day Skilled Nursing Facility (SNF) rule be modified going forward. This rule
requires Medicare beneficiaries to spend 3 days as an in-patient before being able to access skilled
nursing facility care. It is over twenty years old and was made when average lengths of stay were
historically over 7 days. While we understand that criteria for admission to a SNF would need to be
monitored, this would significantly lower the total cost of care for appropriate patients in an ACO
model.
Expansion of Covered Benefits and Waivers:
MemorialCare would like to see significant expansion of other care coverage or waiver programs
such as telehealth, palliative care and behavioral health coverage. In our experience with both
Medicare and other commercial and employer-based ACOs, augmenting our ability to provide
enhanced care through these types of programs are at the forefront of care redesign.
Comment on Direct-to-Consumer Advertising:
And finally, while this may not be an innovation per se, we are greatly concerned by direct to consumer
advertising and its impact on the potential for over-diagnosis, over-testing and over-treatment.
MemorialCare has embraced a strategic initiative to help our clinicians understand how publications
over-inflate the impact of new therapies by using relative vs actual risk reduction. We would be happy
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to spend time talking with you in detail about this concern, but would strongly encourage institution
of restrictions on advertising for products and services that require a physician order (or
prescription) and yet are directed at lay consumers.
Thank you for the opportunity to provide our recommendations. If you have any questions, please
feel free to contact Kristen Pugh, Vice President for Advocacy and Government Relations.

Sincerely,

Barry S. Arbuckle, Ph.D.
President and Chief Executive Officer
MemorialCare Health System
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Novembe 20, 2017

U.S. Cente s fo Medica e & Medicaid Se vices
7500 Secu ity Bouleva d
Baltimo e, MD 21244
Esteemed colleagues at CMS,
We app eciate the oppo tunity to p ovide feedback on the futu e di ection of the Cente fo
Medica e and Medicaid Innovation (CMMI). Rathe than weigh in on all of the eight focus
a eas outlined by CMS in the Request fo Info mation (RFI), we have chosen to comment on a
few whe e we have specific insight and ideas that CMMI could pu sue as pa t of its new
st ategic pathway.
Inc eased pa ticipation in Advanced Alte native Payment Models (APMs)
We feel it is impo tant fo CMMI to continue offe ing options fo Advanced Alte native
Payment Models (APMs). In pa ticula , options a e needed fo o ganizations that al eady sco e
high in the quality p og ams but fall low on the cost spect um, which is ou expe ience in the
Medica e Sha ed Savings P og am (MSSP). The minimum savings ates put in place fo ACOs
in ou situation makes achieving sha ed savings less likely, as eliminating 3% o mo e when
we a e al eady significantly mo e efficient cost-wise than neighbo ing ACOs puts us at an
inhe ent disadvantage fo succeeding in the p og am. Some o ganizations with simila esults
have chosen to move into T ack 3 o Next Gene ation ACOs, which a e a st ong step towa ds
isk. Cultu ally, it isn’t a good fit fo us to dive that fa into isk as a fi st step, which cu ently
leaves us without many options. Howeve , we do have one idea that would encou age us to
move in the di ection of an Advanced APM.
T ack 1+ was a positive development and a step towa ds easing p ovide s into isk. Howeve ,
ce tain small changes would make a big diffe ence—specifically if the minimum savings ate
we e eliminated, allowing sha ing in fi st dolla savings, but the minimum loss ate we e still in
place to pa tially hedge against losses. This would extend the asymmet ical natu e of the
model, given that the sha ed savings pe centage in T ack 1+ (50%) is la ge than the sha ed
isk (30%). The minimum loss ate could be dete mined using the size of the att ibuted
beneficia y population, as choosing a minimum loss ate wouldn’t make sense without a
minimum savings ate on the othe side. Pa ticipation could be limited to a single th ee-yea
ag eement meant to se ve as a t ansition pe iod to a model with mo e isk.
These slight modifications would change the p ospect significantly fo us as well as othe
o ganizations; we happen to be in a high-pe fo ming, efficient egion, so we know of othe
ACOs in a simila situation. If this change we e enacted and the model still counted as an

Advanced APM in the Quality Payment P og am (QPP), this would be a good step to ease us
into sha ed isk without going immediately to one of the mo e agg essive options.
Additionally, given the embedded natu e of fee-fo -se vice and gene al ine tia in the healthca e
indust y, we’ e not ce tain that volunta y models will gain the c itical mass fo value-based
payment models to each the tipping point whe e they become the no m fo eimbu sement. It
may be an uncomfo table eality, but mandato y pa ticipation in APMs may eventually be
necessa y to maintain the sustainability of the Medica e p og am. Howeve , athe than
mandating which models p ovide s a e equi ed to pa ticipate in, such as with the
Comp ehensive Joint Replacement (CJR) p og am and othe bundled-payment models that
have been p eviously p oposed, we envision a futu e state in which p ovide s would be
equi ed by CMS to pa ticipate in a value-based a angement (such as Advanced APMs) by a
ce tain date/yea , but also have a wide va iety of APMs f om which to choose. Ea ly adopte s
could be incentivized, such as with the 5% bonus on Pa t B payments offe ed to pa ticipants in
Advanced APMs unde QPP, o anothe simila autho ized mechanism.
Consume -Di ected Ca e & Ma ket-Based Innovation Models
We a e encou aged by CMMI’s desi e to pu sue consume -o iented p icing models. One a ea
whe e CMMI could move towa ds a ma ket-based solution is by fu the ing the concept of p ice
t anspa ency in the indust y. Many o ganizations a e hesitant to make the fi st move in any
given ma ket. We suggest a nationwide, phased-in app oach equi ing posted p ices of limited
se vices ove time, sta ting with high-cost p ocedu es whe e the e is wide p ice va iation
ac oss the count y. These could be disclosed in a conspicuous place online athe than equi ing
them to be posted in eve y hospital and clinic; this will p ese ve the healing envi onment
o ganizations st ive fo and avoid the conce n of feeling like a fast-food estau ant with p ice
menus.
One p omising consume -cent ic concept could be bo owed f om the financial wo ld. As pa t
of consume p otections elated to home loans, mo tgage lende s a e equi ed to p ovide
detailed closing cost estimates to the custome within a few days of applying fo a loan. This
has been equi ed fo many yea s, but standa ds have been st engthened in ecent yea s to
p otect consume s f om p edato y lending p actices. Fo example, ce tain figu es cannot
change once quoted in the estimate; othe figu es a e allowed to va y due to changes in the
natu e of the loan, but must stay within a given ange (i.e. 10%) of the amount o iginally
quoted in the estimate.
Such an app oach may p ove useful fo elective p ocedu es, pa ticula ly expensive ones such
as total joint eplacements. Some va iation could still be allowed fo last-minute changes that
occu in the ope ating suite, fo example, but stable costs that shouldn’t va y (i.e. facility
cha ges) would be fixed at the ate quoted in the estimate. This would p ovide flexibility fo
the hospital and/o clinician p oviding the se vices, but would also b ing the cost of the
se vices to light and encou age consume s to shop sma tly, pa ticula ly those with significant
cost-sha ing obligations.

Futu e of QPP
We app eciate the willingness of CMS to be accommodating and flexible to ce tain g oups of
p ovide s with the t ansition yea standa ds in 2017 and 2018. Howeve , such flexibility
usually benefits those who a e not p epa ed fo the p og am, and comes at the expense of
p ovide g oups who have been p oactive about pa ticipating in the legacy quality p og ams
and st iving to imp ove pe fo mance fo yea s. One way to accommodate these fo wa dthinking g oups is to maintain the p eviously established inc eases fo high pe fo me s
ega dless of whethe o not those who pe fo m below the th eshold eceive negative
adjustments. We ealize this may be p oblematic given the budget-neut al setup of the p og am,
but we also maintain that it will help speed adoption of the p og am and imp ove ove all
pe fo mance, which is of significant benefit to Medica e beneficia ies. Whateve the
mechanism, we would ask that the negative impact on the high-pe fo ming g oups be
tho oughly conside ed in futu e ulings elated to the deployment of QPP so as to not
disadvantage those who have taken the app op iate steps to be eady fo p og ams such as
MIPS.
In conclusion, we app eciate the oppo tunity to p ovide feedback on the futu e di ection of
CMMI. P evious steps taken by the Cente have p ovided a foundation of lea ning to wo k
with as we move into the next ealm of value-based ca e models, and we’ e hono ed to be pa t
of the solution of c eating a sustainable, efficient, and patient-cente ed healthca e delive y
system.
Rega ds,

Me cyhealth’s Executive Team

Contact info fo inqui ies and/o cla ification:
Ladd Udy, MHA, MAOL
Di ecto of Population Health & ACO Ope ations
ACO A2097: Me cy Health Co po ation (dba Me cyhealth)

Novembe 20, 2017

U.S. Cente s fo Medica e & Medicaid Se vices
7500 Secu ity Bouleva d
Baltimo e, MD 21244
Esteemed colleagues at CMS,
We app eciate the oppo tunity to p ovide feedback on the futu e di ection of the Cente fo
Medica e and Medicaid Innovation (CMMI). Rathe than weigh in on all of the eight focus
a eas outlined by CMS in the Request fo Info mation (RFI), we have chosen to comment on a
few whe e we have specific insight and ideas that CMMI could pu sue as pa t of its new
st ategic pathway.
Inc eased pa ticipation in Advanced Alte native Payment Models (APMs)
We feel it is impo tant fo CMMI to continue offe ing options fo Advanced Alte native
Payment Models (APMs). In pa ticula , options a e needed fo o ganizations that al eady sco e
high in the quality p og ams but fall low on the cost spect um, which is ou expe ience in the
Medica e Sha ed Savings P og am (MSSP). The minimum savings ates put in place fo ACOs
in ou situation makes achieving sha ed savings less likely, as eliminating 3% o mo e when
we a e al eady significantly mo e efficient cost-wise than neighbo ing ACOs puts us at an
inhe ent disadvantage fo succeeding in the p og am. Some o ganizations with simila esults
have chosen to move into T ack 3 o Next Gene ation ACOs, which a e a st ong step towa ds
isk. Cultu ally, it isn’t a good fit fo us to dive that fa into isk as a fi st step, which cu ently
leaves us without many options. Howeve , we do have one idea that would encou age us to
move in the di ection of an Advanced APM.
T ack 1+ was a positive development and a step towa ds easing p ovide s into isk. Howeve ,
ce tain small changes would make a big diffe ence—specifically if the minimum savings ate
we e eliminated, allowing sha ing in fi st dolla savings, but the minimum loss ate we e still in
place to pa tially hedge against losses. This would extend the asymmet ical natu e of the
model, given that the sha ed savings pe centage in T ack 1+ (50%) is la ge than the sha ed
isk (30%). The minimum loss ate could be dete mined using the size of the att ibuted
beneficia y population, as choosing a minimum loss ate wouldn’t make sense without a
minimum savings ate on the othe side. Pa ticipation could be limited to a single th ee-yea
ag eement meant to se ve as a t ansition pe iod to a model with mo e isk.
These slight modifications would change the p ospect significantly fo us as well as othe
o ganizations; we happen to be in a high-pe fo ming, efficient egion, so we know of othe
ACOs in a simila situation. If this change we e enacted and the model still counted as an

Advanced APM in the Quality Payment P og am (QPP), this would be a good step to ease us
into sha ed isk without going immediately to one of the mo e agg essive options.
Additionally, given the embedded natu e of fee-fo -se vice and gene al ine tia in the healthca e
indust y, we’ e not ce tain that volunta y models will gain the c itical mass fo value-based
payment models to each the tipping point whe e they become the no m fo eimbu sement. It
may be an uncomfo table eality, but mandato y pa ticipation in APMs may eventually be
necessa y to maintain the sustainability of the Medica e p og am. Howeve , athe than
mandating which models p ovide s a e equi ed to pa ticipate in, such as with the
Comp ehensive Joint Replacement (CJR) p og am and othe bundled-payment models that
have been p eviously p oposed, we envision a futu e state in which p ovide s would be
equi ed by CMS to pa ticipate in a value-based a angement (such as Advanced APMs) by a
ce tain date/yea , but also have a wide va iety of APMs f om which to choose. Ea ly adopte s
could be incentivized, such as with the 5% bonus on Pa t B payments offe ed to pa ticipants in
Advanced APMs unde QPP, o anothe simila autho ized mechanism.
Consume -Di ected Ca e & Ma ket-Based Innovation Models
We a e encou aged by CMMI’s desi e to pu sue consume -o iented p icing models. One a ea
whe e CMMI could move towa ds a ma ket-based solution is by fu the ing the concept of p ice
t anspa ency in the indust y. Many o ganizations a e hesitant to make the fi st move in any
given ma ket. We suggest a nationwide, phased-in app oach equi ing posted p ices of limited
se vices ove time, sta ting with high-cost p ocedu es whe e the e is wide p ice va iation
ac oss the count y. These could be disclosed in a conspicuous place online athe than equi ing
them to be posted in eve y hospital and clinic; this will p ese ve the healing envi onment
o ganizations st ive fo and avoid the conce n of feeling like a fast-food estau ant with p ice
menus.
One p omising consume -cent ic concept could be bo owed f om the financial wo ld. As pa t
of consume p otections elated to home loans, mo tgage lende s a e equi ed to p ovide
detailed closing cost estimates to the custome within a few days of applying fo a loan. This
has been equi ed fo many yea s, but standa ds have been st engthened in ecent yea s to
p otect consume s f om p edato y lending p actices. Fo example, ce tain figu es cannot
change once quoted in the estimate; othe figu es a e allowed to va y due to changes in the
natu e of the loan, but must stay within a given ange (i.e. 10%) of the amount o iginally
quoted in the estimate.
Such an app oach may p ove useful fo elective p ocedu es, pa ticula ly expensive ones such
as total joint eplacements. Some va iation could still be allowed fo last-minute changes that
occu in the ope ating suite, fo example, but stable costs that shouldn’t va y (i.e. facility
cha ges) would be fixed at the ate quoted in the estimate. This would p ovide flexibility fo
the hospital and/o clinician p oviding the se vices, but would also b ing the cost of the
se vices to light and encou age consume s to shop sma tly, pa ticula ly those with significant
cost-sha ing obligations.

Futu e of QPP
We app eciate the willingness of CMS to be accommodating and flexible to ce tain g oups of
p ovide s with the t ansition yea standa ds in 2017 and 2018. Howeve , such flexibility
usually benefits those who a e not p epa ed fo the p og am, and comes at the expense of
p ovide g oups who have been p oactive about pa ticipating in the legacy quality p og ams
and st iving to imp ove pe fo mance fo yea s. One way to accommodate these fo wa dthinking g oups is to maintain the p eviously established inc eases fo high pe fo me s
ega dless of whethe o not those who pe fo m below the th eshold eceive negative
adjustments. We ealize this may be p oblematic given the budget-neut al setup of the p og am,
but we also maintain that it will help speed adoption of the p og am and imp ove ove all
pe fo mance, which is of significant benefit to Medica e beneficia ies. Whateve the
mechanism, we would ask that the negative impact on the high-pe fo ming g oups be
tho oughly conside ed in futu e ulings elated to the deployment of QPP so as to not
disadvantage those who have taken the app op iate steps to be eady fo p og ams such as
MIPS.
In conclusion, we app eciate the oppo tunity to p ovide feedback on the futu e di ection of
CMMI. P evious steps taken by the Cente have p ovided a foundation of lea ning to wo k
with as we move into the next ealm of value-based ca e models, and we’ e hono ed to be pa t
of the solution of c eating a sustainable, efficient, and patient-cente ed healthca e delive y
system.
Rega ds,

Me cyhealth’s Executive Team

Contact info fo inqui ies and/o cla ification:
Ladd Udy, MHA, MAOL
Di ecto of Population Health & ACO Ope ations
ACO A2097: Me cy Health Co po ation (dba Me cyhealth)

Milbank Memorial Fund

Christopher F. Koller

645 Madison Avenue, 15th Floor, New York, NY 10022-1095

President

November 20, 2017

Centers for Medicare & Medicaid Services
US. Department of Health & Human Services
7500 Security Boulevard
Baltimore, MD 21244
Dear Sir/Madame:
Request for Information – CMS Innovation Center New Direction
I am pleased to provide comments on the Centers for Medicare & Medicaid Services
Request for Information (RFI) on the Innovation Center New Direction.
Background: The Milbank Memorial Fund (the Fund) is a nonpartisan health foundation
committed to improving population health by connecting leaders and decision makers
with the best evidence and experience on key health policy topics. In particular, we
provide opportunities for state health policymakers to collaborate and share information
with the goal of applying evidence to address emerging policy challenges.
The Center for Medicare and Medicaid Innovation (CMMI) provides an important
resource for states and health care stakeholders to directly participate in or leverage
new models of health care payment and delivery. Our perspective on the Center’s role
and activities is based on two distinct roles for the Fund:




Facilitation of the Multi-State Collaborative (MC) for multi-payer primary care
transformation since 2009 that focuses on coordination of payment reform across
multiple payers; and
Identification of key health policy priorities through the nonpartisan Reforming
States Group (RSG), a by-product of which is the commissioning of evidencebased reports on specific topics.

The MC is preparing its own response to the RFI, so the following comments reflect the
RSG’s priorities. Last year, the RSG endorsed a Letter to the New Administration that
identified specific administrative opportunities to improve population health by
strengthening the federal-state partnership. The broad principles from the letter provide
the context for our response to the RFI:
1. States can provide an effective governance and operating platform to advance
health reforms on a large, population-based scale.
2. States want to build on current innovation models and to test new concepts that
advance population health improvement through multi-payer, multi-sector
collaboration.
3. A strong federal-state partnership will accelerate the pace and ensure more
effective innovations; this requires well-defined roles and responsibilities, and
regular opportunities to share information on successes and challenges.
4. To continue this partnership, states will need additional policy and funding
support from CMS, and CMMI provides a vehicle for this.
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The responsibility for establishing the conditions that promote the health and wellbeing
of US residents rests jointly with state and federal governments. We believe that CMMI’s
activities must reflect a true partnership with state governments in the particular area
with which CMMI is charged—namely health care provider payment reform. The
principles above and the following comments reflect that central commitment to a
state/federal partnership.
The Fund’s specific comments will focus on three of the topics covered by the RFI:
opportunities to expand participation in advanced payment models; state and local
health care innovation models; and behavioral health integration.
1.

Expanded Opportunities for Participation in Advanced Alternative
Payment Models (APMs)

The Fund supports CMMI programs for multi-payer primary care transformation
including expanded use of alternative payment models (APMs). This has been
advanced through the CPC+ program (and its predecessors) as well as the State
Innovation Model (SIM) program. We believe that successful delivery system
transformation requires multi-payer alignment on payment methodologies, quality
measures, and reporting and feedback to providers. Coordination or alignment across
payers increases the benefit and impact of APM incentives, and reduces administrative
burdens for payers and practices. In local markets, this could result in 60 % or more of
the payments to certain providers being essentially aligned, and greatly enhance
prospects for delivery system reform and ultimately significant performance
improvements.
To accelerate multi-payer use of advanced APMs, we think CMS should work with
states to align Medicaid and private-payer participation with an existing Medicare model
such as CPC+. The evidence from CMMI’s efforts and work in the states is clear that to
the extent a payer’s provider payment mechanisms are seen as proprietary sources of
strategic differentiation and competitive advantage it will retard—not accelerate—the
pace of delivery system reform the US so desperately needs. As the nation’s largest
payer, CMS, though CMMI can both enhance payment innovation and establish an
essential culture of learning and improvement across payers and providers
With federal support, the Medicare-state alignment model could be implemented rapidly
in a large number of states. Many states have sponsored or participated in multi-payer
primary care payment reform initiatives. Federal policy is the quickest path to accelerate
value-based payment; we believe there is an untapped opportunity in speeding adoption
of APMs through greater and more explicit alignment of state Medicaid payment reform
efforts with Medicare payment reforms.
We suggest that Medicare advance multi-payer APM alignment along two pathways:
1. Expanded Medicare testing of a limited number of payment models in fee-for
service (FFS) populations, and
2. Leveraging Medicare Advantage contracting and Medicaid waiver and state plan
amendment approvals as ways to encourage multi-payer adoption of a menu of
these models through managed care plans.
Why haven’t more states advanced multi-payer provider payment reform efforts
on their own? There are significant policy and operational barriers; in addition to
alignment with Medicare and private payers, states need to address key
questions (as summarized in a recent CMCS IAP webinar for states on VBP):
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What is the current degree of APM adoption?
Is there a process for stakeholder engagement?
Are/should APMS be advanced through Medicaid managed care, FFS, or both?
How robust are the state’s data systems and ability to share key information with
health providers?
What is the state of provider readiness? What training is needed?
What are the upfront state investment and internal resources needed?

Long-term investments at the state and federal level are required, and Medicare and
Medicaid need to be meaningful partners to sustain that work. This means clearly
defining federal and state roles and responsibilities, including ongoing Medicare and
Medicaid administrative funding to build state capacity for this purpose. Since CMMI is
the focal point for Medicare payment reform policy and practice, it makes sense to build
the partnership with states to advance payment reform on this chassis.
2. Broader State-Based and Local Innovation, Including Medicaid-focused
Models
Adoption of APMs in Medicare alone and promotion of multi-payer alignment around
them represent an important and essential starting point, but it will not be sufficient to
improve population health. At the most comprehensive end of the payment model
spectrum are population-based payment models that are designed to achieve broadbased cost control and population health improvements, such as global budgets and
population-based ACO models. Some states have taken this challenge on and CMMI
can contribute to the success of this work.
Vermont, Maryland, and Oregon—the early adopters of these comprehensive payment
and cost models—have already benefitted from CMS and CMMI support. Other states
are adapting these comprehensive payment reform models, such as the rural hospital
global budget initiative in Pennsylvania.
CMMI can and should provide both administrative and policy support to encourage
additional state and local innovation at the cutting edge of population-based payment
models. The scope of these comprehensive initiatives is more robust, but the types of
activities would be similar to those involving multi-payer APM models —stakeholder
engagement, development of standards and policies, data aggregation and analysis,
and evaluation. Again, CMMI is well-positioned to collect and disseminate information to
states on what works.
3. Behavioral Health Integration
States have a unique opportunity and responsibility to improve the behavioral health
(BH) of specific populations. There is a strong interrelationship between BH factors and
health outcomes, so the effectiveness of health care programs hinges on better BH
outcomes. States can improve BH systems as a purchaser for Medicaid and state
employees; states also operate public systems that serve people with more acute or
complex needs, such as forensic psychiatric patients and criminal justice-involved
populations.
The Fund has published several evidence reports about BH integration models that
have already served as a resource for CMS and states. We recently convened several
states that are using Medicaid managed care contracts as a vehicle to promote BH
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integration. States are using SIM money and exploring BH integration in the context of
CPC+ and other primary care programs. Key issues to be addressed through these
models include the availability and training of the BH workforce, development of new
payment models and outcome measures for physical and BH integration, and
supporting providers by building their capacity to participate in these models.
The challenge of BH integration cannot be seen as a Medicaid problem—it is critical to
improving care for commercially insured and Medicare populations, and thus calls for
CMMI engagement. We do not have a recommendation as to a specific model for CMMI
to focus on. However, we would recommend two areas of focus for information sharing
with states:




HRSA and SAMHSA have both allocated significant resources to these efforts,
but it is not clear if states are aware of their programs—CMS could facilitate more
information sharing among the federal and state agencies responsible for BH
programs.
In addition, since payment reform is one of the key elements to BH integration,
CMMI could provide a platform to facilitate information sharing across states on
how that applies to BH integration models.

Conclusion:
We greatly welcome CMS’ initiative to seek comments on new models for health care
innovation. As noted, CMS is already a significant partner assisting states with
innovation models through Medicaid and broader, multi-payer efforts. This is a strong
foundation upon which to build, and now we have the opportunity to dramatically
enhance the impact of these programs.
Whatever models CMS chooses to support, it is important to have a focal point such as
CMMI to work with states and jointly build additional capacity for innovation. In addition
to coordinating policies and operations within CMS, it would be helpful to states if CMS
could facilitate even greater coordination and communication with other federal
agencies to ensure that federal and state resources are used most effectively.
Thank you for the opportunity to comment. The Fund would be pleased to answer any
questions raised by this response and provide additional comments as you consider
future options.
Sincerely

Christopher F. Koller

November 20, 2017
Ms. Seema Verma
Administrator, Centers for Medicare and Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244
Dear Ms. Verma,
On behalf of the Milbank Memorial Fund Multi-State Collaborative, I appreciate the
opportunity to comment on the Centers for Medicare and Medicaid Services (CMS)
Innovation Center (CMMI) New Direction Request for Information.
The Milbank Memorial Fund is a nonpartisan operating fund committed to improving
population health by connecting leaders and decision makers with the best evidence
and experience. The Fund’s Multi-State Collaborative (MC) is a key source of
encouragement and serves as a communication mechanism for multi-payer efforts to
transform primary care, specifically through aligning payment strategy to primary care
practices, quality and utilization measurement and practice improvement technical
assistance. The MC, supported by the Fund since 2009, is a voluntary group of leaders
representing 20 statewide and regional multi-payer primary care transformation
initiatives. It provides a forum for members to share data and experience through
participation in collaborative learning, and advocate for improved partnership between
the states or regions and the federal government on new and ongoing initiatives, which
includes several versions of advanced alternative payment models (APM). As an
example of our reach and commitment, the Milbank MC held a 2 day in-person meeting
for 40 representatives of 17 states or regions, with a combined agenda of didactic
topical presentations and working sessions focused on achievement of the CPC+
milestones. The following comments on behalf of the Fund’s Multi-State Collaborative
will focus on the opportunities to expand participation in APMs and to refine them, as
well.
We strongly support CMS’ stated goal of spreading uptake in Advanced APMs;
Medicare as the largest purchaser of health care in the country rightly must continue to
take a leadership role in testing and evaluating provider-directed payment reforms. We
suggest this acceleration could be achieved through CMMI’s continuation and
expansion of the state or region-based models that align Medicaid and commercial
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payer participation with Medicare in programs such as the Comprehensive Primary
Care Plus (CPC+).
There is no question that CMMI’s entrance into previous demonstrations and initiatives
served as a powerful catalyst for public and private payer organizations’ involvement in
earlier iterations of APMs. One only need to look back a few years to the Multipayer
Advanced Primary Care Practice (MAPCP) demonstration and the Comprehensive
Primary Care (CPC) initiative, both of which started in 2011 and ended in 2016. The
MAPCP broke ground by allowing Medicare to join into already established state-based
multi-payer primary care transformation programs, in contrast to the later CPCI where
CMS had explicit milestones and other expectations of its participants and partners.
By taking a prominent, if at times delicately balanced leadership role, CMMI spurred on
the direct involvement of the now over 60 payers in 18 states and regions involved in
the CPC+, all on a voluntary basis. There is an appetite for these innovations, and if
CMS takes action, the state and private payers follow suit. No matter how strong the
leadership at the state or private payer level, our experience of the last 10 years has
been that federal leadership around payment reform is essential to driving change.
As noted earlier, the Fund’s Multi-State Collaborative supports CMMI programs for
multi-payer primary care transformation, including expanded use of APMs. Specifically,
primary care practices participating in the CPC+ in either Track 1 or Track 2 are
considered to be advanced APM Entities, an appropriate and realizable mechanism for
moving into the next phases of transformation.
We understand that CMS is giving consideration to a new model involving the concept
of direct primary care. We suggest that this should be viewed as part of the continuum
of advanced APMs for primary care practices, ranging from CPC+ Track 1 on one end,
through Track 2 and finally to direct primary care. Regardless of the trajectory of any
new model concerning direct primary care, most practices will not yet be ready to move
to a payment model involving full primary care risk on day 1. Therefore, it is essential
that CPC+ stay its current course as a five-year model testing the effects of Track 1 and
Track 2, both relative to fee for service and relative to each other. This is consistent
with CMMI’s commitment to small scale (regional) testing as a start, moving the needle
further as practitioners, payers, patients and other stakeholders refine and expand the
models beyond the current participant populations.
In a multi payer health care environment, delivery system transformation can only
continue if economic signals are consistent. Evidence is emerging from the evaluations
of the CPC Initiative which supports continuation of the infrastructure found in the
CPC+, including but not limited to the areas of multi-payer collaboration, data feedback
and aggregation, and care delivery quality improvement activities. These areas of
improvement are at risk without adequate administrative resources for the dedicated
and hardworking CMMI staff, who are covering the responsibilities of their own tasks as
well as numerous vacant positions.
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It is critical to note that it has taken years, now moving into decades, for the impacts of
interventions implemented through the CPC+ to be credibly measured and reported
upon. This brings home the point that behavior change, that of systems, clinicians and
most important that of patients, is a gradual process, and we applaud the relatively longterm commitment to the CPC+ through 2023. CMMI’s continued participation and
leadership are essential for the continuation and credibility of these interventions.
Please do not hesitate to contact me with questions.
Sincerely,

Lisa Dulsky Watkins, MD
Director, Multi-State Collaborative
Milbank Memorial Fund
645 Madison Avenue, 15th floor
New York, NY 10022

Alicia Berkemeyer
Vice President, Primary Care and Pharmacy Programs
Arkansas Blue Cross and Blue Shield
601 South Gaines
Little Rock, AR 72201

Joseph R. Cunningham, M.D.
Divisional Senior Vice President and Chief Medical Officer
Blue Cross and Blue Shield of Oklahoma
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HealthSCOPE Benefits, Inc.
CPC+ Payer Partner in regions:
Arkansas, Michigan, Ohio/Northern Kentucky, and Oklahoma
27 Corporate Hill Drive
Little Rock, AR 72205

Mindy Stadtlander, MPH
Executive Director, Medicaid and Network Services
CareOregon | CareOregon Advantage | CareOregon Dental | Columbia Pacific CCO | Jackson Care Connect |
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Thomas J. Foels, MD, MMM
Executive Vice President and Chief Medical Officer
Independent Health
511 Farber Lakes Dr.
Buffalo, NY 14221

Qiana Thomason
Vice President, Population Health Solutions
Blue Cross Blue Shield of Kansas City
2301 Main
Kansas City, MO 64108

Thomas Schenk, MD
Senior Vice President, Chief Medical Officer
HealthNow New York, Inc.
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Briefly about me:
Brian J. Miller, M.D., M.B.A., M.P.H. is an Adjunct Assistant Professor at the University of North Carolina KenanFlagler School of Business where he teaches in the MBA program on insurance design with Gail Wilensky and an
Internal Medicine Resident at MedStar Georgetown University Hospital. He previously served as Medical Officer in
the Office of New Drugs at the Center for Drug Evaluation and Research at the Food & Drug Administration (FDA).
Dr. Miller previously completed his Public Health residency at the Johns Hopkins University. He served as a Special
Advisor at the Federal Trade Commission, a Senior Policy Fellow for Health IT at the Federal Communications
Commission, a Fellow at the Centers for Medicare & Medicaid Services, and a Managed Care Fellow at Johns
Hopkins HealthCare LLC. He is a member of the FSMB Workgroup on Physician Wellness and Burnout. Dr. Miller
received his M.D. the Feinberg School of Medicine at Northwestern University, his M.B.A. from the Kenan-Flagler
School of Business at the University of North Carolina at Chapel Hill, and his M.P.H. from the Bloomberg School of
Public Health at the Johns Hopkins University. He is board-certified and licensed to practice medicine in D.C.
Some thoughts for you:
Most of the previous CMMI models focused on small interventions in an otherwise very large program (e.g. a 1-3%
risk corridor for shared savings is not a meaningful target nor worth exerting the operational effort). Think big picture
tools of insurance design. Cost in healthcare is a function of price, volume, and intensity. If we regulate price and
volume, physicians can increase the intensity of care delivered -- and they do as research from the CMS Office of the
Actuary has shown. FFS regulates price and volume, but not intensity. Episodic bundling regulates price, volume, and
intensity for a defined care episode or period of time. Capitation is a series of bundles....bundled together. To quote
Tom Scully, "Let's bundle pre-acute care. Let's bundle acute care. Let's bundle post-acute care. Then let's bundle
them all together. And you get Medicare Advantage!"
Consumer-Directed Care & Market-Based Innovation Models
-Tiering and steering: A classic tool of insurance design that doesn’t exist in the Medicare FFS world. Medicare is an
any-willing provider network, with a felony required for program exit. In addition to the current risk-corridors
associated with MIPS, build network design into the FFS program and use tiering and steering of providers to drive
consumer choice towards higher quality and/or lower cost providers.
-Site of service: eliminate site of service restrictions for telehealth services, and instead of listing permitted services,
list excluded services. The Medicare market for telehealth services is <0.01% of the program. By opening this
marketplace and tying a discount factor to the GT and GQ telehealth modifiers, CMS could increase competition and
expand the geographic market for care delivery for a multitude of healthcare services. For example, a 99214 might
have reimbursement of $80, but a 999214 GT (factor 0.5) would only be reimbursed $40.
Medicare Advantage
MA, while imperfect in the big picture, facilitates global budgeting for healthcare expenditures via the very nature of its
risk-adjusted capitation. Even better than the above, one could use the CMMI waiver authority and transition all
Medicare FFS beneficiaries to MA. This would transition the Medicare program from its confusing dual-role as a
health plan operator and regulator into solely a health plan regulator. The FDA is similar, functioning only as a
regulator for pharmaceutical products and not a manufacturer or compounder.
Program Integrity
Current structures focus on pay and chase, and are largely unsuccessful with CPI efforts saving $42M from 2012 2014. For a $500 billion program, this is just embarrassing. Integrating an automated risk-based pre and postpayment review system into the FFS program could be effective in not only identifying but also preventing upcoding,
unbundling, multi-charging, and other fraudulent practices. E.g. if the average hip replacement takes 90 minutes, and
a provider bills for 20 hip replacements in day for a single physician, that would be coded as a high risk score.
Many vendors make these software products for either the private insurance market or the telecom and consumer
retail financial services marketplaces (i.e. credit card fraud prevention).
Parting thoughts:
Don't be afraid to make some people upset. If everyone is pleased, no real change is occurring.
----------------------------------Please call if questions.
Good luck,
Brian Miller, MD, MBA, MPH

We recommend CMMI test and promote models of care that provide comprehensive,
integrated health care that includes integrated medical, behavioral and oral health
services as well as access to appropriate social supports. For far too long, oral health
has been seen as separate from physical health and not given adequate attention in the
development of new payment and delivery models[1]. However, addressing a person’s
oral health needs is essential in ensuring improved health outcomes and is a necessary
component of patient centered care.1 We urge CMMI to place an emphasis on
developing models that focus on treating the whole person and improving integration of
oral health services into all aspects of health care.
Oral health integration requires recognizing that oral health is an integral part of overall
health and wellness. It necessitates that primary care and other medical providers take
responsibility for the oral health of their patients by providing education, and appropriate
services and referrals, and that payment and technology support integration efforts,
quality and integration. To that end, we recommend CMMI promote the following
strategies:
• Integrate referral systems, where all providers, including dentists, screen for
general health needs and refer to an appropriate provider, creating no wrong
door for entry into the health care system[2]
• Develop and enable shared electronic health records (EHR) systems that enable
both dental and medical providers to easily view each other’s entries and
communicate directly. A recent study showed that lack of access to integrated
information technology is one of the leading barriers to oral health integration [3]
• Co-locate services, better enabling integrated care delivery. Especially promising
are new models where a dental hygienist, dentist, or dental therapist works in a
primary care office or clinic or a nurse practitioner or physician assistant works in
a dental office2
• Embed oral health education in health sciences curricula, to prepare new
workforce for integrated care delivery3
• Include oral health in new payment and delivery models2
U.S. Department of Health and Human Services. Oral Health in America: A Report of
the Surgeon General. Rockville, MD: U.S. Department of Health and Human Services,
National Institute of Dental and Craniofacial Research, National Institutes of Health, 2000.
2 Chazin, S., & Crawford, M. Oral Health Integration in Statewide Delivery System and
Payment Reform. Washington, DC: Center for Health Care Strategies, 2016.
[1]

[1]

U.S. Department of Health and Human Services. Oral Health in America: A Report of the Surgeon General.
Rockville, MD: U.S. Department of Health and Human Services, National Institute of Dental and Craniofacial
Research, National Institutes of Health, 2000.
[2]
Chazin, S., & Crawford, M. Oral Health Integration in Statewide Delivery System and Payment Reform.
Washington, DC: Center for Health Care Strategies, 2016.
[3]
Hostetter, M., & Klein, S. In Focus: Integration Oral Health into Primary Care. Washington, DC: The
Commonwealth Fund, 2015.

Hostetter, M., & Klein, S. In Focus: Integration Oral Health into Primary Care.
Washington, DC: The Commonwealth Fund, 2015.
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Nancy Franke Wilson, M.S.
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Minnesota Oral Health Coalition
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November 16, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building, Room 445–G
200 Independence Avenue, SW
Washington, DC 20201
Dear Administrator Verma:
On behalf of the Mississippi Hospital Association, Forrest Health and Mississippi stakeholders,
we are pleased to jointly submit our recommendations in response to the Medicare Center for
Innovation (CMMI)'s request for information (RFI) on the future direction of the Innovation
Center. Specifically, CMMI is asking for feedback on a new direction to promote patient-centered
care and test market-driven reforms that empower beneficiaries as consumers, provide price
transparency, increase choices and competition to drive quality, reduce costs, and improve
outcomes, and how future models can complement what CMMI has learned from existing
initiatives.
We believe CMMI should continue to pilot ideas and fund concepts developed in its State
Innovation Models that seek to improve health care outcomes and reduce costs while meeting the
unique needs of local patient populations, including models that are designed to change the way
rural, safety net hospitals deliver care and are paid. These models, currently being tested in
Pennsylvania, Maryland, and Vermont, are consistent with the guiding principles and focus areas
identified in the RFI. One of the eight focus areas identified in the RFI is State-Based and Local
Innovation, which recognizes that "States play a critical role in innovation and delivery of high
quality care," and are well equipped to work with CMS "to drive better outcomes for people based
on local needs." We especially agree that these state-based models should vary based on the "needs
and goals of each state for improving care and lowering costs" and provide states with more
flexibility for multi-payer reforms and increasing opportunities for physicians to participate in
value-based models.
The large number of rural, safety net hospitals in the State of Mississippi offers an excellent testing
ground for CMMI to pursue state-based innovation models with the goal of improving patient
outcomes and reducing costs in a manner that best meets the need of local communities served by
these hospitals. In recent months, we have looked at the global-budgeting models being tested in
Pennsylvania and elsewhere to determine their applicability to Mississippi and have had extensive
communications with Mississippi state officials on pursuing an opportunity to redesign healthcare
in Mississippi through a CMMI State Innovation demonstration. While the precise demographics
and health care needs of the local population served by rural hospitals in other states differ from
those of Mississippi, we are confident that the global budgeting framework developed under the
CMMI State Innovation Model can be successfully applied in Mississippi, with potential

replication in other states like Mississippi's where a large percentage of financially at-risk hospitals
serve low density populations.
CMMI's State Innovation Models demonstrate that viable
alternatives exist to a traditional Medicare reimbursement system, which creates perverse
incentives in the delivery of rural hospital care that fail to account for the unique health care needs
of the local patient population served by these hospitals. Global budgeting has the capacity to right
size the rural hospital delivery system by better aligning hospital services to patient needs while
bringing greater stability and certainty to financially vulnerable hospitals on which these
communities depend.
Further, CMMI State Innovation Models may offer opportunities for individual physicians and
practice groups participating in value-based payment models, including those being developed
under the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA). Many rural
hospitals suffer from physician recruitment and retention problems. We believe that this problem
could be partly addressed by CMMI State Innovation test models where global budgeting accounts
for MACRA value-based incentive payments for eligible physicians at participating rural
hospitals. Additionally, CMMI State Innovation Models that test global budgeting for rural health
care can potentially foster physician specialty practice models that better align specialty practices
affiliated with the hospital to the unique health care needs of the local population, e.g., prepaid
care for treating medically complex beneficiaries and chronic care coordination.
State Innovation Models are consistent with the guiding principles identified by the Innovation
Center in the RFI. First, models premised on the concepts of global budgeting will potentially lead
to a reduction in burdensome requirements and unnecessary regulations that are common to the
traditional Medicare reimbursement system. A key advantage of global budgeting is that is allows
hospitals to tailor services to the unique demands and needs of the local community. Under the
traditional Medicare reimbursement system, hospitals are incentivized to engage in revenuemaximizing activities that may bear little relation to the actual health care needs of the local
community, thus resulting in a misallocation of scarce financial, technological and personnel
resources. Second, tailoring hospital services to meet actual needs of the local community is
consistent with the principle of patient-centered care by offering patients the services they require
for continuum of care. Third, global budgets for participating hospitals under State Innovation
Models are formulated openly in collaboration with governmental or quasi-governmental
agencies, affected stakeholders, and payers. The nature, scope and volume of services being
offered by participating hospitals and the anticipated revenue associated with such services are
openly discussed as part of the hospital transformation and budget planning process, with input of
affected stakeholders and representatives of the local community. Lastly, CMMI State Innovation
Models foster transparent model design and evaluation. Pennsylvania, for instance, received a
State Innovation Model design grant of $3 million in which needs assessment and alternative
delivery and payment models were developed with stakeholder input under the supervision of State
elected officials. Indeed, because they are statewide in nature, CMMI State Innovation Models
require broad consensus-based decision making and the support of elected officials in the design
and evaluation of testing models.
In conclusion, we urge CMMI to continue to pursue its State Innovation Models as part of its new
direction in testing new health care delivery models and payment reforms, including funding
eligible states to both design and test innovation models. Such models are consistent with the
2

guiding principles identified by the Innovation Center in the RFI. Specifically, we urge CMMI to
continue to fund models that test different ways rural health care is delivered and paid for with the
goal of reducing costs and more effectively addressing the unique health care needs of local
communities.

Sincerely,

_________________________________
Timothy H. Moore
President/CEO
Mississippi Hospital Association

____ ______________________
Evan Dillard
President/CEO
Forrest Health

cc:
Amy Bassano
Acting Deputy Administrator for Innovation and Quality and Director & Acting Director, Center
for Medicare and Medicaid Innovation
Stephen Cha, M.D.
Director, State Innovations Group
Center for Medicare and Medicaid Innovation
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November 20, 2017

RE: Request for Information on CMS Innovation Center New Direction

To Whom It May Concern:
Moffitt Cancer Center (Moffitt) appreciates the opportunity to submit comments in response to the Centers for Medicare &
Medicaid Services (CMS) request for information (RFI) on the future direction for the CMS Innovation Center.
Moffitt Cancer Center is the only National Cancer Institute-designated Comprehensive Cancer Center based in Tampa,
Florida, a state which ranks #2 in the nation for cancer incidence and mortality. Founded in 1986, Moffitt’s sole mission is to
contribute to the prevention and cure of cancer. Moffitt provides cancer care to residents of all 67 Florida counties and all 50
states, producing superior outcomes for survival, quality of life, and patient satisfaction. Outpatient visits total more than
350,000 annually and we treat more than 50,000 individual patients each year, a large percentage of which are Medicare
beneficiaries. Moffitt also maintains active collaboration with healthcare providers and research institutions across the U.S. in
order to elevate the standard of oncology care. Research is also an important part of the Moffitt mission with over 450 clinical
trials and total annual research support of approximately $145 million.
The clinical resources arrayed at Moffitt coupled with groundbreaking research combine to produce superior patient
outcomes. Survival rates and quality of life measurements for Moffitt patients far exceed the national average across all
stages and types of cancer. Our center has been consistently ranked among the top cancer hospitals by U.S. News & W orld
Reports since 1999.
Moffitt has developed over 50 cancer care clinical pathways – complex clinical decision support “trees” based on the latest
evidence-based data and patient characteristics (genetics, disease state, progression). These pathways have been
deployed at Moffitt and its clinics. Moffitt is also pioneering innovation in healthcare payment reform and care delivery in
partnership with commercial payers; three alternative payment models (APMs) are presently underway:
 Oncology Total Cost of Care Model
This program offers Moffitt an opportunity to share savings if the total cost of providing care to patients for certain types
of cancer is less than a targeted trend. Disease sites represent high volume cancers such as breast, lung, and colon.
 Oncology Chemotherapy Medical Home
This model is structured as a medical home. Patients are attributed to the medical home based upon a new course of
chemotherapy treatment. Payments are based on fee-for-service, with an opportunity to share in savings if cost is less
than a targeted trend.
 Colonoscopy Shared Savings Program
This model offers Moffitt an opportunity to share savings if the cost of a colonoscopy episode is below the payer
established target for cost. The target, defined using claims data, is risk adjusted and practice specific.
All of our APMs include a quality threshold which consists of nationally recognized quality metrics with a goal to include
patient reported outcomes (PROs) in the future. In addition, Moffitt also has experience with bundled payments designed to
reimburse a care provider or hospital up front for a defined episode of care under a single fee or payment. Moffitt assumes
the risk for complications and follow-up care for an established period following the procedures.
Below is specific feedback to several questions CMS raised in its recent “Centers for Medicare & Medicaid Services:
Innovation Center New Direction” posting.
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Guiding Principles
 Choice and Competition in the Market
Moffitt fully supports consumer choice and competition in the healthcare market. Unfortunately, Medicare Advantage
(MA) plans can restrict beneficiaries from seeking care from Medicare providers via narrow networks. This prevents
certain Medicare Advantage patients from accessing value-based, quality-driven care at Moffitt, the only Comprehensive
Cancer Center in the state. Such prohibition can limit patients to a narrow network of providers, which may not be
sufficient to allow Medicare beneficiaries to access the specialized services they require, especially in cases involving
complex, rare, or difficult to diagnose cancers. The innovation center should explore alternative MA models that
open up greater provider choice for participants. To the extent that decisions by Medicare Advantage plans to
exclude certain providers are driven by cost concerns, CMMI should encourage MA payers to work with National Cancer
Institute-designated Comprehensive Cancer Centers to test value-based payment approaches with the goal of
optimizing quality and efficiency of care while leveraging the medical expertise of the specialty cancer care providers.
 Patient-centered Care
Moffitt fully supports patient-centered care. Our multidisciplinary clinics are designed to inform patients of comprehensive
treatment options; each patient is unique. This guides our approach to the planning, delivery, and evaluation of health
care that is grounded in mutually beneficial partnerships among patients, families and health care providers. It is founded
on the understanding that the family plays a vital role in ensuring the health and well-being of patients of all ages. We
empower patients to determine how they will participate in care and decision-making. Essential principles include
treating patients and their caregivers with dignity and respect, information sharing, participation, and collaboration.
These elements are also essential components of developing successful APMs.
 Transparent Model Design and Evaluation
Transparency is necessary to foster collaboration in order to best design and build impactful and inclusive value-based
models. Clearly defined evaluation criteria should alleviate cumbersome application requirements. Moreover, the
Innovation Center should pilot scalable APMs that leverage existing resources whenever possible. Excessive
administrative burdens and operational challenges deter participation in APMs. For example, aligning reporting
requirements and quality measures across APMs, or standardizing public and private metrics, would reduce the burden
on providers and facilities, thus allowing more time and resources to focus on patient care.
 Small Scale Testing
Moffitt recognizes the value of small scale pilots in order to fully vet new APMs, collect lessons learned, and develop
effective, scalable models. In fact, due to the complexity of cancer, which comprises hundreds of distinct diseases and
can be further stratified by stage and by specific genetic manifestations, pilot programs of much smaller scale than used
for orthopedic care, cardiac surgery and other modes might be a necessary first step toward building sound and scalable
value-based payment models for oncology. CMS has a willing partner in Moffitt; our center is interested in participating in
pilot programs to support the development of value-based payment models and healthcare transformation. We are
currently engaged in several pilots with commercial payer partners. The goal of these pilots is to gain experience, share
data, and develop insights to drive innovative solutions for payment reform.

Focus Areas
 Increased Participation in Advanced Alternative Payment Models
Moffitt has engaged in strategic partnerships with commercial payers for APMs that reward value and quality.
Unfortunately, many hospital-based facilities and all Prospective Payment System (PPS)-Exempt Cancer Hospitals,
including Moffitt, do not qualify for participation in the Oncology Care Model (OCM), the CMS APM most aligned with the
care our center provides. We encourage CMS to develop APM pilots with comprehensive cancer centers that are the
national leaders in oncology care.
 Physician Specialty Models
There is a great need for CMS to expand APMs to include more specialty care providers. Moffitt fully supports the
positive work the Physician-Focused Payment Model Technical Advisory Committee (PTAC) is doing to foster physicianfocused APMs. However, there is an overly heavy emphasis on independent physician practices, specifically primary
care providers. This focus is not applicable to all physician employment relationships, such as Moffitt where our
physicians are employees, not independent contractors. In addition, CMS needs models suitable for the specific
challenges of specialty diseases. Moffitt is uniquely positioned to support models that cover full episodes of care for
complex diseases such as cancer, and our center is interested in piloting value-based oncology models. A critical
element to advancing any model is a comprehensive understanding of the historical total cost of care data, which is
discussed in more detail below.
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Model Design – Total Cost of Care
In order to transform clinical care and reduce costs, CMS must foster APMs covering total cost of care (TCOC), and
not just in any one modality. TCOC models are beneficial as they are robust enough to capture cost shifts between
modalities or later in the patient care experience. CMS is testing alternative payment models for oncology care, with an initial
pilot program that focuses on chemotherapy costs. While this is an important first step, the OCM model is limited in its
approach to care. Moffitt’s clinical pathways offer a tool to look at cancer care in a more holistic manner. We welcome the
opportunity to work together with CMS to devise and test payment models that encompass all modalities of care including
chemotherapy, surgery, and radiation. While antineoplastic pharmaceuticals are a significant component of cancer care,
these drugs only account for approximately 20-30% of total treatment costs. A transformational, innovative oncology model
would encompass the totality of costs for a cancer episode, including surgery and radiation treatments, ancillary drugs,
inpatient hospitalizations, etc. Such a model is necessary to address the complexities of diseases like cancer and allow for
specialized, comprehensive care facilities and providers to participate in APMs. The current focus on physician-based
practices and chemotherapy initiation is too narrow and does not allow for a full understanding of the entirety of cancer
episodes and related costs.
Moffitt recommends a cancer episode model which includes the TCOC for attributed cancer patients for a defined cancer
episode. The facility-based attribution would be built on plurality of visits plus a trigger event, such as surgery,
chemotherapy, or radiation therapy, and the number of episodes would be based on a definition of each cancer type
included. The total cost would provide a view of all care for the attributed patient related to the cancer, both at the facility as
well as external provider offices or other facilities. Importantly, CMS’ ability to provide and share data gives facilities and
providers an important look into the care outside their respective facilities and the opportunity to coordinate patient care.
A TCOC model emphasizes comprehensive care and reduces the administrative burden of breaking out specific treatments
or portions of care. Costs are reduced through a focus on quality and decreasing redundancies. The model also advances
the concept of attribution so providers actively coordinate patient care, including with external providers and facilities. While
the model is based on a fee-for-service payment platform, data insights from the entire cancer episode allow for enhanced
understanding of the care continuum. This promotes care coordination, thus improving outcomes and reducing cost.
To reduce administrative and reporting burdens, CMS may leverage existing measures, such as those required through
OCM or other models and regulatory requirements. Shared data and learnings from participating facilities inform model
refinements, guide treatment decisions, and ultimately improve health outcomes.
Moffitt has successfully implemented a TCOC Shared Savings oncology model with a commercial payer. In addition, Moffitt
is collaborating with the Alliance of Dedicated Cancer Centers (ADCC) to develop a TCOC lung cancer episode pilot that will
th
be discussed with CMMI at a meeting on November 29 . We strongly believe in the potential of TCOC models to transform
healthcare reimbursement. Our team is open to working with CMS to share our experience and lessons learned from these
endeavors and support the development of an oncology TCOC APM pilot.

Challenges
 Benchmarks
One challenge with the TCOC model is determining the correct benchmarks, both financial and quality measures, to
allow for continuous innovation and improvement. An effective approach to the financial benchmark could be the rate of
spending growth for a facility as compared to peers or a regional comparison of Medicare per capita costs. Existing
quality metrics, such as those currently employed by OCM and other CMS models or regulatory requirements, could be
leveraged to mitigate the development of new measures. In addition, continuous improvement for already highperforming organizations may be a challenge, thus performance against a threshold may be a more appropriate
measure than improvement.
 Risk Stratification
Risk stratification remains a challenge for payment models, including TCOC. However, risk stratification is a key
component for managing population health, as it allows for the identification of patients and allotment of services based
on specific characteristics. Consideration of risk factors is especially important for models that include patients with
complex and chronic diseases, such as cancer, and when comparing community providers to those at oncology-specific
facilities. Adjusting for risk based on broad cancer categories may be easier to administer, but there are still significant
differences in treatments within these broad groups. Therefore, it is imperative that an oncology APM include an
adjustment for disease stage and other pertinent factors specific to the cancer type. One illustrative example is
the HER2 status of a patient with breast cancer. The HER2 gene mutation has been associated with targeted therapies
that confer significantly higher costs, and thus patients need to be stratified within the TCOC model. The evolution of
targeted therapies is rapidly occurring in many cancers resulting in differential costs.
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 Attribution
Early identification of attributed members allows for more proactive care coordination and interventions to improve
outcomes. Retrospective attribution, while easier to administer, limits the ability of providers to coordinate care on the
front end or impact the episode. Earlier identification and attribution of patients allows for improved coordination of care,
enhanced outcomes, and reduced costs.

Data-Driven Decision Making
An innovative approach to developing new APMs would be for CMS to make clinical and cost data, both historical
and current, readily available and easily accessible to providers and facilities. This would allow healthcare
professionals to review existing performance measures and provide insight and suggestions for how to curb costs or develop
new approaches. Data is essential to making informed care and financial decisions. The lack of data currently available in a
cost-effective and user-friendly format limits transparency and innovation. Moffitt is an ideal partner for CMS to advance data
initiatives that transform the quality and cost of healthcare, specifically oncology care.
Moffitt has made a clear investment developing world-class capabilities in data science. We view data science as
foundational for realizing the promise of precision oncology to save and improve the lives of cancer patients, as well as for
devising new models for health care delivery and payment. Our infrastructure includes an electronic medical record
integrated with state-of-the-art clinical pathways, ongoing implementation of molecular data models, high-speed computing,
molecular diagnostics platforms, imaging platforms, and our Health and Research Informatics (HRI) data warehouse.
Moffitt’s HRI platform supports translational research, state-of-the-art clinical pathways and accountable care analytics, and
the practice of patient-centered medicine. Clinical information currently available in the HRI includes cancer diagnosis, stage,
chemotherapy, radiation therapy, surgery, hormonal therapy, demographics, co-morbidities, clinical lab values, and survival.
Patient self-reported data include information on smoking, alcohol, physical activity, diet, medication use, review of systems,
use of complementary and alternative medicine, quality of life, and other psychosocial factors. Information on the availability
of blood and tumor tissues, and associated gene expression profiles, is also included in the HRI. All of these data can be
queried in their de-identified form, with identified data accessible for use only with appropriate regulatory approvals. In short,
Moffitt excels at using data to inform cancer care delivery and payment models.
Data sharing is essential to developing a robust TCOC model in order to understand costs. From our experience in
developing APMs, Moffitt has realized the importance of data to inform:
 Risk Stratification
As a dedicated cancer center, the acuity and complexity of cases at Moffitt is higher than commonly seen in the
community. For example, we have noted that for patients with acute leukemia, specialized services, such as bone
marrow transplants (BMTs), have a significant impact on costs. Moffitt is a national Center of Excellence for BMTs, a
treatment requiring expertise and facilities that are not available in most community settings. Lack of risk adjustments
for acuity makes it difficult to compare cost trends among facilities.
 Novel Therapy Adjustment
Data show that comprehensive cancer centers, such as Moffitt, are quicker to adopt new technologies and innovative
treatments. This negatively impacts our costs since novel therapies are usually more expensive than standard
treatments. Thus, an adjustment is necessary to accommodate for and promote new therapies in order to make
these treatments available for patients.
 Population
Population size is important in order to be able to draw statistically significant conclusions from data. If the data set is
too small, outliers can negatively skew analytics.
 Benchmarks
A robust data set is necessary to identify both financial and quality benchmarks. Facilities need to be able to access
and analyze comprehensive CMS data in order determine accurate and appropriate model benchmarks.
 Timely Reporting
Timely reporting, as it relates to attribution, has significant ramifications on the ability of healthcare providers to
identify beneficiaries and mitigate total costs through care coordination and interventions. This is an inherent limitation
of retrospective attribution models.
Moffitt recognizes the data management challenges of a total cost of care model. However, we believe data analysis is
essential to building informed, cost-effective payment models that promote quality and reduce costs. Moffitt is uniquely
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positioned with the resources and expertise to pilot analytical models. We are committed to searching for diligent and
innovative solutions to data obstacles in order to realize the benefits of informed care.

Clinical Pathways
Treatment outcomes, such as improved survival and quality of life, are measurably better for patients treated at Moffitt
than at almost all other centers for all types and stages of cancer. Since 2009, Moffitt experts have worked to map out
exactly how these outcomes are attained with the goal of creating clinical pathways that physicians can follow to achieve
the best results in any given scenario. Clinical pathways allow the standardization of care by recommending specific
treatment strategies based on the best available medical evidence, the extent of disease, prognostic and medical
indicators, nationally accepted recommendations, and other key differentiators such as patient preference, quality
indicators, cost effectiveness, local expertise, and clinical research opportunities. While guidelines are general and define
multiple acceptable treatment options, pathways are specific and personalized based on individual factors.
Moffitt’s Clinical Pathways Program exemplifies how we are building data systems to generate information that improves
patient care. Each of the 55 individual clinical pathways presents a structured multi-disciplinary care plan that defines the
essential steps in the care of patients with a specific type of cancer. Moffitt is not the only organization to create clinical
pathways, but our pathways may be the most comprehensive tool of its kind. While most pathways programs have
focused mainly on chemotherapy or radiation therapy alone, we have outlined treatment strategies that reflect the full
spectrum of cancer care, from initial diagnosis through survivorship or until the end of life. Our further goal is to address
TCOC as we develop the pathways to provide clinicians with the tools they need to improve outcomes and cost
effectiveness.
Utilizing pathways adds value. Multiple studies, referenced in Appendix A, have demonstrated that the use of cancer
clinical pathways can decrease overall costs of care while preserving, if not enhancing, quality. Additionally, pathways
offer the prospect of improved patient engagement and decision making which could be a major step forward in the quest
to create patient-centered healthcare systems that support patients in managing and organizing their own care. Data
derived from clinical pathways utilization is used to understand practice patterns and best practices related to outcomes
and evaluate the costs of care allowing better performance in value-based payer contracts.
In support of the shift from fee-for-service to value-based payment systems, the development and integration of pathways is
a transformational platform for value. Pathways are based on medical evidence and best practices that limit variances in
treatment protocols. They are a prospective way of providing a high-level roadmap that defines major clinical milestones.
Pathways focus on the best option in any given scenario giving the patient a quicker recovery and more improvement
overall. In theory, the patient requires fewer procedures, medications, tests and other interventions during the course of their
care, thereby incurring less expense than they would if anything less than optimal treatment choices are made.
As we continue our development, clinical pathways will afford the opportunity to incorporate detailed cost information and
embed quality endpoints into the clinician-patient interface to support value-based care decisions. For these reasons, payers
have been interested in working with Moffitt in a collaborative manner to test and better define new models of payment. For
more information on Moffitt’s clinical pathways and their impact on TCOC, see Appendix B.

Alternatives to Fee-for-service and Medicare Advantage
 TCOC
As presented above, total cost of care models enhance traditional fee-for-service payments. The TCOC model
emphasizes comprehensive, coordinated care that drives quality. Shared savings rewards providers for performance
based on patient outcomes and costs. This approach reduces cost by revising the financial incentive for providers and
modifying behavior to promote system sustainability and accountability.
 Bundle-based Payments
Moffitt also has experience developing and operationalizing bundle-based payments for oncology care. This model is
designed to reimburse a care provider or hospital up front for a defined episode of care under a single fee or payment.
Facilities assume the risk for complications and follow-up care for a defined period following treatment and procedures.
Our center is interested in pursuing bundles for early-stage cancers.

Payment Waivers
CMS should implement novel therapy and appropriate risk adjustments for cancer patients, as mentioned above, to improve
trends relative to the market. Care coordination or care management fees should also be included. Care coordination has
demonstrated value by positively impacting length of stay, emergency room utilization, and readmissions without requiring
significant font-end infrastructure. This is an upfront investment in patient care that reduces costs in the total care continuum.
MOFFITT CANCER CENTER
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Additional Considerations
 Physician Engagement
Physician engagement in developing new payment methods is critical. True understanding of the data and resulting
opportunities will only be achieved with physician partners. At Moffitt we have an engaged physician organization with
interest in reimbursement innovation, and we have allocated resources that support ongoing education, operations, and
future scalability.
 Facility Focus
In cancer care, facilities can be as much of a driver in optimizing quality and costs as physicians. Consideration
and resources toward APM development should be allocated to both. Facilities play an important role in understanding
cost and quality drivers of the entire cancer care continuum. CMS should consider pilot opportunities for physician and
facility-based models equally.

Moffitt Cancer Center appreciates the opportunity to provide input into the development of Alternative Payment Models and
the future direction of the Innovation Center. Moffitt is pioneering transformative payment arrangements and we are happy to
answer any questions or provide additional details. We welcome an opportunity to partner with CMS to develop innovative
and sustainable payment models.

Sincerely,

Cynthia Terrano, CPA
Vice President Payer Strategies
Moffitt Cancer Center
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Appendix B – How Do Pathways Increase Quality and Improve Outcomes?
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November 17, 2017

Seema Verma
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244

Amy Bassano
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244

Submitted via email to CMMI_NewDirection@cms.hhs.gov
Re: CMMI Request for Information: Innovation Center New Direction
Dear Administrator Verma and Acting Director Bassano,
I am writing on behalf of Molina Healthcare, Inc. (“Molina”) in response to the CMMI Request for
Information requesting input on the new direction of the Innovation Center. Molina was founded over
35 years ago to provide quality health services to financially vulnerable families and individuals covered
by government programs. We have long served Medicaid children and families through our managed
care plans. Through our work in the Financial Alignment Initiative (FAI), MLTSS programs, and Behavioral
Health programs, Molina along with our State partners and CMS have endeavored to improve the
quality of care and health outcomes for some of our Nation’s most vulnerable citizens.
Our daily interactions with members constantly remind us of the deep responsibility we have to help our
members live with good health, access to services, dignity, and happiness. We would like to thank CMS
for this opportunity to comment on the new direction of the Innovation Center. Below our comments
are organized into 1) general feedback and 2) feedback on the specific areas raised by CMMI.
General Comments
Molina Healthcare supports the guiding principles laid out by the Innovation Center. As part of the
implementation of the Affordable Care Act, the health care community has taken steps to refocus access
and delivery of health services. While great strides have been made over the last several years, we must
not lose sight of the importance of patient centered care, choice, and transparency. Developing,
evaluating, and testing new models that are supported by the Innovation Center will lead to improved
outcomes at a lower cost for our nation’s most vulnerable citizens.
Comments on Financial Alignment Initiatives
Molina Healthcare operates six Medicare-Medicaid Plans (MMPs) and is the largest MMP overall by
enrollment. We have learned that achieving the full benefits of the program and full integration of
Medicare and Medicaid benefits is not a simple task and takes time but is well worth the time and effort
invested. Year over year, results show improvements in quality, satisfaction, transitions, across Molina’s
MMPs. Molina would like to express its strong and full support of CMS providing additional

opportunities for plans, states, and CMS to continue our partnerships to advance integrated care for
some of the most medically and socially vulnerable individuals for more years to achieve the greatest
learnings and outcomes of the MMPs.
Improvements over the Years
Complex demonstrations such as the MMPs need significant time to show results. Molina, CMS, and our
state partners have invested heavily in building up these models, and each year, progress is being made
and refinements are leading to more successes. We believe the full potential of the MMPs are yet to be
realized as members and providers become more educated and familiar with the opportunities
presented by the model and plans/states continue to revise their approaches to best suit the needs of
members and providers. The following table shows a glimpse at how one of Molina’s MMPs has
improved CAHPS scores from 2015 – 2017. Improvements are expected to continue as we continually
work to improve the patient-centered integrated model.
Example of Molina MMP CAHPS

2015-2017 Change

Getting Needed Care

8.5% improvement

Getting Care Quickly

3.7% improvement

Health Plan Customer Service

12.8% improvement

Rating of Health Plan

19.6% improvement

Rating of Health Care

2.5% improvement

Snapshot of Early Success
Further illustrating the potential of the MMP, Molina would like to present an example of our success to
date in just one state, for just one year of the demonstration in rebalancing individuals into the
community to live fuller lives in the least costly and restrictive setting of their choice. Taking a sample of
2016 Molina MMP members in one of our plans, the PMPM for members who transitioned out of a
facility decreased by 65%. In just one year in one of Molina’s MMPs, we successfully transitioned 827
members into the community who have remained integrated to this day. Not only were there significant
cost savings associated with these moves, our members are living in the least restrictive settings
possible, actively integrated into their communities with their loved ones. We expect data such as these
to only grow in strength as the demonstrations are allowed to continue.
Furthermore, looking at 2016 data for a sample of Molina members who transitioned from our D-SNP to
our MMP in one state, we experienced:
 9% reduction in emergency room visits/1,000 members;
 11 % reduction in inpatient days/1,000 members; and a
 21% reduction in hospital admissions/1,000 members.
Across Molina’s MMPs, in 2016 alone, we achieved a community transition rate of just shy of 10% of our
total nursing facility population – an accomplishment we are very proud of and believe illustrates the
great potential the MMPs offer members, states, and CMS. In addition, 96% of our members who were
living in the community in 2015 remained in the community in 2016. Because of these successes, Molina

remains fully invested in the longevity, success and growth of the MMP across all our states. Molina fully
supports the demonstrations but wants to encourage and partner with CMS to explore leveraging the
successes of the MMPs towards building an integrated product that is available to all MedicareMedicaid beneficiaries.
Comments on Mental and Behavioral Health Models
We recognize the critical need to be innovative in the area of behavioral health. With the opioid crisis
impacting every state, there has never been a more important time to develop new models to
effectively treat substance use disorder. Integrating care for all of an individual’s needs—both physical
health and behavioral health—is the only way to bend the cost curve and improve outcomes. For
behavioral health we offer the following comments:
Model Design
The behavioral health needs of beneficiaries can differ significantly from beneficiary to beneficiary,
making the options for model design seem nearly limitless. There are, though, some factors that play a
key role regardless of an individual’s diagnosis, need for care, or location.
In the behavioral health field, there are not nearly enough qualified providers to treat the number of
individuals in need of care. By expanding the use of telemedicine models throughout the behavioral
health spectrum, providers would be able to treat a significantly higher number of patients.
Telemedicine models can be developed for behavioral health needs, substance use disorder (SUD),
detox, and medication-assisted treatment (MAT).
Very often, benefits for pain management, behavioral health and SUD are separated from each other as
well as from the physical health benefit. This results in multiple silos for those seeking care; however, it
is abundantly clear that behavioral health needs, pain management needs and substance use disorder
needs are intertwined. By integrating benefits and eliminating the physical medicine, psychiatric care
and addiction medicine care siloes, we increase access to appropriate services and eliminate barriers
that contribute to inadequate and wasteful care.
Under current benefit structures, there is no way to focus care on geriatric individuals with SUD. A
model that expands coverage and highlights polypharmacy, physiologic changes related to aging (i.e.,
liver metabolism), accident risk, and dementia in the setting of underlying behavioral health diagnoses
and inadequate family/social support systems would allow for appropriate care for this population.
Regardless of the model(s), the Innovation Center should consider testing improved data sharing
agreements in its development of models as an approach for better integration of care across various
providers.
Molina believes that behavioral health models of care should be comprehensive and should integrate all
areas of care including physical health, pharmacy, behavioral health and SUD. New models should
include prevention and maintenance elements, not only care at the moment of crisis
intervention. There should be expanded focus on outpatient interventions and more seamless
collaboration between public/county resources.

Payment Considerations
One option to innovate in the payments space is to create bundled payments for complex treatments in
the primary care setting such as withdrawal management and MAT. This would allow for the providers
to include interdisciplinary team members who add value to outcomes but may not be aligned with the
CPT reimbursement (addiction counselors or peer support specialists). The system should reward those
provider groups that provide outcomes data.
Engaging Beneficiaries
In the case of BH and SUDs, there should be efforts to engage family members and other means of social
support. Proper involvement can be lifesaving like in the case of a spouse that is well trained on the use
of naloxone in the event his wife accidentally overdoses on her opioids. In keeping with efforts to
engage beneficiaries and the full spectrum of a beneficiary’s care team, Molina supports payment
waivers that are focused on MAT for alcohol, opioids, and tobacco.
Thank you for the opportunity to provide comments on these proposed quality measures.
Sincerely,

Carolyn M. Ingram
Vice-President, Public Policy
Molina Healthcare Inc

The Montana Hospital Association (MHA) appreciates the opportunity to offer information and
comment to the CMS Innovation Center. A summary of our recommendations is as follows:
1. We respectfully request that CMMI engage frontier states and territories (isolated areas with
populations that are tiny compared to those of most states, and which lack major urban areas) in
designing demonstrations for new service and economic structures for healthcare delivery.
2. We request that CMMI work with frontier[1] areas to develop attainable assessment and evaluation
models based on realistic numbers within participating areas.
3. We would welcome a chance to review and redefine with CMMI/CMS healthcare concepts such as
“choice,” “competition,” and the related assumptions about cost and quality within a frontier context.
The rationale for these requests is as follows.
Over the last several years, many promising models have been proposed to reduce health care costs
while improving patient outcomes and care quality. However, none have been of a scale or structure
that would permit realistic participation by the nation’s truly remote and rural – that is, frontier – health
care facilities. Even using the word “scale” in the preceding sentence lends itself to reinforcing
unhelpful mindsets regarding frontier healthcare. “Scale” tends to imply systems that can be reduced or
increased in size while preserving basic functionality. Frontier healthcare needs its own model, or
perhaps even models: we need to relinquish the idea that offering adequate modern healthcare to
isolated, remote populations can be economically feasible. There are reasons why Costco does not
locate stores in frontier communities.
This should not be taken as an excuse to abandon tax-paying Americans, many of whom are veterans,
living in frontier communities. Alaska and Montana have two of the highest numbers of veterans per
capita in the nation (Washington Post, 11/11/14.) It does mean that rethinking what “healthcare” looks
like, and defining the minimum acceptable healthcare services locally available, is imperative. The
American Hospital Association (AHA) has developed a task force on Access to Care in Vulnerable
Communities; they have defined both rural and urban vulnerable communities as needing focus and
consideration.
The challenge posed by demonstration projects and other means of testing operational models in
frontier environments is partially indicated by the numbers in the table below. To achieve statistical
validity, recent models (the CMMI Accountable Health Communities model, for example) require
numbers of participants that are unattainable in a frontier context. None of the five states below,
Nevada excepted, has a total population of Medicare beneficiaries as large as the number (225,000)
required by the AHC as project participants.
Nevada is included in the table below because the state petitioned for inclusion in what is currently
CMMI’s single frontier demonstration project, the Frontier Community Health Integration Project
(FCHIP). Nevada has some resources that all or most of the other states listed below lack – a major
[1]

“frontier” being defined by HRSA by several variables, including population density of 6 or fewer
persons per square mile, https://www.ruralhealthinfo.org/topics/frontier#definition, retrieved
10/26/17)

medical center in Las Vegas, and a medical school, for example. Additionally, Nevada’s total population
– due primarily to the nearly 2 million people in Clark County – is half the population of all five states
together. However, Nevada does have vast remote stretches served by frontier Critical Access Hospitals;
their rural population faces the same access and distance issues as the other four states.
State

population

Montana
Wyoming
North Dakota
Alaska
Nevada
Totals

1,042,520
585,501
757,952
741,894
2,940,058
6,067,925
Census.gov 10/19/17

Medicare
beneficiaries
201,359
95,055
118,883
83,863
453,032
952,192

Area in sq. miles
147,040
97,818
70,762
663,300
110,567

Kaiser Family Foundation
KFF.org 10/19/17

Expanding this table to include U.S. territories would further illustrate the point that multiple states and
territories are simply too small to participate in demonstrations that require large numbers to validate
results. Evaluations and projects structured to address issues in small population areas would ensure
that frontier areas are not excluded from healthcare reforms, and that critical access hospitals are not
forced into closure by attempts to fit their operations into urban-scale models.
Finally, we contend that “competition” and “choice” mean something entirely different in a community
where the nearest tertiary center is between 75 and 308 miles away. Below is a table illustrating
distances from nine critical access hospitals in Montana to the nearest tertiary centers. In Montana’s
larger cities, three have two hospitals. The other larger communities have one. “Shopping” for care is
not a practical reality in frontier states. It should be noted that for the communities listed below, the
distance to a tertiary center is also the distance to the nearest airport, should a patient wish to seek care
out-of-state.

Table 3. One-Way Distance from the 9 Montana F-CHIP Communities to a Tertiary Center
with a Level II Trauma Center and Specialty/Subspecialty Care
Distance in Road Miles
Ekalaka to Billings
Terry to Billings
Circle to Billings
Culbertson to Billings
Forsyth to Billings
Big Timber to Billings
Chester to Great Falls
Sheridan to Missoula
Philipsburg to Missoula
Average distance

260 miles
184 miles
266 miles
308 miles
102 miles
83 miles
94 miles
180 miles
75 miles
172 miles

From “Framework for a New Frontier Health System Model: A Proposal to Establish a New ‘Frontier
Health System’ Provider Type and Conditions of Participation,” submitted to HRSA November 12, 2012.
To state the obvious, competition and choice as a means to drive down costs make sense only when
there are multiple competitors. Sufficiently isolated areas, such as those that comprise much of Alaska,
Wyoming, Montana, North Dakota, Nevada, and large portions of some other western states and U.S.
territories, cannot be viewed entirely through the lens of current U.S. free-market models. Amazon
can’t provide healthcare. Some services must be provided locally if they are to be effective (emergency
room care, as one clear example), but the drivers of ordinary free-market or capitalist economies –
primarily volume – aren’t there and never will be. Today, the market manages such circumstances by
requiring customers to order on-line or drive to commercial centers. For healthcare, this is not feasible
and will result in deaths.
An opportunity to help design or execute demonstration projects that recognize this limitation of
remote rural areas that need fundamental services, but also strive to attain high quality care at the
lowest possible cost, would be welcome.
We hope to be offered a true opportunity to participate in CMMI’s next attempts to re-conceive and
refine U.S. healthcare.

Victoria Cech
Foundation Director, MHA
2625 Winne Avenue | Helena, MT 59601
www.mtha.org | Facebook | Twitter

November 20, 2017

Submitted electronically via email to CMMI_NewDirection@cms.hhs.gov
Seema Verma
Administrator
Centers for Medicare and Medicaid Services (CMS)
Department of Health and Human Services
P.O. Box 8013
Baltimore, MD 21244‐8013
RE: CMS Request for Information: Innovation Center New Direction
Dear Administrator Verma,
The Montana Primary Care Association (MPCA) appreciates the opportunity to provide comment on
CMS’ Request for Information (RFI) on a new direction for the Center for Medicare and Medicaid
Innovation (CMMI). MPCA is the state‐based membership organization for the federally qualified health
centers of Montana.
Montana’s health centers are consumer‐driven and patient‐centered organizations that serve as a
comprehensive and cost‐effective primary care home for the state’s most underserved communities
including both poverty and rural populations. In 2016, Montana FQHCs served as the health home for
over 106,000 medically‐underserved Montanans, the majority of whom live below the Federal Poverty
Level and face multiple social and environmental factors which impact their need for health care and
their ability to access care appropriately. With over 40 sites, FQHCs are required to provide affordable
comprehensive primary care to these individuals, regardless of their insurance status or ability to pay for
services.
Over 50 percent of Montana health center patients are Medicare or Medicaid beneficiaries. Both
programs are of critical importance to health center patients, providing them with health care coverage
they may not otherwise be able to afford. CMS’ RFI to ensure that these programs are promoting
patient centered care while increasing quality and improving patient outcomes is an important step in
ensuring continued access for Medicare and Medicaid beneficiaries.
Role of Health Centers in Innovation
Health centers, through their mission, structure and programmatic focus, provide high quality and cost‐
effective preventative and primary care to their patients. They have experience managing not only their
patient’s physical, oral, mental and behavioral health but also addressing the economic, social, and
environmental factors that directly impact patients’ health. These social determinants of health are key
components of a patient’s care, as they are often the root causes of increased costs and poorer
outcomes. Health centers’ focus and experience make them a valuable partner in transformation efforts
and a leader in driving innovation for our most vulnerable populations.

Through CMMI’s efforts to date, we are seeing a variety of innovative models take shape across the
country. In Montana, the State Innovation Model grant assembled a broad sampling from Montana’s
healthcare community together to consider a variety of issues and options for advancement in the
delivery of healthcare in our state. In addition to MPCA’s and MT FQHC’s engagement in the SIM Grant
and other efforts supported by the Center, health centers across Montana also collaborate with our
state Medicaid agency on a variety of initiatives and in FQHC‐specific payment reforms that allow for
more transformative use of the medical home model. With these experiences in Medicare and
Medicaid innovation and the health center mission to provide high quality, comprehensive care, health
centers can offer valuable lessons and best practices to engage the safety net and our most vulnerable
patients, ensuring any transformation is appropriately capturing and positively impacting the whole
population.
As CMS looks toward a new direction for CMMI, we believe there are some important considerations it
should take into account.
There is no “one size fits all approach” to effective innovation. Health center experience shows
that there is no “one size fits all” approach to innovation and patients and care team members
have valuable experiences to contribute to these conversations. We believe that CMS should
incorporate flexibility when developing and implementing new models or screening tools. We
also recommend that CMS and states fully engage stakeholders in the development process, as
this will promote successful participation and implementation, especially among underserved
populations who are sensitive to research and data collection efforts. Finally, as a rural state, we
urge CMMI to consider the unique implications of healthcare delivery in low population states
and the challenging barriers that exist in those environments.
Health centers and other safety net providers need the appropriate infrastructure, timelines,
and support to participate in innovation and should be included in any new innovation
models. While many of Montana’s health centers are engaged in various stages of payment
reform, health centers and other safety net providers often point to challenges that currently
limit their ability to further engage in these efforts. These challenges can include limited
capacity, unrealistic timeframes, and a lack of alignment across efforts. Past experience shows
that due to limited capacity or resources, the safety net can be left behind when new and
innovative models are tested at the state or federal level. We believe without inclusion in
innovative models (such as our current exclusion from CPC+), a core set of patients and
providers are left behind. We encourage CMS to ensure that all providers are included in new
models and have the appropriate resources, timelines, and infrastructure they need to
participate including the unique challenges often faced by rural providers. For example,
difficulty affording an expensive internet connection can hinder practice transformation goals
for health centers in rural and frontier areas.
Policy changes may be needed to ensure provider participation. We welcome the opportunity
to work with CMS on policy changes to support health centers’ ability to deliver care in ways
that best meet patient needs and contribute to quality and cost goals. For example, providing
reimbursement for telehealth services or for multiple visits in the same day will help encourage
providers to increase their use of cost‐savings technology and to further integrate patient care.

In closing, Montana’s health centers have been providing critical access to healthcare for over 40 years
to rural and underserved Montanans and serving as the safety net for the most vulnerable while
continuing to innovate and drive savings for federal and state budgets. MPCA appreciates the
opportunity to submit comments on this important Request for Information and thank you in advance
for consideration. MPCA’s member health centers and staff would be happy to provide any further
information that would be helpful.
Sincerely,

Cindy Stergar
Chief Executive Officer
Montana Primary Care Association

I believe Medicare should reward physicians who are willing to see Medicare patients instead of
punishing them with so much busy work. We have a small office and it is hard to try to meet the
measures so we aren’t penalized. Until there is one EHR system, what you want us to do is just busy
work for us it has nothing to do with taking care of a patient.
When we were trying to decide what measures to report, every time I called Medicare to try to select
measures, I was given a different answer about which measures I could report on a claims basis. It is
way too confusing and so much information it is hard to keep up with. I think the goal of CMS is to have
all doctors work for a hospital instead of being independent providers.
In Montgomery, it is hard to find a primary care doctor taking new Medicare patients. So many of the
patients we see in the hospital, don’t have primary care doctors. If you are able to refer a patient to a
primary care office, the patient gets scheduled to see a NP. Doctors don’t want to have their income
threatened because they didn’t report enough quality measures.
We have been Medicare providers for 38 years. For years, our doctors saw any patient referred to us
and they never once asked what kind of insurance the patient had or even if they had insurance. It
didn’t matter to them. Their only interest was providing care for the patient. They can’t practice like
that anymore. There are so many requirements, authorizations, from Insurance Companies. Every
office visit has to be authorized, every prescription has to be authorized and every test ordered has to
be authorized. On top of all of those requirements, now you have Medicare putting all of this extra
work on physicians.
You are going to have more and more physicians refusing to take care of Medicare patients. You are
punishing the very doctors who are willing to take care of Medicare patients. It is ridiculous to be asked
at every office you go to “have you had a flu shot”. A patient gets asked that because the doctors are
trying to come up with measures that are easy to report. Crazy!!
Janet Moore

Hello,
Dr Morelli here.
I wondered if CMS had a program by which physicians who came up with novel money saving
idea / study would participate financially in the CMS savings.
If so please let me know who I should talk to.
Thanks thanks,
Vm
Vincent Morelli
Meharry Medical College

Myla Respo se to CMS RFI o I

ovatio Ce ter New Directio

Myla supports the aim of CMS to foster a affordable, accessible healthcare system that puts patie ts first, a d
welcomes the opportu ity to co tribute i put to the future directio of the I ovatio Ce ter. The I ovatio
Ce ter guidi g pri ciples as proposed by CMS i the rece t Request for I formatio provide a good framework
to fi d further ways to accomplish a affordable, accessible healthcare system that prioritizes patie ts.
Myla is a global pharmaceutical compa y committed to setti g ew sta dards i healthcare. Worki g together
arou d the world to provide 7 billio people access to high quality medici e, we i ovate to satisfy u met
eeds; make reliability a d service excelle ce a habit; do what's right, ot what's easy; a d impact the future
through passio ate global leadership. We offer a growi g portfolio of more tha 7,500 marketed products
arou d the world, i cludi g a tiretroviral therapies o which more tha 40% of people bei g treated for
HIV/AIDS globally depe d. We market our products i more tha 165 cou tries a d territories. We are o e of
the world's largest producers of active pharmaceutical i gredie ts. Every member of our more tha 35,000stro g workforce is dedicated to creati g better health for a better world, o e perso at a time. I the U.S.,
Myla provides o e out every 13 prescriptio s a d offers more tha 600 medici es at a average price of 25
ce ts per dose. We have a prove track record of providi g value as last year alo e our ge eric medici es saved
the U.S. healthcare system more tha $250 billio . We curre tly have o e of i dustry’s most robust biosimilars
pipeli es i hopes of expa di g access for U.S. patie ts a d healthcare system.1
Of the model desig s proposed by CMS i the RFI o the I ovatio Ce ter New Directio , we focus our
comme ts o the Prescriptio Drug Models. While we see be efit i the other model desig s, a d a ticipate
some degree of overlap betwee the objectives of these various model desig s, our comme ts to this RFI will
ce ter o Prescriptio Drug Models give our history of deliveri g value to the healthcare system a d patie ts.
There is urge t eed withi the healthcare system to ide tify ew models for prescriptio drug payme t that
alig i ce tives, i corporate ‘value’ i decisio -maki g from a appropriate perspective, a d i crease
competitio . The U.S. has embraced off-pate t competitio from ge eric medici es, a d has made great strides
i achievi g systemic value through utilizatio of ge eric medici es over the past 30 years. The challe ge rests
i the eed to achieve similar value for complex specialty medici es as they lose pate t protectio , without
taki g decades to achieve uptake of more affordable competitive alter atives. I 2016, ge erics accou ted for
89% of prescriptio s dispe sed i the U.S., but o ly 26% of total drug costs; co versely, pate ted specialty drugs
comprised 1% of prescriptio s a d 32% of total drug spe di g.2
Stakeholders withi the healthcare system agree o the value ge eric medici es bri g; eve the origi ator
pharmaceutical i dustry, represe ted by PhRMA, has recog ized “the savi gs created by ge eric copies free up
resources to i vest i ew treatme ts – creati g headroom for i ovatio ”.3 I ovatio that addresses u met
patie t eeds is vital to our healthcare system, a d the ge eric i dustry is proud to support access to medici es
for patie ts, whether directly through competitio or by freei g system resources to fu d ew, pate t1
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protected therapies with real be efit for patie ts. It is the bala ce of i ovatio a d competitio – two vital
compo e ts – that have bee key to the success the U.S. has experie ced i savi gs a d thus value creatio for
small molecule medici e over the years.
To achieve a healthy pharmaceutical ecosystem that bala ces i ovatio a d access, however, systemic
i ce tives must exist to e courage competitio followi g pate t expiry. This is particularly importa t i the case
of specialty medici es that do ot fit the mold of traditio al ge eric oral solid dose medici es, a d are ot
readily substitutable withi the retail pharmacy – for example, biologic products admi istered i physicia
offices or i fusio ce ters. Existi g commercial i terest throughout the healthcare delivery chai may preve t
mea i gful uptake of off-pate t competitio for specialty medici es i the abse ce of a shift i behaviors that
alig s systemic value with stakeholder value. The system ca ot solely rely o the ge eric medici es model of
automatic pharmacy substitutio to achieve value i specialty medici es; i ovative models are eeded i ma y
i sta ces.
Developi g model desig s that alig i ce tives to promote off-pate t competitio a d reward value offered by
specialty ge erics will require careful co sideratio of u i te ded co seque ces of impleme tatio ; while the
followi g proposals are i itial suggestio s, all require sig ifica t further thought to reach a operatio alizable
desig .
Value-based I ce tives for Payme t i Medicare Part B
CMS has rece tly fi alized policy o i dividual HCPCS codes for biosimilars as part of the FY 2018 Medicare
Physicia Fee Schedule fi al rule, recog izi g that the policy cha ge will create a more stable, certai market
e viro me t, thereby spurri g competitio a d i ovatio . We applaud CMS for maki g this policy cha ge to
remove a active disi ce tive for biosimilar utilizatio i Medicare Part B, a d co cur that the additio al
certai ty created because of this cha ge will have a critical impact o the use of biosimilars.
This policy cha ge o its ow may ot be sufficie t to positively i ce tivize biosimilar utilizatio , however. The
statute applies the same i ce tive payme t for biosimilars as for refere ce products (+6% of refere ce ASP). I
doi g so, it seeks to egate a disi ce tive that would have existed were the +6% to be based o the biosimilar
ASP, give the a ticipated lower price of biosimilars a d proportio ately lower i ce tive payme t. The
challe ge is that receiving he same paymen does no encourage physicians o change behavior. I the abse ce
of additio al drives to cha ge behavior, it is plausible that remai i g with the status quo a d co ti ui g to use
the refere ce product despite availability of a more affordable alter ative will pose the path of least resista ce
for ma y prescribers.
Curre tly, payme t is calculated as ASP of the biosimilar plus 6% of the refere ce product price; this is
ma dated i the law. The most straightforward way to e courage further biosimilar utilizatio would be to
ame d this calculatio a d i troduce differe tial reimburseme t, e.g. i creasi g the perce tage payme t for
biosimilars above 6% to 8% or 10%. If it is withi the ma date of the I ovatio Ce ter to explore differe tial
reimburseme t a d pilot such a approach to i form future ame dme t of the statute, this would be a
welcome i itiative.
As CMS pilot authority allows, it could be helpful for CMS to study pote tial i ce tives for physicia use of offpate t competitors that co siders additio al structures where permissible or ma dates for use of more
affordable alter atives, based o the i here tly higher value achieved by these more affordable products for
2

the same quality, safety a d efficacy as the refere ce product. This could be accomplished by e couragi g the
use of more affordable products, reduci g the payme t for the refere ce product o ce off-pate t competitio
exists, or a combi atio of both to shift savi gs from payme t for refere ce product to off-pate t competitio .
I troduci g first-use requireme ts for products that offer better value could be a other optio for assessi g the
feasibility of this approach; for example, this could be piloted withi the co text of i itiatives like the O cology
Care Model that already i corporate value reimburseme t.
The co sideratio of value payme t may exte d beyo d e couragi g off-pate t competitio to also i corporate
i ce tivizatio of ew, i ovative medici es that represe t a real improveme t i disease treatme t; for
example, ew products that receive a breakthrough therapy desig atio from FDA or are co sidered by FDA to
be oteworthy first-i -class treatme ts.
While it is importa t to e sure co ti ued reimburseme t of all products give diverse patie t eeds, i ce tives
to use high-value treatme ts that may preve t future health system costs could provide a systemic udge to
co sider costs beyo d the short-term. This applies to e couragi g off-pate t competitio that offers better
value-for-mo ey, as well as, to ew products that provide value over existi g therapies or other health
i terve tio s; for example, treatme ts that cure disease may provide value above the lo g-term costs of
ma agi g the disease, i cludi g hospitalizatio a d other system costs.
A sig ifica t challe ge posed by this approach is i reachi g a accepted defi itio of ‘value’, particularly whe
the ‘value’ is derived i compariso to o -pharmaceutical costs. As CMS co ti ues to give this area further
thought, it is importa t that the simple view of cost-effective ess as a fu ctio of patie t outcomes a d cost
should ot be overlooked or u derstated. More affordable alter atives of the same molecule should always
qualify as higher value (e.g. ge erics a d biosimilars). The challe ge i defi i g ‘value’ is greater whe
co sideri g ovel product i ovatio that reduces overall system costs across a disease lifetime, represe ts a
departure from previous treatme ts for a disease, or otherwise is difficult to compare with other therapies
based o differe t e dpoi ts or patie t populatio s, but models explori g this exist a d could be i corporated
i co sideratio (e.g. Memorial Sloa Ketteri g’s Drug Abacus https://drugprici glab.org/tools/drug-abacus/).
A additio al challe ge is i bala ci g use of a value i ce tive to foster market developme t without creati g
a u attractive market. It will be importa t to use value i ce tives for more affordable alter atives judiciously
to drive market formatio without stymiei g future competitio .
Be efit-Shari g of Treatme t Savi gs
I the curre t system, physicia s are ot co siste tly ma dated or e couraged to use a more affordable
alter ative, a d a y savi gs accrue at the systemic level, far removed from direct physicia or patie t impact.
Recog itio that the choice to prescribe a more affordable alter ative could result i improved patie t care may
be sufficie t i ce tive for ma y physicia s to make this behavior cha ge. A similar co cept has bee tested i
previous I ovatio Ce ter models explori g bu dled payme ts for a episode of care or gai shari g withi a
hospital setti g.
A be efit-shari g i ce tivizatio model has bee tested i E gla d, with impressive results both for utilizatio of
more affordable alter atives a d improveme t i patie t care. Southampto Ge eral Hospital e gaged i a
gai -share agreeme t with the local Care Commissio i g Group (CCG) that pays for hospital-based services to
allocate a portio of savi gs resulti g from use of biosimilar i fliximab back to the hospital. These savi gs
3

otherwise would have bee realized e tirely by the CCG. Usi g these gai -share fu ds, the hospital hired a urse
specializi g i IBD to better support patie ts with their biologic treatme t. As reported by the Southampto
Ge eral Hospital IBD cli ical team, the prese ce of a specialist urse “resulted i sig ifica t gai s i care quality
a d costs”.4
Recog izi g the differe ces i healthcare system betwee the U.S. a d E gla d, the Southampto case
u derscores the ability to i ce tivize behavior cha ge based o the pote tial for improved patie t care, i stead
of through direct i ce tive payme ts for prescribers. Fu dame tally, however, the issue of i ce tivizi g cli ical
decisio -makers to select more affordable alter atives, such as biosimilar medici es, requires a i vestme t to
alig value to the system with value for the patie t. This ca be accomplished i ma y ways, whether by
‘recycli g’ a portio of savi gs resulti g from use of more affordable alter atives back i to patie t care, as was
show i the Southampto example, or by otherwise li ki g a be efit for patie ts a d healthcare professio als
with the uptake of more affordable alter atives, for example by issui g a bo us payme t based o reachi g
levels of utilizatio , or creati g a separate reimburseme t modality for more affordable alter atives u til
sufficie t market utilizatio is achieved.
Reduci g Patie t Cost-Shari g
Studies have suggested that a li k exists betwee fi a cial toxicity caused by patie t cost-shari g for treatme t
a d medicatio adhere ce, particularly i high-cost setti g such as ca cer care.567 As explored i rece t
co fere ces, a mai reaso for physicia retice ce to prescribe more affordable biosimilar medici es is the lack
of impact o patie t cost-shari g regardless of whether a refere ce biologic or biosimilar medici e is used.8
Experie ce i Medicare Part D with ge eric medici es has show that reduci g cost-shari g ca drive ge eric
utilizatio , ultimately providi g positive be efits ot o ly to Medicare, but also to the patie t by reduci g outof-pocket costs.9 Expa di g o this lear i g for Medicare Part B could result i improved utilizatio of more
affordable alter atives for specialty medici es.
The U.S. healthcare system is i urge t eed of i ovatio i service delivery a d payme t modalities. The ew
directio proposed by CMS for the I ovatio Ce ter is a welcome i itiative to develop pilot projects that will
tackle the core challe ges faci g Medicare a d Medicaid. We appreciate the opportu ity to submit i itial
4
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feedback o pote tial model desig s, a d look forward to collaborati g with the I ovatio Ce ter i further
co sideri g models to achieve a affordable, accessible healthcare system that prioritizes patie ts. It is worth
oti g that some of the ideas co tai ed withi would eed further a alysis of both feasibility a d evaluatio
agai st curre tly allowable alter atives u der existi g law a d guida ce. Recog izi g that a pilot co text may
provide CMS with a differe t framework to evaluate otherwise impossible methods, we offer these suggestio s
based o CMS’ call for i ovative ideas a d defer to the age cy for further evaluatio of what further cha ges
to law or otherwise may be eeded withi or to proceed beyo d a pilot setti g.
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November 20, 2017
Dear Members of the Review Committee:

On behalf of the National Action Alliance for Suicide Prevention (Action Alliance), I respectfully
submit these comments in response to the Centers for Medicare & Medicaid Services (CMS) Request
for Information regarding the new direction for the CMS Innovation Center. This is a unique and
important opportunity for CMS to direct its leverage and influence to address suicide – the 10th
leading cause of death in 2016 – as well as to improve health outcomes and reduce health care costs
by directing its attention to incentivizing the provision and financing of quality follow-up care
following an acute care behavioral health hospitalization.
The Action Alliance is the national public-private partnership charged with advancing the National
Strategy for Suicide Prevention and fulfills this mission by championing suicide prevention as a
national priority, catalyzing efforts to implement high priority objectives of the National Strategy
for Suicide Prevention (National Strategy), and cultivating the resources needed to sustain progress.

The Action Alliance is committed to advancing Goal 8 (Promote suicide prevention as a core
component of health care services) of the National Strategy. Objective 8.4 focuses specifically on the
critically important topic of care transitions (8.4: Promote continuity of care and the safety and
well-being of all patients treated for suicide risk in emergency departments or hospital inpatient
units).

In addition, improving care transitions is a key element of the national Zero Suicide initiative, an
evidence-informed quality improvement approach to suicide care. Zero Suicide is currently being
implemented in state public health systems and private sector health systems nationwide to
improve suicide care and reduce suicide deaths within a patient population – as we know that the
majority of individuals who die by suicide are connected to the health system shortly prior to their
death but fall through the cracks during a behavioral health crisis.
Health systems implementing Zero Suicide routinely report to the Action Alliance, which catalyzed
the launch of the Zero Suicide movement five years ago, that their most significant challenge to
comprehensively improving their delivery of suicide care is the financing of adequate follow-up
care following an acute care hospitalization.

A full-review of the evidence supporting enhanced outcomes for patients by improving behavioral
health care transitions was prepared by the Suicide Prevention Resource Center, entitled Continuity
of Care for Suicide Prevention and Research. This report outlines the overwhelming evidence that
supports improving care transitions as a key strategy for reducing the burden of suicide in our
nation.

Since this report’s release, the evidence supporting enhanced care transitions as a key strategy for
improving outcomes has only strengthened. Of particular note are:
• Among individuals who are at risk for suicide, suicide risk is particularly high following
their discharge from inpatient psychiatric and emergency department settings (Valenstein
et al., 2009; Weis, Bradberry, Carter, Ferguson, & Kozareva, 2006).
• While proactive follow-up with these individuals has been shown to effectively mitigate
suicide risk post-discharge (Fleischmann et al., 2008; Luxton, June, & Camtois, 2013; Miller
et al., 2017), this practice is not consistently included as part of the usual care that patients
receive.
This RFI presents an important opportunity for CMS to consider the opportunity to incentivize the
provision of quality and cost-effective follow-up care following acute-care psychiatric
hospitalizations as this critical follow-up care and case management is often not reimbursable
through traditional mechanisms, limiting its use in practice and preventing individuals at risk for
suicide from getting access to the high quality, evidence-based care they need to safely transition
from hospital to community. This is a missed opportunity – one that can result in suicide death,
additional suicide attempts, re-hospitalization, and increased healthcare costs and costs to the
community.

We encourage CMS to use its leverage, expertise, and influence to drive system and financing
changes to focus on how to incentivize health delivery systems to provide enhanced follow-up
services post-hospitalization as they would for other health conditions that often lead to costly rehospitalizations and poor outcomes.

Potential opportunities for CMS to consider include:
• Incentivizing the health care delivery system to develop and implement models to prevent
re-hospitalizations following a behavioral health acute care hospitalization as it has already
done for other health conditions that often result in repeat hospitalizations when best
practices for follow-up care are not followed.
• Support the development of alternative payment models that would further incentivize the
delivery of enhanced follow-up care and improve health outcomes.
As CMS considers a new direction for its Innovation Center, the Action Alliance asks that acute care
transitions be prioritized and that follow-up care models be examined. Through these efforts, CMS
has the opportunity to advance the diffusion and uptake of evidence-based healthcare practices
that can save lives.
Sincerely,

Colleen Carr, MPH
Deputy Director
National Action Alliance for Suicide Prevention, Secretariat
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November 20, 2017
Amy Bassano, Acting Director
Center for Medicare & Medicaid Innovation
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Dear Director Bassano:
The National Alliance on Mental Illness (NAMI) is pleased to submit the following comments to
the Center for Medicare and Medicaid Services’ (CMS) New Direction Request for Information
(RFI). NAMI applauds CMMI for its interest in working toward a payment or service delivery
model to improve health care quality and access while lowering the cost of care for Medicare,
Medicaid or CHIP beneficiaries living with mental illness.
In NAMI’s view, the six proposed guiding principles set forth in the RFI represent an important
opportunity for the Innovation Center to drive delivery of person-centered care models that
account for the priorities of individual patients. These person-centered models enable individuals
to participate in their own treatment and support services, helping to make sure that their
treatment and services are consistent with the outcomes and approaches important to them.
NAMI agrees that CMS should collaborate with health plans and providers to make necessary
patient-centered changes. NAMI believes it is also important that patient and caregiver
perspectives are considered, as these are essential stakeholders who can contribute personfocused expertise and experience regarding quality and value to every aspect of the design,
development, implementation and evaluation of the model and measures. As such, NAMI urges
CMS to include several overarching recommendations across the guiding principles that will
ensure alignment with patient-centered and family-focused care, help build new models for care
and enhance existing innovation models. Specifically, CMS should:
1. Develop and use transparent processes to consistently include patient and
family/caregiver perspectives about the quality and values important to them in models of
care, including in model design, development, implementation and evaluation;
2. Use publicly-reported quality measures that evaluate provider communications and
provision of care coordination and support services that equip patients and families to
make well-informed choices about care; and
3. Include patient- and family-reported experiences and outcome measures which capture
attributes of care quality and professional performance that are important to them.

3803 North Fairfax Drive • Arlington VA 22203
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With respect to the eight specific models for Advanced Alternative Payment Models (APMs)
listed in the RFI, NAMI urges CMMI to incorporate the following recommendations—all of
which fall under the category of “Mental and Behavioral Health.”
Alternative Payment Models Targeted to Adults with Serious Mental Illness
NAMI applauds the progress that CMMI has made in recent years in developing episodic
payment models for discrete conditions and procedures in the Medicare program. Orthopedic
joint replacement is perhaps the most prominent of these successful models. Bundled payments
across the breadth of knee and hip replacements has proven successful in improving quality and
outcomes as well as lowering costs. Holding the physician, hospital, physical therapists and
others jointly accountable for hospital-acquired infections, post-acute care, rehabilitation,
restoration of functioning and other outcomes serves as a model for other medical conditions.
NAMI believes that an episodic payment model has enormous potential for behavioral health, as
well. As in the case of joint replacement, schizophrenia can present itself with discrete episodes
that require immediate intensive care and significant post-acute follow-up. For example, an
episode of acute psychosis that results in hospitalization affords an important opportunity to hold
multiple providers accountable for outcomes, quality and costs. The attending inpatient
psychiatrist, the hospital, post-acute care such as day treatment and the community mental health
center (CMHC) can all be held responsible for stabilizing acute symptoms, ensuring post-acute
care, adhering to treatment and achieving agreed-upon outcomes. This is especially important
because, for both Medicare and Medicaid, a principal diagnosis of schizophrenia or other
psychotic disorder had the highest rate of 7-day all-cause readmissions in 2014.1
Similarly, the acute phases of bipolar disorder (mania and depression) and major depression
(suicidal ideation) afford enormous potential for bundled payment models that better align
incentives to ensure adequate post-acute care that improves outcomes and quality while also
reducing costly and avoidable readmissions.
NAMI recommends that CMMI explore episodic or bundled payment models for acute psychosis
in schizophrenia, mania in bipolar disorder and suicidal ideation in major depression.
Alternative Payment Models Targeted to Young Adults Experiencing First Episode
Psychosis
On October 16, 2015, CMS—along with the Substance Abuse and Mental Health Services
Administration (SAMHSA) and National Institute of Mental Health (NIMH)—released guidance
to states on how coordinated specialty care (CSC) can be covered under Medicaid to finance
targeted services for youth and young adults experiencing first episode psychosis (FEP). Key
components of CSC include recovery-oriented psychotherapy, family support and education,
medication management and primary care coordination, supported employment and education,
case management and, more recently, peer support.2 In addition, outreach and engagement has
1
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been determined to play a critical role in identifying young people with psychosis and engaging
them in treatment before their condition worsens and becomes harder and costlier to treat.
This evidence-based model results in young people achieving better outcomes, including staying
in school, working and experiencing improved quality of life.3 Research has shown that results
improve even more for individuals who are identified early and provided CSC treatment soon
after the initial onset of psychosis associated with schizophrenia. Importantly, research also
shows that CSC offers great promise in reducing the high costs currently associated with treating
schizophrenia in the U.S.4
Some CSC components are commonly covered, including medication management and
psychotherapy. In addition, some plans cover family support and education. However, other key
components may not be covered or are only partially covered under Medicaid, including case
management, primary care coordination, supported employment and education, peer supports
and outreach. All of these components are key to successful outcomes for patients with early
psychosis in CSC programs.
NAMI recommends that CMMI develop and implement an APM for CSC programs using a case
rate, bundled rate or other mechanism that covers the full array of services and supports that are
delivered in evidence-based CSC programs. In developing APMs for CSC programs, case and/or
bundled rates could be available for the first 24-36 months of intensive treatment, with adjusted
rates that support young people in maintaining gains as they transition to less intensive follow-up
care.
Integrating Primary Care into Specialty Behavioral Health
Individuals living with mental illness experience extremely high rates of mortality and morbidity
related to poorly managed co-occurring chronic medical conditions. Comorbidity of mental
health and medical conditions is very common. Specifically, people with schizophrenia and
bipolar disorder are up to three times more likely to have three or more chronic medical or
surgical conditions compared to Americans without these mental illnesses.
In the Medicaid/Medicare context, estimates are that fully one-third of the 9 million duallyeligible beneficiaries have a primary diagnosis of a mental illness. A 2006 study published by the
Centers for Disease Control and Prevention (CDC) revealed that individuals served by public
mental health systems die on average far younger than other Americans, often due to co-morbid
health conditions.5
It is important to put these studies in context: the available data seems to show that people with
mental illnesses like schizophrenia and bipolar in the United States have an average life
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expectancy similar to the citizens of poor sub-Saharan African nations—who lack access to clean
water and vaccinations against preventable communicable diseases.
In order to improve outcomes and quality and lower costs for this population, NAMI
recommends aggressive efforts aimed at addressing poorly managed comorbid chronic medical
conditions. For the past 5 years, CMS’ colleagues at SAMHSA and the Health Resources and
Service Administration (HRSA) have run multi-site demonstrations aimed at primary and
behavioral health integration. This has included efforts to co-locate primary health care services
in specialty behavioral health settings such as CMHCs. NAMI urges CMMI to review promising
outcomes from these demonstrations to assess how alternative payment models might be
employed to bring successful models to scale.
In doing so, CMMI should consider questions such as:
• How might bundled payments be structured to incentivize disease management services
for co-morbid chronic medical conditions so that CMHCs are rewarded for decreasing
utilization of emergency medical services associated with such conditions?
• What might be done to examine the role of social determinants of health in general (and
housing stability in particular) in driving quality, outcomes and costs for adults with
mental illness and co-morbid chronic medical conditions?
Addressing Challenges Around Health Information Technology
As noted above, the optimal way to treat mental illness (as well as substance use disorders) is to
couple treatment with primary care services—treating the “whole person” with comprehensive,
multidisciplinary services systematically combined to provide the best outcomes. Information
technology provides the vital link in this process by facilitating the exchange of authorized health
data between care providers. This gives clinicians a complete picture of a person’s health,
enabling them to make fully-informed treatment decisions. Providing technology-enabled,
coordinated, integrated care to people with mental illness can enhance outcomes, improve
efficiency and lower costs across the entire health care spectrum.
The cost of not providing IT incentives to behavioral health providers is enormous. In the
absence of electronic health records (EHRs), challenges in managing behavioral health
conditions lead to extraordinary costs. For example, a 2014 Rutgers University study of thirteen
low-income communities in New Jersey found that Medicaid recipients with serious mental
health and substance use disorders accounted for an astounding 43.2% of all hospitalizations in
these communities between 2008 and 2011, and comprised 75% of all “higher users.”6
These circumstances call for arming psychiatric hospitals, CMHCs, psychologists, social
workers and addiction treatment providers with the electronic tools they need to effectively serve
people with severe mental health and substance use conditions and address this public health
crisis. EHRs improve the quality of care, safety and coordination of care, reducing the risk of
medical errors.
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CMMI should undertake an aggressive effort to develop incentives for bringing behavioral health
IT into alternative payment models. The issues and questions that CMMI might want to consider
include:
•
•

The development of bonus payments for accountable care organizations (ACOs) that use
a single aligned system for sharing behavioral treatment information, and
A demonstration to test a limited waiver of the separate and burdensome consent
requirements under 42 CFR Part 2 that too often serve as a significant barrier to
integration of behavioral health treatment information.

Improving Outcomes and Quality of Life for People with Mental Illness
Finally, NAMI urges CMMI models to cover additional benefits, including supportive services,
that improve outcomes and quality of life for people with mental illness. Social determinants of
health are increasingly shown to play a significant role in health and well-being—a conclusion
shared by NAMI members who know, through decades of lived experience, that housing,
employment and education play a critical role in avoiding bad outcomes and experiencing
recovery. CMMI should explore fully covering evidence-based Supported Housing and
Supported Employment/Education models to achieve better health and life outcomes and reduce
avoidable emergency room visits and hospitalizations.
NAMI also urges CMMI to routinely cover outreach and engagement of people suspected of
experiencing the symptoms of serious mental illness and ensure that such outreach does not
negatively impact future rate-setting. It is also vital to ensure that provider financing mechanisms
support such efforts, even if an individual does not yet have a diagnosis.
In addition, NAMI strong urges CMMI to emphasize and expedite efforts to promote coverage of
integrated behavioral health expertise in primary care settings, including tele-mental health
services. Early identification of psychosis, bipolar disorder and major depression, among other
mental health conditions, is critical to changing the trajectory of mental illness for Medicare and
Medicaid beneficiaries. For this reason, NAMI recommends that CMMI work to remove
financing and regulatory barriers that limit effective integration of behavioral health expertise in
common access points to care, such as school-based health clinics, pediatric and adult primary
care, emergency departments and nursing facilities.
Thank you for providing NAMI with the opportunity to offer these comments.
Sincerely,

Angela Kimball
National Director, Advocacy and Public Policy
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November 20, 2017
Via email at CMMI_NewDirection@cms.hhs.gov
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244-1850
RE:

Centers for Medicare & Medicaid Services: Innovation Center New Direction
Request for Information

Dear Administrator Verma:
We appreciate the opportunity to respond to the Centers for Medicare & Medicaid Services’
(CMS) informal Request for Information (RFI) seeking feedback on recommended new
directions for the CMS Innovation Center, with the goals of promoting patient-centered care and
testing market-driven reforms that empower beneficiaries as consumers, provide price
transparency, increase choices and competition to drive quality, reduce costs, and improve
outcomes. The National Association for Home Care & Hospice (NAHC) is the largest national
association representing home health, hospice, and home care organizations, as well as paid
caregiving staff and the patients and families they serve. Home care and hospice providers serve
several millions of elderly, infirm and terminally ill individuals annually, and have a keen sense
of existing gaps in our nation’s health care system that negatively impact the quality of care and
life experienced by Medicare beneficiaries that may be mitigated by the development of
innovative care delivery models.
POTENTIAL MODELS
Advanced Illness/Palliative Care Model

While many Medicare beneficiaries are capable of managing their health care needs during
healthier years, the onset of frailty, multiple chronic conditions and, ultimately, advanced illness,
bring much greater complexity and a broader array of care needs, and account for a disproportion
of Medicare program spending. One of the most prevalent gaps in Medicare coverage is the lack
of care coordination available to individuals with advanced illness. While beneficiaries that are
enrolled in private coordinated care plans under Medicare may have the benefit of such care, the
vast majority of Medicare patients -- including the nearly 70 percent of beneficiaries who receive
care under fee-for-service Medicare – have very limited access to such care oversight and
coordination.
Various provider types have long recognized this care gap and attempt to address it through the
provision of palliative care and related services – physician groups provide such services and bill
under Part B, hospices create palliative care programs through a variety of structures (including
through physician practices and home health agencies), and home health agencies at times offer
palliative care services to their patients who are otherwise eligible for the Medicare home health
benefit. Other provider groups, including health systems, have also designed innovative patientcentered models to respond more appropriately to complex care needs. Each of these approaches
is an attempt to address a significant care need that is not formally recognized by the Medicare
fee-for-service program. These services are not universally available and, depending upon the
care model, may only partially bridge the care needs gap. NAHC believes that working to
address this care coordination gap holds great promise for ensuring that senior and disabled
Americans are better enabled to make care decisions in line with their personal values and
preferences and the more targeted and appropriate use of health care resources and services.
At the same time, while utilization of hospice care has increased substantially over recent years,
the median length of stay on hospice remains at approximately 18 days. We hear anecdotally
from hospice providers that patients are electing hospice care later in their disease trajectories,
many in the final days of life. This means that a significant portion of hospice patients (and their
family members) do not receive the full benefit that hospice has to offer, may experience higher
rates of acute care exacerbations during the final months (or days), and utilize futile health care
interventions that diminish the quality of their remaining lives. We believe that a variety of
factors contribute to late entry into hospice care, including lack of understanding or
misunderstanding of hospice care, lack of patient education related the variety of care options
available to them, potential bias toward curative treatment on the part of specialists, the difficulty
that some physicians experience in initiating conversations about advanced and terminal illness,
and the tendency for other care providers to delay referral to hospice care.
Recommendation:
The Innovations Center currently has a model under way (the Medicare Care Choices Model -MCCM) that offers curative services along with a subset of services offered under the hospice
benefit to patients who meet certain qualifications, including that they have a six-month life

prognosis. One goal of this model is to see if the offering of combined curative and palliative
care services, along with the opportunity for discussion related to hospice care, may help patients
to familiarize themselves with the hospice model and decide whether hospice is appropriate to
their care needs and personal values, and in cases where it is to prompt admission onto hospice.
It is our hope that this model will offer useful guidance on factors that help patients to make a
determination as to whether hospice is suitable for them.
However, because the MCCM requires that a patient be diagnosed as having a six-month
prognosis it significantly limits the model’s ability to demonstrate the full impact that the
services might have on engaging patients to make more deliberate care choices and, if
appropriate, preparing patients for more timely election of the hospice benefit. For this reason,
we strongly endorse the initiation of a model under the Innovations Center that tests a valuebased fee-for-service model that provides care management delivered by an inter-disciplinary
team (IDT) for patients with advanced illness who are believed to be entering the final year of
life. Under such a model the patient would have access to palliative care and support services,
coordinated care, and advance care planning discussions. Coordination of care efforts would
ensure closer oversight of patients, encourage more timely care interventions and referral to less
acute care settings such as home health, and reduce the incidence of acute exacerbations,
including hospitalizations.
Through institution of an advanced illness/palliative care model, CMS would have the
opportunity to gather important data related to the frequency with which advanced care planning
discussions are held, the various disciplines involved, the types of information that patients find
helpful in making care planning decisions, the degree to which these discussions facilitate better
and timely care planning decisions, and the degree to which they contribute to higher care
satisfaction. Further, data from such models will provide much greater insight into the various
comorbidities that accompany advanced illness.
It is our understanding that the Physician-Focused Payment Model Technical Advisory
Committee (PTAC), authorized under the Medicare Access and CHIP Reauthorization Act of
2015 (MACRA) has under consideration two such models, including one authored by the
American Academy of Hospice and Palliative Medicine (AAHPM) (The Patient and Caregiver
Support for Serious Illness (PACSSI) Model) and one developed by the Coalition to Transform
Advanced Care (C-TAC) (The Advanced Care Model Service Delivery and Advanced
Alternative Payment Model). We believe that these models offer thoughtful approaches to
addressing the care gap experienced by patients with advanced illness, and that the principles
included in the model would serve as a sound foundation for a development of a value-based
advanced illness model. We strongly encourage the Innovations Center to initiate such a model
for study.
Interface of Guiding Principles and Advance Illness/Palliative Care Model:

As part of the informal RFI, CMS provided a series of “Guiding Principles” that will be used by
the Innovation Center to approach the design of new models to be initiated. Following are some
of the guiding principles that will be addressed by various aspects of an advanced
illness/palliative care model:






Provider Choice and Incentives: Under the model, it is anticipated that the IDT will
coordinate with and ensure ongoing patient/family interaction with care specialists who
are equipped to provide guidance on various care options at different points along the
disease trajectory and the potential side consequences of those care options. The IDT
will also educate on advance care planning and supply such interactions as desired by the
patient/family. The IDT will also assist with the development of advance care plans, if
desired, and information about hospice as a care option when appropriate.
Patient-Centered Care: As referenced above, the model will place significant focus on
engaging beneficiaries, family members, and caregivers in decisions about care, and will
make a broader array of care disciplines than might otherwise be available to patients
based on individual needs and desires.
Small Scale Testing: The model would, by its nature, provide services on a smaller
scale. While models similar to this are in operation by certain private Medicare plans,
data related to services provided, cost savings, effectiveness and satisfaction are not
publicly available as they are considered proprietary at this time. Instituting a fee-forservice based advanced illness/palliative care model provides significant benefits to the
Medicare program in that CMS would have access to the data gathered as part of the
model and, as a result, be best able to determine the degree to which the model promotes
satisfaction and reduces costs and to scale the model to a broader population of Medicare
beneficiaries.

Advanced Payment Models (APMs)
NAHC supports APMs for their potential to save healthcare costs while improving quality and
incentivizing care delivery innovations. Those innovations could further be advanced through the
promotion of home health care within these models.
In order for any APM, EPM or other bundled payment model to be successful, the entity bearing
the financial risk must have robust relationships with other upstream and down stream providers.
For physicians participating in APMs this would necessitate partnerships with other community
providers, such as home health care. This is particularly critical for the management of chronic
diseases and care of the vulnerable elderly where home health care has proven to be the most
cost efficient and clinically effective setting for these patient populations.
NAHC has designed a Home Health Agency based Chronic Care Management Model that
addresses the value of creating flexibility, particularly in the provider of the services and the
makeup of the care management team. The Home Health Agency based Chronic Care

Management Model is a patient-centered, evidence-based model with care coordinated and
supported across providers, sectors, and time. This model would benefit both homebound
post-acute patients and pre-acute chronically ill patients. However, its real promise and
g r e a t e s t source of cost savings lies in keeping chronically ill patients out of
inpatient settings. The model is a partnership between home health agencies and patient
centered medical homes that more fully treat the “whole” patient. The home health agency
shares responsibility for patient outcomes with the primary care provider. The home health
agency carries out the physician care plan and orders for guideline-level assessments and
therapies (i.e. blood glucose monitoring, lipid analysis, flu and pneumonia vaccines.) The
home health provider also conducts in-home health coaching, motivational interviewing and
patient education, as well as provides ongoing support and monitoring.
In a number of ways, the Model builds on the Independence At Home demonstration program.
However, it is different in that it takes a broader focus than IAH, which is limited to the top 5%
of patient who are risk of hospitalization. Instead, it is a flexible model that sets the direction of
an interdisciplinary team based on the specific patient needs allowing it to include the wide
range of Medicare beneficiaries with multiple comorbidities rather than a small, high-risk
population segment. Its flexibility is in a design that uses a physician-leader approach when
appropriate to the specific patient, but employs the leadership of other health professionals and
the patients family when such leadership fits best as not all chronic conditions are best managed
at all times by physicians alone.
The outline of the Model is as follows:
1. Subject beneficiaries must have more than one chronic disease or a dementia along
with a chronic disease
2. The individuals subject to the pilot received Medicare-covered home health
services within the previous 60 days, but are no longer receiving such covered
services
3. It is a pilot program in a least 3 diverse locations subject to expansion by the
Secretary of Health and Human Services
4. The home health agency as the provider must meet additional qualifications
including the specialized capacity to provide care coordination, patient education
and support, telehealth monitoring, and data supported, evidenced-based care
management
5. A patient environmental assessment must be conducted with a management and
improvement plan related to remediating any environmental barriers to care
management, coordination, and success
6. A financial risk-sharing method provides that the participating home health agency
receive at least 50% of the Medicare savings achieved through the program

conditioned on the requirement that aggregate Medicare expenditures be no greater
than would occur without the pilot program
7. Direct reimbursement to the participating providers is limited to per visit
reimbursement for face-to-face patient visits by the Case Manager or Clinical
Nurse Specialist.
However, the ability to better coordinate and integrate services among healthcare providers is
hampered by restrictive coverage requirements under the Medicare home health benefit. For
example, the requirement that a patient be homebound and that the physician certification for
eligibility be based solely on the contents of the physician’s medical record.
Recommendations: NAHC urges CMS to promote greater inclusion of home health services in
alternate payment models and develop chronic care management models that includes home
health care at the core of the delivery strategy. In addition, CMS should consider waiving the
following restrictions on Medicare covered home health services to facilitate the use of home
health service in innovative payment models.




Waive the homebound status
Consider the entire medical record to support Medicare home health eligibility
Waive the requirement that skilled nursing services be provided on a part time or
intermittent bases.

Mental and Behavior Health Models
NAHC strongly supports models aimed at improving mental health, specifically programs that
target the mental and behavior health issues impacting the older elderly, such as dementia and
depression. The nature of these mental health problems often prevent patients from leaving the
home making conventional strategies for treatment, where leaving the home is required,
ineffective. Additionally, home health care can bring a unique perspective into the impact the
home environment might have on individuals with mental and/or behavior health problems, thus
allowing for more effective and targeted treatment methodologies. NAHC believes home health
care could be a valuable resource both in terms of surveillance and interventions for mental and
behavior health.
Recommendations: Any mental and behavior health model should emphasize home health as an
active participant. CMS should also consider testing a mental health program under the Medicare
home health benefit.
Interface of Guiding Principles
The Home Health Agency based Chronic Care Management Model and the Mental and Behavior
Health Models support several of the guiding principles the Innovation Center seeks to
incorporate into alternate care models.







Provider Choice and Incentives: The models would expand on the approach to health
care that home health care providers are designed to provide without burdensome
restrictions that limit patient participation to certain populations (i.e. homebound).
Additionally, the models would allow home health agencies to develop and test care
management strategies for vulnerable populations that they would otherwise be prevented
from exploring.
Patient-Centered Care: The nature of home health care requires a degree of patient
centeredness and caregiver involvement that is unique to this health care setting. The
incorporation of home health care into the center of alternate care models could harness
that uniqueness with limited effort.
Small Scale Testing: Either of the models could support small scale testing while
producing meaningful results on the quality of care and cost saving that could be applied
to larger populations.

RECOMMENDATIONS FOR OTHER POTENTIAL MODELS
Telehealth Proposal
NAHC supports advancing telehealth in home health care that is in alignment with the changes
included in CMS’ (CY) 2018 Merit-based Incentive Payment System (MIPS) improvements to
enable doctors using “non-face-to-face chronic care management using remote monitoring and or
telehealth technology” to receive Advancing Care Information (ACI) program points for
activities like sending medication reminders, collecting, monitoring and reviewing patient
physiological data and prescribing patient education.
Currently, twenty-three percent of home health agencies report the use of telehealth or remote
patient monitoring during their episodes of care. In addition, about 91 percent of home health
agencies target telehealth programs to specific patient populations, conditions, or disease states.
However, there is no reimbursement or cost reporting allowance for telehealth under the
Medicare home health program.
Recommendations: NAHC recommends that CMMI test the feasibility of a remote patient
monitoring program managed by home health agencies that is targeted to Medicare beneficiaries
with chronic health conditions. These recommendations are congruent with draft
recommendations by the Medicare Payment Advisory Commission (MedPAC) – illustrative
example number 2 of their report on Principles for Evaluating the Expansion of Medicare’s
Coverage of Telehealth Services, November 3, 2017.
Consider a distinctly defined telehealth remote patient monitoring program (non video/audio) –
that includes wearables and smart devices – as an additional home health service that can be
ordered by a physician to collect patient-generated health data used for the purpose of care
coordination by the home health agency in coordination with physicians or non-physicians.








Permit home health agencies to serve as rural and urban originating sites and the patient’s
home residence to serves as an allowable home-telehealth site.
Establish that remote patient monitoring isn’t limited by section 1834(m) of the Social
Security Act.
Target patient populations with specific chronic conditions and/or patients with two or
more chronic conditions.
Test in both homebound and non-homebound patient populations.
Test and consider for expansion in traditional Medicare Home Health Benefit or as a new
model of care.
Test the implementation of per visit caps or prior-authorization could limit cost.

The program should evaluate for the following as determinates for success:







Determine if patients with mobility limitations and need for more frequent visits could
benefit from the program and provide greater access to care.
Determine if the program improves patient’s adherence to treatment protocols.
Determine if the program improves care coordination.
Determine if the program increases patient self-care.
Determine of the use of telehealth correlates with an improvement in quality scores.
Determine if cost can be mitigated by lowering unplanned hospitalizations or by other
means.

Thank you for the opportunity to submit these comments.
Very truly yours,

Theresa M. Forster
V.P. for Hospice Policy & Programs

Richard Brennan
V.P. for Government Affairs

Mary K. Carr
V.P. for Regulatory Affairs

November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, DC 20201
Re: Centers for Medicare and Medicaid Services: Innovation Center New Direction Request for Information
Dear Administrator Verma:
NAACOS is pleased to submit our comments in response to the agency’s request for information (RFI) on
the future direction of the Innovation Center. NAACOS is the largest association of ACOs, representing more
than 3.7 million beneficiary lives through 250 Medicare Shared Savings Program (MSSP) ACOs, Next
Generation, and commercial ACOs. NAACOS is an ACO member-led and member-owned non-profit
organization that works on behalf of ACOs across the nation to improve the quality of Medicare delivery,
population health and outcomes, and health care cost efficiency. NAACOS and its members are committed
to transforming the way healthcare is delivered and paid for. Our members are at the forefront of this
transformation effort and have invested significant time and resources to their success, which will
ultimately improve care for Medicare beneficiaries and reduce costs for CMS.
The Innovation Center has played a significant role in testing various innovative strategies ACOs can deploy
to further their mission of reducing health care costs, improving quality, and focusing on population health
and outcomes. The Next Generation and Track 1+ ACO Models were established by the Innovation Center
and have been instrumental in allowing ACOs to take on risk while allowing the freedom to test new
strategies to effectively and efficiently manage care, such as waivers of payment rules like the Skilled
Nursing Facility (SNF) Three-day Stay Rule and more flexibility and therefore greater access to telehealth
services for the patients ACOs serve. The Innovation Center has also created initiatives to test the ACO
model for Medicaid patients. Many of these innovations have aligned with the guiding principles outlined in
this request for information, such as providing choice and competition in the marketplace while also giving
providers choices as to the best model for their participation given their size, local healthcare market and
ability to take on risk and we support these efforts.
Future Direction of the Innovation Center and Guiding Principles
As the Innovation Center considers its future direction, NAACOS urges the Innovation Center to look to
ACOs as a national laboratory to test innovative care models and novel strategies within the ACO model.
Our comments below provide a list of areas we recommend the Innovation Center test within the current
ACO programs, including those operated through the Innovation Center and through the MSSP, to
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determine which strategies will have the largest impact on improving patient care and cost efficiency. By
providing ACOs with this added regulatory flexibility, ACOs will be provided with the tools they need to
furnish high quality and cost-efficient care for their patients. Taking this approach with ACOs will allow for
small scale testing that the Innovation Center seeks to achieve while focusing on specific payment and/or
delivery interventions. It will also allow for a true study of the effectiveness of such models by allowing a
limited number of ACOs to voluntarily elect such strategies to further their efforts to improve care for their
patients.
Expanded Opportunities for Participation in Advanced APMs
NAACOS is looking forward to working with the Innovation Center to expand and improve the ACO model.
However, we must also raise an important issue that, if not addressed, stands to significantly erode the
model’s effectiveness. Over the past several years, the Innovation Center has released numerous
competing programs in rapid succession, imposing unintended consequences on existing program
operations and goals, including those of the Medicare ACO programs. The increasing complexity
surrounding how the agency operationalizes the overlap of these competing programs is growing at an
alarming rate, causing troubling confusion and uncertainty for providers. In this request for information,
the Innovation Center also calls for increasing the availability of specialty physician models to engage
specialty physicians in alternative payment models (APMs). While we support the engagement of specialists
in health care delivery and payment reform efforts, we also urge the Innovation Center to resolve the
numerous operational challenges that currently exist when multiple, sometimes competing payment
models intersect.
As detailed in a recent letter to the agency, we are also deeply concerned with the CMS’s lack of strategic
planning and direction in addressing APM overlap issues. It appears to date, CMS has attempted to deal
with overlap on a per-program basis rather than taking a coordinated and strategic approach. It is essential
that the agency develop a more thoughtful approach to program overlap issues, particularly as CMS moves
forward with implementation of the Medicare Access and CHIP Reauthorization Act (MACRA). By the
agency’s estimates, the number of providers participating in APMs will grow dramatically in the coming
years, compounding this problem. For example, CMS estimates the number of providers qualifying for
Advanced APM bonuses will roughly double in the second year of the Quality Payment Program (QPP) to
total 185,000 to 250,000 for the 2020 payment year corresponding to 2018 performance. Therefore, it is
critical that CMS and the Innovation Center address this issue now before the operational challenges grow
exponentially and ultimately undermine the progress made to date by APMs currently in existence. This is
in alignment with the guiding principles outlined in this request for information which emphasizes
transparent model design and evaluation. We assert that the current efforts have been lacking in this
transparency.
As NAACOS has noted previously, the overlap of bundled and episode payment programs with ACOs creates
conflicts when patients attributed to an ACO are also evaluated under a bundled payment program. Under
current CMS policy, a bundled payment participant maintains financial responsibility for the bundled
payment episode of care, and any gains or losses during that episode are linked to the bundled payment
participant and removed from ACO results following the close of the performance year. While CMS planned
to test an alternative policy by excluding Next Generation and Track 3 ACO beneficiaries from certain
episodes, this exclusion would not apply to Track 1 or Track 2 beneficiaries, which comprise the majority of
ACO beneficiaries, and ultimately this experiment was later cancelled by the agency. The problem is
exacerbated by the fact that ACOs are not permitted to participate as bundlers in current bundled payment
programs. Should CMS and the Innovation Center continue to include ACO patients in bundles, we urge
CMS and the Innovation Center at a minimum to allow ACOs to participate as formal bundlers, specifically
permitting gainsharing for ACOs with bundlers. ACOs focus on and make considerable investments in care
coordination and improving care transitions to manage post-acute care effectively. Many successful ACOs
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credit these efforts for allowing them to achieve shared savings. Therefore, when appropriate based on the
bundle and care provided by the ACO, we believe ACOs should be permitted to participate directly as
bundlers in such payment models so they are afforded the opportunity to benefit from the care
coordination activities with which they are already engaged.
Innovative ACO Strategies Recommended for Further Testing
Allowing for expanded use of payment rule waivers across ACO models by permitting waivers related to the
SNF Three--Day Stay Rule, telehealth, home health and primary care co-payments to all ACOs
We support the Innovation Center’s desire to provide further payment waivers to assist health care
providers in innovating care delivery as part of model tests. We encourage CMS to provide as much
flexibility as possible when creating new payment waivers to encourage broad use of the waiver. We also
recommend an ongoing feedback loop with providers as new payment waivers are implemented to
continually improve processes and reduce unnecessary burdens on providers using the waivers. For
example, when first implemented, there were many challenges with the SNF Three-day Stay Rule waiver.
The agency should continually solicit feedback from the providers using these waivers to improve on the
processes and to enhance provider experience with the waiver to broaden use of the waiver.
Currently CMS affords certain ACOs relief from a number of cumbersome payment rules that actually
prohibit care coordination and can increase costs. We urge CMS to expand the use of these payment rule
waivers to extend to all ACOs. This includes the SNF three-day Rule. Eliminating the requirement of a threeday inpatient stay prior to SNF (or swing-bed Critical Access Hospital admission) admittance will allow ACOs
to provide the right care for the patient in the most appropriate location. We also request that CMS waive
certain telehealth billing restrictions to increase the use of these services by all ACOs. Specifically,
elimination of the geographic components of the originating site requirements will allow all ACOs to have
the ability to provide needed telehealth services in areas other than those classified as rural areas by CMS
(currently defined as a rural Health Professional Shortage Area [HPSA] located either outside of a
Metropolitan Statistical Area [MSA] or in a rural census tract). We also request that CMS allow beneficiaries
to receive telehealth services from their place of residence.
Additionally, we urge CMS to waive certain post-discharge home visit supervision requirements to allow for
broader use of these services by ACOs when clinically appropriate. We ask that CMS allow physicians to
contract with licensed clinicians to provide these home visit services using general instead of direct
supervision requirements specified at 42 CFR § 410.32(b)(3). This will provide all ACOs with needed
flexibility during the critical post-discharge time period. Finally, we ask CMS to afford all ACOs with the
ability to provide waived co-payments for primary care services provided by the ACO’s providers to
encourage patients’ use of these critical services. CMS should afford all ACOs with every opportunity for
success in reducing costs for its patients by allowing ACOs to use these high value services, and we request
that these waivers apply to all ACO models.
Providing ACOs Upfront Funding for Transportation Services
Lack of transportation is often cited as a barrier to healthcare access and can lead to missed appointments,
delayed care, and ultimately poorer health outcomes. This issue is especially important for effectively
managing patients with chronic diseases, which require more appointments and timely healthcare
interventions as well as ongoing medication management.. A literature review of research on this issue
found that patients with a lower socioeconomic status had higher rates of transportation barriers to
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ongoing health care access than those with a higher socioeconomic status. 1 This is a critical issue that, if
addressed, could help to improve health outcomes, particularly for the patients that most need ongoing
care. Therefore, we recommend that the Innovation Center test the effect of providing funding for ACOs to
provide transportation services to allow beneficiaries to seek the treatment they need. This could be
provided as an upfront payment or as a defined member benefit. The transportation benefit could be billed
by the health care provider, for example, providing eight trips for the patient and thereby giving
transportation to and from the office for four visits for the patient. Other payers currently utilize this
approach such as Humana and Providence Health Plan and could be used as models.
Allowing ACOs to Establish Post-Acute Care Networks
CMS does not currently allow ACOs to incentivize beneficiaries to seek treatment from the providers the
ACO has identified as most efficient and high quality. Unlike the Medicare Advantage (MA) program, ACOs
are unable to provide incentives for beneficiary engagement with the ACO’s most efficient providers. This in
turn creates challenges for the ACO in communicating with beneficiaries regarding their preferred providers
for treatment. These are the providers engaged with the ACO and focused on providing coordinated, high
quality care. NAACOS recommends the Innovation Center test the effect of allowing ACOs the same
opportunities that are currently provided to MA plans to increase beneficiary engagement through
incentives for beneficiaries choosing high quality, efficient providers that work collaboratively with the
ACO, particularly for post-acute care providers to ensure ACO patients receive the highest quality care. In
order to facilitate this request, CMS must also provide more transparency around post-acute care
admissions and quality metrics for post-acute care providers.
Providing ACOs Upfront Funding for Social Services
There is increasing evidence that social determinants are a greater driver of cost and outcomes than
genetics or clinical care. Currently there is little financial incentive or infrastructure to pay for social
determinants of health (SDOH) work or to support community agencies that work on SDOH initiatives. Few
ACOs have found ways to effectively connect their work to closure of SDOH gaps, but those that have, have
been able to demonstrate significant cost reductions and shared savings while improving on quality of care.
New models of care could align financial sustainability with not only coordination of social resources but
also with the work of community partners that close social determinants gaps. Innovations then could
come from not only the healthcare delivery side, such as building community networks, referral systems for
social determinants gaps, and screening for SDOH gaps, but also from financing of community agencies.
NAACOS recommends the Innovation Center conduct more research to test the effectiveness and value of
providing upfront funding to pay for closure gaps.
Consumer-Directed Care & Market-Based Innovation Models
The RFI notes that the Innovation Center is currently considering testing allowing Medicare beneficiaries to
contract directly with healthcare providers, having providers propose prices to inform beneficiary choices
and transparency. NAACOS has serious concerns with this model. ACOs currently provide beneficiaries with
choice, as the model does not restrict where a patient seeks their care. The ACO model is voluntary.
Providers choose to participate and have a number of tracks and model choices to consider participation.
Finally, the ACO program also promotes price transparency as the agency posts public use files (PUF) to
allow the public unfettered access to ACO performance information on quality and cost. ACOs must also
post their performance information on their organization websites to further promote transparency not
1 “Traveling Towards Disease: Transportation Barriers to Health Care Access.” Syed, S.T., Gerber, B.S. & Sharp,
L.K. Journal of Community Health (2013) 38: 976. https://doi.org/10.1007/s10900-013-9681-1
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only on costs but also performance on health outcomes and quality metrics. Lastly, ACOs are required to
include a Medicare beneficiary on their board of directors, further engaging patients and giving them a say
in the ACO’s healthcare operations and activities. We urge the Innovation Center not to move forward with
programs promoting direct contracting with providers which will undermine the consistency of pricing and
benefits for beneficiaries and would increase complexity for patients, providers and Medicare as a payer.
Unlike Medicare Advantage, ACOs cannot restrict a beneficiary’s choice of provider. Additionally, the
patient attribution process is such that an ACO will not know which patients were attributed to the ACO
until after the performance period has ended. Therefore, the ACO must employ strategies to coordinate the
patient’s care regardless of whether the patient may or may not be attributed to the ACO and despite the
fact that the patient may ultimately choose a low-performing provider outside of the ACO’s network to
receive certain portions of their care. This makes the model one of the most consumer-directed population
health models CMS deploys. Altering this process to require beneficiaries to actively elect an ACO would
create insurmountable administrative complexities and would be confusing to beneficiaries. One of the
unique aspects of the ACO program is that the organization must care for all patients in the same manner,
not knowing who will ultimately be attributed to the ACO for the purposes of program calculations to
determine quality and cost metrics for the ACO. This results in ACOs treating all patients as potentially
included in their ACO and results in high quality, coordinated care for all beneficiaries. The current
voluntary patient alignment option launched in 2017 has been fraught with problems and creates confusion
among beneficiaries. Requiring patients to actively elect participation in an ACO would be detrimental to
the program and would likely result in too few participants to implement the ACO model. Additionally,
voluntary alignment does not limit a beneficiary’s choice of provider, therefore there is little the patient
gains from this process. For these reasons, we urge the Innovation Center to continue to make any patient
alignment options voluntary.
Mental and Behavioral Health Models
The Innovation Center’s request for information lists mental and behavioral health models as a priority area
for testing. We support this mission and urge the Innovation Center to test several strategies in this
category within the ACO model. There are a number of regulatory barriers ACOs face when trying to
provide mental and behavioral health services to their patients. We believe the Innovation Center could
test additional payment and regulatory rule waivers in this area to broaden access to these critical services.
First, we urge the agency to provide ACO patients waivers of Medicare co-payments for behavioral health
services. Removing this cost for the beneficiary will provide a high return on investment, ultimately allowing
more beneficiaries to seek treatment. Further, we recommend the Innovation Center create a program to
provide ACOs with upfront funding to invest in the integration of behavioral health and primary care
services. Many ACOs currently engage in this work but are hamstrung by the lack of sufficient payment for
behavioral health services. If provided with upfront payments, ACOs could employ case workers, psychiatry
and other support staff to more appropriately integrate behavioral and primary health care.
The current payment rates for behavioral health services do not support the work needed to truly make a
difference in this area. The Substance Abuse and Mental Health Services Administration’s (SAMHSA’s)
Primary and Behavioral Health Care Integration (PBHCI) grants program showed some success in improving
the overall wellness and physical health status of people with serious mental illness (SMI), including
individuals with co-occurring substance use disorders (SUDs), by making available an array of coordinated
primary care (PC) services available to patients. ACOs are well positioned to take on this role of more
integrated, better coordinated care for this population and could build on this grant program’s success by
being provided with upfront funding to employ these strategies within the ACO model. Additionally, CMS
should provide ACOs with support to allow more work in this area by providing ACOs full access to
substance use claims data. A recent Surgeon General report found that effective integration of prevention,
treatment, and recovery services across health care systems is key to addressing substance misuse and
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represents the most promising way to improve access to and quality of treatment. 2 The report notes that
the traditional separation of substance use disorder treatment and mental health services from mainstream
health care has created obstacles to successful care coordination. By providing ACOs with all claims data,
including that of substance use disorder treatment claims, ACOs can better support integrating the
patient’s mental health and physical health treatment including screening, assessments, interventions, use
of medications, and care coordination between general health systems and specialty substance use
disorder treatment services. As our country continues to grapple with an unprecedented opioid epidemic,
NAACOS believes ACOs could have a meaningful impact on the treatment of both those struggling with
opioid addiction as well as providing better treatment for patients battling mental illness.
Finally, NAACOS also recommends CMS provide increased access to and payment for telehealth services to
facilitate behavioral health care in ACOs. Telehealth and remote monitoring enable clinicians to reach and
monitor patients outside of institutional settings; engage beneficiaries; expand access to care; improve
population health management; and increase care coordination, all of which are key to successfully
transforming care and improving quality while reducing costs. There is significant evidence that telehealth
usage can replace more expensive care and prevent costly medical interventions in the long-run. The
Agency for Healthcare Quality and Research (AHRQ), Government Accountability Office (GAO), and the
Veterans Health Administration (VHA) have issued reports, and there are many peer-reviewed studies
showing telehealth’s efficacy. Because reimbursement is only available in Medicare for certain services if a
beneficiary receives care at an “originating site” located in a rural Health Professional Shortage Area (HPSA)
or a county outside an MSA), the vast majority of providers in Medicare fee-for-service (FFS) do not utilize
telehealth.
NAACOS believes the most impactful telehealth expansion CMS can make within the agency’s authority in
the Medicare FFS program is a waiver of 1834(m) restrictions for ACOs participating in MSSP. A waiver of
section 1834(m) is supported by authority in section 1899(b)(2)(G) of the [Social Security] Act. This waiver is
appropriate for several reasons. First, telehealth tools align with the quality metrics for ACOs. From patient
and caregiver engagement to preventive health and readmission avoidance, telehealth facilitates
improvement. Telehealth enables communication between patient and providers outside of the walls of
the office, thereby increasing meaningful communication and contributing to the ability of providers to
follow up with patients. For example, all of the following Consumer Assessment of Healthcare Providers
and Systems Survey (CAHPS) measures can be achieved through telehealth: timely care, appointments and
information; access to specialists; health promotion and education; shared decision making; health and
functional status assessments; stewardship of patient resources. Telehealth can provide more timely
diagnoses and enhance in-person services by supporting patients between visits. Telehealth is also a tool
for expanding access to primary care, which is the dominant use of telehealth in the commercial and
veterans market today. The HHS Office of Inspector General (OIG) released a report in 2017 evaluating the
first three years of the ACO program. They found that ACOs were able to reduce Medicare costs by $3.4
billion with a net savings to the Medicare program of $1.1 billion (accounting for incentive payments). Of
the 428 ACOs analyzed, 36 ACOs accounted for half the savings, or $1.7 billion. The OIG dubbed these ACOs
“high performing” and analyzed how they approached care. They found that “high performing” ACOs
provided the highest number of primary care visits compared to other ACOs in the program. Expanding
access to telehealth services could allow ACOs to provide these critical visits, even in areas where there are
access issues for patients.

2

“Facing Addiction in America, The Surgeon General’s Report on Alcohol, Drugs, and Health.” Substance Abuse and
Mental Health Services Administration (US); Office of the Surgeon General (US).
Washington (DC): US Department of Health and Human Services; 2016 Nov.
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Physician Specialty Models
As detailed in our comments above, the agency’s current approach to handling the intersection of bundled
payments, which often focus on a specific procedure or condition, and population health-focused models,
which focus on the patient and population served as a whole, has created inequities within APMs. NAACOS
supports any efforts to further engage specialists in value-based care efforts, however CMS must also
continue to encourage and emphasize the population-health care models that are accountable for a
patient’s total cost of care rather than focusing on a patient’s condition or procedure. To further encourage
collaboration among specialists within the ACO model, NAACOS believes CMS could provide opportunities
for “shadow bundles” to take place within the ACO model. Using this approach an ACO structures its own
internal bundle for the providers, typically specialists, that are part of their ACO. This increases involvement
of the specialists while measuring them on quality and cost in a way that is meaningful for them and
directly related to the services and care they provide.
A growing number of ACOs are using this approach as a way to engage specialists and to measure and
control cost and quality of care within their ACO. Providing more flexibility in this area for ACOs would allow
more innovation and address issues of increased volume, which is a concern related to isolated bundled
payment programs that are not also connected to programs responsible for the whole patient population
and total cost of care. There are a number of approaches that would complement the ACO’s work, such as
gain share arrangements for specialists which incent the adoption of a particular evidence based treatment
protocol. For example, a retina specialist could have a gain share arrangement within the ACO for adhering
to evidence based protocols for patients with macular edema or for cardiology specialists focusing on the
successful adoption of protocols such as medication management for patients with angina. There are a
number of clinical areas that would lend themselves to shadow bundles within the Medicare ACO including
chronic obstructive pulmonary disease, joint replacements and other cardiac episodes to name a few. To
employ this strategy, CMS must provide more data, including historical data, to ACOs to allow for accurate
and risk adjusted target prices to be developed.
NAACOS believes shadow bundles implemented within the ACO model would allow ACOs to engage
specialists and more effectively incentivize and involve specialists in value-based payment efforts. Doing so
will allow for specialists to perform against a standardized target price regardless of whether the patient is
an ACO patient or a patient in a formal CMS bundled payment program such as Bundled Payments for Care
Improvement (BPCI) or Comprehensive Care for Joint Replacement (CJR). Further, this will incentivize
changes in health care delivery such as creating and implementing standardized discharge protocols while
also being connected and responsible for total cost of care through the ACO.
Medicare Advantage Innovation Models
Many Medicare ACOs also participate in accountable care contracts with other payers. To reinforce an
ACO’s overall commitment to population health, it is important to participate in multiple payment
arrangements that similarly reward providers for high quality care while holding them accountable for
overall cost and utilization. Many ACOs already have accountable care contracts with MA plans and that
trend is growing as ACOs aim to expand their number of contracts across payers. Given the growth in MA
accountable care contracts and the high proportion of MA beneficiaries in certain markets, it is important
for the Innovation Center to meaningfully support and reward ACO participation in MA accountable care
contracts. As explained in the RFI, CMS seeks comments on what options might exist beyond FFS and MA
for paying for care delivery that incorporates consumer choice and could be tested as alternatives to FFS
and MA. The ACO model does just that, which is why we urge the Innovation Center to leverage the model
by using ACOs to experiment with the new initiatives outlined in previous sections of this letter.
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In a recent letter to CMS, we urged the agency to modify regulations to give credit under MACRA for
participation in MA Advanced Alternative Payment Models (APMs). This would allow MA contracts meeting
CMS requirements for quality, risk and use of certified electronic health record technology to be counted in
calculations to qualify ACOs for 5 percent Advanced APM bonuses. In the final 2018 QPP rule, CMS explains
its plans to support exploring ways to enable eligible clinicians’ participation in MA APM arrangements to
be counted in the Qualifying APM Participant (QP) determinations under the Medicare Option. We urge the
Innovation Center to use its waiver and demonstration authority to do so. Providing credit for MA APM
participation would properly recognize participation in alternative payment arrangements with MA, which
would be especially important for providers who would not receive credit for such participation under the
regular APM incentive rules. We urge CMS to pursue such a demonstration beginning in 2018 and to
include ACOs in this demonstration. This would not only incentive provider participation in MA APMs but
would reinforce the role of Medicare APMs, including ACOs, by rewarding broad adoption of APMs across
payers.
Prescription Drug Models
As part of the Innovation Center’s interest in testing new models for prescription drug payment, in both
Medicare Part B and Part D, we recommend the agency consider the role ACOs play in providing a holistic
approach to total cost of care. While ACOs are accountable for Part B drug costs, there has been interest in
exploring whether an ACO model could also incorporate Part D drug costs. This is something that MedPAC
has considered but not yet provided recommendations for, in part due to the challenges of figuring out how
to introduce Part D costs into an ACO model and the complex methodological considerations involved.
As a first step of considering potential integration of Part D costs into an ACO model, we recommend the
Innovation Center conduct a market analysis. This would focus on arrangements currently available with
Part D plans, such as gainsharing arrangements with providers, and arrangements with commercial payers,
some of which include provider accountability and risk for prescription drug costs for patients. Following
that, we recommend the Innovation Center create a voluntary demonstration for ACOs interested in
assuming a level of accountability for Part D costs and an increased opportunity for shared savings. Given
the operational and programmatic complexities of such an initiative, we recommend the Innovation Center
begin with a small demonstration that would allow flexible policy approaches and an ability to improve and
refine the program as it develops. It would be essential that such a demonstration provide ACOs with
robust data related to Part D. However, given the concerns about an inability for ACOs to control drug costs
in our existing healthcare system, we reiterate the need for any such program to be strictly voluntary for
ACOs. Given ACOs’ focus on population health and effective management of a patient’s care across the
healthcare continuum, including medication management and adherence, ACOs are uniquely positioned to
effectively manage medications. With the right incentives and program structure, a demonstration
incorporating ACOs and Part D could provide significant benefits to patients and to the Medicare Trust
Fund.
Program Integrity
For several years, health care industry stakeholders and policy makers have discussed the extent to which
the federal physician self-referral law (or "Stark Law") prevents or inhibits integrated care models critical to
an efficient, effective and successful transition to value-based reimbursement. There is a consensus that
the Stark Law inhibits a wide range of integrated care initiatives. To their credit, through the establishment
of multiple fraud and abuse waiver programs, CMS and HHS OIG have attempted to address at least some
of the industry’s concerns. While these waivers have been helpful, they are too limited. For example, in
order for an ACO to effectively promote accountability for the quality, cost, and overall care for both
Medicare and other patient populations, the ACO and its participants must (1) enter into arrangements
with outside parties and (2) address more than just Medicare FFS patients.
601 13th Street, NW, Suite 900 South, Washington, DC 20005 

www.naacos.com

202-640-1895 

info@naacos.com

With respect to the first issue, although the preamble to the waivers suggests that third-party
arrangements are permissible, the waiver language itself is ambiguous, providing that MSSP waivers
protect arrangements “of an ACO, one or more of its ACO participants or its ACO providers/suppliers, or a
combination thereof.” 80 Fed. Reg. 66726, 66735-36 (preamble) and 66743 (participation waiver) (Oct. 29,
2015). Regarding the second issue, while the existing fraud and abuse waivers may protect shared savings
arrangements with providers as they relate to the specific federal program at issue (e.g., the MSSP), it is
less clear that they protect such arrangements as they relate to other patient categories (e.g., commercially
insured patients). As a result, there is significant uncertainty concerning whether or the extent to which an
incentive program offered to a physician with respect to his or her assigned MSSP patients may, without
creating potential Stark Law issues, also be offered to the same physician for his non-MSSP patients. This
uncertainty inhibits the implementation of efficient, broad-based, clinically-supported incentive programs
that might otherwise serve to promote accountability for the quality, cost, and overall care for both
Medicare and other patient populations. We urge CMS and HHS to provide increased Stark Law protection
for ACOs, especially as it pertains to addressing the uncertainty about acceptable arrangements with
parties outside of the ACO and for patients beyond traditional Medicare.
Closing Remarks
In closing, we support the Innovation Center’s guiding principles and look forward to working with staff to
develop and deploy innovative strategies within the ACO model that could further improve quality and
efficiency of healthcare provided to millions of Medicare beneficiaries. With the onset of a number of new
payment models being advanced by stakeholders in response to MACRA as well as this request for
information, NAACOS believes the issues highlighted in this letter must be resolved immediately. Without
action by the agency, we risk losing valuable momentum gained by ACOs and others focusing on population
health and total cost of care. It is critical that CMS protect the goals of population health focused delivery
models. These models, such as the ACO model, are just now gaining momentum and an evidence base to
learn from. It is critical that we allow these models to realize their full potential. NAACOS supports the
exploration of new payment models and initiatives to leverage existing payment models through the
Innovation Center, which will ultimately benefit all who are working to reform health care delivery and
payment models to better support patients and to contain costs while providing exceptional care. However
new payment reform efforts must work in tandem with existing models to prevent impediments to the
progress organizations such as ACOs have worked so hard to accomplish to date.
Sincerely,

Clif Gaus, Sc.D.
President and CEO
National Association of ACOs
www.naacos.com
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November 20, 2017
Amy Bassano
Acting Deputy Administrator for Innovation and Quality
Acting Director, Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Dear Ms. Bassano:
On behalf of the National Association of Area Agencies on Aging (n4a),
which represents the country’s 622 Area Agencies on Aging (AAAs) and
serves as a voice in the nation’s capital for the more than 250 tribal
aging programs, we are writing in response to the recently released
Request for Information (RFI) from the Center for Medicare and
Medicaid Innovation (Innovation Center) seeking feedback on a new
direction for the Center.
The Innovation Center’s aim of supporting the development and testing
of innovative health care payment and delivery models is a worthy one.
To meet the goals outlined in the RFI, it is essential to recognize that the
nation is experiencing an unprecedented demographic shift, with our
citizens aging faster and living longer than at any point in history. In
fact, each day 10,000 people turn 65, and this population trajectory will
continue to increase the financial demands on Medicare and Medicaid,
which are the country’s infrastructure for supporting health care and
long-term services and supports to older adults.
We have two foundational premises and thus recommendations. As
both Medicare and Medicaid serve this growing aging population, we
understand that spending over the next 10 years for both programs is
also expected to increase at an accelerated ratei. However, given the
economic challenges that Medicaid and Medicare beneficiaries face—
including the fact that half of all Medicare beneficiaries live on largely
fixed incomes of less than $26,000ii—expanded or new models of
care must not shift costs to economically and medically
vulnerable older adults with no capacity to absorb additional
financial burdens.
Furthermore, if the ultimate goal of the Innovation Center is to increase
beneficiary choice and care quality while reducing costs and improving
patient outcomes, then the implemented models must include

strategies to address the social needs of participating beneficiaries who often
have complicated and chronic conditions and/or need help with one or more
Activities of Daily Living (ADLs). We believe that managing those social or long-term
services and supports needs drives better health and reduces costs over time
For decades, Area Agencies on Aging and Title VI aging programs have been cost-effective,
trusted and proven resources for addressing the health-related social needs of older adults.
Congress established AAAs in 1973 under the Older Americans Act (OAA) in order to create a
local Aging Network entity responsible for planning, development and delivery infrastructure to
respond to the home and community-based services and supports (HCBS) needs of Americans
age 60 and over in every community in the country. Examples of these services include, but are
not limited to, in-home supports—including personal care and chore services—as well as homedelivered and congregate meals, transportation, case management, caregiver assistance and
support, and elder rights activities. Additionally, since their inception more than 40 years ago,
AAAs have also evolved as important partners to a wide array of federal, state and local health
care programs and initiatives—including Medicaid, Medicare and evidence-based health
education and prevention programs.

Importance of the Aging Network in Successfully Linking Health Care and
Community-Based Services Systems for Older Adults
Increasingly, evidence supports that the majority of health care costs are driven by factors
outside of the clinical care environment, which studies suggest accounts for only 10 percent of
total health care costsiii. Supported by federal initiatives to implement health care payment
model reforms, a growing number of health care payers and providers are seeking opportunities
to better address health-related social needs including, but not limited to, housing instability
and quality, food insecurity, and utility and transportation needs. According to a recent study by
the Robert Wood Johnson Foundation, nearly 90 percent of physicians indicated they see their
patients’ need for social supports, but unfortunately, 80 percent of doctors said they don’t fully
know how to connect their patients to community optionsiv.
As the Innovation Center lays out the vision for a new direction, we strongly encourage agency
leaders to build on existing successful models throughout the country, and seize the opportunity
to foster further alignment and integration of the health care and social services sectors to
improve cost-efficient, person-centered care within acute health care settings and in the
patient’s home and community—where the majority of health happens.
Aging Network entities, such as AAAs and their community-based service providers, are
uniquely positioned to understand the importance of not only connecting patients and healthrelated services providers, but also ensuring adequate services are appropriately identified and
available for beneficiaries in their community. As the Innovation Center identifies and invests in
programs and models of care that follow the guiding principles referenced in the RFI, we
encourage agency officials to support and expand upon existing successful pilot and
demonstrations involving Aging Network entities and other community-based organizations
(CBOs) that are already promoting many of the outlined guiding principles—principles that

Page 2 of 8

address the health-related social needs of beneficiaries that exist—and should be addressed—
beyond a clinical setting.
Current successful care models, many of which are referenced in n4a’s comments and detailed
in a response from the n4a-led Aging and Disability Business Institute, are already achieving the
goals of improving care quality while reducing cost; delivering patient-centered and directed
care; using evidence-based and data-driven insight to deliver cost-efficient and effective care;
employing partnerships and collaborations among diverse stakeholders; and testing localized
innovations with the intent of scaling best practices.

Recognizing the Need t0 Adequately Support Community-Based Supports
as Key Partners to the Health Care Community
Despite their critical role in supporting the health care outcomes of older adults, AAAs and the
Aging Network are often constrained by federal, state and local funding limitations that are far
different from the fiscal challenges that health care providers face. It’s critical to note, therefore,
that to realize the full potential of meeting both a beneficiary’s health care and
social needs to improve outcomes and reduce costs will require entities within the
social services sector to be fully included and appropriately compensated as care
providers. The other funding streams that the Aging Network has traditionally relied upon are
increasingly limited and cannot be tapped for integrated care models or other health-carefunded efforts. To help save health care costs overall, community providers must be paid for
their cost-saving work.
By embracing AAAs and other CBOs as valued and respected partners in meeting the health care
and health-related needs of beneficiaries—which are equally important to improving health but
often much less costly—of beneficiaries, the Innovation Center has an opportunity to improve
care quality while curbing overall Medicaid and Medicare costs.

Building on Best Practices Within the Aging Network to Support Scaled
Models of Care
CBOs across the country are already partnering with the health care sector to improve care for
older adults—including a growing number of people with chronic conditions and disabilities
who need community-based long-term services and supports to maintain their health outside of
an acute-care setting. We encourage the Innovation Center to look to existing examples as
indicators of the value of AAAs and their community-based provider partners to meet the
health-related social needs and drive down costs for Medicare and Medicaid beneficiaries.
The Aging and Disability Business Institute has also submitted feedback in response to the
Innovation Center’s RFI, and we support the specific opportunities outlined in those comments.
Specifically, we hope the Innovation Center will look to existing successful programs first as a
foundation to build upon and expand improved models of care.
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For example, the Medicare-Medicaid financial alignment initiative in Ohio demonstrates the
positive outcomes that result from partnership between health care entities and AAAs.
Additionally, for the particularly complicated and expensive needs of patients with dementia, we
hope the Innovation Center will aim to emulate best practices underway in Texas, in which
AAAs have been key partners in leveraging the expertise of the existing Alzheimer's Disease
Supportive Services Program (ADSSP) to involve and train caregivers and to help improve care
for dually eligible beneficiaries with Alzheimer’s Disease and other dementias.
Considering that the current cost of Alzheimer’s disease and other dementias is more than $250
billion annually, which is expected to skyrocket above $1 trillion over the next three decades,
and that Medicare and Medicaid currently absorb 70 percent of that cost, it is essential that the
Innovation Center make improving care for beneficiaries experiencing dementia a primary
priority. We urge agency leaders to first look toward expanding existing successful models of
care for these individuals that incorporate the broad range of home, community and caregiver
supports available through AAAs and the Aging Network in scaling current best practices and
developing innovative strategies.
We also recommend that the Innovation Center build upon existing successful demonstrations
focused on improving care for Medicare and Medicaid beneficiaries with chronic conditions.
According to the Centers for Disease Control and Prevention, $2.7 trillion, or nearly 86 percent,
of the $3 trillion health care economy is spent on patients with one or more chronic conditions.
Because patients with multiple chronic conditions, who are the most costly and complex
patients to care for, still spend the majority of their time outside of the traditional health care
system, it is even more important to involve health-related services providers, including AAAs
and other CBOs, in strategies to manage—and also to prevent—chronic disease.
Consumers accessing these AAA programs have very high rates of chronic disease, including
diabetes and cognitive impairments such as dementia, and this is a population our members
know and serve well. In response, AAAs have evolved and broadened their service portfolios to
include models focusing on meeting the complex needs of older adults with one or more chronic
diseases. We urge the Innovation Center to identify scalable existing best practices, such as the
evidence-based program HomeMeds, which has partnered with AAAs and other CBOs to focus
on in-home medication management. Innovation Center leaders can also look to the
Washington Health Home demonstration, which was deployed through the state’s Aging
Network to provide in-home medical assistance and care coordination for dually eligible
beneficiaries with at least one chronic condition, saving CMS nearly $70 million in just the first
two years of the demonstration.

Learning from Past CMMI Demonstration Initiatives
Since CMMI’s inception, AAAs and other CBOs have been key partners in several demonstration
programs that have moved the needle toward improving alignment between community-based
supports and the health care sector. Previous CMMI demonstrations—including, but not limited
to, the Community-Based Care Transitions Program (CCTP), the implementation of Home
Health programs, financial alignment initiatives for dually eligible beneficiaries and the
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Accountable Health Communities models—have engaged AAAs and other CBOs as key partners
to achieve the goals of improving alignment and care coordination between clinical and
community care settings. However, in some cases, these previous demonstrations did not go far
enough to address the systemic challenges preventing either sector from realizing the full
potential of improved health care and social services integration.
For example, the CCTP demonstration did not recognize, or support, the substantial start-up
costs that community-based agencies would encounter as they developed integrated, and often
in-house, partnerships with area hospitals to transition Medicare beneficiaries from the hospital
setting to home with the goal of reducing incidents of readmission. While community-based
agencies participating in CCTP assumed substantial financial liability averaging more than
$180,000 to participate in the demonstration, hospital participants were not required—nor
often adequately incentivized—to be good-faith partners with their community partners.
Additionally, the footprint and readmission goals were unduly ambitious and did not reflect the
realities of the one-sided partnership between CBOs and hospitals. Therefore, while the majority
of CCTP sites demonstrated significant cost savings to Medicare, the demonstration project was
considered unsuccessful by some within CMMI when CBOs could not bring the effort to scale in
a very short period of time.
However, had CMMI used the opportunity to recognize and address the challenges that
community-based care transitions providers were facing, and be adaptable to rethinking and
improving the AAA-hospital partnership, the program ultimately could have been a much larger
success. We hope that in exploring a new direction the Innovation Center will modify the
approach to administering and evaluating demonstration models to ensure that challenges are
recognized and addressed, and, where possible, success emulated.
It’s worth noting that in several areas where the CCTP model was particularly successful, the
CBOs have been able to continue these care transitions efforts by working directly with multiple
payers and participating hospital partners. After regionally reducing hospital readmissions
from 23 percent to six percent among participating beneficiaries, the Eastern Virginia Care
Transitions Partnership (EVCTP) was expanded into a statewide organization. This scaled care
transitions model providing coordinated and transitional care for Virginia’s Medicare and
Medicaid Members demonstrates the potential of scaling successful demonstrations through
Aging Network entities to improve care and care coordination and reduce costs for consumers
with complex needs. With greater flexibility and commitment from the Innovation Center to
using CBOs to drive down costs, the lessons learned from CCTP could inform the next evolution
in care transitions innovation.

Addressing Current Barriers to Improving Integrated Care Options in
Medicare and Medicaid
One systems-improvement area we urge the Innovation Center to address is removing current,
albeit unintentional, barriers that are preventing improved integration between the health care
and social services sectors. For example, in Medicaid in particular, a majority of AAAs have long
played critical roles in the administration of Home and Community-Based Services (HCBS)
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Medicaid waivers. For decades, AAAs in many states have been important partners in the
implementation of a cost-effective and often preferred strategy for coordinating and delivering
long-term services and supports for Medicaid beneficiaries in their homes and communities
instead of institutional settings. In general, AAA roles have spanned from level of care
determinations to assessments to case management to service coordination—and sometimes,
AAAs have played more than one of those roles.
AAAs that have long played these multiple HCBS roles had appropriate firewalls in place to
ensure that no part of their mission-driven work inadvertently created conflicts of interest. In
order to ensure that any potential conflict of interest is prevented, AAAs have established
sophisticated and transparent firewalls between programs where it is necessary to ensure proper
administration of programs and appropriate protection of beneficiaries’ interests. In fact, AAAs
have excellent track records in providing consumers with independent, conflict-free options
counseling while other departments simultaneously provide case management or service
coordination.
However, we believe pre-2017 regulations and guidance from CMS may now needlessly restrict
the ability of AAAs to fully meet the needs of the older adults they serve, putting vulnerable
older adults served by Medicaid programs at risk and upending efficient systems already in
place. Specifically, we believe that CMS’s new approach to preventing conflict of interest within
HCBS systems is overly restrictive. The problem is exacerbated as states add their own
interpretation to the CMS regulations, further complicating efficient service delivery.
n4a and its members understand that federal and state systems must work to prevent conflicts
of interest from potentially reducing a beneficiary’s access to care or quality of care. We hope
that the Innovation Center, in identifying new priorities for the agency, will use the opportunity
to address current—albeit unintentional—barriers to coordinating and delivering personcentered care. In February 2016, n4a sent a letter to CMS detailing our concerns at that time,
which have since expanded and evolved. We would be an enthusiastic partner in helping the
Innovation Center both assess where these barriers are stymying currently successful programs
and/or where they are preventing future system innovations and advancement. We would
welcome new innovations initiatives aimed at alleviating current obstacles to cost-effective care
coordination and delivery.

The Innovation Center Must Not Implement Care Models that Shift Costs to
Beneficiaries or Undermine Successful Demonstrations
n4a fully supports the goals of the Innovation Center to test and scale approaches that improve
health care and care coordination while reducing costs and enabling Medicare and Medicaid
beneficiaries to age with independence and dignity in their homes and communities. However,
we cannot support any proposals or intent outlined in the RFI that would fundamentally
restructure Medicare into a premium support or voucher program. According to the
Congressional Budget Office, a voucher program would significantly increase costs for Medicare
beneficiaries by failing to cover the growing costs of health care as people age, causing costs to
go up substantially.
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Additionally, we oppose any model that would require Medicare or Medicaid beneficiaries to
privately negotiate pricing with their health care providers. At a time when the population of
medically and economically vulnerable older adults is increasing, the Innovation Center should
be focused on simplifying the current system of care and improving integration and
communication between acute health care and social services care providers, not requiring
beneficiaries—especially those with complex, chronic care needs—to learn the intricacies of a
complicated, difficult health care system.
Furthermore, we encourage the Innovation Center to continue improving on years of lessons
learned and best practices developed in the Medicare-Medicaid financial alignment initiative,
which is mid-stream in implementation. After significant investment by health care payers,
states and federal agencies, stakeholders at every level are gathering invaluable data about how
to improve care for dual eligibles, who are the highest-cost and highest-need Medicare and
Medicaid beneficiaries. Taking steps to roll back ongoing initiatives serving dual eligible
beneficiaries would erode years of knowledge and value in improving care for a critically
important population that’s a major driver of Medicare and Medicaid costs.

The Importance of Empowering Caregivers in Developing Care Models
Caregivers provide over $400 billion annually in uncompensated care to older adults and people
with disabilitiesv, yet are often an afterthought, at best, in health care coordination and delivery.
We urge the Innovation Center to explore supporting models of care that fully assess, include
and account for the caregivers available in the beneficiary’s life. AAAs and their CBO partners in
the Aging Network have decades of experience in meeting both the service and support needs of
millions of caregivers.
Building upon a foundation initially established through the National Family Caregiver Support
Program, AAAs are better equipped than medical professionals to facilitate many activities of
assessment and care planning for patients and caregivers. These activities include, but are not
limited to, conducting a functional assessment (for example, Basic and Instrumental Activities
of Daily Living), including decision-making capacity; evaluation of home safety; identification of
caregiver(s), caregiver knowledge, caregiver needs, social supports and the willingness of
caregiver to take on caregiving tasks; providing education, support or advance care planning;
creating of an HCBS care plan and referral to community resources as needed; and sharing a
care plan with a patient’s caregiver(s). Therefore, we urge the Innovation Center not only to
include caregivers as a critical component in expanding upon existing successes and developing
new models of care and but also to ensure that CBOs, such as AAAs, are a key partner in
fostering and supporting caregiver integration.

Conclusion
n4a appreciates the Innovation Center’s call for stakeholder feedback in developing its a new
direction. We sincerely encourage, and would be enthusiastic partners with, Innovation Center
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leadership to support ongoing opportunities to improve integration between community-based
services provided by the AAAs and other Aging Network partners with acute health care
providers and payers. We support an approach that builds upon the challenges and successes
from previous demonstrations that incorporated AAAs, CBOs and other key community
stakeholders, and that realistically and thoughtfully identifies opportunities to address existing
barriers between the social services and health care sectors.
There is continued opportunity for the Innovation Center to improve care for Medicare and
Medicaid beneficiaries by considering and capitalizing on the traditional HCBS infrastructure
and supporting the inclusion of AAAs and other CBOs. As trusted resources with a long history
in the community, AAAs have important knowledge of the targeted population and skill sets that
can complement those of traditional acute care providers and help the Innovation Center realize
the guiding principles outlined in the RFI. We look forward to working the Innovation Center to
ensure that these goals are met, and that the critical role of AAAs and other CBOs in improving
beneficiary health through community services and supports is preserved and strengthened.
Sincerely,

Sandy Markwood
Chief Executive Officer

i

Centers for Medicare & Medicaid Services (CMS). National Health Expenditure Projections 2016-2015. Retrieved November
16, 2017, from https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-andReports/NationalHealthExpendData/Downloads/proj2016.pdf
ii
Jacobson, G., Griffin, S., Neuman, T., & Smith, K., (April 2017) Kaiser Family Foundation Issue Brief. Income and Assests of
Medicare Beneficiaries. https://www.kff.org/medicare/issue-brief/income-and-assets-of-medicare-beneficiaries-2016-2035/
iii
Booske, B.C., Athens, J.K., Kindig, D.A., Park, H., & Remington, P.L. (2010). County Health Rankings
http://www.countyhealthrankings.org/sites/default/files/differentPerspectivesForAssigningWeightsToDeterminants
OfHealth.pdf.
iv
Robert Wood Johnson Foundation. (December 2011). Summary of Findings: Health Care’s Blind Side, the Overlooked
Connection between Social Needs and Good Health. Author: Fenton. Retrieved January 17, 2017, from
http://www.rwjf.org/en/library/research/2011/12/health-care-s-blind-side.html.
v
Reinhard, S.C, Feinberg, L.F., Choula, R., & Houser, A. (July 2015). Valuing the Invaluable: 2015 Update.
https://www.aarp.org/content/dam/aarp/ppi/2015/valuing-the-invaluable-2015-update-new.pdf.
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VIA Electronic Mail
CMMI_NewDirection@cms.hhs.gov
November 20, 2017
Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Request for Information: Innovation Center New Direction
Dear Acting Director Bassano:
The National Association of Chain Drug Stores (NACDS) appreciates the opportunity to
comment on the Request for Information (RFI) from the Center for Medicare and Medicaid
Innovation (Innovation Center) on a new direction. NACDS represents traditional drug stores,
supermarkets and mass merchants with pharmacies. Chains operate 40,000 pharmacies, and
NACDS’ more than 100 chain member companies include regional chains, with a minimum
of four stores, and national companies. Chains employ more than 3.2 million individuals,
including 178,000 pharmacists. They fill over 3 billion prescriptions yearly, and help patients
use medicines correctly and safely, while offering innovative services that improve patient
health and healthcare affordability. NACDS members also include more than 850 supplier
partners and over 60 international members representing 21 countries. Please visit nacds.org.
We offer the following comments as the Innovation Center looks for a new direction to
promote patient-centered care and test market-driven reforms that empower beneficiaries as
consumers, provide price transparency, increase choices and competition to drive quality,
reduce costs, and improve outcomes.
New Model: Use of Quality Bonus Payments for Medication Management
In recent years, there has been a movement towards value-based care and payment for
services based on quality, including implementation of the Medicare Access and CHIP
Authorization Act of 2015 (MACRA)-based merit-based incentive payment system (MIPS)
and alternative payment models (APMs). Additionally, CMS tested alternative payment
methods for determining Medicare Advantage Quality Bonus Payments (QBPs) through its
three-year demonstration project. As the agency noted, linking QBPs with quality standards
measured under the Medicare five-star quality rating system has aligned incentives for health
plans and delivered better patient care outcomes. Medicare’s quality rating system heavily
weighs measures related to medication outcomes, and, as such, plans are increasingly turning
to pharmacies within their networks to improve drug utilization management and quality
assurance. Thus, in working with plan sponsors, pharmacies are increasingly providing
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essential medication therapy management (MTM) services and other targeted interventions to
improve adherence, close gaps in care, and improve overall health outcomes.
This model could easily be adapted by the Innovation Center. Thus, we urge the Innovation
Center to consider new, value-based models of care in which QBPs would be provided to
high-performing community pharmacies which achieve medication-related quality measures,
such as those included in the Star Ratings program (e.g., adherence to chronic medications,
appropriate treatment of hypertension in diabetics, etc.). This model could also provide
payment accountability to community pharmacies for evidence-based screenings and
preventive care and wellness services. Such a demonstration would further align incentives
across the continuum of care, producing significant clinical gains at a lower overall healthcare
cost.
Medication Therapy Management
NACDS has long been supportive of exploring new and innovative approaches to improve the
Part D program. One of the approaches we believe can be successful is the Innovation
Center’s ongoing Enhanced MTM Model pilot, which allows Part D plans the opportunity to
utilize new and innovative approaches to MTM, such as more efficient outreach and targeting
strategies and tailored levels of service that better meet beneficiaries’ needs. NACDS
believes the Enhanced MTM Pilot program presents an opportunity to create better alignment
of program incentives and has the potential to lead to improved access to MTM services for
beneficiaries as well as greater medication adherence. To ensure the success of the Enhanced
MTM model, NACDS believes retail pharmacists must be included in the Enhanced Model
Pilot programs.
Medications are the primary intervention to treat chronic disease and are involved in 80% of
all treatment regimens. 1 Medicare beneficiaries with multiple chronic illnesses see an average
of 13 different physicians, have 50 different prescriptions filled per year, account for 76% of
all hospital admissions, and are 100 times more likely to have a preventable hospitalization. 2
Yet medication management services are poorly integrated into existing healthcare systems.
Poor medication adherence alone costs the nation approximately $290 billion annually—13%
of total healthcare expenditures—and results in avoidable and costly health complications. 3
Thus, given the importance of medications in achieving patient care outcomes and lowering
overall healthcare costs, it is critical that policies are implemented to encourage greater care
integration across the healthcare delivery system and promote financial accountability for safe
and appropriate medication use.
Evidence suggests that when physicians, nurses, pharmacists, and other healthcare
professionals work collaboratively, better health outcomes are achieved. Pharmacies
provide access to highly-trained and highly-trusted health professionals. The unique reach
1

Patient-Centered Primary Care Collaborative. “Integrating Comprehensive Medication Management to
Optimize Patient Outcomes.” http://www.pcpcc.org/sites/default/files/media/medmanagement.pdf
2
Ibid.
3
New England Healthcare Institute. “Thinking outside the pillbox: a system-wide approach to improving patient
medication adherence for chronic disease.” New England Health Care Institute (2009).
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and access points of pharmacy provide a means of continuous care and oversight between
scheduled visits. Medication related services provided by community pharmacists
improve patient care, enhance communication between providers and patients, improve
collaboration among providers, optimize medication use for improved patient outcomes,
contribute to medication error prevention, assist with hospital readmission cost avoidance
goals, and enable patients to be more actively involved in medication self-management.
Examples of the value of these services include:

4

•

A 2013 CMS report found that Medicare Part D MTM programs consistently and
substantially improved medication adherence for beneficiaries with chronic
diseases. This included savings of nearly $400 to $525 in lower overall
hospitalization costs. 4

•

A study of published research on medication adherence conducted by Avalere
Health in 2013 concluded that the evidence largely shows that patients who are
adherent to their medications have more favorable health outcomes, such as
reduced mortality, and use fewer healthcare services (especially hospital
readmissions and ER visits). Such outcomes lead to less expensive healthcare
costs relative to non-adherent patients. 5

•

How and where MTM services are provided also impact its effectiveness. A study
published in the January 2012 edition of Health Affairs found that a pharmacybased intervention program increased adherence for patients with diabetes and that
the benefits were greater for those who received counseling in a retail, face-to-face
setting as opposed to a phone call from a mail-order pharmacist. The interventions
were cost-effective, with a return on investment of approximately $3 for every $1
spent. These findings highlight the central role that pharmacists can play in
promoting the appropriate initiation of and adherence to therapy for chronic
diseases. 6

•

Several states have implemented MTM programs and have seen notable program
savings for both the state and the enrolled beneficiaries. For example, the North
Carolina ChecKmeds program used specially trained personal pharmacists in
communities throughout North Carolina to provide MTM services to all Medicare
Part D recipients ages 65 and older. The program generated savings of
approximately $66.7 million in overall health care costs for the state which

Perlroth, Daniella, Grecia Marrufo, Alejandro Montesinos, Catherine Lewis, Anjali Dixit, Bingbing Li, Emil
Rusev et al. "Medication therapy management in chronically ill populations." Centers for Medicare and Medicaid
Services (2013). http://innovation.cms.gov/Files/reports/MTM_Final_Report.pdf
5
Braithwaite, Shamonda, Ilnaz Shirkhorshidian, Kelsey Jones, and Michael Johnsrud. "The role of medication
adherence in the US healthcare system." Avalare (2013).
6
Brennan, Troyen A., Timothy J. Dollear, Min Hu, Olga S. Matlin, William H. Shrank, Niteesh K. Choudhry,
and William Grambley. "An integrated pharmacy-based program improved medication prescription and
adherence rates in diabetes patients." Health Affairs 31, no. 1 (2012): 120-129. Harvard.
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included $35.1 million from avoided hospitalizations and $8.1 million in drug
product cost savings. 7
•

Similar results were seen with the implementation of the Iowa MTM pilot program
which utilized pharmacists to help patients manage their medications and improve
patient adherence through education and continued monitoring. In the first 12
months of implementation, the state generated savings of approximately $4.3
million in avoided costs which consisted of $1.18 million from drug product costs
savings and approximately $3.07 million from fewer hospitalizations, fewer
emergency room visits, and fewer office visits. 8

As the second year of the Enhanced MTM Pilot gets set to begin, we urge the Innovation
Center to consider ways to maximize utilization of retail community pharmacists and their
unique ability to improve medication adherence.
Reduce Fraud, Waste, and Abuse for Medicare Part B Covered Diabetic Testing Supplies
Over the years, CMS has implemented many documentation requirements on pharmacies
and patients as it relates to the dispensing of diabetic testing supplies (DTS) in the
Medicare Part B program. The sheer volume and complexity of these requirements are
resulting in time-consuming administrative activities and increasing risks to patient care.
Currently, a pharmacy is required to obtain additional documentation from the prescriber,
including patient notes. This process is very burdensome and time consuming for both the
prescriber and pharmacy. Because of these burdensome requirements, patients may face
possible delays in obtaining much needed DTS resulting in complications to their disease
state, including hospitalization, placing additional financial burdens on the Medicare
system in the form of more and costly future medical care.
NACDS recommends the Innovation Center test a pilot program moving DTS from Part B to
Part D. Those beneficiaries without Part D would still obtain their supplies through Part B.
We believe this could result in several beneficial changes, including streamlining the
processing of claims using current Part D prior authorization processes to ensure Medicare
coverage requirements (e.g., documentation requirements) are met at point-of-sale. Such realtime prior authorization will reduce burdens on providers and pharmacies. This will also
improve patient access to products by eliminating the delay many beneficiaries incur from
waiting for additional documentation from their prescribers. This will help reduce
unnecessary hospitalizations and additional complications.
Additionally, the pilot could help reduce fraud, waste, and abuse (FWA) by enforcing
Medicare coverage rules. The Office of Inspector General (OIG) reports high error rates with

7

Both the North Carolina ChecKmeds Program and the Iowa MTM Pilot program used Outcomes
Pharmaceutical Health Care for the management of their MTM programs. All savings data have been provided
by Outcomes.
8
Ibid.
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both DTS and insulin dispensed in the pharmacy due to insufficient documentation. 9 CMS
has also recognized the problem of high error rates related to documentation requirements. In
a final rule released in 2016, CMS acknowledged that:
“For the 2014 CERT reporting period, approximately 5.1 billion
dollars was improperly paid for DMEPOS items. This represents a
53.1 percent improper payment rate for DMEPOS and represents
10.4 percent of the overall improper payment rate. Ninety-two
percent of DMEPOS improper payments were due to insufficient
documentation.” 10
To achieve the greatest results, NACDS recommends the pilot initially target the DMERC
region(s) that shows the highest percentage of non-compliant claims. Upon successful
completion of the pilot, the Innovation Center could expand it nationwide. Furthermore, the
Innovation Center may want to eventually consider moving all pharmacy-dispensed Part B
medications and services, including insulin, inhalation medications, chemotherapy,
immunosuppressant medications, and immunizations to Part D to improve patient access and
reduce burden to pharmacies and prescribers for these products as well.
Demonstrate the benefits of a unique BIN/PCN combination for Medicaid Managed Care
Organizations and Discount Cards
NACDS believes the Innovation Center should demonstrate the benefits of using unique
BIN/PCN identifiers on beneficiary cards in Medicaid managed care programs and on
discount cards. This would lead to improved program accountability and coordination of
benefits by allowing better differentiation between Medicaid beneficiaries and other patients,
such as those in marketplaces and commercial plans. Additionally, use of the unique
BIN/PCN combination would help pharmacies better identify Medicaid eligible patients and
carve them out of the 340B program. This would improve the ability to avoid duplicate rebate
discounts and help ensure proper identification of patients enrolled in certain plans, allowing
the pharmacy to initiate plan-specific edits based on the BIN/PCN. In addition to reducing the
potential for fraud, waste, and abuse, the use of unique BIN/PCN would allow for
improvements in claim processing, such as:
•
•
•
•
•

The ability of plans/PBMs to block specific BIN/PCN combinations
Better identification of discount cards
Improved rebate processing and accuracy
Improved coordination of benefits processing
Improved identification of 340B claims

To accomplish this goal, the Innovation Center should identify states having processing issues
9

Department of Health and Human Services, Office of Inspector General. “Inappropriate and Questionable
Medicare Billing for Diabetes Test Strips.” August 2013.
10 “CMS-650-F: Medicare Program; Prior Authorization Process for Certain Durable Medical Equipment,
Prosthetics, Orthotics, and Supplies.” 77 Fed. Reg. 67 (December 30, 2015): 81676
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with Medicaid managed care organizations (MCOs) and/or discount cards and encourage
them to mandate unique BIN/PCN combinations. Improved claim processing data should
subsequently be reported to other states to encourage use of unique BIN/PCN combinations.
Work with Other Agencies to Explore Coordinated Efforts to Combat the Opioid Crisis
Chain pharmacies engage daily in activities with the goal of preventing drug diversion and
abuse. Since chain pharmacies operate in almost every community in the U.S., we support
policies and initiatives to combat the prescription drug abuse problem nationwide. We
support a collaborative approach to curb prescription drug abuse and preserve patient access
to their medically-necessary pain medications.
Recognizing that the opioid crisis touches many agencies within the Federal government and
that any solutions require a multi-faceted approach, we encourage the Innovation Center to
explore working with other agencies to develop and test viable strategies aimed at curbing
opioid abuse. This includes agencies such as the Office of the National Coordinator for
Health Information Technology (ONC), the Substance Abuse and Mental Health Services
Administration (SAMHSA) and others as appropriate.
One potential area the Innovation Center could explore is to modernize the current
prescription drug monitoring program (PDMP) process. Most states use data to help identify
and prevent drug abuse and diversion, but program variances limit their effectiveness. It is
necessary to harmonize state requirements for reporting and accessing PDMP data and to
create one system with unified expectations by healthcare providers and law enforcement.
One aspect of the project could include implementing e-prescribing across all prescriptions.
This will work in concert with a harmonized PDMP to deliver the best data and guidance for
providers in their clinical decision-making and provide guidance in real-time when providing
patient care. In addition to lacking timely, accurate, usable data, the current PDMP process
does not fit within the current workflow in the pharmacy, which can cause delays in
dispensing prescriptions.
A national program with real-time clinical decision making will improve identification of
patients with and without opioid abuse issues. Additionally, a modern system would reduce
the burden on pharmacies and prescribers and increase utilization since it would fall within
the workflow and enhance the exchange of data across state lines.
NACDS and the chain pharmacy community stand ready to partner with the Innovation
Center, law enforcement agencies, policymakers, and others to work on viable strategies to
prevent prescription drug diversion and abuse, including abuse of prescription opioids.
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Conclusion
We thank you for the opportunity to comment and look forward to working with the
Innovation Center on these important issues.

Sincerely,

Kevin N. Nicholson, R.Ph., J.D.
Vice President
Public Policy and Regulatory Affairs

NACDD Legislative and Policy Steering Committee Comments on CMS
RFI “Innovation Center New Direction”
11.20.2017
CONTACT: Dr. Mehul Dalal, Past-President, NACDD Board of Directors, info@chronicdisease.org
BACKGROUND
The National Association of Chronic Disease Directors (NACDD) appreciates the opportunity to comment
on a new direction for the Innovation Center. NACDD is a professional organization representing more
than 6,500 chronic disease prevention professionals in all 59 states and territories. Within each state
health department, there is a designated chronic disease director who oversees and/or works with a
team of chronic disease prevention professionals that are knowledgeable about the principles, methods,
and the practice of chronic disease control and prevention. Key focus areas include: preventing the
leading causes of death, disability, and cost drivers such as heart disease, diabetes, cancer, tobacco, and
obesity. Many of our Members are already partnering with healthcare systems and healthcare
policymakers in the planning and implementation of CMMI models. With appropriate resources and
coordinated federal guidance, such state-based professionals have the potential to contribute their
expertise to CMMI and other federally-led healthcare efforts.
In 2015, per capita national health expenditures were $9,990, with total national health expenditures
reaching $3.2 trillion--representing 17.8% of GDP.1 If current policies and conditions hold true, our
nation’s healthcare spending is expected to increase at an average rate of 5.6 percent per year through
the year 2025.2 Chronic and mental health conditions account for 86% of health care costs and reflect a
significant encumbrance on our economy through lost productivity.3
Moreover, the impact of chronic disease is felt on businesses, military, and education and severely
strains public sector budgets. Fortunately, many chronic diseases are preventable and originate from
avoidable health risks. Even once a chronic condition develops, costly complications can be mitigated
through appropriate care models often emphasizing patient empowerment, healthy choices, and
mobilizing family and community-based supports.
We believe that CMMI, through careful model approaches, is well situated to continue to use its
authorities and leverage to impact the chronic disease economic crisis. We strongly encourage that in all

1

Health expenditures. Centers for Disease Control and Prevention Web site.
http://www.cdc.gov/nchs/fastats/health-expenditures.htm Updated May 3, 2017. Accessed November 7, 2017
2
NHE fact sheet. Centers for Medicare and Medicaid Services Web site. https://www.cms.gov/research-statisticsdata-and-systems/statistics-trends-and-reports/nationalhealthexpenddata/nhe-fact-sheet.html Updated June 14,
2017. Accessed November 7, 2017
3
Chronic disease overview. Centers for Disease Control and Prevention Web site.
http://www.cdc.gov/chronicdisease/overview/ Updated June 28, 2017. Accessed November 7, 2017.
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cases where applicable, new and existing CMMI models should incorporate an emphasis on the
prevention of chronic disease.
We acknowledge that healthcare is a complex market, often with local idiosyncrasies, therefore, we
support the general concept of states serving as laboratories for innovation. Many states have a track
record of taking the lead on reforms that are tailored to their needs, population, and political context.
We believe, state governments, including state health departments, play an important role in healthcare
innovation efforts. Recently, states participating in SIM have successfully convened disparate, often
competing, stakeholders to align around a transition to a value-based system.

RESPONSE TO CMMI QUESTIONS
1. Do you have comments on the guiding principles or focus areas.
a. Given the inseparable link between the overall health of our citizens and the nation’s
healthcare costs, we strongly encourage CMMI to consider adding Health of Populations
as a guiding principle. Such a principle could be defined as: all current and prospective
beneficiaries are extended the opportunity and incentives to make health promoting
choices to delay or prevent the onset of diseases and their complications. Many factors
influence and impact a population’s health, and if improved, can transition a community
into a healthier place to live, learn, work, and play. The County Health Rankings and
Roadmaps model of population health is founded on the premise that 40% of an
individual’s health and well-being is based on social factors (e.g., education,
employment, income, community safety) and 30% on health behaviors (e.g., diet and
exercise, tobacco use, sexual activity); only 20% is attributed to clinical care. Therefore,
it is essential that services designed for beneficiaries should address and imbed these
health and social factors into programs. 4
b. An operational example of the population health principle includes CMMI supported
models that promote a community-integrated health system such as Accountable
Health Communities and Population Health initiatives under SIM. Community-integrated
health systems are a multi-sectoral approach at a regional or local level that recognizes
the role that communities can and must play in promoting health and preventing
disease. A community-integrated health system places the health care delivery system
in the broader system of environmental, social, and community health. Medical care is
part of a network of community resources, services, and policies that can and should be
used to improve the health of a community. We encourage exploring payment models
that direct investments upstream that encourage and facilitate health systems’
integration into the community with a focus on prevention and healthy
environments. These payment models could support policy and environmental changes
4

Our Approach: County Health Rankings and Roadmaps Web site. http://www.countyhealthrankings.org/ourapproach. Accessed November 7th, 2017
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to conditions that generate risk in the community (not just at the individual patient
level) potentially impacting the overall incidence of diseases and their corresponding
healthcare costs.

2. What model designs should the Innovation Center consider that are consistent with the
guiding principles.
a. Consistent with the focus areas of state and local innovation and small-scale testing, we
encourage CMMI to coordinate with CDC to assist states to facilitate the deployment of
outcomes-based payment that involve providers of preventive care outside of the
traditional clinical setting. For example, implementation of pay-for-success
arrangements (i.e. social impact bonds) for prevention outcomes could mobilize trusted
community assets (such as community health workers, local Ys, local health
departments) to engage patients to take control of their diseases and risk factors.
b. Small-scale testing could also be used to develop and test prevention-oriented quality
measures. For example, the development and testing of a diabetes prevention measure
as part of a new model design could help fill an identified quality measure gap.
c. Telehealth will play an important role in the evolving healthcare environment with the
potential to improve health outcomes, control healthcare costs, improve the quality and
delivery of care, and minimize scare resources and workforce shortages, especially in
geographically isolated/rural populations. Broadband infrastructure and new advanced
technologies, such as urgent care services (e.g., tele-stroke), remote monitoring, mobile
and wearable devices/sensors, and social networking should be tested for patient
acceptance, improved health outcomes, and controlled costs.
3. Do you have suggestions on the structure, approach and design of potential models
a. We encourage CMMI to extend their conception of market-oriented reforms to include
markets for effective community preventive services. New models, through
appropriately structured payment arrangements (e.g. pay for outcomes) could
encourage MCOs and ACOs to coordinate and reach formal agreements with
community-based prevention service providers where services are often less expensive
and more accessible. Community-based prevention service providers, traditionally
grant-funded with limited reach, could in-turn, enter a new market where demand is
driven by MCO’s or ACO’s seeking innovative ways to help their members achieve
outcomes. For example, if ACOs are incentivized to reduce the incidence of diabetes in
their attributed population, they could seek Diabetes Prevention Program providers to
provide services to their members through some type of joint accountability
arrangement.

3

b. States and chronic disease professionals in states can play an important role convening
stakeholders and creating conditions for entry in to prevention markets. For example,
states could assist traditionally grant-funded prevention services providers to transition
to a more market-oriented system through developing pricing strategies and value
propositions.
c. We encourage CMMI to consider models that provide incentives to ACOs to prevent
disease. In prevailing financial arrangements such as shared savings program, there are
limited incentives for ACO’s to prevent the incidence of disease (e.g. diabetes). It is our
understanding that under current models, ACO cost projections are based on the
attributed population’s previous year risk with annual adjustments. In this scenario,
ACOs are not financially rewarded for preventing disease due to this annual costrebasing. For example, if attributed members develop diabetes in the performance year,
in the following year, the new cases of diabetes will be incorporated into the risk
calculation. Thus, an ACO with a coordinated strategy to reduce the incidence of
diabetes (e.g. by systemizing referral to Diabetes Prevention Programs) stands nothing
to gain financially.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
a. Given that approximately 30% of health outcomes can be attributed to health behaviors
that happen outside of the healthcare system, we encourage CMMI to extend to the
concept of price sensitivity and consumer-directed focus beyond the clinical setting. For
example, plans could be designed to support healthy behaviors and promote wellness
(e.g. incentives for tobacco cessation, gym-membership discounts, healthy food
coupons). Furthermore, CMMI could consider encouraging plan designs that incorporate
and integrate social services and behavioral health.
b. Given the conceptual and technical challenges related to expanding plan designs to
incorporate and incentivize prevention and wellness, as well as coordinating with
existing public investments in public health, we recommend CMMI form an advisory
group on prevention-oriented/consumer-directed plan design to inform new payment
and care delivery models.
5. How can CMS further engage beneficiaries in development of these models and/or participate
in new models?
--- NO COMMENTS ----6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of the model test?

4

a. To further support and substantiate improved health outcomes, waivers allowing nonlicensed practitioners (i.e., community health workers) to deliver preventive and
support services under the auspices of a licensed practitioner (i.e., MD, DO, PA, NP, etc.)
should be considered. Waivers supporting the use of practice extenders such as
community paramedics and dental therapists should also be considered. Services
rendered by such practitioners could be reimbursed at a rate similar to existing
reimbursement rates for services rendered by medical staff working as a part of a
healthcare team. At a minimum, preventive and support services could include: disease
education, development of a patient care/action plan, community-based resource
navigation to support patient’s ability to adhere to care plan, care coordination, followup, and/or transportation. Such a waiver would support continuity of care between
clinical and home settings, thereby improving patient health outcomes and decreasing
care gaps. If reimbursement rates have not previously been explored or determined, a
value-based or global/bundled model of payment could be initiated that would
reimburse the unlicensed and licensed practitioner when the patient’s health
improves. A similar model could be explored and adopted by managed care
organizations requiring that a community health worker provide the aforementioned
preventive and support services to enrolled beneficiaries.
7. Are there any other comments or suggestions related to the future direction of the Innovation
Center?
a. We encourage CMMI to continue and enhance collaboration with public health entities
such as the CDC and the National Association of Chronic Disease Directors to make the
most efficient use of ongoing public investments in this area.

###
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RE: CMS Request for Information: Innovation Center New Direction
Dear Administrator Verma,
The National Association of Community Health Centers (NACHC) appreciates the opportunity to provide
comment on CMS’ Request for Information (RFI) on a new direction for the Center for Medicare and
Medicaid Innovation (CMMI). NACHC is the national membership organization for federally qualified
health centers (FQHCs or “health centers”).
Health centers are consumer-driven and patient-centered organizations that serve as a comprehensive
and cost-effective primary care home for America’s most underserved communities. In 2016, FQHCs
served as the health home for over 26 million medically-underserved individuals, the majority of whom
live below the Federal Poverty Level and face multiple social and environmental factors which impact
their need for health care and their ability to access care appropriately. With over 10,000 sites, FQHCs
are required to provide affordable comprehensive primary care to these individuals, regardless of their
insurance status or ability to pay for services. See Attachment A for more information on health centers
and their model.
Nearly 60 percent of health center patients are Medicare or Medicaid beneficiaries. Both programs are
of critical importance to health center patients, providing them with health care coverage they may not
otherwise be able to afford. CMS’ RFI to ensure that these programs are promoting patient centered
care while increasing quality and improving patient outcomes is an important step in ensuring continued
access for Medicare and Medicaid beneficiaries.
Role of Health Centers in Innovation
Health centers, through their mission, structure and programmatic focus, provide high quality and costeffective preventative and primary care to their patients. They have experience managing not only their
patient’s physical, oral, mental and behavioral health but also addressing the economic, social, and
environmental factors that directly impact patients’ health. These social determinants of health are key
components of a patient’s care, as they are often the root causes of increased costs and poorer

outcomes. Health centers’ focus and experience make them a valuable partner in transformation efforts
and a leader in driving innovation for our most vulnerable populations.
Through the Center’s efforts to date, we are seeing a variety of innovative models take shape across the
country. In many instances, these models and initiatives have recognized the value and experience that
health centers provide to the system by supporting and advancing their engagement in delivery system
transformation; examples include: the Transforming Clinical Practice Initiative, State Innovation Model
grants, Medicare Shared Savings Program, Financial Alignment Incentives for Dual Eligible, and
Accountable Health Communities Model. In addition to engagement in these and other efforts
supported by the Center, health centers across the country also collaborate with their state Medicaid
agencies in broader value-based payment initiatives and in FQHC-specific payment reforms that allow
for more transformative use of the medical home model. (See Attachment B for more information on
these models). With these experiences in Medicare and Medicaid innovation and the health center
mission to provide high quality, comprehensive care, health centers can offer valuable lessons and best
practices to engage the safety net and our most vulnerable patients, ensuring any transformation is
appropriately capturing and positively impacting the whole population.
As CMS looks toward a new direction for CMMI, we believe there are some important considerations it
should take into account.
There is no “one size fits all approach” to effective innovation. Health center experience shows
that there is no “one size fits all” approach to innovation and patients and care team members
have valuable experiences to contribute to these conversations. We believe that CMS should
incorporate flexibility when developing and implementing new models or screening tools. We
also recommend that CMS and states fully engage stakeholders in the development process, as
this will promote successful participation and implementation, especially among underserved
populations who are sensitive to research and data collection efforts.
Health centers and other safety net providers need the appropriate infrastructure, timelines,
and support to participate in innovation and should be included in any new innovation
models. While many are engaged in various stages of payment reform, health centers and
other safety net providers often point to challenges that currently limit their ability to further
engage in these efforts. These challenges can include limited capacity, unrealistic timeframes,
and a lack of alignment across efforts. Past experience shows that due to limited capacity or
resources, the safety net can be left behind when new and innovative models are tested at the
state or federal level. We believe without inclusion in innovative models, a core set of patients
and providers are left behind. We encourage CMS to ensure that all providers have the
appropriate resources, timelines, and infrastructure they need to participate in these new
models. We would also encourage CMS to consider the unique challenges often faced by rural
providers. For example, difficulty affording an expensive internet connection can hinder practice
transformation goals for health centers in rural and frontier areas. Without a sound
infrastructure, it is difficult for providers to fully engage in these efforts at any level. We believe
ensuring the infrastructure is in place should be a core component of any strategy moving
forward.
Policy changes may be needed to ensure provider participation. We welcome the opportunity
to work with CMS on policy changes to support health centers’ ability to deliver care in ways
that best meet patient needs and contribute to quality and cost goals. For example, providing
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reimbursement for telehealth services or for multiple visits in the same day will help encourage
providers to increase their use of cost-savings technology and to further integrate patient care.
Consumer engagement and experience is an important piece of innovation but must be done
appropriately for all populations. We commend CMMI for exploring new ways to improve
consumer engagement and experience through greater transparency and other measures. As
CMMI weighs consumer-directed market strategies and options, we would urge caution in
thinking through implications for low income, vulnerable populations, many of whom are served
by FQHCs. As research has shown to date, products like high deductible health plans paired with
health savings accounts can have an adverse impact on low income populations and those with
chronic disease, leading those populations to reduce necessary and unnecessary care in the face
of financial pressures.

In closing, health centers have always provided continuity amidst changes in America’s health care
system, serving as a safety net for the most vulnerable while continuing to innovate and drive savings
for federal and state budgets. NACHC appreciates the opportunity to submit comments on this
important Request for Information and thank you in advance for consideration. NACHC’s member
health centers and staff would be happy to provide any further information that would be helpful.
Sincerely,

Colleen P. Meiman, MPPA
Director, Regulatory Affairs
National Association of Community Health
Centers
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Attachment A:
Overview of Federally Qualified Health Centers
For 50 years, Health Centers have provided access to quality and affordable primary and preventive
healthcare services to millions of uninsured and medically underserved people nationwide, regardless of
their ability to pay. At present there are almost 1,300 health centers with more than 9,300 sites.
Together, they serve over 26 million patients, including nearly seven million children and more than 1 in
6 Medicaid beneficiaries.
Health centers provide care to all individuals, regardless of their ability to pay. All health centers
provide a full range of primary and preventive services, as well as services that enable patients to access
health care appropriately (e.g., translation, health education, transportation). A growing number of
Health Centers also provide dental, behavioral health, pharmacy, and other important supplemental
services.
To be approved by the Federal government as a Health Center, an organization must meet requirements
outlined in § 330 of the Public Health Service Act. These requirements include, but are not limited to:






Serve a federally-designated medically underserved area or a medically underserved
population. Some Health Centers serve an entire community, while other target specific
populations, such as persons experiencing homelessness or migrant farmworkers.
Offer services to all persons, regardless of the person’s ability to pay.
Charge no more than a nominal fee to patients whose incomes are at or below the Federal
Poverty Level (FPL).
Charge persons whose incomes are between 101% and 200% FPL based on a sliding fee scale.
Be governed by a board of directors, of whom a majority of members must be patients of the
health center.

Most §330 Health Centers receive Federal grants from the Bureau of Primary Health Care (BPHC) within
HRSA. BPHC’s grants are intended to provide funds to assist health centers in covering the otherwise
uncompensated costs of providing care to uninsured and underinsured indigent patients, as well as to
maintain the health center’s infrastructure. Patients who are not indigent or who have insurance,
whether public or private, are expected to pay for the services rendered. In 2014, on average, the
insurance status of Health Center patients is as follows:





47% are Medicaid recipients
28% are uninsured
16% are privately insured
9% are Medicare recipients

No two health centers are identical, but they all share one common purpose: to provide primary health
care services that are coordinated, culturally and linguistically competent, and community-directed, to
uninsured and medically underserved people.
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Attachment B:
Examples of Health Centers Engaging in Payment and Delivery Reform
Health centers nationwide are successfully engaging in a variety value-based initiatives in both Medicare
and Medicaid, examples of which are provided below. In addition to these larger initiatives, individual
health centers also hold value-based agreements with payers including Medicaid managed care plans.

Health Homes
Health centers in 14 states have been active participants in Health Homes programs implemented in
their states.
In Missouri, the Primary Care Association (which represents FQHCs) and the state Medicaid agency
collaboratively designed a State Plan Amendment to implement Section 2703 of the ACA. The PCA
monitors progress, provides solutions to implementation challenges, and provides quality coaching and
population health tools and data analytics to improve performance. This Health Homes initiative is
improving care coordination and service integration for individuals with chronic conditions while
improving quality and reducing costs.

Multi-Payer Initiatives
Health centers have been engaged in the current Multi-Payer Advanced Primary Care Practice
demonstrations hosted by the Center for Medicare and Medicaid Innovation. Health centers are also
participating in other state-based multi-payer initiatives.
In Ohio, the Department of Medicaid, in conjunction with the Office of Health Transformation, received
the State Innovation Model grant to launch the Ohio Comprehensive Primary Care (CPC), an investment
in primary care infrastructure intended to support improved population health outcomes. CPC is a
patient-centered medical home program, which is a team-based care delivery model led by primary care
practices that comprehensively manage patients’ health needs. Currently 20 Ohio FQHC networks are
participating in the 2017 early cohort, accounting for 57 of the 92 participating sites. This initiative will
deliver a coordinated, comprehensive model that will improve the health of patients while aligning the
method of payment to incentivize positive health outcomes.

Integrated Networks (ACOs, IPAs)
Health centers across the country are actively involved in accountable care organizations participating in
the Medicare Shared Savings Program (MSSP). These value-based partnerships are enabling health
centers to be rewarded for the valuable of primary and preventative care they provide and their long
history of working with both clinical and non-clinical partners to deliver coordinated, cost-effective care.
In performance year 2014, RTI’s evaluation of the MSSP found that among participating ACOs that
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included at least one FQHC (with no hospital), 44% achieved shared savings compared to 28% of all
ACOs.
In Kentucky, the Primary Care Association (which represents FQHCs) formed an independent practice
association (IPA) with FQHCs and rural health clinics (RHCs) in the state in 2011. The IPA focuses on
building the support structure to enable participating FQHCs and RHCs to manage costs and improve the
quality of care provided to patients. The IPA has established value-based contracts with Medicaid
managed care, Medicare advantage, and commercial health plans. Additionally, several of the Kentucky
FQHCs and RHCs have also worked with the PCA to form a MSSP ACO, which is showing positive trends.
In Minnesota, ten FQHCs have formed a safety-net accountable care organization, Federally Qualified
Health Center Urban Health Network (FUHN), as part of the state’s Medicaid Integrated Health
Partnership program. To date, FUHN has saved Minnesota and federal taxpayers over $16 million. These
savings are a result of robust care coordination services and data analytics that reduced emergency
department use by 20%. These results were achieved with the underlying FQHC PPS structure in place.
Moreover, the state Medicaid agency recently recommended updating the FQHC PPS rates to recognize
their investments in value-based care.
In Vermont, seven FQHCs formed an accountable care organization, Community Health Accountable
Care (CHAC). CHAC entered into shared savings arrangements with Medicare, Vermont Medicaid, and
Blue Cross and Blue Shield of Vermont in 2014. In its first year as an ACO, CHAC saved Vermont $7.8
million in Medicaid health care costs and received $3.35 million through the shared savings program
agreement. Since its inception, CHAC’s network has grown to include 10 FQHCs, 4 rural health clinics, 7
hospitals, 14 mental health and specialized services designated agencies, and 9 certified home health
agencies. The FQHCs continue to be actively engaged in the payment and delivery reform efforts in the
state as Vermont looks to transition to an all-payer ACO model.

FQHC Alternative Payment Methodologies
Health centers are also working with State Medicaid partners to develop FQHC-specific alternative
payment methodologies (FQHC APMs) that allow for a more transformative use of the medical home.
In 2013, Oregon launched the first capitated (per member per month) bundled rate based on historic
patient medical utilization data. A recent study found that the FQHC APM has enabled participating
health centers to:






Extend patient visits to allow for more time with the care team and provide additional services
Diversify the visit types to maintain and increase access
Dedicate time care coordination
Hire and sustain new members of the care team (e.g., clinical pharmacists, behavioral health
specialists)
Revise the roles and responsibilities of existing staff

Health centers in more than a dozen other states are at varying stages of developing or implementing
similar models that are tailored to fit their state environment. For example, in July 2017, Washington
began implementing a capitated FQHC APM that incorporates key quality indicators.
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Centers for Medicare & Medicaid Services: Innovation Center New Direction
Request for Information Comments
Submitted by the All-Payer Claims Databases (APCD) Council, a joint collaboration between the
National Association of Health Data Organizations (NAHDO) and the University of New Hampshire’s
Institute for Health Policy and Practice
November 20, 2017
These comments are being submitted on behalf of the membership of the National Association of
Health Data Organizations (NAHDO) and the All-Payer Claims Database (APCD) Council Learning Network
of states. NAHDO/APCD Council has been working for decades with states to establish statewide health
care reporting systems and to standardize the content and the reporting of these data sources. Hospital
reporting systems contain inpatient and Emergency Department data on all payer and all patients from
all acute care hospitals in a state and is an essential source of population-based morbidity and outcomes
data in states. APCD reporting systems include data from private and public (Medicare and Medicaid)
payers in a state and include medical, pharmacy, dental, claims and enrollment data. Though there are
exceptions, these data systems typically are legislatively-mandated reporting initiatives and are
intended for public use and public reporting purposes. In some states, the State Innovation Model (SIM)
programs have provided funding for planning or enhancing APCD reporting in states to support delivery
system transformation.
As a national health care data association, we are primarily focused on supporting efforts related to
ensuring that there is reliable, consistent data available to inform, support, and evaluate efforts related
to transformation of health care into a more affordable, accessible system. Thus, our comments in this
response will be focused on the importance of comprehensive data to inform, implement, and evaluate
any and all of the proposed models. Other organizations will be better positioned to suggest models for
delivery of care and payment reforms. Regardless of care model, innovation requires information as well
as consistency in data, methods, and tools across the system.
1. Comments on guiding principles or focus areas
We agree with CMS’ emphasis in this RFI on the need for information, transparency, and data-driven
approaches and the need in any model for robust tools for the demonstration of outcomes in evaluating
the efficacy of models that are implemented. All of the Innovations Center’s guiding principles are dataintensive in order to provide consumers, providers, and payers with information needed to inform
decisions, foster accountability, promote competition, monitor trends and patterns of care, and improve
delivery system performance and population health.
Providers entering into any payment model will be faced with reporting requirements and needs for
data to inform their work. Statewide data could be a supplemental or additive source of system-wide
data that provides information beyond a single-entity reporting solution which provides only partial
view of care and cost patterns (see the HCP LAN report, which described in detail the need for data
infrastructure: https://hcp-lan.org/workproducts/apm-whitepaper.pdf ). Data sharing and collaboration
across sectors and between state and federal agencies will be important in order to achieve shared goals

and shared solutions for information needed to “foster an affordable, accessible health care system that
puts patient first”.
States with APCDs have a long history of working to contain health care costs and improve health
system performance using comprehensive, local, encounter-specific data. These states are documenting
wide variations in costs and outcomes and targeting opportunities for interventions to reduce this
variation. The Innovation Center should partner with states to improve, expand, and enhance existing
data systems to provide population and system-wide information that can be used to evaluate new and
existing payment models. The examples below illustrate the ways APCD data are being used to promote
oversight and transparency of health care costs, quality, and utilization.








Assessing geographic variations in price and utilization. The Oregon Health Authority publishes
quarterly reports that compare per-member per-month costs and utilization, by service
category, for commercially insured, public employees, and public payers
(http://www.oregon.gov/oha/hpa/analytics/pages/index.aspx). Colorado uses its APCD to study
price variation for common procedures among facilities (http://www.civhc.org/getdata/interactive-data/statewide-metrics/cost-of-care/). Maryland uses APCD data to compare
the unit-costs, utilization, per-member per-month costs, out-of-pocket and insurance payments,
geographic variations, and physician access data across geographic regions
(http://mhcc.maryland.gov/transparency/Default.html).
Promoting cost and quality transparency and protecting consumers. Both New Hampshire’s
HealthCost (https://nhhealthcost.nh.gov/) and Maine’s CompareMaine
(http://www.comparemaine.org/) websites provide provider-specific price and quality
information to consumers, health plan enrollees, and employers to promote health care
comparison shopping through cost- and quality-transparency tools. Both systems have
historically included data from self-funded health plans to make these consumer tools available
to enrollees of self-funded employee health plans.
Tracking health care spending drivers and trends. Massachusetts used its APCD data to produce
an annual report analyzing trends in in health care spending for commercial payers by category
of service, type of episode, and geographic area (http://www.mass.gov/anf/docs/hpc/apcdalmanac-chartbook.pdf). Minnesota used its APCD data to analyze prescription drug spending by
therapeutic category and setting (office-administered vs. pharmacy benefit)(
http://www.health.state.mn.us/healthreform/allpayer/20160229_rxtrends.pdf). Rhode Island
released a report analyzing the top 15 clinical complaints and associated costs of potentially
avoidable emergency room visits broken down by payer type
(http://health.ri.gov/data/potentiallypreventableemergencyroomvisits/)
Promoting public health. Organizations in Virginia
(http://www.vhha.com/research/2016/01/29/data-show-southwest-virginia-hard-hit-by-opioidcrisis/) and Utah (http://healthinsight.org/files/Utah%20Partnership%20for%20ValueDriven%20Healthcare/Transparency%20Advisory%20Group/InPerson%20Events/TAG%20Slides%204-19-16%20final.pdf) have used APCD data to track opioid
prescription claims across geographic areas and patient characteristics to understand and
address trends in opioid use as have the Agency for Healthcare Research and Quality
(https://www.hcup-us.ahrq.gov/datainnovations/Opioid_trends_ICD_Med_Care.pdf) . New
Hampshire used APCD data to measure access to and utilization of preventive services, such as
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cancer screening or diabetic testing and treatment, among its adult Medicaid population
(https://www.dhhs.nh.gov/ombp/documents/adultpreventivebrief.pdf)
States are using their data systems to improve outcomes and reduce costs associated with
avoidable inpatient and Emergency Department visits and hospital readmissions
(https://profiles.health.ny.gov/measures/all_state/16284)

These examples are in alignment with the guiding principles articulated in this RFI, and can be the basis
for tools to provide information for the development, implementation, and evaluation of the new
modes. Many more examples can be found at www.apcdshowcase.org
More specifically, potential ways state-based hospital discharge and APCD data systems could support
the CMS models identified in the RFI include:
Advanced APMs: All forms of Alternate Payment Models (APMs) will likely include reporting
requirements that capture the appropriate data to support the shift of the payment from fee-for-service
to being value-based. Demonstrating value will require data that are comparable across sites of care and
time. As APMs are created, data collection needs should be considered and mechanisms to collect data
should be a key planning effort. This includes the development of ways to collect financial arrangements
outside of encounter-based reporting, while not losing encounter level information. It is critical that
detailed data reporting be maintained. Mistakes from Managed Care models in the 1990s, when
encounter-level data were “lost” in plans that were capitated, should not be repeated.
Consumer-directed models: Information essential to support transparency for patients is essential. We
agree with the CMS’ promotion of the development of models to “facilitate and encourage price and
quality transparency, including the compilation, analysis, and release of cost data and quality metrics
that inform beneficiaries about their choices.” State data systems, in the examples provided above, and
in many other ways, currently support efforts to provide better, more transparent information to
consumers and other stakeholders. With additional investment, these efforts can be greatly expanded
and directly support this goal of CMS to provide consumers better information to support decisionmaking. When the public and policy makers are able to access price information on common conditions,
they are surprised by the large price variation—which is a key step to consumer engagement and
improvement initiatives. As consumers assume more of their health care costs through higher
deductibles and co-pays, pricing information is essential, but not widely available.
New models for state-federal data sharing and exchange, as well as model website tools and templates,
could streamline these efforts.
Specialty Physician Models: State data systems exist that can provide information to support any
number of model designs. This includes using state-wide APCD data to develop regional healthcare
utilization pattern reports, specialty attribution models, and episode of care analysis. Additional
investment in analytic tools that are open-source and/or non-proprietary methods that can be used
consistently will provide more consistent information to support physician models.
Prescription Drug Model: States with statewide pharmacy claims and medical claims files can support
broad views of trends and utilization patterns, information about cost variation and pricing, and tools
for benchmarking. This type of baseline and evaluation data will be key in effective development and
implementation of models to address prescription drug efficacy and costs.
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Medicare-Advantage Models: Statewide hospital discharge data bases capture all payers including
Medicare Advantage. State APCDs can capture administrative data on Medicare Advantage populations
and these data sources can be useful to CMS as it plans to provide “regulatory flexibility” to plans. State
data sets can also be incredibly useful for comparative analysis and benchmarking of these plans to
other commercial and public plans, in terms of cost and utilization. Such flexibility is best when balanced
with accountability and transparency, which these data could provide. CMS needs to add clarity to their
Medicare Advantage contract to confirm plan reporting to the state APCD.
State-based local innovation: We agree whole-heartedly with CMS’ emphasis of driving change at the
state-level and believe that the desire to “partner with states to drive better outcomes for people based
on local needs” should be part of the new direction for the Innovation Center. States with APCD
reporting have an advantage by having a comprehensive source of information to target and drive
improvements, measure, and evaluate effectiveness at the local level. Cost and utilization reports
described in the examples above (e.g., Oregon) support the statewide transformation efforts, using
statewide APCD data. As states work with CMS “to develop state-based plans and local innovation
initiatives to test new models”, state-based data systems will be a crucial tool for informing,
implementing, and evaluating those models.
Mental Health/Behavioral Health Models: As with any other model, the development of effective
models in Mental Health/Behavioral Health need to be informed by reliable, statewide and system-wide
data. State data systems have been used to develop BH-specific provider attribution models and
describe the differences in cost and utilization for people with MH/BH conditions. There are challenges
in describing care related to MH/BH issues, included carved out benefit plans and restrictions related to
42CFR Part 2 that will be important for CMS to address in order to have the robust data it needs to
effectively develop models.
Program Integrity: Robust data systems, which contain data across payers and systems of care, can be
effective in developing tools to reduce fraud, waste, and abuse.
In summary, all of the models described in this RFI will rely on the preservation and further
advancement of patient-level/encounter-level data reporting for reasons of accountability and
population health management. Extending payment innovations to all payers will enhance both the
APMs and the delivery system performance as a whole, and infrastructure investment in data partners
at the state-level will allow CMS to leverage the existing resources available, as well as advance those
resources to meet new needs related to the new direction of the Innovation Center.
2. Structure, approach, and design of potential models
Although stated above, we emphasize the recommendation that all proposed models require
sustainable and ongoing sources of comparable system-wide data. Data from one individual payer, for
one system or geographic area, does not provide sufficient data and information to inform the robust
model development and implementation contemplated by CMS. For purposes of reducing reporting
burden and increasing the scope of measurement, models that partner with state agencies to share and
exchange data should be encouraged. Additionally, leveraging existing data systems in states is
preferable to creating a parallel reporting infrastructure at the federal level which will be costly.
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The NAHDO/APCD Council make the following recommendations for state-federal collaboration to
improve data to support making a more affordable, accessible health care delivery system:
1. Support continued development and standardization of claims-based data: States and payers
collaborated to develop content standards for APCDs, known as the Common Data Layout (CDL
(https://www.apcdcouncil.org/standards). Federal assistance is needed to maintain and update and
implement these standard reporting formats, which will reduce payer reporting burden and improve
comparability of claims-based data across states.
2. Consider shared solutions to common technical issues, where possible. We invite CMS and the
Innovation Center’s continued collaboration with states and NAHDO/APCD Council to solve difficult
technical issues related to claims-based data collection and transparency reporting. Seeking
common solutions to improving cross-cutting issues will benefit all. This includes:
a. Physician identifiers and attribution
b. Standards for data quality/claims data edit logic
c. Open-source measures and tools, such as episodes of care, consumer transparency tools,
and quality measures
3. We invite federal-state collaboration to fill important data gaps:
 Self-funded data from ERISA-covered employers
 Substance Use Disorder (SUD) data regulated by 42 CFR Part 2
(https://www.apcdcouncil.org/sites/apcdcouncil.org/files/media/part2_apcd_council_comment
s_final.pdf)
 Federal Employee Health Benefit Plan (FEHBP) administrative data
In closing, we welcome the opportunity to explore how to partner with the Innovation Center to
leverage the learning network infrastructure and activities in place to advance our common interests in
having reliable data to support the development, implementation, and evaluation of models proposed
in this RFI. Innovation Center support of Learning Network activities can be mutually beneficial to
healthcare providers, states, and CMS to develop and disseminate effective practices across private,
state and federal health care information initiatives.

Sincerely,
Sincerely,

Denise Love, BSN, MBA
Executive Director
National Association of Health Data Organizations

Josephine Porter, MPH
Deputy Director
Institute of Health Policy & Practice, UNH
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NALTH is the only hospital trade association in the nation that is devoted
exclusively to the needs of patients who require services provided by long term
care hospitals (LTCHs). NALTH is committed to research, education, and public
policy development that further the interests of the very ill and often debilitated
patient populations that receive services in LTCHs throughout the nation.
NALTH’s membership is composed of the nation’s leading LTCHs, including freestanding, hospital-within-hospital, for-profit, and non-profit LTCHs. On behalf of
our member hospitals, we wish to express our gratitude for the opportunity to
share information in response to the request for information.
NALTH offers the following suggestions to “promote patient-centered care and
test market-driven reforms that empower beneficiaries as consumers, provide
price transparency, increase choices and competition to drive quality, reduce
costs, and improve outcomes.”
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Expanded Opportunities for Participation in Advanced Alternate Payment Models (APMs)
Description of Request: Congress replaced the sustainable growth rate formula with a Quality
Payment Program when it passed the Medicare Access and CHIP Reauthorization Act. The
Quality Payment Program includes the Merit-Based Incentive Payment System and Advanced
APMs. Eligible physicians that may participate as Qualifying APM Participants would receive an
incentive payment and eventually a higher update under the Medicare physician fee schedule.
CMS is seeking comments on ways to encourage more participation among physicians in
Advanced APM, how to be more responsive to physicians and their patients, and guidance on
capturing appropriate data.
Response to Request: NALTH supports CMS’s efforts to improve quality of care through the
Innovation Center’s testing of APMs. We believe that CMS should allow all providers an
opportunity to be accountable entities in any Advanced APMs. LTCHs have an interest in
participating in Advanced APMs, such as any new version of the Bundled Payment for Care
Improvement (BPCI) program, but have found past opportunities limiting. As a result, LTCHs did
not participate in the first round of the BPCI program.
One important reason that LTCHs did not participate in prior BPCI program is that target prices
were tied to the MS-DRG of the short-term acute care hospitals (STACHs), which initiated an
episode. However, STACH MS-DRGs do not map 1-to-1 to the MS-LTC-DRG. Instead, patients
assigned a given MS-DRG in the STACH end up grouping to as many as 25 or more MS-LTCDRGs. As a result, there was too much variability in Medicare spending within a single MS-DRG.
Therefore, we recommend that LTCHs be treated more similar to STACHs in any future bundled
payment program, where the anchor MS-DRG starts with the LTCH (that is, the MS-LTC-DRG).
CMS should also provide greater flexibility for post-acute payment rules affecting LTCHs, such
as the short-stay outlier policy and 25-day average length of stay requirement.
We believe extending definition of accountable entities would foster greater participation
among LTCHs as it would encourage collaboration among providers, which would result in
increased care coordination for patients. NALTH believes it would encourage quality as LTCHs
would seek to establish high-value networks if they assume risk and are invested in the
program. LTCH participation in APMs offers benefits to beneficiaries and the Medicare
program, as LTCHs care for the most critically ill and high cost patients.
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Physician Specialty Models
Description of Request: CMS is seeking information on ideas for new physician specialty models
and quality measures. The Innovation Center has an interest in increasing the availability of
physician specialists in APMs. Potential options the agency is considering includes a model
focused on a specified patient population and a payment model based on quality measure
performance for a limited episode of care.
Response to Request: CMS should test physician specialty models that occur in the LTCH
setting. LTCHs provide specialized medical services to the severely ill and often debilitated
patient population. Many Medicare beneficiaries with chronic illnesses might end up in an LTCH
for specialized care. These chronically ill and vulnerable patients require care that is costly and
often needs to be coordinated across multiple physician specialties. NALTH believes that a APM
that allows LTCHs to focus on coordinating care for the chronically ill would benefit the
Medicare beneficiaries they serve.
The current system in place is not the most efficient in providing severely ill patients with the
care they need. A more proactive management of chronic diseases might reduce healthcare
costs. A physician specialty model focused in the LTCH setting would test and develop
standardized care guidelines, provide consistent data collection and analysis, and provide all
providers with the ability to identify high risk, high cost patients. The results of testing this
specific model would provide feedback that would help to improve quality.
NALTH thanks CMS for the opportunity to share information in response to the request for
information. If you wish to discuss or have any questions, please contact Lane Koenig, NALTH
Director of Research and Policy. We look forward to working with CMS to address the issues
raised in these comments.
Sincerely,

Jim Prister
President
National Association of Long Term Hospitals
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November 20, 2017

Ms. Seema Verma
Administrator
The Centers for Medicare and Medicaid Services
200 Independence Avenue, S.W.
Washington, D.C. 20201
Dear Administrator Verma,
On behalf of the nation’s Medicaid Directors, we are pleased to offer comments on new
directions for the Center for Medicare and Medicaid Innovation (CMMI). As CMS considers
what this new direction may entail, we hope that early, robust, and continued engagement with
states is embedded in CMMI’s work going forward. Medicaid Directors are leading cuttingedge health system innovations at the state level, pioneering approaches that can serve as
examples for informing federal work in this critical area. A formal, structured partnership with
CMMI can allow Medicaid Directors’ operational expertise and strategic vision to inform model
development and demonstration design.
The National Association of Medicaid Directors (NAMD) is a bipartisan, nonprofit, professional
organization representing leaders of state Medicaid agencies across the country. Our members
drive major innovations in health care while overseeing Medicaid, which provides a vital health
care safety net for more than 72 million Americans. Medicaid Directors and the teams they lead
are at the forefront of delivery system and payment reforms, driving health system
transformation via alternative payment models and shifting their programs to be sophisticated
purchasers of healthcare value with the aim of improving beneficiary outcomes and ensuring
the long-term sustainability of the program.
In these comments, we aim to articulate a vision for renewed state/federal partnership as the
backbone for CMMI’s future. We also provide specific areas where CMMI can work with states
to explore new innovation models for addressing common challenges, such as supporting
value-based purchasing initiatives, advancing care coordination for dually eligible MedicareMedicaid beneficiaries, and tackling high-cost prescription drugs.
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State/Federal Partnership: Necessary to Fuel Health System Transformation
NAMD is broadly supportive of the work CMMI has overseen to date. Federal investments in
state reform infrastructure via the State Innovation Model (SIM) design and testing grants have
allowed states to advance reform goals and execute on previously-developed reform strategies.
Medicaid-focused initiatives led out of CMMI, such as the Innovation Accelerator Program and
the Financial Alignment Initiative demonstrations for duals, have helped advance longstanding state priorities and supported states with technical assistance resources to design,
implement, and sustain key reform activities.
To further enhance this work, Medicaid Directors recommend a more formal and durable
CMMI partnership with states. This partnership with states can inform CMMI’s thinking and
model development early in its processes in order to alleviate misalignment issues. A formal
partnership can ensure that states and CMMI are effectively collaborating to minimize
duplication; promote strategic, model, and measure alignment; and maximize the likelihood of
accomplishing joint goals for enhancing delivery system and payment reform. Below we offer
state perspectives on some of the challenges to date that this partnership can help alleviate
Some suggested approaches to structure this partnership are listed here, and NAMD welcomes
the opportunity to further discuss these approaches at a future date. We wish to stress that these
are suggestions and would require significant additional dialogue to produce the durable and
effective partnership that is foundational to continued success.
Proposed Models for State/CMMI Partnership
•
•

•

Governing Council with state and federal representation, with voting powers to approve
CMMI models in the conceptualization and design phases.
Steering Committee of Medicaid Directors and senior staff tasked with delivery system
and payment reform, which CMMI will consult for input on model concepts, operational
considerations, and other salient issues.
Quarterly meetings between CMMI and the NAMD Board (or a subset of NAMD Board
members) to provide input on overall CMMI direction.

As part of these models, NAMD further recommends that the federal partnership with CMMI
also include perspectives from the Centers for Medicaid and CHIP Services (CMCS) and other
relevant federal agencies. Ensuring that the right perspectives are represented in the
conversation will facilitate a shared understanding of policy goals and the mechanisms to
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achieve them, which in turn promotes the necessary information sharing across states and
federal partners to streamline implementation of identified initiatives.
Current Challenges and Misalignments Which Partnership Can Improve
At times CMMI models have not aligned with existing state models and strategies. This has
presented challenges for providers who must choose to direct limited resources towards statedriven or federally-driven reform initiatives, when those models may have different reporting
requirements, payment incentives, or other distinctions. For example, the Comprehensive
Primary Care Plus model (CPC+), when originally released, would have prohibited providers
from participating in this model and Accountable Care Organizations (ACOs). This threatened
to derail state Medicaid innovations focused on ACOs. Engagement from states early in the
model development process would have prevented this significant lack of alignment between
models.
Because of a lack of state engagement, some CMMI models have also posed operational
challenges for Medicaid agencies, who are expected to be model participants in some capacity
but may not be the primary locus point of the model. For example, the Accountable Health
Communities (AHC) model required data sharing arrangements between model participants
and the state Medicaid agency. While Medicaid data and partnership is a component of success
for AHC participants, the specific requirements of AHC in some cases created operational and
administrative burdens for states.
CMMI has worked with Medicaid Directors in the past through in-person meetings and calls
convened by NAMD to address these issues. This was a positive step forward to build
collaboration and alignment between federal and state policymakers who are leading health
system transformation. Opportunities to provide written comments on specific models and
program areas via the formal comment process are also appreciated, though such processes do
not emphasize the unique role of states as program administrators and Medicaid co-financiers.
These factors make Medicaid Directors categorially different from other CMMI stakeholders.
States are unique drivers of healthcare innovation, and are positioned to effectively plan and
implement delivery system and payment reforms that no other stakeholder can replicate.
CMMI’s mission of promoting innovation would be greatly enhanced by ensuring state
perspectives are built into its work from the earliest stages.
Maintaining Federal Commitment to Expanding Value-Based Purchasing Across Payers
As CMS charts a new course for CMMI, Medicaid Directors encourage CMMI to maintain its
strategic focus on advancing value-based purchasing across the nation’s health care system.
States and the federal government have invested significant tax payer resources in developing
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the delivery system and payment infrastructures needed to bend the cost curve and reward
value over volume. The potential of these investments, which include building all-payer claims
databases, designing bundled payment models, supporting provider practice transformation,
aligning measure sets, and other strategies, would not be fully realized if Medicare and other
federal programs step back from widespread payment reform initiatives.
State Medicaid programs are pioneering a variety of delivery system and payment reform
strategies, and their work is producing innovative models that set the benchmark for other
payers. However, Medicaid is only one part of the health care payer landscape, and state-led
value-based purchasing efforts cannot transform the delivery system without similar vision,
commitment, and alignment from Medicare and private payers. CMMI is uniquely positioned
to play a role in promoting this alignment. NAMD recommends that CMMI’s models continue
to prioritize large-scale payment reform, designed to complement existing state efforts in
advancing our common goals.
States are still in varying stages of developing value-based purchasing approaches and will
need the flexibility to continue to be the incubators of meaningful change. However, Medicare
has an opportunity to support states in this critical work by continuing its commitment to widescale, comprehensive payment reform. Changing direction in this area could inhibit the reforms
needed to truly bend the cost curve and promote improved health outcomes.

Specific Issue Areas to Address with New State/CMMI Partnership
A renewed state/CMMI partnership can be put to work immediately to build on existing
successes and to further support and promote Medicaid innovation. States and CMMI share
common goals in promoting value in the healthcare system and improving beneficiary health
outcomes. CMMI has been active in many of the areas identified below, and we offer state
perspectives on modifications to further enhance CMMI’s work in those areas. We also offer
new program areas where CMMI demonstrations could support meaningful state-led
innovation.
Continuing Investments in State-Based Innovation
Payment and delivery system reform requires long-term planning, targeted investments in
infrastructure, careful model design, and gradual implementation in order to be impactful and
sustainable. The process is lengthy and progress incremental, but at its core is critical for
bending the cost curve, improving health outcomes, and improving quality throughout the
healthcare system. States have been at the forefront of this work for years, and are continuing to
pioneer innovative approaches. CMMI is a valued partner in supporting this work, and NAMD
hopes it will continue to play this role going forward.
Page 4 of 10

Specifically, SIM Planning and Testing grants offered by CMMI provided many states with key
resource infusions to design and execute on their reform strategies, or to otherwise enhance
their existing approaches. As NAMD stated in our October 2016 response to a Request for
Information on future iterations of SIM, we are strongly supportive of SIM and encourage
CMMI to utilize a new SIM round or a similar program to continue its support of state
innovation. These types of investments must be ongoing, with resources available to states in
the planning, design, implementation, evaluation, and scaling up stages of reform. Specific and
targeted investment in data infrastructure – measure development, collection, and analysis – is
particularly critical, especially for states facing resource constraints which prohibit building or
contracting this function.
This support must be paired with a strong emphasis on promoting alignment of programs,
models, and quality measurement with existing state strategies. For example, as CMMI
considers new models and how they would fit into the Quality Payment Program (QPP)’s
Alternative Payment Models (APM) structures, a streamlined pathway for existing state models
to be certified as Other Payer Advanced APMs is critical. We appreciate the work that has been
done to date on this issue, but continue to call on CMS to ensure that these certification
decisions are conducted swiftly and do not pose administrative burdens for states.
Promoting Alignment Across Federal Partners and States
State innovation can be further supported by an articulation from CMS on how CMMI, CMCS,
Medicare, and the Medicare-Medicaid Coordination Office will engage with states in model
design and implementation, and how information will be shared and policy direction solidified
across all partners. In the past, states have encountered barriers in participating in CMMI
models due to difficulties in attaining necessary regulatory authorities from CMCS. Going
forward, CMMI models should be accompanied by streamlined approval pathways for these
authorities, whether they be waivers, State Plan Amendments, modifications to managed care
contracts and rates, commitment from Medicare regulators to support state participation in
CMMI models, or other changes. More broadly, CMMI can work with Medicare and the states
to ensure Medicare models are aligned as closely as possible with state-driven initiatives and
frameworks.
Refining CMMI Initiatives for Dually Eligible Medicare-Medicaid Beneficiaries
The dually eligible Medicare-Medicaid population is one of the most complex, frail, and
challenging populations to manage. In 2012, duals represented only 15% of the national
Medicaid population, but accounted for 33% of program spending, according to a fact sheet
from the Medicare-Medicaid Coordination Office (MMCO). These statistics reflect a population
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with low income and complex care needs, which include both acute care and long-term services
and supports. Coordinating coverage policies, benefit design, financing, and care delivery
between the Medicare program and the Medicaid program has further exacerbated the
challenges associated with the duals population.
The work of CMMI, in partnership with MMCO and states, has been invaluable in addressing
the needs of duals in the past several years. CMMI’s Financial Alignment Initiative (FAI)
demonstrations, as well as MMCO’s work on Duals Special Needs Plans (D-SNPs) in Medicare
Advantage and Programs of All-Inclusive Care for the Elderly (PACE), represent significant
progress on duals issues. Early results of FAI demonstrations in Washington show savings and
improved outcomes for covered duals, and this progress should be maintained going forward.
Modifications to the FAI demonstrations could further enhance their adoption and
sustainability across the states. In particular, Medicare rules allowing beneficiaries to opt out of
an FAI managed care demonstration at any time poses significant challenges for states. This
opt-out provision, intended to safeguard beneficiary choice, is disruptive to state efforts in
building and sustaining care coordination capacity. NAMD recommends that CMMI consider
modification of the managed care FAI demonstrations to allow enrollment lock-in periods of at
least one year, with beneficiary opt-outs only for cause. This change would promote continuity
of care, allow predictability in coverage and financing across demonstration participants, and
promote the overall objectives of the demonstration.
CMMI should also work to facilitate streamlined data sharing between Medicare and states. The
State Data Resource Center (SDRC) has produced significant inroads in state access to Medicare
data, as well as technical assistance resources to effectively leverage Medicare data. NAMD
supports these efforts. However, states continue to identify issues with timely access to
Medicare data as an impediment to more effective management of the duals population. CMMI,
Medicare, and Medicaid partnership on this foundational aspect of effective program
management should be a continued priority, and resources designed to support data sharing
should be independent of any one model or demonstration.
Lastly, CMMI should work with states who are in varying stages of capacity to take on care
integration for duals. Current work, such as the FAI demonstrations and the proposed duals
Accountable Care Organization model (since withdrawn), appear oriented towards more
advanced states who are prepared to take on significant responsibilities. These advanced
opportunities may be appropriate for some states, but not all states are prepared to take on this
scope of work. CMMI should consider developing a continuum of duals-focused demonstration
opportunities to meet states where they are, with the goal of building up additional state
infrastructure to further enhance work in this area.
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Promoting Progress on Behavioral Health Integration
Weaving behavioral health services more seamlessly into the fabric of the acute care delivery
system is a long-standing priority of Medicaid Directors. This work requires collaboration at the
state interagency level, aligning purchasing strategies, and promoting physical and behavioral
health integration at the provider level.
Data sharing across providers in a care team is a core component of robust behavioral health
integration efforts. Unfortunately, federal privacy rules on substance use disorder data under 42
CFR Part 2 pose a barrier to this data sharing and collaboration. The separate privacy rules
under 42 CFR Part 2, which do not align with those governing other health data under the
Health Insurance Portability and Accountability Act (HIPAA), prevents individuals with a
substance use disorder from benefiting from advances in care coordination and delivery system
reform. The rules also keep these individuals from receiving the benefits of advances in health
information technology. As such, 42 CFR Part 2 has limited states’ ability to comprehensively
transform care for these individuals. NAMD recommends CMMI develop and test models to
facilitate enhanced data sharing between providers as part of broader state behavioral health
integration strategies.
As states continue to explore strategies to promote integration and build capacity to provide
behavioral health services across the care continuum, one key issue continues to pose a
significant barrier: the Medicaid Institutions for Mental Disease (IMD) exclusion. The IMD
exclusion was set in Medicaid statute at the time of the program’s creation in 1965, and
prohibits federal payment for inpatient psychiatric services at facilities with more than 16 beds.
This prohibition has produced significant challenges for states to ensure appropriate access to
critical mental health and substance use disorder services for vulnerable individuals in recent
years. The ongoing opioid epidemic, and state efforts to enhance substance use disorder
treatment capacity to address it, underscore the barriers created by the IMD exclusion. Further,
the IMD exclusion’s restrictions on inpatient psychiatric services is in tension with longstanding federal and state work to promote parity between physical and behavioral health
services.
CMS has been responsive to state requests to modify or waive the IMD exclusion for treating
substance use disorders, specifically via a SUD-specific 1115 waiver model. Similar flexibility in
providing inpatient mental health services is currently lacking. While CMMI did explore
targeted flexibilities via the Medicaid Emergency Psychiatric Demonstration (MEPD), this
demonstration only lasted two years, which presented challenges in evaluating its impact.
NAMD strongly encourages CMMI to consider continuing the MEPD or to otherwise explore
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avenues to test models that waive the IMD exclusion, such as part of a broader behavioral
health treatment capacity-building initiative.
Addressing High-Cost Prescription Drugs
The introduction of highly specialized, high-cost prescription drugs to the market in recent
years has posed significant challenges for healthcare payers, including Medicaid programs. The
trend of breakthrough therapies targeting highly specific patient populations, and in some cases
offering curative therapies for specific conditions, represents significant opportunities for
improving the nation’s overall health – but only if costs are appropriately managed. Medicaid,
unlike other payers, is required by federal statute to cover every drug approved by the Food
and Drug Administration (FDA), in exchange for mandatory rebates under the Medicaid Drug
Rebate Program (MDRP). States are also able to negotiate additional supplemental rebates on
top of the MDRP’s mandatory rebates. Prior authorization criteria can be put in place to
incentivize the use of one drug over another, but these criteria may not result in complete
exclusion of a product from coverage under the MDRP.
While the MDRP has proven effective in the past for ensuring Medicaid programs are able to
provide comprehensive prescription drug benefits in a fiscally responsible manner, recent
trends in drug pricing and breakthrough approval pathways indicate room for further
experimentation. Breakthrough therapies may not have competitors in their drug class, which
inhibits states’ ability to negotiate supplemental rebates. States, unlike commercial payers or
other public payers, may not exclude coverage of these breakthrough products, even if the
clinical evidence base for their efficacy does not match the characteristics of a given Medicaid
population.
CMMI can work with states to test new models of coverage and payment for prescription drugs
in order to address these challenges. Approaches could include:
•

•

Demonstrations testing closed formulary approaches in Medicaid, whereby Medicaid
programs may cover a specified number of products in a given therapeutic class and
exclude coverage of other products. Prior authorization procedures could ensure
beneficiary access to non-formulary products when medically necessary. This model
could mirror prescription drug benefits in Qualified Health Plans (QHPs) on the
Exchanges.
Invest in Medicaid pharmacy value-based purchasing capacity. This could include
prioritizing enhancing condition-specific surveillance and data collection capacities,
which could in turn support specific alternative payment models for the Medicaid
pharmacy benefit. These models could:
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o

o
o

o

o

Condition payment for a therapy based on an individual’s response to the
therapy within a specified time period (particularly for managing a chronic
condition);
Condition payment based on a successful course of treatment (more appropriate
for curative therapies);
Base payment on projected utilization of a therapy in an identified Medicaid
population over a specified time period, with payment reconciliation for over or
under-utilization;
Make provisional coverage of a product available for products approved on an
accelerated approval pathway, on the condition of additional post-approval
evidence development; or
Other models identified by states and CMMI.

Testing the Full Range of APMs with Federally Qualified Health Centers
FQHCs are vital partners in delivering primary care services and other critical services to
Medicaid beneficiaries. However, as states continue to move away from volume-based
reimbursement models to alternative payment models that fully align both quality, outcomes
and payments for a broad group of providers, FQHCs continue to be excluded from many such
strategies. FQHCs, which are paid on a volume-based per-visit basis under the Prospective
Payment System (PPS), are unique in their ability to not be routinely included in full valuebased APM strategies, which would include risk-based models.
Under current law and regulation, the PPS represents a floor for FQHC rates. States have the
option to structure APMs which pay at least the PPS and can reward high-quality care with a
rate above the PPS, and some states avail themselves of this flexibility. However, states do not
currently have the ability to fully financially align quality and outcomes, even when evidence
has shown that risk-based payment methodologies are incentivizing quality improvement and
improved outcomes in other sectors of the provider landscape. As FQHCs expand in certain
states, the ability to ensure quality outcomes and incentivize performance becomes more
pressing as part of a wider delivery system and payment reform strategy.
CMMI can play a constructive role in working with states to test the full array of APMs with
FQHCs, including value-based and risk-based reimbursement models that align quality,
outcomes and costs. These demonstrations could be small-scale and targeted towards willing
FQHCs that demonstrate the capacity to onboard risk, in partnership with the state and its
managed care entities, if applicable. We encourage CMMI to explore these approaches and to
develop models which incentivize high-quality FQHC performance while ensuring their core
missions remain achievable.
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Enhancing the Innovation Accelerator Program
NAMD supports the topical technical assistance opportunities CMMI has provided to states
under the Innovation Accelerator Program (IAP). The IAP’s focus areas since its initiation –
including substance use disorder; high-cost, high-need beneficiaries; behavioral health
integration; alternative payment models; and others – generally reflect state Medicaid agency
priorities. With the concrete partnership described above, we anticipate CMMI will continue
targeting IAP tracks towards salient topics going forward.
IAP’s technical assistance can be further refined with additional engagement and partnership
with states. In particular, CMMI should prioritize ensuring its IAP contractors are fully
immersed in participating states’ Medicaid program features and populations. Medicaid
Directors have expressed that, depending on the IAP track, some contractors have required
significant time being brought up to speed on a state’s program before effective technical
assistance could be provided. The time and resources spent educating IAP contractors created
low-value work for states, which is not the goal of IAP.
Additionally, in the past CMS has required state participation in certain IAP tracks in order to
secure separate regulatory flexibility – for example, early 1115 SUD waivers were conditioned
on the state completing the IAP SUD track. This policy presents procedural challenges and
demands on state resources and staff time. We encourage CMMI to consider pathways for IAP
technical assistance that prioritizes high-value and high-impact work, particularly when IAP
participation may be expected to achieve a separate waiver or other regulatory authority.
Thank you for the opportunity to provide these comments. NAMD and our members stand
ready to engage with you to achieve the vision we have articulated here, and look forward to a
follow-up conversation.
Sincerely,

Judy Mohr Peterson
Med-QUEST Division Administrator
State of Hawaii
President, NAMD

Kate McEvoy
State Medicaid Director
State of Connecticut
Vice President, NAMD

Page 10 of 10

1
Headquarters
5 Hanover Square
Suite 1401
New York, NY 10004
P.917-746-8300
www.napnap.org
November 20, 2017
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality
Acting Director, Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Mail Stop WB-06-05
7500 Security Boulevard
Baltimore, MD 21244
Re: Centers for Medicare and Medicaid Services: Innovation Center New Direction
(Submitted via CMMI_NewDirection@cms.hhs.gov)
Dear Acting Deputy Administrator Bassano:
On behalf of more than 8,500 pediatric nurse practitioners and fellow pediatric-focused advanced practice
registered nurses committed to providing optimal health care to children, the National Association of Pediatric
Nurse Practitioners (NAPNAP) appreciates the opportunity to respond to the Center for Medicare and Medicaid
Innovation (Innovation Center) September 20, 2017 request for information seeking feedback on new directions
to promote patient-centered care and explore market-driven policies to empower beneficiaries as consumers,
provide price transparency, expand choices and competition to improve access and quality, lower costs and
improve outcomes. We believe this evaluation offers an important opportunity for the Innovation Center to
identify and implement strategies to eliminate long-standing barriers that have limited the ability of advanced
practice registered nurses (APRNs) to practice at the full extent of their education and clinical preparation to
meet the health care needs of the nation. Many of our thoughts on the issues raised by this request are similar to
those we expressed March 28, 2017 in responding to the Innovation Center’s request for information on
pediatric alternative payment model (APM) concepts; rather than repeat those responses here, we are attaching
our previous comments.
As you are aware, APRNs who concentrate on children’s care, including pediatric nurse practitioners
(PNPs), have attained enhanced education in pediatric nursing and health care using evidence based practice
guidelines. Committed to improving children's health, they practice in primary care, specialty, and acute
care. Pediatric-focused APRNs have provided high quality health care to children and families for more than
40 years in an extensive range of practice settings such as pediatric offices, clinics, schools, and hospitals –
reaching millions of patients across the country each year.
The Medicare program is often the driver of significant changes in the health care system. Payment models
developed through the Medicare program, such as the Quality Payment Program, directly and indirectly
influence practices and policies in the Medicaid program and for private payers. While we appreciate the
intent to align efforts across programs to reduce burden on providers and beneficiaries, the frameworks
developed under Medicare are focused on adults and often fail to recognize issues and obstacles to
translating those policies to pediatric practice and children’s health care.
Pediatric providers are engaging in innovative practices, but like their adult-focused counterparts, they need
support to bring innovations to scale and to sustain them. Long term supports and investments for children
will result in significant dividends for our country in many ways over time. We believe that the Innovation
Center has a continuing role in supporting and spreading effective existing and emerging innovations
designed with children and pediatric providers/health systems in mind that improve all these outcomes (cost,
quality and health outcomes).

Ms. Amy Bassano
November 20, 2017
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NAPNAP supports the Innovation Center’s goal to “foster an affordable, accessible healthcare system that
puts patients first.” Pediatric-focused APRNs work closely with families, pediatric providers, children’s
hospitals and their communities to identify new strategies to achieve higher levels of quality while providing
care in the most efficient and effective manner. As you consider your new directions, we respectfully urge
the Innovation Center to focus on the following areas affecting the ability of APRNs in pediatrics to deliver
all of the care for children they are educated and clinically prepared to provide:
A.

Guiding Principles

NAPNAP strongly supports the Innovation Center’s guiding principles to promote competition based on
quality, outcomes and costs; to reduce burdensome requirements and unnecessary regulations to enable
health care practitioners to focus on providing high-quality care to their patients; and to give providers and
beneficiaries the tools and information they need to make decisions that work best for them. Medicare’s
current fee-for-service system is stark evidence of the problem: qualified APRNs are paid less than
physicians for providing the same services, often in a more timely manner that prevents delays in patient care
and caring for patients in medically underserved areas.
In our previous comments, we briefly mentioned practices such as physician “incident to” billing of services
furnished by APRNs and clinicians other than physicians that we believe directly contradict the development
of a merit-based payment structure focused on the quality and value of the services. It is essential for
patients and payers to have clear, accurate information on which they can assess providers’ performance, yet
policies on “incident to” billing of services obscure the provider who is actually accountable for services
delivered to patients. The resulting inability to identify the provider of care is an obstacle to accurately
measuring the quality of care and assessing the value of innovative practice models. We believe the
Innovation Center must recognize that the disparity in payment to physicians and to other providers creates a
highly questionable incentive and violates a basic principle of a merit-based payment system – that payment
is based on the specific service provided to the patient, not on the clinician who provides the service.
NAPNAP believes that qualified providers should be required to bill directly for the services they personally
provide under their own provider numbers. Before attempting to revise current “incident to” policies, we
believe the Innovation Center could initiate projects to gain a better understanding of the extent and nature of
the practice and its interaction with other payment reforms. We have previously proposed what we think is
an achievable first step toward that goal: revising current claims requirements to ensure that the provider
actually rendering a service is clearly identified on every claim and that when a service is billed under a
provider number other than that of the rendering provider, an appropriate modifier is required to ensure the
claim is clearly identified as an “incident to” claim. In particular, box 24J on the claim form should include
the actual rendering providers’ National Provider Identifier (NPI) – and not the NPI of an attending or
supervising provider.
As we have pointed out, this isn’t a new idea: in its August 2009 report, “Prevalence and Qualifications of
Nonphysicians Who Performed Medicare Physician Services” (OEI-09-06-00430), the HHS Office of
Inspector General recommended that the Centers for Medicare and Medicaid Services (CMS) “require
physician who bill services to Medicare that they do not personally perform to identify the services on their
Medicare claims by using a service code modifier.” The Inspector General notes that requiring use of a
modifier would allow CMS to monitor claims to ensure that physicians or other qualified providers are
billing for services performed by providers with appropriate qualifications.
NAPNAP believes that the use of a modifier would allow Medicare to hold the actual provider of a service
accountable for the quality and value of the services provided and to reduce confusion and inaccuracies in
assessing performance on quality measures. We believe this strategy is consistent with the Innovation
Center’s guiding principles and we strongly urge you to move forward with exploring such a policy as soon
as possible.

Ms. Amy Bassano
November 20, 2017
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Consistent with the Innovation Center’s guiding principles, NAPNAP agrees that it is crucial to eliminate
barriers that prevent health care professionals from delivering all the services they are educated and prepared
to provide without costly and unnecessary obstructions. We strongly urge you to bear in mind the
appropriate use of interprofessional, provider-neutral language, avoiding the unintended creation of barriers
caused by the use of unnecessarily restrictive definitions and improving beneficiaries’ access to care by
enabling all qualified clinicians to deliver the care they are educated and trained to provide.
As mentioned in our previous comments, NAPNAP is concerned that CMS maintains a restrictive
interpretation of the term “physician” as it is currently used in numerous Medicare regulations, manual
provisions, and agency guidance to Medicare suppliers and providers, often preventing qualified APRNs
from furnishing services that are within the range of their advanced education and clinical preparation. The
agency authorizes Part B payment to APRNs for services that are within their scope of practice as defined by
the applicable state law that “would be covered if furnished by a physician.” NAPNAP urges the Innovation
Center to interpret the term “physician” consistently throughout its programs and projects to enable APRNs
to provider services that are within their scope of practice as defined by applicable state laws that would be
covered if furnished by a physician.
NAPNAP also supports the Innovation Center’s intention to allow for small scale testing of models that
encourages the expansion of successful models. We also encourage you to develop more specific policies
based on these guiding principles and how the Innovation Center intends to use them to guide model
development and implementation, perhaps through formal rulemaking that would allow for additional
stakeholder engagement and input. It will be important to have this guidance finalized before introducing
new practice models.
B.

Potential Models

1.

Expanded Opportunities for Participation in Advanced APMs
We appreciate the Innovation Center’s interest in increasing opportunities for eligible clinicians to
participate in advanced alternative payment models and expediting the process for providers to develop
and contribute to these models. We believe our previous comments on pediatric APM concepts
summarize our ideas on how best to achieve these objectives for pediatric-focused APRNs.

2.

Consumer-Directed Care & Market-Based Innovation Models
NAPNAP strongly agrees with the Innovation Center’s beliefs that consumer-directed care models are
capable of empowering beneficiaries to choose wisely among competitors in a market-driven health
care system – but only if that market is truly a fair and openly competitive market that enables all
qualified providers to collaborate in practices that meet their patients’ needs. In many states with
outdated, restrictive practice laws, that is not currently the case. In addition, many health care plans
continue to discriminate against qualified clinicians in organizing their provider networks.
Your work should be guided by principles that support the development of innovative patient-focused
nonhierarchical, interprofessional coordinated care; reduce administrative costs and requirements for
both patients and providers; and ensure sufficient and sustainable support for APRNs to redesign their
practices to better serve patients. In our previous comments, we urged the Innovation Center to require
pediatric APMs to document policies and procedures that ensure they do not employ discriminatory
practices that restrict patient access to services and treatments furnished by any health care providers
acting within the scope of their license. We have pointed out that such a requirement would be
consistent with Section 2706(a) of the Public Health Service Act, as added by the Patient Protection and
Affordable Care Act (P.L. 111-148), and with the National Association of Insurance Commissioner’s
(NAIC) final Health Benefit Plan Network Access and Adequacy Model Act, released in November
2015, which includes provider nondiscrimination protections similar to those in federal law.

Ms. Amy Bassano
November 20, 2017

Page 4

In terms of providing consumers and beneficiaries with greater transparency on the price and quality of
services, we strongly agree with the importance of that goal and would restate our belief that patients
must be able to identify and evaluate the performance of the clinician that actually provides the care,
and that such information is not obscured by billing or documentation requirements.
NAPNAP also supports the development of models that encourage adoption of healthy behaviors,
access to preventive services, coordination of care, access to behavioral and mental health care, and
appropriate social supports, recognizing that improving health outcomes often involve issues such as
food security, transportation, housing, health education, and other issues beyond the traditional scope of
medical care or Medicare coverage. Models should encourage healthy behaviors that prevent the onset
and progression of disease, including access to and utilization of preventive health services,
immunizations and vaccinations.
6.

State-Based and Local Innovation, including Medicaid-focused Models
As you are well aware, Medicaid is a critical source of health coverage for our nation’s children – more
than 30 million children receive their health care through Medicaid, nearly half of all the enrollees in
the program. Medicaid provides pediatric appropriate benefits for children in low-income families and
is a critical source of care for children with special health care needs and chronic or medically complex
conditions. As you consider new directions for innovation, NAPNAP believes it is crucial for you to
consider the exceptional aspects of the Medicaid program and to increase you attention and support for
pediatric models and innovations.
State Medicaid programs will require sustained infrastructure funding in order to fully participate in
developing and implementing innovations in care. States will want to take part in reforms that make
sense for their programs and populations, but they may lack the technical expertise or the resources to
plan, implement and evaluate models. These resources are especially important for children who will
not typically benefit from innovations driven by the Medicare program.
As you know, the Medicaid program reimburses providers at different, often lower levels than Medicare
or private health coverage. On average, a pediatric provider treating a child on Medicaid is likely to be
paid 66 percent of what Medicare would pay for the same service – often less than needed to cover
providers’ costs. Inadequate payment has a significant impact on the ability of providers to assume
additional care coordination responsibilities or care for children with complex medical conditions. In
addition, Medicaid providers will need assistance to transition to new payment and care delivery
models that can put pressure on their practices, particularly in underserved and rural areas, when caring
for children with complex or specialized needs. These providers are also far less capable of taking on
additional financial risk as part of alternative payment models.
The Medicare framework is generally not designed for children’s care or for the broader Medicaid
population. The expertise and support of the Innovation Center will be critical in pursing innovations
that work for children and that sustain lasting improvements in children’s health care. Priorities should
be placed on policies and activities that address the special needs of pediatric care, including:
•

Promoting coordination of care rather than competition. The pediatric health care system differs
from adult care in its regionalized nature and limited supply of pediatric providers. Improvements
in care are more likely to result from coordination and efficiencies than from competition.

•

Expanding the use of telehealth and other services that build capabilities to virtually connect
pediatric specialty care with community-based providers.

•

Addressing social determinants of health. There is growing recognition that where children live
and play, and the amount of adverse events they experience can have a profound effect on their
health currently and over their lifespan. Investments in prenatal and children’s health pay longterm dividends.
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Ensure adequate coverage and payment for physical and mental health care. Integrating physical
and behavioral health is an important approach to improving the quality of care and outcomes, as
well as avoiding more costly care.

By its structure to provide greater flexibility to states, the Medicaid program lacks the kind of consistent
national standards to support the quality improvement and cost reduction initiatives currently pursued in
the Medicare program. The lack of consistency between states in defining patient populations and
inconsistent standards for data elements, collection, measurement, and reporting has limited the ability to
use information effectively. The availability of extensive data on Medicare patients has supported
research and development of quality measures to support designing new payment models, but no such
infrastructure or data exists to inform children’s health care.
NAPNAP believes the Innovation Center has an important role to play in developing a functional
infrastructure for collecting and evaluating appropriate, interoperable data on children’s care and scaling
effective approaches and best practices to address data shortcomings. These strategies should including
collection and use of data on social determinants, environmental science and genomics to provide
meaningful information and measures that will enable consumers and providers to make wise decisions.
Individuals, children and families, caregivers, payers, public health and community providers, and all care
settings should be included as sources and as users of data and information.
In summary, NAPNAP and its members are deeply appreciative of the work that the Center for Medicare and
Medicaid Innovation has done since its establishment to improve the nation’s health care system, strengthen the
health care workforce, and promote better care, smarter spending and healthier people. We are encouraged by
the opportunity to explore new directions that will eliminate barriers to patient-centered coordinated care,
address the special needs of children and their families, and remove regulatory and policy barriers that limit the
ability of pediatric-focused APRNs to use the full depth of their education and clinical experience to care for
their patients. We appreciate the opportunity to provide these comments, and please feel free to contact
NAPNAP for any health care issues related to children. Our membership offers a broad array of experts ready
and willing to assist in advancing new directions in health care innovation and ensuring a healthier future for
our children.
Sincerely,
Tresa E. Zielinski, DNP, RN, APN-NP, CPNP-PC
President
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March 28, 2017
Ms. Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: HealthyChildrenandYouth@cms.hhs.gov
7500 Security Boulevard
Baltimore, MD 21244
Re: Request for Information on Pediatric Alternative Payment Model Concepts
Dear Director Bassano:
On behalf of more than 8,500 pediatric nurse practitioners and fellow pediatric-focused advanced practice
registered nurses committed to providing optimal health care to children, the National Association of Pediatric
Nurse Practitioners (NAPNAP) appreciates the opportunity to respond to the Center for Medicare and Medicaid
Innovation’s February 27, 2017, Request for Information on Pediatric Alternative Payment Model Concepts.
Our comments are focused on several key aspects of the request that we believe are central to the development
of integrated health care systems for children and adolescents that include health-related social services with
shared accountability and savings.
As you know, advanced practice registered nurses (APRNs) who concentrate on children’s care, including
pediatric nurse practitioners (PNPs), are critically aware of the importance of stable, affordable health coverage
in ensuring that families and their children receive the timely health care they need. Practicing in primary care,
specialty, and acute care settings, APRNs dedicated to pediatric care have provided quality health care to
children and families for more than 40 years in an extensive range of community practice settings such as
pediatric offices, schools, and hospitals – reaching millions of patients each year.
Our comments focus on child and family focused solutions for care. From healthy children in need of
preventive care for optimal physical and mental development to those with complex conditions in need of a
specialized medical home, all children benefit from a child and family-centric perspective driving the design of
future systems of care. Overall, we believe alternative payment models (APMs) for children must be centered
on their needs and supported by an infrastructure aligned around the child’s development with metrics designed
specifically for kids. Models must integrate physical and mental and behavioral health to address the complete
health needs of children, and they should deliver care through an integrated network that is home and
community-based that enables pediatric-focused advanced practice registered nurses to practice at the full
extent of their education and clinical preparation, with access to a full range of age-appropriate specialized
services as needed.
General Comments
As we have said in previous comments, NAPNAP appreciates the efforts that the Centers for Medicare and
Medicaid Services (CMS) has made to ensure that the extent of the advanced education and clinical
preparation of nurse practitioners, APRNs, and health care professionals other than physicians are fully
recognized and reflected in the practice and payment policies of federal health programs, consistent with the
laws of the states in which they are licensed and practice. As the agency explores the development of new
pediatric care payment and service delivery models, we believe it is essential for CMS to clearly reaffirm its
commitment to ensure full patient access to the services of APRNs and to further ensure that APRNs are
recognized and included in pediatric APMs as full partners in their design, administration and care delivery.
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As you are well aware, APRNs already can and do lead innovative payment and care delivery models
including patient-centered medical and health homes. Further, as you also know, in its 2011 report, “The
Future of Nursing: Leading Change, Advancing Health,” the Institute of Medicine (IOM) urged federal and
state governments to adopt policies that remove barriers and expand opportunities for APRNs to lead
collaborative health care practice models, as well as policies that prepare and empower nurses to lead
changes that advance care. The health care industry is recognizing APRNs for their leadership in clinical,
education and academic, and executive roles. In addition to their work as expert clinicians, APRNs are
leading as chief executive officers of hospitals and health systems, chief nursing officers, and as chairs and
members of regulatory bodies and advisory groups. NAPNAP believes it is crucial for CMMI to recognize
the leadership role of APRNs in advancing care by including them in the definition of pediatric APMs.
As it examines new pediatric payment and service delivery models, we believe CMS should use its full
authority to waive regulatory barriers to APRN practice, including outdated physician supervision
requirements and narrow definitions of the term “physician” that interfere with APRNs ability to act within
their scope of practice as recognized by state laws. In addition, these policies create obstacles to the
credentialing and privileging of APRNs and enabling them to use their experience and leadership capabilities
in care systems. Eliminating these barriers will enhance children’s access to care, improve the timely
delivery of services, reduce costs by eliminating the need for APRNs to pay for collaborative agreements
with physicians, and enable APRNs to fully contribute to shared accountability and savings.
In developing new practice models, we also urge the agency to be guided by principles that support the
development of innovative patient-focused nonhierarchical, interprofessional coordinated care, reduce
administrative costs and requirements for both patients and providers, reflect the diversity of patient needs in
performance assessments, provide timely access to performance data to help providers manage their
practices and patient care, and ensure sufficient and sustainable support for APRNs to redesign their
practices to better serve patients. We remain concerned that while APRNs are recognized as eligible
participants in APMs, there is no requirement that APMs include APRNs in their networks as autonomous
providers able to participate and bill directly for incentives such as quality bonuses or shared savings.
In addition, CMS should require pediatric APMs to document policies and procedures to ensure that they do
not employ discriminatory practices that result in the restriction of patient access to services and treatments
furnished by any health care provider acting within the scope of their license. Such a requirement is
consistent with Section 2706(a) of the Public Health Service Act, as added by the Patient Protection and
Affordable Care Act (P.L. 111-148), and with the National Association of Insurance Commissioner’s
(NAIC) final Health Benefit Plan Network Access and Adequacy Model Act, released in November 2015,
which includes provider nondiscrimination protections that mirror the federal statutory protections.
Section I: Integrated Pediatric Health Care and Health-Related Social Service Delivery Model
1.

What is the level of interest of states and tribes for a child and youth-focused care delivery model
that combines and coordinates health care and health-related social services? Please comment on
challenges and opportunities in service delivery for all pediatric beneficiaries and for those with
higher needs and the level and range of technical assistance entities might require to support an
effective model.

Better integration between health care and health-related social services is highly desirable, given that the
fundamental determinants of children’s health and well-being are rooted in social, environmental, and
behavioral factors that lie outside the domain of the health care system. The major threats to the healthy
development of America’s children increasingly stem from problems that cannot be addressed adequately by a
care delivery model alone. These problems include infant mortality; preventable infectious diseases; oral health
problems; sedentary lifestyles; chronic health care needs; obesity, metabolic syndrome, and other chronic
diseases; high levels of intentional and unintentional injuries; and exposure to violence in all forms.
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In addition, children face risks of neurodevelopmental disabilities and illnesses from exposure to environmental
tobacco smoke, lead, and other environmental hazards; substance abuse; mental health conditions; poor school
readiness; family dysfunction; sexual health, unwanted pregnancies, and sexually transmitted diseases;
relatively low rates of breastfeeding; social, medical, behavioral, economic, and environmental effects of
disasters; and inequitable access to medical homes and basic material resources and poverty.
These determinants require that pediatric APRNs use validated screening tools and link families to communitybased services including public health departments, school districts, child welfare agencies, community and
children’s hospitals, and colleagues in related professions to identify and decrease barriers to the health and
well-being of children in the communities they serve. Nurse-led home visiting programs, evidence-based early
literacy programs, healthy early child development and effective parenting programs should be promoted and
supported through payment. For such coordinated care systems to be successful, payment and financing
systems must be properly aligned and recognize clinicians who provide population-based prevention.
2.

Where pediatric health care providers have partnered and aligned with health-related social
service providers, what types of health care and health-related social services were included beyond
the Medicaid mandatory benefits? Additionally, what program integrity strategies were employed
where these partnerships exist?

NAPNAP is please that CMMI is exploring ways to integrate social services. For children, the social services
that are “health-related” are much broader than those described in the RFI (early education and home visiting
which may begin prenatally). The increased recognition of social determinants of health and the life-long
impact of adverse childhood experiences make it imperative to recognize and address risk factors and enhance
protective factors at the community level. The impact of innovative delivery of services for children’s health
will be limited unless models provide a broader set of social services, based on input from patients and families
about what is important to them, and incorporating interprofessional requirements and financing to facilitate the
interaction between health and social services.
3.

What policies or standards should CMS consider adopting to ensure that children, youth and their
families and providers in rural and underserved communities such as tribal reservations have an
opportunity to participate? How might pediatric care delivered at Rural Health Clinics best be
included as a part of a new care delivery model for children and youth?

NAPNAP believes the role of advanced practice registered nurses is particularly critical in meeting the needs of
rural and underserved communities that already face shortages of physicians and barriers including lack of
transportation and support services. Comprehensive school based health centers led and staffed by nurses and
APRNs with telehealth capabilities may be the most efficient sites to provide care for children, and sometimes
for staff and parents, as well, when transportation and travel distances pose obstacles to access to care. States
are exploring greater use of telehealth, tele-mentoring and workforce training models, but federal support is
needed to educate and clinically prepare APRNs and provide incentives for them to practice in these areas.
It may be difficult for APMs in these areas to achieve the cost savings generally required for such models. A
handful of unexpectedly high-cost patients or catastrophic incidents can wipe out a practice’s saving and access
to key pediatric subspecialists and services may be limited. Models for rural and underserved areas should have
appropriate standards that differ from those in more heavily populated areas.
Section II: Operation of Integrated Service Model
3.

What infrastructure development (electronic medical records (EMRs), health information
exchanges (HIE), and information technology (IT) systems, contracts/agreements, training
programs, or other processes) has been needed to integrate services across Medicaid enrolled
providers and health- related social service providers?

Ms. Amy Bassano
March 28, 2017

Page 4

NAPNAP believes that electronic health records (EHRs) have the potential to provide value to the care of
children and are important part of the pediatric health home concept. However, we know the existing
technology is far from perfect and present significant challenges for many pediatric APRN practices. EHRs
must be improved in collaboration with clinicians, vendors, government agencies, privacy experts and
patient advocates to protect children and to improve the care they receive. Currently, there are significant
deficiencies in the functionality of EHRs for PNPs and APRNs, as well as in the ability to exchange health
information securely and efficiently. In addition, health systems that serve both adult and pediatric
populations often utilize EHRs designed for adults that do not appropriately address the unique workflows
required for pediatric care.
NAPNAP continues to be concerned that current EHR software often provides no ability for clinicians other
than physicians to make entries or acknowledge responsibility for the care they provide. These programs
often require physicians to document care provided by other clinicians, even though advanced practice
nurses are often the primary care provider. This problem is particularly acute in hospital EHR systems,
which often rely on APRNs for crucial patient care. NAPNAP urges you to require that APRNs are directly
involved as participants or consultants in the development of EHR technology and EHR products certified
for use in pediatric APMs must enable clinicians other than physicians to enter and manage patient care
information and to be accountable for the direct patient care they provide.
In addition, NAPNAP appreciate the agency’s recognition of the statutory limits on the ability of APRNs to
fully participate in the Medicare and Medicaid electronic health record (EHR) incentive payments available
under the American Recovery and Reinvestment Act of 2009 and the Health Information Technology for
Economic and Clinical Health Act (HITECT Act). In the preamble to the May 9, 2016, proposed rule on the
Merit-Based Incentive Payment System (MIPS) and Alternative Payment Model (APM) Incentive Under the
Physician Fee Schedule (CMS-5517-P), CMS noted that these restrictions have made it more difficult for
APRNs to adopt and use certified EHR technology and have contributed to the relatively small number of
nurse practitioners who have attested to the Medicaid EHR Incentive Program. We urge the agency to use
its authority to provide financial and technical assistance to support APRNs in adopting this technology.
As we have stated in previous comments, NAPNAP continue to believe that new payment systems designed
to incentivize high quality, value-based services must clearly and consistently identify the provider
responsible for actually rendering a service, as well as ensure that reimbursement claims accurately reflect
the rendering provider. While we believe the agency should support efforts to eliminate practices such as
incident-to billing, we have also recommended the use of modifiers to identify both when a line item in a
claim was provided incident-to as well as the licensure of the actual rendering provider. We have also noted
that such a policy is consistent with the third principle of Health Care Payment Learning & Action Network
(LAN) Alternative Payment Model (APM) Framework White Paper, which states “[t]o the greatest extent
possible, value-based incentives should reach providers who directly deliver care.”
4.

Where streamlining of eligibility and/or alignment of program requirements has been achieved
among Medicaid/CHIP and health-related social service programs, how has this been
accomplished?

There are opportunities to remove additional barriers to eligibility determinations and enrollment, not just for
Medicaid and the Children’s Health Insurance Program (CHIP), but also for many programs that address other
social determinants that affect children. In 2015, CMS gave states the option of using Supplemental Nutrition
Assistance Program (SNAP) eligibility determinations to identify individuals who are income eligible for
Medicaid but not yet enrolled. Similar streamlined enrollment procedures should be created in a two-way
manner for other health and social service programs, so that individuals determined to be eligible for one health
or social service program could be more readily enrolled in others for which they are eligible. Free or reduced
breakfast or lunch programs could offer another opportunity to identify at-risk children. In order to achieve
that, Medicaid and other social service programs will need financial and infrastructure support to implement
more streamlined processes to identify and enroll eligible individuals into the appropriate programs.
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What role do models of care such as ACOs play in the pediatric environment? Are pediatric ACOs
commonly understood to represent payment arrangements, care delivery models, or both? How
are pediatric ACOs the same or different from adult-focused ACOs? What opportunities do
pediatric ACOs have for integration with community and health services systems? Are states
interested in having MCOs be part of an ACO, the ACO itself, or not involved? What
responsibilities might MCOs have relative to ACOs and vice versa?

As relatively new and evolving models for delivering and financing health care, especially for children,
NAPNAP believes there are opportunities to learn from previous initiatives and develop child-focused models.
Medicaid and CHIP can be important partners in that effort, using their statewide programs to provide
community needs assessments and other data to design options that fit those needs.
It is crucial that any APM recognize the important distinctions between pediatric and adult population health.
Children are generally healthy, but have prevalent chronic conditions such as asthma, obesity, neurodevelopmental conditions, and behavioral and mental health conditions. Children face higher rates of poverty,
and it is often the adult parent or caregiver that strongly influences the health and well-being of children. For
these reasons, NAPNAP feels there are inherent risks in attempting to bundle the care of adults and children in a
single health care delivery and financing system and suggests that APMs be implemented in pediatric-only
populations, taking the unique characteristics of children into account.
The American Academy of Pediatrics (AAP) has studied existing pediatric accountable care organization
(ACO) models and identified some of the key components of successful models. Its work suggests that
pediatric APMs need adequate capital not only for initial financing but to support infrastructure, staffing, data
collection and management, and linkages with key groups. The leadership of pediatric clinicians is critical
throughout the design, implementation and on-going management process, and use of pediatric trained care
coordinators and case managers are necessary to support the pediatric medical home. AAP also found that the
payment model framework should include:
• Proven pediatric care and care management strategies
• Definition of appropriate referrals pattern to help primary care providers and specialists to understand
their roles in population management
• Integration of oral and behavior health as well as social determinants
• Integrated data collection
• Quality measures to assess long-term savings along with life-course measures specific to the pediatric
population that are utilized by all payers, and
• Pediatric specific components and standards in new technologies and electronic health records.
9.

What other models of care besides ACOs and MCOs could be useful to implement to improve the
quality and reduce the cost of care for the pediatric population?

NAPNAP strongly believes that APRN-led practice models, integrating other pediatric health care providers
and community services, can be successful, cost-effective alternatives to typical adult-focused ACOs or
Managed Care Organizations (MCOs). In general, we believe that any alternative payment model serving
children should have sufficient funding to cover the total costs for: (1) ensuring that payments to clinicians are
based on the value of the service provided, rather than the type of clinician providing the service, (2) episodic
encounters common to pediatrics (wellness, preventive and problem oriented medical, oral health, mental and
behavioral health services), (3) specific pediatric medical home functions including care management, care
coordination, patient and family education, counseling and consultative services, community integration
services, anticipatory guidance and transition planning, (4) identification of patient characteristics that
necessitate higher utilization of medical services and medical home services, and (5) acquisition and
maintenance of health information technology and its application to quality improvement activities and
population health.
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NAPNAP also believe that pediatric payment systems based on value or return on investment need to account
for long-term savings as well as the thin margins for short-term savings inherent in pediatric care delivery
systems. Finally, all APMs providing pediatric care should be designed with the full participation and input of
APRNs in primary care and specialties with relevant experience in practice and financing.
Section III: Integrated Pediatric Service Model Payment And Incentive Arrangements
2.

How could health care providers be encouraged to provide collaborative services with healthrelated social service providers for a designated pediatric population’s health and social needs?

The patient and family-centered nature of advanced nursing education, which includes consideration of social
determinants of health and environmental, family, and cultural factors, prepares pediatric nurse practitioners and
other advanced practice registered nurses to holistically care for, support, and counsel children and their
families. Interprofessional coordination of care, both within the practice setting and with social and community
services, for all children is an inherent part of pediatric APRN practice, making them particularly well-suited to
design and operate successful pediatric APMs. To support APRNs in care coordination, any payment model
must provide adequate incentives to cover the financial costs of that coordination. Payers are not currently
uniform in benefits coverage and payment for non-face to face services such as care coordination, telehealth,
and consultation services. APRNs are routinely and arbitrarily paid significantly less than physicians for
providing the identical high-quality services to their patients. In addition, some payers have erected
inappropriate limitations and restrictions on the ability of APRNs to practice at the full extent of the education
and clinical training. Elimination of these practice barriers and appropriate payment for care coordination under
either a fee-for-service or an alternative payment model is essential to encourage essential care coordination.
a. What payment models, such as shared savings arrangements, should CMS consider?
NAPNAP believes the agency should explore a variety of models, specifically including APRN-led
structures, designed to meet the full spectrum of children’s health care needs. However, it must be
observed that Medicaid fee schedules and capitated payments for primary care, specialty, and
subspecialty providers are significantly lower than those for comparable services from Medicare and
private insurers in many states. Payments must be sufficient to enable pediatric primary and specialty
care practices to support the services of a comprehensive care team, including mental health
professionals, social workers, psychologists, dieticians, pharmacists, and administrative professionals.
Financing mechanisms must allow clinicians to be paid prospectively to acquire and maintain necessary
health information technology and other practice infrastructure supports. Payment models should not
only consider short-term cost savings such as preventable admissions, but also long-term reduction of
mortality and improvement of quality of life through preventive screening services, anticipatory guidance,
and counseling. Early childhood health interventions have been shown to have positive financial returns
on investment and societal outcomes in non-medical arenas such as literacy, crime, and income.
b. What specific approaches to attribution and risk-adjustment should be considered?
Any risk adjustment methodology must take into account the distinct characteristics of the pediatric
population. The dependent nature of children on adult caregivers requires inclusion of the caregiver’s
role as a variable in any predictive measures. The education, income level, and mental health status of the
parent must be recognized as influencing a child’s health status. Pediatric risk models need to include
measures of parental well-being such as maternal depression, poverty, homelessness and substance use.
Any alternative payment model needs to include clear, comprehensive attribution methods to ensure that
patients are accurately and transparently attributed to the actual provider of care. This requires the
elimination of any “incident-to” or supervisory attribution or billing practices that mask the actual
provider of care and confuse the accountability for the services furnished.
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Risk management models for pediatrics must be delineated among age groups to reflect developmental
changes. In addition, the epidemiology of disease is different in pediatrics than for adults. Some chronic
conditions for adults such cardiac, pulmonary and renal conditions are relatively uncommon for children,
while children are more prone to unpredictable bouts of acute infections or injuries. Most pediatric
practices do not have sophisticated payment data or adequate sample size to perform their own actuarial
calculations and compute risk adjustment needed to negotiate any type of risk bearing payment model.
Risk adjustment and attribution models for pediatric payment should allow for exclusions of costs or risk
adjustments, including stratification or carve-outs for prolonged hospital care (such as NICU stays for
extreme prematurity) or specialized services (such as residential mental health or complex surgery).
Section IV: Pediatric Measures
NAPNAP is grateful to CMMI for its interest in identifying measures that demonstrate improved quality as
children transition to adulthood. We support the development of nationally standardized measures in pediatrics
for widespread use and reporting, and NAPNAP has been collaborating with other stakeholders to identify a
group of measures that are meaningful to the broad spectrum of child health and development. We share
stakeholders’ interest in identifying measures that serve as indicators of success and can be used for payment
while also identifying gaps in children’s health that will provide direction to the application of quality
improvement strategies. We encourage CMMI to leverage the experience and infrastructure of the CHIPRA
Pediatric Quality Measures Program (PQMP) to develop and test pediatric quality measures where gaps in care
are identified.
NAPNAP encourages the agency to examine the broad range and complexity of measures for pediatrics that
include type of care (such as prevention/wellness, acute care, subspecialty care, and mental/behavioral health),
sites of care (including inpatient, outpatient, school-based, and community health clinics), healthy behaviors,
overuse and appropriate treatment, person and family centered care, and family and community engagement.
Many of these measures will need to be developed for new models, especially related to person and family
centered care as well as family and community engagement.
In summary, NAPNAP appreciates your interest in testing alternative payment model concepts for children’s
care. We believe that pediatric nurse practitioners and other advanced practice registered nurses dedicated to
providing the best care for our children can make important contributions to designing, implementing and
evaluating these innovative models. We are eager to work with you to identify cost-effective models that
improve care for children provided and managed by PNPs and pediatric-focused APRNS.
Sincerely,
Laura Searcy MN, APRN, PPCNP-BC
President

Amy Bassano
Acting Deputy Administrator for Innovation and Quality & Acting Director
Center for Medicare and Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244
20 November 2017
Dear Ms. Bassano:
The National Association of Psychiatric Health Systems (NAPHS) represents behavioral
healthcare provider organizations and professionals, and we appreciate the opportunity to
provide comments to the Centers for Medicare & Medicaid Services (CMS) about value-based
payment (VBP) models in behavioral health settings per the agency’s request for information on
Sept. 20.
Founded in 1933, NAPHS represents and advocates for behavioral health provider systems that
are committed to delivering responsive, accountable, and clinically effective prevention,
treatment, and care for children, adolescents, adults, and older adults with mental and
substance use disorders. Our members are behavioral health provider organizations that own
or manage more than 800 specialty psychiatric hospitals, general hospital psychiatric and
addiction treatment units and behavioral health divisions, residential treatment facilities, youth
services organizations, and extensive outpatient networks. These providers deliver all levels of
care, including partial hospitalization services, outpatient services, residential treatment, and
inpatient care.
In addition, our organization is committed to improving the quality of behavioral health in the
United States. To do that, we work closely with the CMS, accrediting agencies, public and
private sectors, consumers, and other stakeholders to develop and support innovative
performance metrics. Our association was one of the original organizations that spent more
than 10 years helping to develop the Hospital-Based Inpatient Psychiatric Services (HBIPS)
measures that were among the first CMS performance measures in the Inpatient Psychiatric
Facilities Quality Reporting (IPFQR) program.
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We are pleased that CMS has offered the behavioral health community this important
opportunity to discuss new ideas for behavioral health payment models. Based on our
extensive experience, NAPHS has developed a list of challenges, guidelines, and next steps for
CMS to consider as the agency begins to implement VBP models in behavioral health settings.
Challenges
Fewer quality measurements
The National Quality Forum (NQF) has recognized far fewer quality measures—a key
component in any VBP model—for behavioral health than it has for physical health. Specifically,
the NQF has endorsed 10 times as many quality metrics for the medical-surgical segment of
healthcare than it has for the behavioral health segment. In addition, only one in five of the
endorsed behavioral health metrics are outcome measures. This is neither a criticism of the
NQF nor an indication that more quality measures for behavioral health cannot be developed.
Instead, it means that currently there are few valid and reliable quality measures to apply in
behavioral health. In addition, CMS’ existing measures for inpatient mental health treatment in
the IPFQR program may not be meeting the agency’s goals. Several of the IPFQR measures
require complex data collection and reporting, and some of those measures have not been
proven to improve the effectiveness of patient care.
Chronic underfunding
The behavioral health system has been chronically underfunded for decades through budget
constraints and outdated regulations. For instance, the Medicaid program prohibits federal
funding for inpatient mental health and substance use disorder treatment at standalone
behavioral health facilities with more than 16 beds. Known as the Institutions for Mental
Diseases (IMD) exclusion, this policy has hindered funding for the behavioral health system in a
way that the medical-surgical segment has never experienced. Underfunding of behavioral
health has also resulted in a provider shortage across all behavioral health professions, which
has had an adverse effect on patient outcomes.
Demand for services far exceeds supply
The number of Americans who seek behavioral health treatment far exceeds the capacity of the
system to provide those services. The IMD exclusion has contributed to a nationwide shortage
of inpatient behavioral health treatment beds. Compounding this problem are considerable
workforce challenges, including: 50 percent of counties in the United States do not have a
psychiatrist or psychologist; there are nearly 2,000 children with mental health diagnoses for
every child psychiatrist; and only 11 percent of Americans with a substance use disorder receive
treatment. As a point of comparison, about 80 percent of Americans with diabetes receive
treatment for their chronic condition.
Variation in system design
Mental health and substance use disorder treatment have been separated from the rest of the
nation’s healthcare system. As a result, every state—and most counties—have designed and
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established very different behavioral health systems. This has made it difficult to replicate or
scale effective models of care across different parts of the country.
Lower Rates of Electronic Health Records (EHR) Usage
EHRs can improve the quality and efficiency of care substantially, and many VBP models rely
heavily on EHRs. But, behavioral health providers have been slower to adopt EHRs than their
medical-surgical counterparts. The Health Information Technology for Economic and Clinical
Health Act of 2009, or the HITECH Act, was designed to stimulate EHR adoption and support
technology by offering providers financial incentives for demonstrating "meaningful use" of
EHRs. The law accomplished that goal and a recent study published in Health Affairs found that
“recent gains in EHR adoption can be attributed specifically to HITECH.” However, behavioral
health providers were prohibited from receiving the incentives the HITECH Act created, which
resulted in both lower EHR adoption rates and also fewer EHR developers creating systems that
apply to behavioral healthcare and are interoperable with general healthcare.
Limited access to data
Federal regulations 42 CFR Part 2, or commonly referred to as “Part 2,” govern the
confidentiality of medical information about individuals who have applied for or received
substance abuse diagnosis or treatment. Part 2 is more stringent (i.e., privacy-protective) than
the Health Insurance Portability and Accountability Act (HIPAA) and only allows patient
information to be used or disclosed in a limited set of circumstances. Created in the 1970s, Part
2 was designed to protect the confidentiality of substance use medical records and encourage
individuals with addiction disorders to seek outpatient or inpatient treatment. But when
applied to today’s digital world, this same statute limits robust information exchange—a key
component to any VBP model—among behavioral health professionals, physicians, hospitals
and medical specialists.
Guiding Principles
Metrics Development
• Process measures should receive greater weight than outcomes measures at the outset.
That ratio should evolve as the state of the research and practice changes over time.
•

All performance measurement and data-collection efforts should:
o Improve the effectiveness and efficiency of patient care;
o Focus on indicators that provide the most useful clinical and operational data
possible;
o Focus on indicators that support actionable steps that fall within the scope of
responsibility and accountability of the organization that is measured;
o Provide value in the data generated that is in proportion to the intensity of the
data-collection effort. Allocation of limited resources needs to be directed to the
collection of the most clinically significant and actionable data – with attention
to operational and technical data extraction, feasibility, and burden;
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o Have the potential to be used to measurably improve the processes, outcomes,
efficiency, and patient experiences of the care being delivered.
•

Incentive payments, particularly those that are risk-based, should advance slowly to
ensure that they are not weighted too heavily. This phase-in period should be longer for
behavioral health because due to the underfunding and supply-and-demand issues
noted above. A rush to VBP for behavioral health could destabilize the overall behavioral
health system and ultimately hurt patient care.

•

Developing a VBP program for behavioral health should include broad-based
stakeholder and clinical expert input from leaders in the field from the beginning and
allow for flexibility and collaboration throughout the process.

•

Before full implementation, CMS should conduct a pilot or demonstration in a limited
number of locations to learn what works and what does not.

Steps Prior to Pilot or Demonstration Implementation
• Provide structure and guidance upfront to providers so they understand the programs
they will implement.
•

Give technical assistance and offer tailored support on topics such as billing, reporting,
data collection processes, and care delivery model design.

•

Use structured learning collaboratives with participating providers—ideally convened inperson— that provide an opportunity for discussion of common challenges,
collaboratively identify solutions, and network with other providers to address similar
issues.

Steps During Pilot or Demonstration
• Give providers intermittent feedback on their progress to confirm if they are moving in
the right direction.
•

Provide flexibility so that providers can adjust their programs if needed.

Recommendations
1. CMS should provide immediate relief to states from the IMD exclusion to ensure
behavioral healthcare providers experience a smooth transition to VBP models. NAPHS
outlined in detail why CMS should do this in our whitepaper Blueprint for Recovery:
Increasing Access to Inpatient and Residential Behavioral Health. Those
recommendations are available on our website (www.naphs.org) and include:
• Expedite the approval of 1115 waiver for behavioral health;
• Expand the existing 1115 waiver for substance use disorders to individuals with
co-occurring mental illness;
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•
•
•

Complete the 1115 waiver for mental health that the 21st Century Cures Act
outlines;
Change the IMD length of stay in the managed care rule to 25 days from 15;
Move the IMD length of stay in the managed care rule to a facility-wide average
length-of-stay cap from a per-beneficiary cap.

2. CMS should extend health information technology incentives to behavioral health
providers. There is bipartisan, bicameral legislation from Sens. Rob Portman (R-Ohio)
and Sheldon Whitehouse (D-R.I.) and Reps. Lynn Jenkins (R-Kansas) and Doris Matsui (DCalif.) that would authorize a behavioral health IT demonstration program at CMS;
however, legislation is not necessary to do this. CMS’ Innovation Center could devise a
program similar to what the legislation outlines that would extend EHR incentives to
psychiatric hospitals, community mental health centers, accredited residential or
outpatient mental health treatment facilities, clinical psychologists, and clinical social
workers. All these groups were left out of the HITECH Act.
3. The Department of Health and Human Services (HHS) should reform 42 CFR Part 2 so
healthcare providers can share substance use disorder patient records more easily. The
most recent HHS update to Part 2 was a small step in this direction. HHS should
continue to move in this direction. NAPHS also supports the bipartisan, bicameral
legislation from Sens. Joe Manchin (D-W.V.) and Shelley Moore Capito (R-W.V.) and
Reps. Markwayne Mullin (R-Okla.) and Earl Blumenauer (D-Ore.) that would accomplish
this goal.
4. CMS has not evaluated the IPFQR measure set—which also has not been used in years—
to assess whether the set meets the objective of balancing the need for information
about care delivered with the need to minimize the burden of data collection and
reporting. CMS should assemble a working group of experts from the field to evaluate
the IPFQR measures, remove ineffective measures, develop new measures, and work to
create a balanced set of measures that can be used as the basis for VBP in the future.
NAPHS is committed to engaging in the national conversation about behavioral health quality
improvements. We are also eager to continue working with you to identify other opportunities
that will improve access to care, enhance the quality of care delivered, and lower healthcare
costs.
Thank you for your attention to this important matter.
Sincerely,

Mark Covall
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President/CEO
The National Association of Psychiatric Health Systems
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November 17, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
P.O. Box 8016
Baltimore, MD 21244-8016
Electronic Submission: CMMI_NewDirection@cms.hhs.gov
Re: Center for Medicare & Medicaid Services: Innovation Center New Direction
Dear Ms. Verma:
The National Association of Social Workers (NASW), representing 125,000 social workers, submits comments on
a new direction for the Centers for Medicare and Medicaid Innovation Center (CMMI).
NASW commends the Innovation Center for its effort in promoting new innovative models of care during the past
several years. Many models have included professional social workers and have led to better, coordinated care for
Medicare and Medicaid beneficiaries, including those living with chronic physical and mental health conditions.
The inclusion of social work staff to address psychosocial needs of beneficiaries not only eases the burden on other
health care providers within the team but influences better health outcomes and coordinated care. Social workers
are health care professionals who have the training and expertise to address the psychosocial needs of beneficiaries
and their caregivers in any health care setting.
As CMMI moves forward in developing innovative models of care, NASW recommends the implementation of
team-based models that include Medicare and Medicaid coverage for professional social work services within all
interdisciplinary models. Such coverage may not be accessible in existing models of care because of barriers to
reimbursement. For example, reimbursement barriers exist for beneficiaries who wish to access health and behavior
assessment and intervention services or advance care planning services provided by independent clinical
social workers.1,2 Similarly, beneficiaries receiving Medicare Part A coverage in a skilled nursing facility (SNF),
cannot access mental health services provided by independent clinical social workers.3 Therefore, teams that wish
to contract with independent clinical social workers to provide these critical functions may face challenges in
obtaining reimbursement for those services.
NASW encourages the Innovation Center to evaluate staffing patterns (including, but not limited to, the use of
professional social workers) both within team-based models for which social work staffing is not required, such as
National Association of Social Workers. (2016). Enable Medicare beneficiaries’ access to health and behavior assessment and
intervention services from clinical social workers [Issue brief]. Retrieved from
http://www.socialworkers.org/LinkClick.aspx?fileticket=EMkwjGy3NH8%3d&portalid=0
2
McClain, A. (2015, Sept. 8). NASW comments to the Centers for Medicare & Medicaid Services regarding the Medicare Physician Fee
Schedule proposed rule for calendar year 2016 (CMS–1631–P) [Letter]. Retrieved from
http://www.socialworkers.org/LinkClick.aspx?fileticket=sNrU8pmSw3g%3d&portalid=0
3
National Association of Social Workers. (2017). Improve Medicare beneficiaries’ access to clinical social work services [Issue brief].
Retrieved from http://www.socialworkers.org/Advocacy/Policy-Issues/Medicare-Reimbursement
1

Independence at Home, and in models that require social work staffing. Without such data, CMS will be limited in
its ability to evaluate the factors contributing to success within and across demonstration sites.4 Consideration of
models that integrate training to enhance the health care workforce’s capacity to serve specific populations, such as
dually eligible beneficiaries and older adults, would also be useful.5,6
NASW offers the following comments regarding the focus areas included in the Innovation Center’s request for
information.
Advanced Alternative Payment Models
INDEPENDENCE AT HOME: NASW has long maintained that coordinated, team-based care can improve health
outcomes for all beneficiaries, especially for older adults. At this time, social work participation in Independence at
Home (IAH) model varies, and limited data exist about such participation. NASW urges incorporation of
professional social workers in all future IAH demonstration sites and integration of professional social work in
other models providing home-based primary care to older adults. Please refer to NASW’s comments to sponsors of
the Independence at Home Act of 2016, which outline NASW’s concerns regarding the current IAH design.7
PROGRAM OF ALL-INCLUSIVE CARE FOR THE ELDERLY (PACE): PACE has helped numerous beneficiaries age 55
years and older to maintain independence in their homes and communities. Program outcomes (as compiled by the
National PACE Association8) include effective and efficient processes for complex primary care, high participant
and family caregiver satisfaction, improved participant health status, lower mortality rates, reduction in nursing
home admissions and preventable hospitalizations, and cost savings to Medicare. NASW encourages CMS to
continue studying innovations to the PACE model.
MEDICARE SHARED SAVINGS PROGRAM (MSSP): As noted in NASW’s recent comments to CMS regarding the
Medicare Physician Fee Schedule proposed rule for calendar year 2018, NASW supports reduction of
documentation submission requirements included in MSSP participants’ application for use of the SNF three-day
rule waiver.9 Many Medicare beneficiaries who need SNF services are unable to access them because of the threeday rule; when this happens, the coordination and quality of care decreases. NASW encourages CMS to explore
innovations, both within and beyond the MSSP, to enhance Medicare beneficiaries’ timely access to SNF services.
As noted in NASW’s comments to the Senate Finance Committee Bipartisan Chronic Care Working Group in
2016, NASW supports clarification that Accountable Care Organizations (ACOs) participating in the MSSP may
4

The importance of workforce analysis is demonstrated, for example, by a recent systematic review examining the impact of social work
interventions in aging (Rizzo & Rowe, 2014). In an examination of 42 studies published between 2004 and 2012, the authors found that
71% of the studies reported significant outcomes in improving quality of life. Of the 21 studies that addressed cost outcomes, 15 (71.4%)
documented significant cost savings; of that subset, 12 studies (80%) addressed health-related social work interventions, such as care
coordination and end-of-life or palliative care. Rizzo, V. M., & Rowe, J. M. (2014). Cost-effectiveness of social work services in aging:
An updated systematic review. Research in Social Work Practice. Advance online publication. doi:10.1177/1049731514563578
5
Eldercare Workforce Alliance. (2014). Quality care through a quality workforce: A toolkit for advocates of older adults who are dually
eligible for Medicare and Medicaid. Retrieved from https://eldercareworkforce.org/files/DUALS/EWA_Duals_Tookit_-_FINAL_v1__October_2014.pdf
6
Eldercare Workforce Alliance. (2015). Public policy priorities. Retrieved from
https://eldercareworkforce.org/files/EWA_Public_Policy_Priorities_FINAL_7.7.15.pdf
7
McIntosh, H. (2016, Sept. 1). NASW comments to Senators Markey, Cornyn, Bennet, and Portman regarding the Independence at Home
Act of 2016 (S. 3130) [Letter]. Retrieved from http://www.socialworkers.org/LinkClick.aspx?fileticket=hEyhwzAS-Cc=&portalid=0
8
National PACE Association. (2017). Key research findings. Retrieved from http://www.npaonline.org/policy-advocacy/statepolicy/research
9
McClain, A. (2017, Sept. 8). NASW comments to the Centers for Medicare & Medicaid Services regarding the Medicare Physician Fee
Schedule proposed rule for calendar year 2018 (CMS–1676–P) [Letter]. Retrieved from
http://www.socialworkers.org/LinkClick.aspx?fileticket=STt-X1ICu_s%3d&portalid=0

furnish a social service or transportation service for which payment is not made under original Medicare. Such
services can be helpful in improving health outcomes for beneficiaries. At the same time, NASW has expressed
concern that monitoring is needed to ensure that ACOs and the community-based organizations with which they
collaborate (such as Area Agencies on Aging) have the infrastructure and resources to provide such supplemental
services. NASW encourages the Innovation Center to implement a demonstration along these lines and to consider
similar flexibility within original Medicare.

Consumer-Directed Care
NASW concurs with the CMS’s prioritization of beneficiary choice as a guiding principle for Innovation Center
models. Accordingly, the association urges CMS to maximize each Medicare beneficiary’s choice of providers,
regardless of whether the beneficiary participates in an Innovation Center model. For example, NASW has long
maintained that a beneficiary aligned (whether voluntarily or by assignment) with an ACO should retain access to
any Medicare provider, even those outside the ACO. Such flexibility is a central feature of the original Medicare
program and is valued highly by most Medicare beneficiaries.
Similarly, NASW urges CMS to support the following actions related to beneficiaries’ voluntary alignment with
any Innovation Center model:
•
•
•
•

guidance on how the models and participating providers may educate beneficiaries regarding voluntary
alignment
safeguards to ensure transparency about provider incentives and to prevent discriminatory practices that
result in risk avoidance by providers participating in each model
CMS-initiated education to beneficiaries about each model (potential benefits, participating providers, and
beneficiary rights)
clear delineation of opt-out processes and education to beneficiaries regarding the same.

Increased resources to State Health Insurance Assistance Programs (SHIPs), which frequently field beneficiary
inquiries about ACOs and other Innovation Center pilot programs, would also promote informed decision making
by beneficiaries about participating in Innovation Center models.
At the same time, NASW is concerned about CMS’s proposal to “promote consumerism and transparency” by
enabling Medicare beneficiaries to participate in arrangements that would enable them to keep some of the savings
when they choose a lower-cost option. NASW upholds that it is the role of the federal government (and, in the case
of Medicaid, the state government) to establish fees with providers. Likewise, it is the responsibility of providers to
inform beneficiaries of those fees. Although such information may inform a beneficiary’s choice of providers and
of services, no beneficiary should be put in the position of needing to negotiate fees with providers. Moreover,
providing a financial incentive for a beneficiary to use a lower cost provider or service may not result in the best
health care outcome for the beneficiary. Health care decision making should be based on each beneficiary’s unique
values, goals, and needs. Beneficiaries who are incentivized to choose a lower cost option might feel pressured to
select options that are not consistent with their values, goals, and needs—or that are not of high quality. A shift
toward beneficiary negotiation of fees and payment arrangements would likely exacerbate health disparities among
beneficiaries. Furthermore, long-term costs both to beneficiaries and to CMS could actually increase if beneficiaries
do not access the comprehensive, high-quality care they need in a timely manner.
NASW is also concerned about the establishment of preferred provider networks within Medicare. As noted
previously, choice of Medicare providers is essential to most Medicare beneficiaries and is a hallmark of the
original Medicare program.

Prescription Drug Models
Access to affordable, effective prescription drugs is an integral component of health care for Medicare and
Medicaid beneficiaries. As a member of the Leadership Council of Aging Organizations (LCAO), NASW supports
restoration of Medicaid-level drug rebate prices for Medicare beneficiaries who are dually eligible for Medicare and
Medicaid, as well as for Medicare beneficiaries who are eligible for the low-income subsidy (extra help). Please
refer to the LCAO issue brief Building on What Works: Restoring Medicare Drug Rebates for additional
information on this issue.10
Medicare Models
As noted in a recent LCAO sign-on letter to CMS, NASW is concerned that the administration has been
overemphasizing Medicare Advantage during the Medicare open enrollment period.11 NASW has observed that this
bias has also affected CMS’s hold message on 1-800-MEDICARE. Although Medicare Advantage works well for
some beneficiaries, traditional Medicare is a better option for others. In fact, two-thirds of beneficiaries continue to
receive coverage through traditional Medicare.12 Thus, innovations to strengthen not only Medicare Advantage but
also original Medicare are essential. NASW recommends that the Innovation Center test potential changes both to
the Medicare Advantage and traditional Medicare programs, keeping in mind the beneficiary protections articulated
in the second paragraph of these comments.
NASW believes the Community-based Care Transitions Program (CCTP) was extremely beneficial.
Discontinuation of funding prevented CCTP participants from realizing the program’s goals fully. NASW urges
CMS to reactivate this program.
The growing use of observation status by hospitals poses a substantial barrier to Medicare beneficiaries’ use of the
Part A SNF benefit. NASW encourages the Innovation Center to explore strategies to decrease this barrier.
The Medicare Care Choices Model has the potential to increase access to palliative care among Medicare
beneficiaries and dually eligible beneficiaries who seek curative care simultaneously. NASW encourages the
Innovation Center to continue this program and to explore other methods of promoting timely access to palliative
and hospice care.
State-Based and Local Innovation, Including Medicaid-Focused Models
NASW encourages the Innovation Center to pursue advances in state-based programs that address social
determinants of health. Social determinants affect significantly the health of Medicare and Medicaid beneficiaries.
Working in collaboration with other members of interdisciplinary teams, social workers play an integral role in
addressing the social determinants of health in health care settings and across the continuum of long-term services
and supports (LTSS).
NASW applauds the intent of the Accountable Health Communities Model in addressing social determinants of
health and in promoting access to LTSS. Access to available funds would enable community-based organizations to
meet the needs of beneficiaries who are referred for services. NASW encourages CMS to consider strategies by
which this resource gap might be addressed.
10

Leadership Council of Aging Organizations. (2016). Building on what works: Restoring Medicare drug rebates [Issue brief]. Retrieved
from http://www.lcao.org/lcao-drug-rebates-issue-brief-april2016/
11
Leadership Council of Aging Organizations. (2017, Nov. 9). Sign-on letter to the Centers for Medicare & Medicaid Services (CMS)
expressing concerns with information disseminated during the Medicare Annual Coordinated Election Period (Open Enrollment) and
requesting immediate corrective action be taken. Retrieved from http://www.lcao.org/open-enrollment-letter-cms/
12
Jacobson, G., Damico, A., Neuman, T., & Gold, M. (2017). Medicare Advantage 2017 spotlight: Enrollment market update [Henry J.
Kaiser Family Foundation issue brief]. Retrieved from https://www.kff.org/medicare/issue-brief/medicare-advantage-2017-spotlightenrollment-market-update/

NASW supports innovations that enhance the delivery of LTSS, especially home and community-based services
(HCBS). Medicaid covers more than 50% of reimbursed LTSS in the United States.13 Thanks to various
rebalancing initiatives, such as Money Follows the Person, the proportion of Medicaid funds spent on HCBS has
grown significantly; however, much work remains in improving communication within Medicaid-covered LTSS.
Medicaid waivers are innovative models that can play a critical role in enhancing access to HCBS. HCBS
availability under Medicaid waivers and state plan amendments (SPAs) varies greatly by state, and access to such
services is both limited and inequitable.14 Moreover, although waivers and SPAs may enhance LTSS access for
certain beneficiaries, they may also introduce other changes that can negatively affect beneficiaries.15 For example,
NASW is disappointed that CMS recently approved elimination of three-month retroactive coverage for nearly all
new applicants to the Medicaid program as part of the Iowa Section 1115 demonstration waiver. Elimination of the
three-month retroactive coverage may decrease access to health care for all Medicaid beneficiaries and to LTSS for
people with disabilities and older adults.16, 17 Thus, NASW encourages CMS to exercise caution in testing Medicaid
models to ensure that beneficiary access to care is not jeopardized.
Financial pressures have contributed to the continued growth of managed care within Medicaid, including within
Medicaid-funded LTSS. Managed care plays a particularly prominent role in initiatives to improve care and
decrease costs for dually eligible beneficiaries. However, the implementation of these initiatives has raised ethical
concerns, such as elimination of beneficiary choice.18,19 NASW urges CMS to heed these concerns as it considers
new Medicaid models.
Mental and Behavioral Health Models
The advancement of integrated models of care has accelerated across health care settings, and health systems are
recognizing the benefits of integration. NASW has supported models that have integrated mental and behavioral
health practitioners, including clinical social workers, psychologists, and psychiatrists, within health care teams.
NASW encourages the Innovation Center to promote Medicare and Medicaid financing mechanisms that support
integrated care. Such mechanisms should also support assessment, care coordination, and intervention by an
interdisciplinary team that includes professional social workers. NASW encourages CMS to collect data on the
13

Paradise, J. (2017). 10 things to know about Medicaid: Setting the facts straight [Henry J. Kaiser Family Foundation issue brief].
Retrieved from https://www.kff.org/medicaid/issue-brief/10-things-to-know-about-medicaid-setting-the-facts-straight/
14
Isaacson, E., Carlson, E., & Rich, A. (2012). Medicaid long-term services and supports: Emerging opportunities and challenges
[Advocate’s guide from the National Senior Citizens Law Center, now Justice in Aging]. Retrieved from http://nsclcarchives.org/wpcontent/uploads/2012/09/Medicaid-LTSS-Guide-Final.pdf
15
Mahan, D. (2012). State plan amendments and waivers: How states can change their Medicaid programs [Families USA issue brief].
Retrieved from http://familiesusa.org/product/state-plan-amendments-and-waivers-how-states-can-change-their-medicaid-programs
16
Aging Life Care Association, Altarum Institute Center for Elder Care and Advanced Illness, American Federation of State, County and
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Musumeci, M.B., & Rudowitz, R. (2017). Medicaid retroactive coverage waivers: Implications for beneficiaries, providers, and states
[Henry J. Kaiser Family Foundation issue brief]. Retrieved from https://www.kff.org/medicaid/issue-brief/medicaid-retroactive-coveragewaivers-implications-for-beneficiaries-providers-and-states/
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Community Catalyst. (2012). Dual eligible demonstration projects: Top ten priorities for consumer advocates. Retrieved from
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19
Musumeci, M. B. (2013, November). Long-term services and supports in the financial alignment demonstrations for dual eligible
beneficiaries [Henry J. Kaiser Family Foundation issue brief]. Retrieved from
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integration of mental and behavioral health within Accountable Care Organizations, Independence at Home, and
other primary care models.
Other Models
As CMS contemplates new innovations, NASW encourages consideration of the following successful models.
BRIDGE MODEL OF TRANSITIONAL CARE. As described on the model’s Web site,
The Bridge Model is a person-centered, social work-led, interdisciplinary model of transitional care. Bridge
emphasizes collaboration among hospitals, community-based [health care] providers, and the Aging
Network to promote a seamless continuum of health and community care across settings. . . . The model
emphasizes six principles, including social determinants of health, community-specific focus, and hospitalcommunity collaboration.20
In addition to receiving CCTP funding from the Innovation Center, Bridge has been recognized by the
Administration for Community Living (ACL) as an evidence-based care transition model21 and has been featured in
the Agency for Healthcare Research and Quality’s Health Care Innovations Exchange.22 The model, which is being
replicated in multiple sites across the United States,23 has been found to lower hospital readmission rates, to
increase attendance at post-discharge physician appointments, and to decrease stress among the family caregivers
and older adults who participate in the program.24,25,26,27,28
GERIATRIC RESOURCES FOR ASSESSMENT AND CARE OF ELDERS (GRACE). The GRACE model of primary care
includes a nurse practitioner–social worker care coordination team, which works closely with primary care
physicians and a geriatrician.29 The program, which is being replicated nationally,30 has been featured in the
Agency for Healthcare Research and Quality’s Health Care Innovations Exchange,31 recognized by ACL as an
20

Bridge Model. (n.d.) The Bridge model. Retrieved from http://www.transitionalcare.org/the-bridge-model/
Administration for Community Living. (2017). Evidence-based care transitions program. Retrieved from
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Social work and transitions of care: observations from an intervention for older adults.
29
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evidence-based care transition model,32 and highlighted as a promising model by the American Hospital
Association. 33 A randomized controlled trial of GRACE demonstrated decreased use of the emergency department,
lower hospitalization rates, and enhanced quality of life among older adults participating in the program, as
compared with those in control groups.34 Moreover, the program yielded cost savings in the third year of the threeyear clinical trial, preceded by two years of cost neutrality.35 Research involving GRACE model participants has
found that a variety of nonmedical factors influence early hospital readmissions among older adults with low
incomes.36 It is not surprising, therefore, that the integration of medical and social care is cited as one of the keys to
GRACE’s success. 37
Thank you for your consideration of NASW’s comments. Should you have questions about the association’s
comments, please contact my office.
Sincerely,

Angelo McClain, PhD, LICSW
Chief Executive Officer
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Centers for Medicare and Medicaid Services
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7500 Security Blvd.
Baltimore, MD 21244
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CMMI_NewDirection@cms.hhs.gov
Re: Request for Information on New Directions for the CMS Innovation
Center: Focus Area #7, Mental and Behavioral Health Models
The National Association of State Mental Health Program Directors
(NASMHPD)—the organization representing the state executives responsible
for the $41 billion public mental health service delivery systems serving 7.5
million people annually in 50 states, 4 territories, and the District of
Columbia— appreciates the opportunity being provided to offer suggestions
for New Directions for the CMS Innovation Center in Focus Area #7, Mental
and Behavioral Health Models. In this letter we offer the following
recommendations:
(1) to encourage and facilitate the exchange of patient information among
providers and thereby promote the integration of care for individuals
with behavioral health and co-occurring medical conditions:
i.
provide reasonable use incentives for behavioral health providers,
similar to the incentives provided eligible hospitals and other
eligible professionals under the Medicaid and Medicare programs,
to adopt health information technology (HIT) and the use of
electronic health records (EHRs) that encourage and facilitate the
exchange of patient information; and
ii.
align with the Health Insurance Portability and Accountability Act
(HIPAA) disclosure restrictions the statute, 42 U.S.C. § 290dd2, underlying the 42 CFR Part 2 restrictions on the exchange
among treating providers of information on the identity,
diagnosis, prognosis, referral, and treatment of patients with
substance use disorders;
(2) authorize Medicare to pay for peer support services in the same way as
does Medicaid, particularly in transitions from institutional to
community-based services;
(3) better incentivize accountable care organizations in the Medicare
Shared Savings Program and in Integrated Care Organizations in state
Medicaid programs to effectively include behavioral health providers
in the integration of care;
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(4) encourage states to couple Medicaid work and training requirements with coverage for
supported employment services for enrollees with serious mental illness;
(5) take action to provide cross-agency coordination and integration between the Department of
Housing and Urban Development’s Supportive Housing Program (SHP), which helps develop
and provide housing and related supportive services for chronically homeless people—
including those with serious mental illness—with the ongoing transition under Medicaid
regulations to ensuring Medicaid Home and Community-Based Services do not isolate
beneficiaries;
(6) align behavioral health quality measures across the Medicare, Medicaid, and CHIP programs
and the Mental Health and Substance Abuse Block Grant programs;
(7) narrow the Medicaid IMD exclusion further, beyond that allowed under 42 CFR 438.6(e), to
allow for payment after the 15th day in the month for at least some mental health services—such
as peer support transitional services—for psychiatric inpatients in IMDs;
(8) provide guidance on the permissible use of § 1115 waivers for mental health services, similar to
the guidance provided in the July 27, 2015 and November 1, 2017 State Medicaid Director Letters
(SMDLs #15-003 & 17-003) for substance use disorder services, that will allow states to test the
provision of a full continuum of care for individuals with mental illness—a continuum that
includes at least some inpatient services such as transitional services;
(9) implement programs to help facilitate the diversion of individuals with mental illness who are in
crisis to outpatient crisis stabilization programs, and to prevent the emergency room boarding of
individuals who are admitted to emergency rooms.
(10) revise the Medication Assisted Treatment regulations governing buprenorphine to eliminate
the one-year waiting period before a provider can treat a greater number of patients or designate
some other situational-specific trigger for increasing patient loads; and
(11) incentivize and/or authorize innovative behavioral workforce solutions, particularly in rural
areas, including by:
i.
loosening restrictions under Medicaid, CHIP, and Medicare on the locations where
telehealth can be used or originated;
ii. increasing the number of hospital residencies under the Medicare Graduate Medical
Education program and setting aside a percentage of those residencies for psychiatrists;
iii. permitting allied behavioral health semi-professionals such as nurse practitioners, nursing
assistants, and physician assistants to go beyond traditional scopes of practice with less
intensive supervision;
iv.
utilizing different units of delivering professional behavioral health services, rather than
delivery in 15-minute intervals; and
v. expanding the use of peer support (as noted above), particularly under the Medicare
program.
Program Incentives for the Adoption and Reasonable Use of Health Information Technology
and Use of Electronic Health Records/Aligning Substance Use Disclosure Restrictions
Behavioral health stakeholders are largely supportive of information-sharing to improve and integrate
patient care. However, for behavioral health care clients and providers, there are significant obstacles
to achieving the levels of quality, coordination, and effectiveness derived by primary care providers
and their patients from the use of HIT.
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Many behavioral health sole practitioners, clinicians, and small practices lack interoperable
information systems to communicate with other systems outside their practices. The financial
resources made available to them to invest in and maintain HIT systems has been limited, as most
behavioral health providers have been statutorily ineligible for the financial incentives made available
through the Medicare and Medicaid EHR meaningful use incentive payment programs which have
helped facilitate the adoption of HIT and EHR among other medical providers.
In addition, the privacy laws that apply to records of the identity, diagnosis, prognosis, referral and
treatment of patients for substance use disorders under 42 U.S.C. § 290dd-2 and 42 CFR Part 2 are
more complex than those applicable to the treatment, payment, and operations for more general
medical conditions and illnesses under HIPAA. Health Information Exchanges (HIEs) struggle with
how to manage the patient consent requirements for substance use diagnosis, prognosis, referral, and
treatment patient information disclosures and re-disclosures, and how to affordably and effectively
redact restricted patient information within their systems. The free exchange of information is further
constrained by misinterpretations of the substance use law that lead stakeholders to believe that
mental health treatment information disclosures are also prohibited without specific patient consent.
Behavioral health providers’ lack of HIT capability, functionality, and interoperability will continue
to impede the adoption of shared electronic health records that help to integrate the behavioral health
and primary care of each patient. Similarly, the statutory and regulatory restrictions on their sharing
without specific patient permission of substance use disorder diagnosis, prognosis, referral, and
treatment information with other providers and HIEs will continue to prevent treating patients in the
behavioral health sphere holistically.
Any meaningful reform of the behavioral health payment and delivery system must provide
meaningful use incentives and assistance, as well as appropriate sanctions, to encourage behavioral
health providers to embrace the sharing of patient information with fellow providers of the same
patients through health information and exchange technology. However, even with a robust
infrastructure in place, the level of sharing of patient information necessary to ensure that behavioral
health patients with co-occurring disorders are fully treated will never be met until 42 U.S.C.
§ 290dd-2 is amended and 42 CFR Part 2 is revised to align with the restrictions on treatment,
payment, and operations under HIPAA.
Authorize Medicare to Pay for Peer Support Services
As the recent Technical Assistance Coalition issue paper, Older Adults Peer Support: Finding a
Funding Source, indicates, one evidence-based practice important in reducing re-hospitalizations
generally and re-hospitalization in inpatient psychiatric and residential substance use treatment
facilities specifically is the use of peer support services. Established in the public mental health
system and now moving into the private sector, peer support services are a behavioral health model of
care which consists of a qualified peer support provider with his or her own “lived experience”
assisting individuals with their recovery from mental illness or substance use disorders.
The Substance Abuse and Mental Health Services Administration (SAMHSA), which considers peer
support an evidence-based practice, defines a “peer provider” as a person who uses his or her lived
experience of recovery from mental illness and/or addiction, plus skills learned in formal training, to deliver
services in behavioral health settings to promote mind-body recovery and resiliency. The essential principles
of peer support include shared personal experience and empathy, a focus on individual strengths, and
supporting individuals as they work toward recovery pursuant to a person-centered plan of care.
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Peer support is available in all 50 states and Medicaid-reimbursable in 43 states and the District of
Columbia. A 2007 Centers for Medicare and Medicaid Services (CMMS) State Medicaid Director
Letter1 authorized the offering of, and reimbursement for, peer support services under Medicaid as a
component of a comprehensive mental health and substance use service delivery system Research
that began in New Zealand and Australia and has continued in the United States has found that peer
support services:
•

address mental health symptoms and reduce hospitalizations, the durations of hospital stays,
and re-hospitalizations;

•

increase adherence to treatment and satisfaction with services and providers, leading to a
reduction in the costs of services;

•

reduce perceptions of stigma which often accompany mental illness and substance use
disorders;
•

increase feelings of autonomy, thereby improving well-being, self-esteem, and selfdetermination;

•

improve social functioning, which leads to expanded social networks and participation in the
community; and

•

facilitate more thorough and longer-lasting recoveries.

However, Medicare does not cover peer support services. Perceived as more of a medical program,
using medical necessity standards for services, Medicare has only recently begun to reimburse for
community-based services under various demonstration pilots. As a result, unless an older adult
covered by Medicare who is receiving peer support services is also covered by Medicaid as a “dual
eligible,” peer support services for that individual are generally not reimbursable.
This, despite findings in several state Medicaid programs that peer support specialists working with
behavioral health patients in inpatient facilities, prior to discharge and then following discharge, can
be instrumental in helping those patients transition with reduced difficulty into community-based
settings. Once the behavioral health patient has moved into the community, the assigned peer
specialist can help the patient assimilate and participate in the community, achieving recovery.
This lack of funding led NASMHPD on April 10, 2017, to pull together more than three dozen
experts from the Medicaid and Medicare programs, the Center for Medicare and Medicaid Innovation
(CMMI), the Administration for Community Living, behavioral health and Medicare Special Needs
Plan (SNP) insurers, provider associations, the National Association of Medicaid Directors
(NASMHPD), the National Association of Medicaid Directors (NAMD), National Association of
States United for Aging and Disabilities (NASUAD), State Mental Health Agencies, and peer support
specialist programs and agencies for a four-hour roundtable to discuss potential funding streams and
strategies that could led to capturing those funding streams to support Older Adult Peer Support
Programs.2
Potential approaches considered by the group included covering older adult peer support as a service
provided: (1) under a Dual Eligible Financial Alignment pilot; (2) under a CMS Innovation Center
1

State Medicaid Director Letter #07-011, Center for Medicaid and State Operations, August 15, 2007.

2

See Appendix A of the Older Adults Peer Support issue brief.
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demonstration; (3) as part of the Medicare Collaborative Care pilot model; or (4) as an MA
supplemental service provided with plan “rebatable savings,” either within a traditional MA plan or
within Dual-SNP (D-SNP) or Chronic Condition-SNP (C-SNP) Special Needs Plans. Another
potential avenue discussed was to cover the cost of older adult peer support services as a staff cost
under a Medicare-participating hospital’s person-centered care program, to ensure that a hospital’s
patients transition smoothly into the community upon release and avoid re-hospitalization. The
Roundtable participants concluded that the approach most likely to succeed would be through one of
the integrated care initiatives, whether under a demonstration project or an existing Medicare
Advantage managed care or Special Needs Plan.
However, at the September 8 CMS Innovation Center Summit on Behavioral Health Payment and
Care Delivery Innovation, one presenter indicated she had been informed by CMS that behavioral
health care managers under the Collaborative Care pilot model can be appropriately trained peer
support specialists and reimbursement provided for those services under Payment Code G0503. If
this is so, that model also offers an accelerated approach to Medicare payment for peer support
services.
NASMHPD urges the CMS Innovation Center to consider these recommendations in deciding on new
directions for behavioral health innovation.
Better Incentivize Medicare Accountable Care Organizations (ACOs) and Medicaid Integrated
Care Organizations (ICOs) to Effectively Include Behavioral Health Providers in the
Integration of Care
The concept of the ACO as a public health program element was initially promoted by CMS as an
option for the Medicare program and, as proposed under the Medicare Shared Savings Program
(MSSP), offered little room for participation by behavioral health providers, either as lead entities in
forming ACOs or as participants in ACO networks. The opportunity for behavioral health providers
to become part of the ACO structure grew marginally with adoption of the final version of the
regulations governing the MSSP, but participation was still to be restricted by the attribution of
patient outcomes to the patients’ primary care providers and a continued limitation on which
behavioral health providers could participate.
The incorporation and integration of behavioral health into the ACO model began to grow in design
and popularity only after CMS introduced the concept of the ICO in a pair of 2012 State Medicaid
Director letters.3 By July 2016, nine state Medicaid programs had active ACO elements or pilots, and
a tenth state had submitted a proposal to modify and extend an existing § 1115 (statewide) Medicaid
waiver using three separate ACO models. Seven more states were in the process of setting up their
own Medicaid ACO programs.
However, the promise that the ACO model could serve as a means of integrating behavioral and
medical services in both the Medicare and Medicaid programs has not been achieved. Although
researchers have found significant interest in integrating behavioral health providers into the ACO
model, challenges have been posed by behavioral health workforce shortages and the slow adoption
of costly health information technology by behavioral health providers lacking access to the Medicaid
Integrated Care Models, SMDL #12-001 and Policy Considerations for Integrated Care Models, SMDL #12-002 (both
July 10, 2012); Shared Savings Methodologies, SMDL #13-005 (August 30, 2015).

3
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and Medicare meaningful use provider incentives available to other types of providers. Even within
ACOs striving toward achieving integration, levels of integration vary among sites. In addition, even
where behavioral health providers do participate in some form of integrated care model, behavioral
health measures are seldom used in measuring outcomes or determining shared savings. One further
limiting factor in the effective integration of behavioral health into the state ICO model is the failure
of states thus far to allow such models time to mature, with demonstrations often limited to two or
three years.
NASMHPD offers several recommendations for incorporating integrated behavioral health services at
the state level for states looking at incorporating ICOs into their Medicaid value-based portfolios:
•

States should require that ICO leaders incorporate behavioral health providers in their governing
bodies and networks, and should consider attribution of enrollees to behavioral health providers.

•

States should be prepared to offer behavioral health providers incentives—financial and
otherwise—for the adoption of health information technology to help facilitate the exchange of
patient data between behavioral health providers, primary care and other medical/surgical
providers, and the state.

•

States should ensure that behavioral health quality outcomes are measured and reported, and
that at least some portion of provider reimbursement is contingent on enrollee improvements on
those outcomes.

•

In order to facilitate enrollee participation and enrollee self-reporting and provider reporting of
outcomes, education should be provided to both enrollees and providers on how to best handle
behavioral health societal stigma. Education on permissible disclosures under 42 CFR Part 2
restrictions should also be included in any educational and training module provided for
participating providers, enrollees, and health information exchanges.

•

States should preempt inevitable behavioral health workforce shortages by considering the
inclusion of non-professional allied behavioral health providers in the ICO network under
limited supervision, and the use of tele-behavioral health to supplement in-person treatment.

•

In addition, behavioral health provider reimbursement should be adequate to ensure that
behavioral health providers are as accessible within the Medicaid ICO as they are in the general
medical community. If a shared savings approach is to be used, the state may want to consider
supplementing that approach through outcomes-based incentive payments sufficient to ensure
that providers are not discouraged by low reimbursement from continued participation in the
ICO initiative.

•

ICO initiatives should be given time to develop in order to produce sustainable positive patient
outcomes and provider revenues through shared savings or incentive payments significant
enough for providers to want to participate.

Encourage States to Couple Any Medicaid Work and Training Requirements with Coverage
for Supported Employment Services for Enrollees with Serious Mental Illness
On August 8, 2017, NASMHPD wrote CMS Administrator Seema Verma to urge her, in encouraging
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states to include mandated employment training and work requirements in State Plan Amendments
and waivers submitted for agency approval, to also urge states to include Medicaid coverage for
supported employment for Medicaid enrollees with serious mental illness. We repeated that request
at a November 2 meeting with Administrator Verma at the Humphrey Building in Washington, D.C.
Research shows that when individuals with serious mental illness succeed in finding competitive
work, improvements occur in their symptoms, self-esteem, and finances. Work becomes a meaningful
part of their lives. The primary goal of supported employment is to find a natural “fit” between jobs
in the community and the recovering individual’s personal strengths, motivation, preferences, and
experiences. Supported employment is an approach to vocational rehabilitation for people with
serious mental illness that emphasizes helping those individuals obtain work in the community that
pays competitive wages, and then providing the follow-along supports necessary to ensure their
success in a workplace setting integrated into the community. The philosophy behind supported
employment is the belief that every person with a serious mental illness is capable of working
competitively in the community if the right kind of job environment is found. No one with mental
illness is excluded from supported employment who wants to participate.
Unfortunately, the Medicaid program has not, until now, covered the supported employment
crucial to recovery from serious mental illness. As a result, despite widespread recognition in the
mental health field and at SAMHSA that supported employment is an evidence-based practice that
has demonstrated the ability to hasten and maintain recovery, coverage and reimbursement for
those services has been hard to come by, and has been covered mostly through limited Mental
Health Block Grant funds or state general funds.
NASMHPD recommends that any meaningful behavioral health payment and delivery system
reform provide reimbursement for supported employment services for individuals with serious
mental illness.
We also understood representatives of the Department of Labor to say at the August 31 meeting of
the Interagency Serious Mental Illness Coordinating Committee that they currently have supported
employment programs underway under their workforce development programs. We would
support continued and increased funding for such programs, with strategies and goals for
individuals with serious mental illness set in coordination with SAMHSA and HHS.
Supportive Housing
Supportive Housing, like supported employment, is recognized as an evidence-based and costeffective housing intervention that combines non-time-limited affordable housing assistance with
wrap-around supportive housing for individuals with disabilities or experiencing homelessness.
Studies have shown that supportive housing not only resolves homelessness and increases housing
stability, but also improves health and lowers public costs by reducing the use of publicly-funded
crisis services, including shelters, inpatient hospital beds, psychiatric centers, jails, and prisons.
See the August 2017 Technical Assistance Coalition Assessment Working Paper The Role of
Permanent Supportive Housing in Determining Psychiatric Inpatient Bed Capacity and the
SAMHSA-sponsored webinar presentation Olmstead and Permanent Supportive Housing.
The Department of Housing and Urban Development’s Supportive Housing Program (SHP) helps
develop and provide housing and related supportive services for chronically homeless people,
including those with serious mental illness, to help them move from homelessness to independent,
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supportive living. SHP funds help homeless people live in a stable place, increase their skills and
their income, and gain more control over the decisions that affect their lives. NASMHPD would
support continued and increased funding for this program and cross-agency coordination and
integration with the ongoing transition under Medicaid regulations to ensuring Medicaid Home
and Community-Based Services do not isolate.
Align Behavioral Health Quality Measures across the Medicare, Medicaid, and CHIP
Programs and Mental Health and Substance Abuse Block Grant Programs
Medicaid is the primary Federal funder for behavioral health services. As a result, in most states,
the State Mental Health Authorities and Single State (Substance Abuse) Agencies have been
working ever more closely in providing mental health and substance use disorder services. With
the trend toward outcomes-based reimbursement, both Medicaid and state behavioral health
agencies have come to depend heavily on evidence-based measures that show that the states and
Federal government are spending their monies effectively on services designed to produce
positive outcomes.
However, the measures utilized by the State Medicaid Agency in a state may not always align
with the measures mandated the Substance Abuse and Mental Health Services Administration
(SAMHSA) for collection. And at least some states have reported recently to NASMHPD and its
partner the NASMHPD Research Institute that their Medicaid agency has refused to require
participating providers or contracted managed care organizations to report or collect the
measures mandated by SAMHSA, out of a fear of administratively overburdening the provider or
MCO. The inability to collect data mandated by SAMHSA threatens the continued availability to
the state of Mental Health and Substance Abuse block grant funds.
Obviously, encouraging greater cooperation between agencies would help to reduce this conflict,
but so would aligning the measures required to be collected by the two agencies. Aligning
measures would have the additional benefit of reducing the administrative burden the Medicaid
program seeks to alleviate.
Similar advantages could be achieved by aligning measures across the other public programs in
the behavioral health sphere, the Medicare and CHIP programs. Further, aligning Medicaid,
Medicare, and SAMHSA behavioral health measures with CHIP behavioral health measures
could conceivably help to provide the additional benefit of facilitating longitudinal outcome
measurements as enrollees move along through the spectrum of public programs.
In addition, coordination among Federal agencies on outcome measures would also serve to induce
private insurers working with Federal agencies to adopt those same measures in their own
incentive-based provider reimbursement programs.
Narrow the Medicaid IMD Exclusion Further
NASMHPD recommends that CMS and the CMS Innovation Center consider further narrowing
the Medicaid IMD exclusion for mental health services beyond the recently adopted 15-day
exception under the Medicaid managed care regulations in a way that still recognizes the
purposes behind the exclusion while still meeting the needs of mental health inpatients.
NASMHPD suggests that services designed to facilitate community-based recovery, such as

NASMHPD Recommendations for New Directions for the CMS Innovation Center, Focus Area #7

8

behavioral health peer support services designed to assist in the transition from an institutional
setting to a community-based setting, should be reimbursed regardless of length of stay in the
institution, as should any patient-centered care management designed to facilitate the transition,
such as continued work with care team members on revisions to the patient’s discharge plan and
communications with community-based providers to whom the patient will be transitioned.
Provide Guidance on the Permissible Use of § 1115 Waivers for Mental Health Services,
Similar to the Guidance Provided in the July 27, 2015 and November 1, 2017 State
Medicaid Director Letters (SMDLs #15-003 & 17-003) for Substance Use Disorder Services
In July 2015 and again on November 1 of this year, CMS issued a State Medicaid Director Letter
detailing how an § 1115 statewide waiver might be used to provide improve care, enhance
treatment, and offer recover supports for individuals with substance use disorders under a
continuum of care that includes inpatient services under an IMD exclusion waiver. NASMHPD
and others in the mental health community have requested similar guidance for mental health
services, and such guidance has been promised but has not yet been issued.
NASMHPD requests again that a guidance to implement system reforms that improve care,
enhance treatment, and offer recovery supports for individuals with mental illness, parallel to
SMDLs #15-003 and 17-003, be provided at the earliest opportunity. Mental health providers,
like their substance use disorder counterparts, would greatly benefit from having greater
flexibility to adopt evidence-based practices that enhance care coordination and transitions,
provider competencies, care integration, and recovery and supports—practices such as those
recommended throughout the SMDLs.
Hospital and ED Diversion
ED Interventions – While EMTALA serves an important role in ensuring that everyone has
immediate access to emergency room (ED) services, EDs should not serve the role of “boarding”
psychiatric patients awaiting beds, and crisis intervention services can serve to stabilize individuals
so that ED admission is unnecessary. Most states acknowledge the importance of and provide some
semblance of a crisis services continuum that may include hotlines, mobile crisis units, and shortterm residential services. In fact, SAMHSA has identified numerous other core crisis services,
such as 24/7 crisis hotlines, 23-hour crisis stabilization/observation beds, warm lines, peer crisis
services, and psychiatric advance directive statements. Nevertheless, most communities fail to
provide a sufficient array of available and accessible crisis services. As a result, providers often
are unable to match people to appropriate services outside the ED. See the 2017 Technical
Assistant Coalition Assessment Working Paper Crisis Services’ Role in Reducing Avoidable
Hospitalization.
In addition, adding psychiatric clinicians to the staffs of EDs, or even training other clinical and
nonclinical ED staff in the principles of Mental Health First Aid can help to reduce demands on EDs and
ED physicians until community-based services can be accessed or a short-term inpatient admission
provided. Individuals who arrive at the ED because of a suicide attempt can be assisted in their return to
the community through follow-up within 24 hours after discharge by the hospital personnel who treated
or assisted the patient in-house.
Hospital Transitions - Peer support services can also be provided to individuals who present in
the ED as a bridge from the hospital back into the community. Even individuals accepted for
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admission can be assisted in achieving recovery outside the facility through effective transitional
services that include peer support provided within the facility that remains available to help out
the discharged individual in navigating community-based medical and non-medical services and
building confidence that recovery is achievable.
Revise the Medication Assisted Treatment Regulations Governing Buprenorphine to
Eliminate the One-Year Waiting Period before a Practitioner Can Increase His or Her
Patient Load, or Implement Some Other Situational-Responsive Test for Increasing Patient
Loads
SAMHSA in August 2016 increased from 100 to 275 the maximum number of patients that a
qualified practitioner can treat at one time with maintenance and detoxification medications such
as buprenorphine. However, to be able to increase his or her patient load to 275, the 2016
regulation requires that the practitioner must had a waiver to treat 100 patients (rather than the
lowest level permitted of 30 patients) for at least one year.
NASMHPD has heard from clinical practitioners working in its agencies that the one-year
waiting period imposed under the 2016 Federal regulations is limiting their ability to address
drug overdoses effectively and that the waiting period restriction is at best only tangentially
related to how qualified a practitioner might be to treat the greater number of patients. Our
members recommend that the one-year waiting period be eliminated and replaced with a more
situational-responsive test for increasing patient workloads, such as the practitioner’s overall
experience in the field, or even a written or oral test on appropriate triggers and warning signs
that need to be known in dispensing buprenorphine and other medication assisted treatments.
Incentivize and/or Authorize Innovative Behavioral Workforce Solutions, Particularly in
Rural Areas
As noted previously in the discussion of incorporating behavioral health workers in ACOs and
ICOs, the availability of behavioral health workers to work in public health programs is at a
premium. There are only 8.9 practicing full-time psychiatrists for every 100,000 individuals in
the U.S, and of the approximately 28,250 psychiatrists active in 2015, 59 percent were 55 years
of age or older. Further, psychiatrists are not evenly distributed throughout the country, with
considerably more psychiatrists concentrated in the Northeastern states, historically the location
of most training programs. There are currently 3,968 mental health care health professional
shortage areas in the U.S. Only half of all states meet 50 percent or more of their mental health
care need, while some states fail to meet even a quarter of their need.
Even among the available psychiatrists, only 40 percent accept insurance coverage; the remaining
60 percent expect payment in cash. In part, this is because psychiatrist reimbursement under
insurance and public programs averages half the market hourly rate for psychiatrist services.
There were, in 2014, 106,500 psychologists in the U.S., approximately 33.9 per 100,000. The
South (24 per 100,000) has the lowest representation of licensed psychologists when compared
with the Midwest (30.6 per 100,000), West (37.5 per 100,000), and Northeast (54.2 per 100,000).
A number of approaches can be taken to meet the behavioral health workforce shortage.
1. The first approach, liberalizing the rules on the use of telehealth within the Medicare
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program, and aligning telehealth rules among programs is essential. Telehealth has made
significant advances in the mental health arena, providing needed services to consumers in
geographic areas where services would not otherwise be readily accessible.
It has been the official policy of this country since the Olmstead decision to provide
services to individuals with disabilities in the least restrictive settings. Mandating that
telehealth services be conducted from an “originating site” and defining “originating site”
under 42 CFR 410.78(b)(3) largely in terms of institutional settings—with the exceptions
of a physician’s office, a Federally Qualified Health Center, or a Community Mental
Health Center—unduly restricts the use of telehealth behavioral health services,
particularly substance use disorder treatment services, in an array of community settings.
Such restrictions make no sense in a time when almost every personal computer is
equipped with an inexpensive video camera and remote video applications such as Skype
that make electronic face-to-face communications simple and easy.
The liberalization of telehealth rules has already been undertaken by Veterans Affairs and
Tricare and has been proposed by the Senate Finance Committee’s Bipartisan Chronic Care
Working Group. The Working Group’s bill, the Chronic Care Act, S. 3504, would permit
additional telehealth benefits within Medicare Advantage and allow an ACO patient’s
home to be considered an originating site for telehealth purposes.
2. The second approach would be to permit allied behavioral health professionals such as
nurse practitioners, nursing assistants, and physician assistants to go beyond traditional
roles and scope of practice to provide services with less intensive supervision by a
psychiatrist than is generally permitted under state law or the Medicare program. Lifting
existing statutory and regulatory restrictions would amount to a recognition of the de facto
scope of practice under which these professionals currently operate in an environment short
of practicing psychiatrists and psychologists.
3. The number of residences available under the Medicare Graduate Medical Education
program generally has not been increased in two decades, and the program fails to
recognize that some medical specialties are growing scarce more rapidly. Legislation has
been introduced in Congress by Senator Ben Nelson and Representative Joseph Crowley
(S. 1301/H.R. 2267) that would increase the number of available Medicare GRE
residencies over three years, with medical specialty slots being reserved based on periodic
surveys. The CMS Innovation Center should consider developing a model to increase
residences generally and psychiatric residences specifically.
4. Workforce also could conceivably be expanded by configuring treatment sessions in a way
that aligns with treatment sessions for non-mental health providers. National Council for
Behavioral Health Medical Director Joe Parks, a former Medicaid director and Mental
Health Commissioner, argues there is nothing “magic” about the rigid appointment
structure utilized in the behavioral health field. Primary care providers see their patients
just as long as it takes to diagnose and prescribe treatment; it is possible that a similar
structure could be utilized within the behavioral health arena. See The Psychiatric
Shortage: Causes and Solutions, National Council Medical Director Institute, March 28,
2017.
5. Finally, as indicated previously, certified peer support specialists are proven by evidence-
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based practice to effectively supplement the services of mental health professionals by
providing non-medical assistance that:







address mental health symptoms and reduce hospitalizations, the durations of hospital
stays, and re-hospitalizations;
increase adherence to treatment and satisfaction with services and providers, leading to
a reduction in the costs of services;
reduce perceptions of stigma which often accompany mental illness and substance use
disorders;
increase feelings of autonomy, thereby improving well-being, self-esteem, and selfdetermination;
improve social functioning, which leads to expanded social networks and participation
in the community; and
facilitate more thorough and longer-lasting recoveries.

In addition, studies find that not only the assisted patient benefits from peer support services; the
peer support specialist also improves his or her self-esteem and sense of well-being and
autonomy by providing services to the patient in need.
Peer support services could be provided through Medicare Advantage plans and MA Special
Needs Plans as supplemental services funded through rebatable savings, or bundled in hospital
inpatient services as transitional assistance for individuals moving into the community. They are
currently being provided in at least one state’s (Massachusetts’) Dual Eligible Financial
Alignment demonstration managed care program, and could easily be expanded throughout that
program to all states.
The new Medicare Collaborative Care model for reimbursement under the traditional Medicare
fee-for-service program could be modified to include a peer support specialist on the CoCM
team, with the care management services and the treatment coordination authorized for
reimbursement under the CoCM model provided by a certified peer specialist with appropriate
training and with oversight by either the psychiatric consultant or the treating physician or other
qualified health professional on the team. One presenter at the CMS Innovation Center
September 8 summit indicated that CMS believes an appropriately trained peer support specialist
could serve this function. We ask that the Innovation Center act this approach to increase
workforce through peer support services.
And, finally, the CMS Innovation Center may even want to consider a specific innovation project
focused on peer support services alone. 42 U.S.C § 1395k(a)(2)(J) includes coverage for “partial
hospitalization services provided by a community mental health center (as described in 42 U.S.C.
§ 1395x(ff)(2)),” and those services in turn include “such other items and services as the
Secretary may provide ... that are reasonable and necessary for the diagnosis or active treatment
of the individual’s condition, reasonably expected to improve or maintain the individual’s
condition and functional level and to prevent relapse or hospitalization, and furnished pursuant
to such guidelines relating to frequency and duration of services as the Secretary shall by
regulation establish (taking into account accepted norms of medical practice and the reasonable
expectation of patient improvement). Even a casual reading of that provision leads to the
conclusion that peer support services could be easily covered in community mental health
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centers under Medicare partial hospitalization services, should the Innovation Center chose to
take that approach.
Thank you for the opportunity to offer these suggestions for improvements to the behavioral
health payment and delivery system in the Medicaid, Medicare, and CHIP programs. If you have
questions regarding the various issues raised in this correspondence, please feel free to contact
NASMHPD’s Director of Policy and Communications, Stuart Gordon.
Sincerely,

Brian Hepburn, M.D.,
Executive Director
National Association of State Mental Health Program Directors (NASMHPD)
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November 20, 2017
VIA ELECTRONIC SUBMISSION
Amy Bassano
Acting Director, Center for Medicare & Medicaid Innovation
U.S. Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Dear Acting Director Bassano:
On behalf of the National Association of States United for Aging and Disabilities
(NASUAD), I am writing in response to the Center for Medicare & Medicaid Innovation’s
(CMMI) Request for Information (RFI) regarding new directions for the Center. NASUAD is
a nonpartisan association representing the nation’s 56 state and territorial agencies on
aging and disabilities. We work to support visionary state leadership, the advancement of
state systems innovation, and the development of national policies that support home
and community-based services for older adults and individuals with disabilities. Our
members administer a wide range of services and supports for older adults and people
with disabilities, including Medicaid long-term services and supports (LTSS), the Older
Americans Act (OAA), and a variety of other health and human services programs.
Together with our members, we work to design, improve, and sustain state systems
delivering home and community based services and supports for people who are older or
have a disability and for their caregivers.
We appreciate the opportunity to comment on this RFI and are pleased with the
emphasis on collaboration and partnership with states that CMS leadership has
articulated in various public events and conversations with our members. We encourage
CMMI to embrace this philosophy, as we believe that strengthened partnerships with the
states will lead to stronger programmatic designs, particularly around demonstrations
that impact older adults, people with disabilities, and individuals who require LTSS. Some
demonstrations, notably the Accountable Health Communities Model and the Financial
Alignment Demonstration, would have had more effective designs if state agencies had
been given the opportunity to provide meaningful input prior to formulation. State
involvement would have identified a number of potential barriers that hampered
program implementation, as well as existing resources that the models could leverage.
There are many opportunities to implement programs that enhance the ability of states
and CMMI to collaboratively address the needs of this population. Below, we provide
recommendations for models and concepts to consider for CMMI’s new direction. These

recommendations are centered on Focus Area 6: State-Based and Local Innovation, including
Medicaid-focused Models.
Enhanced Integration for Dual Eligible Enrollees
Beneficiaries who are dually eligible for both Medicare and Medicaid make up a disproportionate
share of expenditures under both programs, totaling about one third of the costs of each program.
The proportion of dually eligible enrollees is expected to grow rapidly over the next ten years driven
by the aging of baby boomers. At this critical time, states, health care advocates, health plans,
providers and CMS must maximize their shared responsibility for improving the costs, efficiency and
quality of care for this highly complex and costly special needs population. Prior demonstrations and
models to serve dual eligible individuals have maintained a rigid structure that continues to create
barriers between Medicare and Medicaid services.
We recommend that CMMI establish a new demonstration for dual eligible individuals that
enables a state to serve as the integrating entity for Medicare and Medicaid funding. In this
proposed model, the state would serve as the point of accountability to CMS for the provision of
care and for ensuring the health and welfare of program participants regardless of whether it uses a
fee-for-service (FFS) or capitated delivery model. This could be accomplished by providing states
with a risk-adjusted per capita payment to cover the Medicare supports for each dual eligible
individual, using the Dual Eligible Special Needs Plan payment structure. The state would administer
both the Medicare and Medicaid benefit either directly (using a FFS model) or through contracted
health plans (with a comprehensive capitation payment made for both Medicare and Medicaid
benefits).
Under this model, states would be able to truly integrate supports for dual eligible individuals and to
address inconsistencies in coverage, payment, and outcomes measurement for the population that
necessarily arise from operating two separate programs. We know of at least one state – which was
not able to take advantage of the Financial Alignment Demonstration – which would be immediately
interested in applying for such a demonstration.
Extend and Enhance the Financial Alignment Demonstrations
There have been incremental successes arising from CMMI’s Financial Alignment Demonstrations.
With either the capitated or managed FFS models, various administrative and service-delivery
improvements could be enacted to better align supports and services to dual-eligible beneficiaries
and to focus on overall improvement of health. Preliminary findings from the analysis of
Washington State’s managed FFS model indicate that this approach can yield savings across the
health care system.1 Additionally, a recent ASPE study on the long standing integrated FIDE-SNP
based Medicare-Medicaid program in Minnesota shows that enrollees were:
•

1

48 percent less likely to have a hospital stay, and if so, had 26 percent fewer stays.

https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-Medicaid-Coordination/MedicareMedicaid-CoordinationOffice/FinancialAlignmentInitiative/Downloads/WAEvalMedicareCostYr1FinalYr2Preliminary072817.pdf

•
•
•
•

6 percent less likely to have an outpatient ED visit, and if so, had 38 percent fewer visits.
2.7 times more likely to have a PCP visit, but if so, had 36 percent fewer visits.
No more likely to have a long-term nursing home admission.
13 percent more likely to have any HCBS.2

However, we note that these outcomes have not yet been universally found across the
demonstrations. One factor cited that contributes to the potential challenges was the lengthy leadin time required for effective implementation of the demonstrations.3 The need for a slow and
methodical approach of such a significant demonstration comports with our experiences in other
systems change initiatives. We have found that initiatives such as these require a long period of
time to ensure that there are meaningful changes in both participant and provider behavior, to
collect data and evaluate outcomes, and to determine programmatic changes that could improve
the overall system of care. Such changes should then be implemented and evaluated as part of an
iterative process improvement approach to the demonstration. Because of this, we recommend
providing extensions of the demonstration to states that wish to extend their program. We also
recommend allowing additional states to establish an alignment demonstration, such as those
who have implemented, expanded, or gained additional experience with managed long-term
services and supports (MLTSS) in the period since the initial demonstrations were established.
We also believe that additional flexibilities and programmatic efficiencies could be implemented
that would lead to better outcomes for participants. For example, states with experience operating
an MLTSS program should have increased flexibility to work with its health plans to coordinate
operational aspects of serving dual eligible, including streamlined enrollment, assessments, model
of care development and network development. Additionally, the “state as an integrator” model
discussed in our previous comment would provide an opportunity to strengthen the integration of
services and supports for individuals served by this demonstration. Finally, while CMS has made
great strides in providing additional Medicare data (Parts A, B, and D) to states to fill in gaps for
dually eligible beneficiaries, states are currently unable to access data for Medicaid enrollees in
Medicare Advantage plans. CMMI should make it a priority to provide states with as much data as
possible to effectuate integration in an unintegrated system.
We also recommend that states have the option to mandate that beneficiaries enroll in the
demonstration, provided that participants have meaningful choices regarding demonstration
plans. The Medicaid Managed Care regulations4 regarding choice, beneficiary protections, and
mandated enrollment would provide a good example of ways to implement a mandatory enrollment
policy while ensuring that the health, rights, and autonomy of individuals are protected.
Lastly, we recommend providing the Medicare-Medicaid Coordination Office (MMCO) with
increased regulatory authority over this model. MMCO has provided strong leadership and
direction around programs to integrate services for dual eligible individuals; however, the regulatory
2

https://aspe.hhs.gov/basic-report/advancing-integrated-care-lessons-minnesota
https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-Medicaid-Coordination/MedicareMedicaid-Coordination-Office/FinancialAlignmentInitiative/Downloads/MASSFirstAnnualEvalReport.pdf
4
https://www.medicaid.gov/medicaid/managed-care/guidance/final-rule/index.html
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authority to implement such integration has remained within the respective Medicare and Medicaid
Centers at CMS. MMCO should have the authority to implement the necessary changes that enable
the alignment demonstration and other initiatives, such as PACE, which are focused on dual eligible
individuals, to fully reach their potential. Such an approach would allow Medicare and Medicaid
experts from CMS to work together under a leadership team whose single focus is addressing the
unique needs of dual eligibles.
Strengthening Medicare Post-Acute Transitions
After a Medicare-eligible individual experiences an acute event that results in a hospital stay,
rehabilitation and other post-acute services are generally provided in an institutional setting such as
a Skilled Nursing Facility (SNF) or an Inpatient Rehabilitation Facility (IRF). The experience of our
members indicates that many of these individuals never return home, particularly those older
Medicare beneficiaries with significant health care conditions. These individuals often stay in the
facility after their Medicare post-acute stay ends, either as a Medicaid-funded resident or as an
individual who spends down their assets on the path to Medicaid eligibility. In many cases, this
post-acute and spend down period has led to a deterioration of the person’s community supports
(both formal and informal) as well as their housing situation. The end result is that Medicaid first
encounters many individuals when they are living in a facility with little resources or opportunity to
return to the community.
NASUAD recommends implementing a demonstration project that examines the efficacy of
prioritizing community-based post-acute care in lieu of facility-based care. This could enable
Medicare post-acute care to be provided in an intensive, holistic, and community-based fashion,
beyond what is currently available through the Medicare home health benefit. We believe that it
could provide greater opportunities to serve individuals in the community and prevent long-term
institutionalization. This would require a demonstration to convert the Medicare post-acute benefit
into an array of home and community-based services (HCBS) that meets the varied needs of
individuals in the community. Any demonstrations or projects enacted under this proposal would
also need strong links between the existing aging and disability networks, as well as coordination to
ensure that there is no duplication with Medicaid-funded HCBS.
We recognize that CMMI has begun to address community-based interventions through initiatives
such as community care transitions program (CCTP), which has since been discontinued, and the
accountable health communities (AHC) model. However, we believe that stronger engagement with
the aging and disability network as well as with state LTSS officials prior to finalizing the
programmatic design would have strengthened their ability to meet the holistic needs of LTSS
participants. Therefore we further recommend that such a demonstration is designed and
implemented in collaboration with states, who can identify potential barriers to successful
implementation.
Finally, as we noted in our feedback about the AHC demonstration, we strongly urge CMMI to
consider providing additional targeted funding to those community-based services which are
insufficient to provide services to current individuals who need LTSS.

Savings for Decreased Rehabilitation Services
A related, but somewhat distinct, issue to the expansion of HCBS in post-acute settings is the
interaction between Medicaid supports and Medicare rehabilitation services. The current system of
care includes significant disconnects, given that Medicaid is often responsible for providing
comprehensive HCBS that prevents or reduces readmissions to the hospitals. This not only leads to
reduced hospital expenses, but also to a reduction in post-acute rehabilitative expenditures as well.
Medicare is responsible for the payment of both of these services for dual eligible individuals, yet
state Medicaid programs finance a significant portion of HCBS and LTSS that can reduce hospitals,
readmissions, and the resulting post-acute services. States that have already established robust
systems to reduce the need for these services have struggled to secure shared savings through
either the managed FFS or the capitated financial alignment demonstrations. This occurs largely due
to the lower baseline of utilization already established prior to the demonstration which skews the
capitation and FFS shared savings calculations. We believe that CMMI should establish
demonstrations where states can receive credit and shared savings for both hospitalization and
rehabilitation savings achieved as a result of their HCBS interventions, even if robust systems
existed prior to the establishment of the demonstration.
Durable Medical Equipment Coordination on a Timely Basis
Medicaid often pays for durable medical equipment (DME) that does not meet the criteria set by
Medicare. This occurs for a number of reasons, such as different medical necessity standards,
different coverage definitions, or broader availability of DME for purposes of community integration
in HCBS waivers. However, due to Medicaid’s statutory role as payer of last resort, programs must
first receive a Medicare denial prior to paying for the Medicaid-covered DME. Oftentimes, this
denial is delayed or is not sent to the Medicaid office, thus creating significant hardship on the
individuals who are awaiting their medical supplies. This is particularly true for individuals leaving a
NF or hospital as a vendor cannot be paid for items under HCBS programs until the individual leaves
the institution. The current process also creates payment insecurity with vendors causing hesitancy
to supply items with no guarantee of payment and some vendors may unduly influence the item
that is supplied based on what is covered by Medicare. Access issues are also created by the
Medicare procurement process. For example, the competitive bid process limits the number of
vendors that participants (and the state) may work with, reducing participant choice. The
procurement process reduces business for vendors who do not win the bid, which may also reduce
the number of available vendors in an area, since smaller vendors (who do not win the bid) may go
out of business. Due to inconsistent requirements between Medicare and Medicaid, some DME
vendors who win the competitive bid decline to work with Medicaid or decline social service
authorizations. We recommend piloting a project to expedite DME coordination for both Medicare
copayments covered by state agencies, as well as for Medicare denials of equipment that the state
may ultimately provide.

Social Determinants of Health
There is an increasing recognition that many of the factors which impact the health of individuals fall
outside the realm of the traditional medical system.5 The focus on “social determinants” that
impact the health of participants and communities is driving policymakers to think about new and
innovative interventions that can address individuals in a person-centered manner. We noted
earlier that the CMMI AHC model represented an initial foray into these issues; however, we have
previously noted some shortcomings with the programmatic design. NASUAD recommends that
CMMI collaborate with state Medicaid and Aging and Disability agencies to design additional
initiatives that could strengthen interventions which address the social determinants of health. Two
areas where CMMI could prioritize such interventions include enhancing employment supports for
persons receiving LTSS and addressing housing-related issues, such interventions regarding chronic
homelessness, affordability and accessibility of housing.
Employment
NASUAD believes that there are a number of opportunities to enhance the availability of
employment-related supports to older adults and people with disabilities. Our research indicates
that many participants in LTSS programs who are not working would like to be employed, including
almost one in four older adults.6 Increased employment has also shown to result in a reduction of
Medicaid expenditures for individuals with disabilities, and could also lead to higher income and less
reliance on other state and federal social services programs.7
There are a number of proven models for providing individualized, customized, and/or supported
employment opportunities for individuals who have significant disabling conditions. NASUAD’s
experience with employment supports indicates that several core items must be addressed:
•

Person-centered models to ensure that participants receive the necessary initial and
ongoing support to obtain, maintain, and advance in employment;
• Maintaining access to crucial supports, such as LTSS, which are not provided by most private
insurance plans, including once the participant retires;
• Ensuring that individuals have accurate and timely information about the interaction
between their employment income and public benefits; and
• Follow-along supports to assist the individual when circumstances change.
Given Administrator Verma’s strong emphasis on providing Medicaid beneficiaries with
opportunities to become gainfully employed, we believe that there are opportunities within CMMI
to test models of care that integrate these types of supports and ensure that older adults and
people with disabilities are able to maximize their potential in the workplace. We recommend that

5

https://www.healthypeople.gov/2020/topics-objectives/topic/social-determinants-of-health
https://nci-ad.org/upload/reports/NCI-AD_2015-2016_National_Report_FINAL.pdf
7
http://ppc.uiowa.edu/sites/default/files/mepd.pdf
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CMMI build upon the successes and lessons learned from the Medicaid Infrastructure Grants8 to
implement projects that incorporate the following components:
•
•
•
•
•

Eligibility criteria that de-links Medicaid from the receipt of social security benefits and
promotes employment;
Asset disregard policies that enable participants who work and accrue retirement income
to remain on Medicaid once their employment ends;
Supported and customized employment services that assist individuals with significant
disabilities obtain, maintain, and advance in employment;
Strong work incentives and options counseling to assist participants understand the
impact of earnings on their overall situation; and
Evaluation to demonstrate the impact of increased employment on Medicare and
Medicaid health expenditures as well as expenditures on other social services.

Housing
State experiences with the Money Follows the Person deinstitutionalization program demonstrate
that a lack of affordable, accessible, housing is one of the most significant barriers to communitybased living for many individuals with disabilities and older adults.9 This challenge is exacerbated by
policies that require states to cover the cost of institutional nursing facilities, including room and
board expenses, but prohibit payment of these expenses in a noninstitutional setting. These
inconsistent policies undermine our nation’s policy goals as well as the desires of program
participants, both of which strongly prioritize HCBS as the favorable setting of care. Additionally,
HCBS is a less expensive setting of care than nursing facilities and other institutions. NASUAD
recommends that CMMI establish a demonstration in partnership with states to enable Medicaid
programs to pay for certain housing related expenses, up to and including room and board. This
pilot should include strong research to assess whether the total expenditures under the
demonstration is cost-effective compared to institutional care.
Enhanced Medication Reviews and Monitoring
Older adults, especially those with significant cognitive issues such as dementia, frequently receive
significant numbers of prescription drugs, including antipsychotic and opioid medication. Though
some initiatives have attempted to identify instances of inappropriate prescriptions or adverse
interactions, these have often been targeted to residents of nursing facilities. While the defunct
CCTP took steps in that direction, there remains a need for programs that identify potential issues
across a wide range of older adults in a variety of settings. This is particularly important since older
adults are one of the demographics most significantly impacted by the opioid crisis in the United
States. In fact, a recent report by the HHS Inspector General found that one-third of all Medicare

8

https://www.mathematica-mpr.com/our-publications-and-findings/publications/what-were-the-topoutcomes-of-state-medicaid-infrastructure-mig-grants
9
https://www.medicaid.gov/medicaid/ltss/downloads/money-follows-the-person/mfp-2015-annualreport.pdf

Part D beneficiaries received a prescription for opioids during 2016.10 We recommend that CMMI
evaluate opportunities for demonstrations that establish a cadre of dedicated, qualified
professionals who can assess the array of prescriptions provided to older adults through the
Prescription Drug Plans (PDPs) who deliver the Part D benefit in order to identify potential
instances of inappropriate prescriptions or contraindications. This could be done by requiring the
PDPs to provide such assistance or a separate intervention that works collaboratively with the PDPs.
Addressing Opioid-Related Issues
In addition to efforts to monitor and reduce inappropriate prescriptions, there are other
opportunities to address participants who are experiencing opioid abuse and addiction issues. One
such opportunity is to ensure that proper coordination occurs for individuals receiving treatment
who transition from Medicaid to Medicare at age 65. Our members have reported a significant
disconnect between the prescription coverage delivered through Medicaid and what is currently
available and considered medically necessary by the PDPs. CMMI should consider instituting a
program that ensures Part D plans accept any prescriptions accompanying medication assisted
treatment interventions when individuals become eligible for Medicare.
Measuring Quality
Quality measurement is a crucial component of all health care delivery programs. NASUAD strongly
supports CMMI initiatives that would strengthen the information available regarding the outcomes
and quality of care delivered to participants across Medicare and Medicaid. We note that many
quality initiatives have focused on clinical measures, such as A1C screenings, but have overlooked
the role of the LTSS system in ensuring quality of life for the participants served. We strongly
recommend that CMMI take a broader view of ‘patient experience’ which looks beyond clinical
practice.
To fill this gap, states agencies collaborated with NASUAD and the Human Services Research
Institute (HSRI) to develop the National Core Indicators – Aging and Disabilities (NCI-AD)™ survey,
which collects a wide range of information on experience of care and quality of life for older adults
and people with physical disabilities in publicly funded LTSS programs. The NCI-AD program
provides states with valid and reliable data they can use to tailor LTSS innovations and policy
solutions to that state’s unique need.11 This survey is the counterpart to the National Core
Indicators survey, which collects similar information for individuals with intellectual and
developmental disabilities. These surveys provide valuable information that drive policy and
program improvements, resulting in enhanced delivery of care to individuals.
NASUAD suggests that CMMI demonstrations incorporate quality metrics, such as NCI-AD™, that
assess program outcomes as well as measuring person-centered experience of care in order to
ascertain the true impact of supports and services provided to individuals. This holistic approach
to quality measurement will be especially important given the increasing emphasis on social
10

https://www.npr.org/sections/health-shots/2017/07/13/536873912/extreme-opioid-use-and-doctorshopping-still-plague-medicare
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https://nci-ad.org/

determinants of health and the understanding of how non-clinical interventions can drive
improvement in the overall health of populations.
Oral Health
We recommend CMMI test and promote models of care that provide person-centered and holistic
interventions, which includes oral health services. Inadequate access to oral health care leads to a
wide range of negative outcomes for older adults and people with disabilities.12 NASUAD’s
membership has endorsed including dental and oral health services in Medicare. While we
recognize that expansive adoption of a benefit would require a statutory change, we believe that
CMMI has an exciting opportunity to evaluate the impact of providing dental services to Medicare
beneficiaries. Such a demonstration project could assess fiscal savings associated with reduced
medical costs, such as emergency room visits, as well as increase in overall health of participants.
Demonstration projects to include oral health supports within Medicare interventions should focus
on fully integrated services and payment models, which includes collocated services; integrated
referral systems; and value-based payment models that promote healthy outcomes for physical and
oral health.
Caregiver Support
NASUAD believes that supporting caregivers is a crucial component of a cost-effective LTSS system.
Nationally, unpaid caregivers provided services that were valued at an estimated $470 billion in
2013 – an amount that far exceeds funds spent on LTSS in Medicaid and Medicare.13 Loss of these
unpaid supports would likely result in a greater number of institutional placements, deterioration of
health, and increase in overall program expenditures for both Medicare and Medicaid.
In the FY2018 Physician Fee Schedule, CMS finalized adoption of comprehensive care planning for
individuals with chronic conditions. This includes CPT code 96161, which provides for:
“Administration of caregiver-focused health risk assessment instrument (eg, depression inventory)
for the benefit of the patient.”14 We believe that this is an important step forward that CMMI can
build upon. We note that Washington State has also begun experimenting with models to provide
targeted supports to unpaid caregivers in a manner that can reduce overall LTSS expenditures.15
NASUAD recommends that CMMI develop a pilot project that uses the results of the Medicare
caregiver health risk assessment to provide targeted supports and services that reduce stress on
the caregiver and enable individuals with LTSS needs and chronic conditions to remain in the
home. The exact interventions should be designed in coordination with state aging and disability
agencies, but could include a combination of respite care and adult day services for the participant
as well as depression and stress management interventions for the caregiver.

12
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Conclusion
We appreciate the opportunity to comment on the wide range of issues discussed in this RFI. Our
nation’s population is aging, individuals are living longer, and new technology and medical advances
are allowing individuals with disabilities to live longer and more fulfilling lives in the community. We
believe that CMMI has a unique opportunity to evaluate models that can enhance the overall health
and well-being of individuals in the Medicare and Medicaid programs. We look forward to engaging
with CMS as you review the responses to this RFI and develop strategies to enhance the provision of
services and supports for all of individuals that we serve.
If you have any questions, please feel free to contact Damon Terzaghi of my staff.
Sincerely,

Martha A. Roherty
Executive Director
NASUAD

20 F Street, NW, Suite 200
Washington, D.C. 20001
202.558.3000  Fax 202.628.9244
www.businessgrouphealth.org
Creative Health Benefits Solutions for Today, Strong Policy for Tomorrow

November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
P.O. Box 8013
Baltimore, MD 21244-8013

Submitted electronically via: CMMI_NewDirection@cms.hhs.gov
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The National Business Group on Health (NBGH or the “Business Group”) appreciates the opportunity to
comment on CMS’ Request for Information (RFI) on a potential new strategic direction for the Center for
Medicare and Medicaid Innovation (CMMI or “Innovation Center”). While we commend CMS for
prioritizing the goal of fostering an affordable, accessible healthcare system that puts patients first,
we strongly encourage the agency to stay the course on initiatives that are working well to reduce
costs while improving quality, particularly alternative payment and delivery models. In fact, we
believe that these two goals are complementary and equally important to achieving greater value for
Medicare beneficiaries and all Americans.
The National Business Group on Health represents 421 primarily large employers, including 73 of the
Fortune 100, who voluntarily provide group health and other employee benefits to over 55 million
American employees, retirees, and their families. Being mostly self-funded, our employer members as
well as many other employers, have a vested interest in more effective, efficient health care. They
promote health plan designs that encourage delivery of the right care at the right time and in the right
place; emphasize health promotion and primary and preventive care; improve value while reducing the
cost of care; and, deliver services to the highest level of customer satisfaction. Moreover, employers
collectively recognize the importance of improving health care delivery to our economy as a whole and
to the federal government’s long-term fiscal health.
NBGH continues to support the good work being conducted through CMMI, which is critical to leading
Medicare and health care delivery in general to perform at higher levels that are also patient-centric.
The Innovation Center has tested a number of payment models to restrain the growth in the cost of
health care while also improving quality. The models have also sought to increase provider
accountability for the care provided to a given population. They also move away from fee-for-service to
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reward value through shared-savings and shared risk payment programs, bundled and/or episode-based
payment arrangements, medical homes, and population-based payments.
Importantly, these models have been successful. The Medicare program has reported the success of a
number of these programs. The most popular program, the Medicare Shared Savings Program (MSSP),
which now has 480 Shared Savings Program ACOs and 9.0 million assigned beneficiaries in 50 states,
Washington, D.C., and Puerto Rico1, has saved more than $400 million in each of the last two years and
resulted in better care.2 Another report by the agency noted preliminary results of some models in early
stages of testing and found that, for example, in just one year, the Independence at Home
Demonstration improved quality of care and saved $3,000 per Medicare beneficiary on average3:
Perhaps the most significant aspect of these models is that they have changed the mindset of
providers. In bundled payment models, as with other alternative payment and delivery models,
participation is growing, with thousands of providers taking accountability for cost and quality of care,
many for the first time. With the largest payer, CMS, taking the lead, complemented by private sector
support for Alternative Payment Models (APMs), a unified effort across all payers has spurred providers
to change the way they do business. Increasingly, providers are reducing their reliance on fee-for-service
(FFS); changing the way they deliver care; focusing more on patient satisfaction; and developing
infrastructure and expertise to function effectively using such models.
Our comments below focus on the following areas of the RFI where we believe CMS, through the
Innovation Center, can continue to advance this good work:
1)
2)
3)
4)
5)

Increasing participation in Advanced Alternative Payment Models (APMs)
Consumer-Directed Care & Market-Based Innovation Models
Prescription Drug Models
Mental and Behavioral Health Models
Comprehensive Primary Care Model

1) Increasing participation in Advanced Alternative Payment Models (APMs)
Staying at the forefront in supporting and promoting APMs, particularly advanced APMs in which
providers share financial risk, is the most important way in which CMS can encourage more provider
interest and commitment to APMs.
In addition to continuing to be a strong leader in this area, CMS can also increase provider participation
in advanced APMs by reducing the administrative burden for providers by aligning with the private
sector on quality metrics for measurement and reporting applicable to APMs. While reducing the
administrative burden cuts across all providers, including those in FFS, there are some specific ways to
reduce the administrative burden for APMs. NBGH has submitted previous comments with specific
recommendations in this area. 4 One example involves the use of registries. Registries, which are already
1

All Medicare Shared Savings Program (Shared Savings Program) Accountable Care Organizations (ACOs) Fast Facts, January 2017. Accessed
via: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/sharedsavingsprogram/Downloads/All-Starts-MSSP-ACO.pdf
2
Better Care. Smarter Spending. Healthier People: Improving Quality and Paying for What Works. CMS Newsroom. March 3, 2016. Accessed
via: https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-sheets/2016-Fact-sheets-items/2016-03-03-2.html
3
Ibid.
4
National Business Group on Health comments to CMS re: Proposed Rule for the Medicare Program; Merit-Based Incentive Payment System
(MIPS) and Alternative Payment Model (APM) Incentive Under the Physician Fee Schedule, and Criteria for Physician-Focused Payment Models
(CMS-5517-P). June 27, 2016. Available: https://www.businessgrouphealth.org/pub/?id=bf6616fa-782b-cb6e-2763-2a9afe77e2da
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in use by ACOs, are an important measure of performance for their constituents, including individual
practices, sites and providers. Registries serve numerous functions, including adding to the evidence
base for care improvement, informing participants on where they need to focus their organization's
efforts, highlighting performance areas for improvement, and identifying which patients require
interventions. In this way, registries are foundational to population health management. Eligible
clinicians may use data they are already submitting to a clinical registry or to an ACO to satisfy their
reporting requirements, thereby streamlining reporting requirements and easing the burden.
Additional opportunities to reduce the administrative burden associated with measurement and
reporting should be sought by the agency. Another example, is the core measures collaborative, a joint
effort of CMS, health plans, state representatives, employers, and providers to agree on a parsimonious
set of meaningful, useful measures. The collaborative has agreed on a set of core measures for ACOs.
To the extent that CMS aligns its ACO quality measures with this effort, it will help assure a standard,
meaningful measure set and reduce the administrative burden for providers.
Apart from streamlining measurement and data reporting for APMs, a partnership between the Center
for Health Policy at the Brookings Institution and the USC Schaeffer Center for Health Policy and
Economics, has made specific recommendations in the following four general areas to advance provider
participation in APMs, including advanced APMs, which we support: 5








Increase beneficiary engagement and alignment of financial incentives in all models
o Change from beneficiary attribution to beneficiary enrollment
o Implement actuarially neutral beneficiary financial incentives
o Reform beneficiaries’ financial incentives to allow for the creation of new
Medigap plans that are specifically aligned with ACOs
Improve design and implementation of bundled payments and their utility for systems
of care
o Allow bundled savings to accrue for person-level APM participants and
providers
o Prioritize areas of care to bundle based on each episode’s variation in spending,
administrative complexity, the number and differing types of providers involved,
alignment of clinical and financial incentives, provider and infrastructure
readiness, and the ability to expand nationally
Make payments directly to organized systems of care, like accountable care
organizations, so as to incorporate incentives for hospitals and other key providers into
the financial incentives of the APM
o Work with relevant policy makers to reform anti-kickback legislation to allow
providers to steer patients to preferred external health care entities based upon
their professional judgment and collaboration
o Change the benchmarking process for APMs to establish earlier transitions from
historical-based benchmarks to regional benchmarks
Support the development and initial funding of the costly infrastructure needed to
organize systems of care among providers

5

Steven M. Lieberman, Margaret Darling, and Paul B. Ginsburg. “4 recommendations to advance Medicare
delivery system reform.” February 10, 2017. Published on brookings.edu. Accessed November 15, 2017 via:
https://www.brookings.edu/blog/up-front/2017/02/10/4-recommendations-to-advance-medicare-deliverysystem-reform/

3

NATIONAL BUSINESS GROUP ON HEALTH

o

CMS should organize a source of “working capital” that provides funds,
management expertise, and technical expertise to providers, better supporting
the development of systems of care like ACOs where they do not currently exist

Below, we offer additional opportunities for further CMS consideration to encourage
participation in and to advance APM models:
Bundles and Centers of Excellence
In addition to the recommendations above from USC Schaeffer/Brookings on payment bundles,
we recommend that CMS look at employer success in this area as a reason to continue strong
CMS support for bundled payments. A couple of the programs previously promoted by CMMI —
the Comprehensive Care for Joint Replacement Model or CJR model and the Cardiac Care
Program —were projected to save $294 million over three years and $159 million over five
years, respectively.6 By slowing their adoption and implementation, CMS is foregoing
opportunities to improve care while also saving Medicare. CMS should reconsider its
commitment to testing bundled models through the Innovation Center.
Employers are expanding the use of Centers of Excellence (COEs), which bundle payments and
services for specific high cost, complex treatments to ensure that employees have access to the
best care available and at lower cost. By increasing employees’ access to high quality care—and
by helping them select providers who practice the best and most cost-effective care—
employers are seeing significant improvements in quality, cost and satisfaction.
The following examples of effective care bundles through the Employers Centers of Excellence
Network (ECEN) illustrate the success of this approach:
1) Lowe’s. The average Lowe’s associate with joint replacement surgery performed by one of
the ECEN centers saved approximately $3,300 in copayments and other fees as compared to
those patients who received the same care under traditional insurance. In an analysis of 12
month’s experience, 100% of Lowe’s ECEN joint surgery patients reported that they would
refer co-workers or family to the program for a similar surgery.7
2) Boeing. Data from The Boeing Company’s experience has shown similarly high employee
satisfaction. Starting in fall 2014, Boeing began offering about 30,000 of its employees,
retirees and their dependents the option of keeping their current health plan or choosing a
new narrower network of facilities, as a way to move employees into a bundled
arrangement. In exchange for choosing the smaller selection of providers, Boeing employees
received a range of perks, such as same- or next-day appointments, online access to
scheduling and test results, and lower costs in the form of smaller contributions from their
paycheck or free generic prescription drugs.

6

Projections were prior to the agency’s announcement it would scale back the CJR program and cancel the Cardiac Care Program.
Why GE, Boeing, Lowe’s, and Walmart Are Directly Buying Health Care for Employees. Jonathan R. Slotkin, MD; Olivia A. Ross; M. Ruth
Coleman; Jaewon Ryu, MD. Harvard Business Review, June 08, 2017. Accessed via: https://hbr.org/2017/06/why-ge-boeing-lowes-andwalmart-are-directly-buying-health-care-for-employees
7
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3) Walmart. Through Company-Sponsored Centers of Excellence (CSOEs), Walmart helped
employees and their families whose doctors diagnosed them with certain conditions and
subsequently recommended surgery, by referring them to specific hospitals.8 While
employees can always remain with the hospital of their own choosing, Walmart will pay all
copays and travel expense for the patient and a companion, if they consult with one of the
centers of excellence. Results:9
 About 40% of covered plan enrollees were originally told they needed a transplant, but
were discovered to not need a transplant when sent to the CSOEs.
 Avoiding a transplant saves money, but more importantly, it also saves heartache and
suffering for those patients able to find less invasive alternatives.
 A transplant is one of the most painful and difficult surgeries imaginable, and requires a
lifetime of medical follow-up, including strong medications, many with serious side
effects.
A recent survey found that care bundle adoption is at a critical turning point and have had
positive results: 1) 31% of providers and 20% of employers have adopted the model; 2) about
two-thirds of providers have improved quality and reduced costs through bundles; and, 3) the
majority of consumer respondents found bundles easy to understand and appealing, selecting
them over current coverage 62% of the time.10 The same survey also found that there is still a
mismatch between provider activity and employer needs:11
 Employers want to see greater financial impact and a wide variety of bundles, whereas
hospitals have kept efforts small.
 Employers are more interested in using bundles for chronic conditions, whereas
hospitals are almost exclusively offering bundles for a few acute conditions.
CMS should continue to explore bundles and COEs. To that end, CMS should expand its approach to
bundles by broadening the variety of bundles, including bundles for chronic conditions, and increasing
bundle transparency to beneficiaries.
Business Group Collaboration with the National Comprehensive Cancer Network® (NCCN)
Another opportune condition area ripe for CMMI to try innovative approaches is cancer. Today,
more than ever before, employers are facing the growing impact of cancer in the workplace.
This change is the result of several factors: an increased incidence of cancer among employees
because of an aging workforce and delayed retirement; an increase in the number of employees
assuming caregiving roles for family members; and reduced productivity during treatment and
recovery for employees with cancer and for those caring for loved ones. With the rising direct
and indirect costs associated with cancer, financial impacts also have increased. And the
bewildering array of treatment options with varying levels of benefit and quality makes it all the
more important to adopt a comprehensive, patient-centered approach.
To address these important concerns, NBGH and NCCN partnered to:

8

Cracking Health Costs: How to Cut Your Company's Health Costs and Provide Employees Better Care. Tom Emerick; Al Lewis. ISBN: 978-1-11863648-0 (cloth).
9
Ibid.
10
Strategy& Annual Bundles Survey: 2015/2016 Results: Hospitals, Employers, and Consumers. Strategy& | PwC, accessed via:
https://www.strategyand.pwc.com/media/file/Annual-Bundles-Survey-2015-2016-Results.pdf on November 6, 2017.
11
Ibid.
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•
•
•

Develop a comprehensive approach to cancer care with a focus on evidence-driven,
accountable and personalized care;
Increase standardization and integration of cancer care across an employer’s programs,
providers, and geography; and,
Support quality improvement, tools and processes for employers to aid in evaluation of the
effectiveness of these services.

The collaboration between NBGH and NCCN focused on a comprehensive benefits plan for
cancer treatment, rooted in the following strategies:
• Providing access to evidence-based information about cancer;
• Motivating and rewarding employees and dependents who adopt and maintain healthy
behaviors that can help reduce the risk of cancer;
• Encouraging compliance with recommended cancer screenings;
• Supporting individuals during treatment for and recovery from cancer or at end of life
through appropriate medical, pharmacy, behavioral health and other benefits;
• Empowering individuals to become knowledgeable and engaged participants in their health
and health care;
• Supporting employees who are caregivers for a loved one with cancer;
• Providing resources to help managers and employees cope with a co-worker’s cancer;
• Retaining talented employees and optimizing productivity during cancer treatment and
recovery or while employees are providing care to a loved one;
• Managing disability and leave benefits; and
• Developing evidence-based requests for proposals for vendors related to cancer in the
workplace.
CMS should consider implementing or building a comprehensive cancer management program
that provides navigation, second opinion and decision-support services. A model similar to the
one developed through NBGH’s collaboration with NCCN should be tested through CMMI. For
additional information, we recommend that CMS review the following resources: An Employer’s
Guide to Cancer Treatment and Prevention, An Employer’s Guide to Cancer Treatment and
Prevention, Tool 2: Plan Design & Assessment, and Employer’s Companion Guide to the Cancer
Benefits and Resource Guide.

2) Consumer-Directed Care and Market-Based Innovation
CMS should continue implementing transparency tools that provide meaningful information on price
and quality for beneficiaries. Publicly disclosing information about the price and quality of care at the
provider and facility levels will enable beneficiaries to use this information to make more informed
decisions about healthcare and become better consumers of health care. This is an important initiative
for the agency to consider because research suggests that helping consumers make well-informed
decisions can lead to higher quality of care, greater patient satisfaction, and a far better use of the
nation’s health care resources than would otherwise be the case.12 But consumer tools to shop for

12

Steinberg, Caroline; Dentzer, Susan. "Transparency in Health Care A Priority Roadmap for Consumer
Engagement." The Network for Excellence in Health Innovation (NEHI). June 2017. Accessed September 14, 2017
via: http://www.nehi.net/writable/publication_files/file/nehi_transparency_report.pdf
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health care are only as good as the data that power them. Currently, the tools are limited by
insufficient, unclear and difficult-to-interpret data on the quality of providers and the prices they charge.
Employers recognize the value of these tools. Almost 72% of employers responding to the annual
National Business Group on Health Plan Design survey, Large Employers' Plan Design Changes, offer
online transparency tools to their employees either through their health plans or a third-party vendor.
The tools provide plan members with meaningful information to choose health care based on quality,
value and personal preference. CMS should empower beneficiaries similarly, as transparency tools
encourage smarter shopping and are consistent with the overall aim of “a better, smarter Medicare
for healthier people.”
In addition, the adoption of Consumer-Directed Health Plans (CDHPs) continues to increase among large
employers, innovating the market in a manner that is already driving consumer-directed approaches to
health care:
 In 2018, 90% of employers will offer at least one CDHP, up significantly from 84% in 2017.
 Another 7% are considering offering a CDHP by 2020.
 In addition, the percentage of employers who will offer only CDHPs to their employees has
increased, from 35% in 2017 to 39% in 2018.
 Among employers offering a CDHP as an option, the median participation rate in the CDHP is
28%.
 While CDHPs are now offered by most large employers, not all CDHPs are the same. The
most common design is a high-deductible health plan (HDHP) paired with an HSA. This
design is offered by 80% of employers with any type of CDHP—down from 92% in 2017.
CMS should lean on the models presented by large employers, as it considers ways to increase
consumerism and work with all relevant policy makers to expand efforts to increase the amount of
health care price information available to consumers and promote the availability of more complete
cost information. Additionally, we encourage CMS to continue to pursue other outside-of-the-box
models that would promote consumerism in areas where high value care is needed most. For
example, we strongly support the Value-Based Insurance Design (VBID) model that CMS rolled out
through CMMI in January of this year, which will test methods that reduce cost-sharing and/or offer
additional services to targeted enrollees with chronic conditions.13
Given that estimates suggest that chronic conditions cost the Medicare program up to 75% of its total
budget14, there is a great deal of opportunity for the program to sharpen its focus on these high
prevalent and often overlapping illnesses, both to reduce cost and improve patient outcomes. Other
efforts should similarly focus on: 1) reducing cost-sharing for high value services; 2) reducing cost
sharing for high-value providers; 3) reducing cost sharing for enrollees participating in disease
management or related programs; and, 4) coverage of additional supplemental benefits.
3) Prescription Drug Models
Along with the public sector, large employers are increasingly concerned about the fast and evergrowing proportion of their overall health care spend for prescription drugs. As an example, in 2014,
13

https://innovation.cms.gov/initiatives/VBID/
Medicare & Medicaid Research Review. 2013: Volume 3 (2). “Medicare Payments: How Much Do Chronic
Conditions Matter?” Accessed November 16, 2017 via:
https://www.cms.gov/mmrr/Downloads/MMRR2013_003_02_b02.pdf
14
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only 6% of employers indicated that specialty pharmacy was the highest driver of health care costs. This
year, 26% of employers said it is the highest driver, and 80% cite it as one of the top three drivers. As a
result, employers have implemented various tactics to help combat rising costs. Two-thirds of employers
indicated that pharmacy management techniques are their most effective tools for controlling rising
health care costs. As noted above, many employers have reported that implementing CDHPs as an
option or going full replacement was one of their most effective tactics, to encourage more robust
consumerism for prescription drugs. Tactics such as increasing employee cost sharing were ranked lower
this year, while tactics such as high-touch health concierge or navigator services were ranked higher.
However, tinkering with plan design, and/or implementing utilization management tactics are not
enough to control spiraling drug costs. Thus, employers have begun to focus on more innovative
payment models for prescription drugs, which may move the needle to paying for value. Below are
examples of areas large employers are exploring, either with their Third Party Administrators (TPAs),
Pharmacy Benefit Managers (PBMs), or through direct contracting with manufacturers. CMS should
explore these models as part of its strategic direction for the Innovation Center.
Risk-sharing agreements based on outcomes
The attractiveness of these arrangements are manifold, including creating a win-win situation
for both manufacturers and payers—employers, insurers, and plan participants align incentives
for appropriate, evidence-based use of expensive specialty pharmacy products. CMS should,
through the Innovation Center and other avenues, continue to explore ways to bring risksharing agreements to fruition, including by exploring public policy barriers that exist to
inhibit the proliferation of risk-sharing agreements.
A compilation of risk-sharing agreements uncovered numerous studies that report strong results
in the U.S. from value-based insurance design programs.15 Excerpted examples from this
research include:
1) Novartis employees realized cost savings in a value-based insurance design program for
asthma, hypertension, and diabetes medication. After three years, hypertension
medication compliance increased 9.4 percent (use rose five percent per program
participant, on average).
2) Pitney Bowes employees realized cost savings (the program produced some savings for
the company) in a diabetes and asthma value-based insurance design program where
predictive modeling was used to determine which employees should be in a chronic
disease management program providing the most favorable (tier1) access to the right
medication. As a result, diabetes medication compliance increased (by 13 percent
among fixed-combination oral diabetes medication users) after three years, program
participants relied less on asthma rescue therapy (declined 18 percent) after five years,
and emergency room visits declined (decreased 26 percent for diabetes and 22 percent
for asthma program participants) after five years.
3) In an analysis using data from Thomson Reuters’ Advantage Suite, a diabetes pharmacy
program combining value-based insurance design and disease management produced
15

“Value-based pricing for pharmaceuticals: Implications of the shift from volume to value.” 2012. Available at http://www.convergehealth.com/sites/default/files/uploads/resources/white-papers/valuebasedpricingpharma_060412.pdf. Accessed May 3, 2016.
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increased compliance of 3.7 percentage points with prescription medications and
adherence to diabetes guidelines in the program’s first year. Over three years, the
program saw a return on investment of $1.33 for every dollar spent.
Indication-based pricing
With multi-indication drugs on the rise, many of which are high-priced specialty drugs,
employers are eager to consider options through which pricing can better reflect differential
benefit by indication, and we encourage CMS to do so. In March 2016, the Institute for
Economic and Clinical Review (ICER) released a white paper16 that detailed various models of
indications-based pricing for pharmaceutical drugs, outlined the risks and benefits of these
models for both payers and manufacturers, and made specific policy recommendations for how
these types of agreements could be implemented. In particular, three major models of
indication-specific pricing were described, which could be considered by CMS for pilot testing
through the Innovation Center:
1. Distinct product differentiation, authorized and marketed under different brand names
with different prices
2. No brand differentiation, distinct, separate discounts are applied for each indication
3. No brand differentiation, a single “weighted-average” price is developed using estimates
of indication use across the population, with possible retrospective reconciliation
through rebates based upon actual use
The white paper specifically contemplates indication-specific pricing within Medicare Part B
could work:
If indication-specific pricing were applied to physician-administered drugs under the
current buy and bill model, the reimbursement levels might not be sufficient to cover the
acquisition cost of the drug for some indications. For example, consider a situation in
which the average sales price of a drug with two indications is $750, and therefore the
physician reimbursement for use of this drug for either indication would be ASP + 4.3%,
or $782.25. However, if indication-specific pricing were being applied, the physician
acquisition cost for the drug could be set at $500 for indication A and $1,000 for
indication B. Under such a scenario the Medicare reimbursement of ASP + 4.3%
($782.25) easily covers the acquisition cost for the drug when used for indication A, but
the physician would lose money when using the drug for indication B, even though use
for indication B represents a higher clinical value (thus the higher price).
Though there may be substantial implementation challenges to indication-specific pricing
policies, we had been encouraged by CMS’s willingness to pilot this tool through the Medicare
Part B program, in the “Part B Demo,” which was shelved earlier last month. We recognize that
there were serious concerns from various stakeholders with the proposed Phase I of the Part B
Demo, but had been encouraged by CMS’s willingness to consider additional payments models
for prescription drugs. We recommend that CMS revisit the portion of the Part B Demo that
had been focused on alternative payment models for prescription drugs in Phase II of the
16

“Indication-Specific Pricing of Pharmaceuticals in The United States Health Care System.” March 2016. Steven D. Pearson, MD, MSc FRCP,
et.al. Available at http://icer-review.org/wp-content/uploads/2015/03/Final-Report-2015-ICER-Policy-Summit-on-Indication-specific-PricingMarch-2016_revised-icons-002.pdf. Accessed May 3, 2016.
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Demo. Through this process, we recommend that CMS also maintain an open dialog with
employers and other payers, as well as manufacturers and providers to identify opportunities
for additional changes needed to promote indication-specific pricing agreements.
Reference Pricing
Specific to prescription drugs, employers have long relied on reference pricing, particularly when
generic alternatives to more expensive brand medications are available. As CMMI contemplates
its new strategic direction, we encourage consideration of reference pricing policies for
pharmaceuticals as well as for other easily commoditized, standardized services that
beneficiaries can easily shop for and compare prices. One potential academic resource for
reference is an article in the Northwestern Journal of International Law and Business, which
synthesized 16 studies describing 9 reference-pricing policies from 6 countries. The synthesis
found that reference pricing led to decreases in drug prices and increases in utilization of
targeted medications, while also reducing payer and patient expenditures. The synthesis further
suggested there was no increase in the use of medical services, such as physician office visits
and hospitalization.
Below are both public and private examples from which CMS could obtain additional
information to inform the rule-making process around reference pricing:
CalPERS
A 2013 study evaluated the impact of reference pricing on the use of and prices paid for
knee and hip replacement surgery by members of the California Public Employees’
Retirement System (CalPERS), the country’s second largest purchaser of health benefits.
The reference-pricing program saved CalPERS an estimated $5.5 million over two years,
with most of the savings attributed to providers lowering their prices to meet the
reference price.
Kroger
Cincinnati-based retailer Kroger Co. experienced a $4.3 million in company savings in
2012 after implementing reference pricing for prescription medication, and an
additional more than $1.7 million in savings the following year. The program focuses on
educating employees about the price variation in certain medical services and
prescription medications. Kroger describes its model as being focused on two
objectives: 1) to improve health and 2) reduce costs.

4) Mental and Behavioral Health Models
Behavioral health is a growing area of focus among employers and companies are making attempts
to improve access and reduce the stigma associated with behavioral health treatment:



56% of companies will offer tele behavioral health in 2018, more than a 50% increase in
the number of companies providing it this year.
20% of companies will offer self-directed online cognitive behavioral therapy in 2018, up
from 8% this year.
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Many large employers will offer manager and employee training to help build broader
awareness and sensitivity to help employees recognize behavioral health issues in the
workforce and provide tips on how to reach out to their colleagues and direct them to
appropriate resources.
In addition, 18% of employers will hold anti-stigma campaigns for behavioral health
conditions.

In January 2017, the Business Group convened a meeting of large employers focused on highlighting
strategies that employers can use to connect their employees to high-quality mental health care and
promote positive emotional wellbeing in the workplace.
According to a spot survey conducted at the event, depression is the primary mental health
condition employers are focused on. Depression is the leading cause of disability worldwide. And,
people who have a chronic disease with comorbid depression have $6,720 more in average yearly
medical expenses than those without depression.17 The top barrier to getting people to appropriate
behavioral health care remains stigma associated with seeking treatment. Access is also a key
barrier. People often struggle to find providers who are taking on new patients. They also run up
against a confusing insurance system, which they often need help navigating.
There is no silver bullet to this issue, but more must be done to address stigma and access concerns
in both the public and private sectors. Additionally, employers are using new technologies and “big
data,” as well as improving their understanding of evidence-based approaches to emotional wellbeing, which may be of relevance to the Innovation Center. Innovative companies are stepping in to
provide tools for consumers. These tools can help build resilience through stress self-management
techniques, provide tips for sleeping better and coping with stressors, and offer ways to access
necessary care. For example, several start-ups are partnering with employers to provide mobile
technologies that enable patients to do Cognitive Behavioral Therapy (CBT) online in their homes,
removing barriers like stigma and inadequate provider networks.
5) Comprehensive Primary Care Model
The Comprehensive Primary Care Plus (PCP+) model, a public-private partnership to strengthen
primary care through payment and delivery transformation and support for infrastructure to
improve quality, boost care coordination and care management, reduce unnecessary services, and
lower costs for Medicare and beneficiaries, builds upon positive results of the CPC model that ended
in 2016. CPC covered over 400,000 people in Medicare and Medicaid and over 800,000 people with
private insurance and improved patient satisfaction, reduced emergency department visits, and had
no adverse impact on quality overall though it did improve quality of care for diabetes patients.
CPC+ promises to provide more information on what works and what improvements are needed in
the primary care medical home models to increase patient-centeredness of care, improve care
management for chronic conditions, increase care coordination across providers and settings of
care, and are a key element of the move to population health management to prevent
hospitalizations and higher downstream costs for people with chronic conditions.

17

Druss B, Reisinger Walker E. Mental disorders and medical comorbidity. The Synthesis Project. Robert Wood Johnson Foundation. Accessed
February 23, 2017. http://www.integration.samhsa.gov/workforce/mental_disorders_and_medical_comorbidity.pdf.
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CPC+ and other innovations in delivery and payment that focus on patient-centered primary care
are key areas that CMMI should continue to focus on in the future to align payment and transform
delivery to put patients first, improve quality and affordability, and reduce costs for Medicare and
its beneficiaries.
In closing, we commend the agency for continuing to seek opportunities to refine payment and
delivery reform, leveraging the Innovation Center as a lab of change in the status quo. We are eager
to be a resource to CMS and willing to offer our perspective on areas where employers have
embraced transformative innovations that may serve as learning opportunities for CMMI. Finally,
we look forward to continued partnership as the agency works to transform the nation’s health care
system into one that is renowned for high-quality and high-value care, through improvement
initiatives which pursue a broader system of linked goals. Again, thank you for the opportunity to
comment. Please contact me or Steven Wojcik, the National Business Group on Health’s Vice
President of Public Policy, if you want to discuss our comments in further detail.
Sincerely,

Brian Marcotte
President and CEO
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
Dear Administrator Verma:
The National Coalition for Cancer Survivorship (NCCS) represents survivors of all types of cancer in public policy
efforts aimed at transforming cancer care for all cancer survivors. We are pleased to comment on the
Innovation Center Request for Information (RFI) and to share concepts for innovative and patient-centered
payment models for cancer care.
We are signatories to a letter commenting on this RFI that was submitted by the Cancer Leadership Council.
That letter proposed three cancer care demonstrations to be tested: 1) a care coordination model, 2) a
demonstration focused on patient empowerment through technology, and 3) a survivorship care model. We
heartily endorse the models proposed by the Cancer Leadership Council.
Cancer Care Planning and Care Coordination
In these separate comments, we recommend an additional demonstration project focusing on strategies to
encourage shared decision-making and care coordination. Various approaches to ensuring shared decisionmaking and care coordination hold promise for cancer patients, and we recommend a demonstration project
that would compare and evaluate these approaches.
In the proposed demonstration project, oncology practices would evaluate these interventions for cancer care
planning and coordination:
•

Decision aids for patients and providers. This arm of the demonstration project would provide cancer
care professionals a tool for the cancer care planning discussion focusing on a limited number of
questions to pose to patients, and at the same time cancer patients would be provided a parallel tool
identifying questions for the treatment decision-making discussion. The key distinction of this
demonstration project would be providing both cancer care providers and patients with complementary
tools to guide the treatment decision-making process. Both tools would focus on treatment options, the
goals of treatment, supportive care options, and information to guide care coordination.

•

Technology-aided cancer care planning. This arm of the demonstration project would employ an app,
available through various devices, for cancer care planning and coordination. The app would be
provided to the patient at the time of diagnosis and would be utilized by patient and provider
collaboratively to plan and coordinate care.

8455 Colesville Rd • Suite 930 • Silver Spring, Maryland 20910-5600 • 301.650.9127 • www.canceradvocacy.org

•

A separate “episode” of care for treatment decision-making. This arm of the demonstration project
would respond to the frequent advice from patients that they desire “more time with their oncologists”
to plan and coordinate care. The episode of cancer care planning and coordination would begin at the
time of diagnosis and end at the initiation of active treatment. The episode might include multiple
discussions and office visits related to treatment decision-making and might also encompass molecular
testing to support targeted therapies.

The effectiveness of these interventions would be evaluated through application of a quality measure evaluating
the cancer care planning and coordination process.
Survivorship Care Planning
We endorse the recommendation of the Cancer Leadership Council for a survivorship care episode of care.
NCCS believes that a survivorship episode of care is critical to realizing the potential of survivorship care
planning. There is significant promise in the development and utilization of a plan for monitoring and clinical
intervention related to the late and long-term effects of cancer treatment, but providers have identified the
significant time and resource obstacles to developing such plans. By acknowledging and reimbursing for the
resources necessary for survivorship care planning, we believe that the promise of survivorship care plans to
serve as a tool for communication and coordination between the patient, oncology team, and primary care
team, can be recognized.
We appreciate the opportunity to comment on the Innovation Center RFI. We join our colleagues in the cancer
patient community in offering to collaborate on a wide range of cancer care improvement efforts to be tested in
demonstration projects.
Sincerely,

Shelley Fuld Nasso, MPP
Chief Executive Officer
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November 20, 2017
Mrs. Amy Bassano
Acting Deputy Administrator for Innovation and Quality & Deputy Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
Department of Health and Human Services
P.O. Box 8010
Baltimore, MD 21244-1850
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Acting Deputy Administrator Bassano,
The National Coalition for Hospice and Palliative Care (Coalition) appreciates the opportunity to
respond to the request for information seeking feedback on the Centers for Medicare & Medicaid
Services (CMS) efforts to promote patient-centered care that will empower beneficiaries as
consumers to drive quality, reduce costs, and improve outcomes.
The Coalition is composed of the nine-leading national hospice and palliative care organizations
dedicated to advancing care of patients, families and caregivers living with serious illness, as
well as those facing the end of life. The organizations that form the Coalition represent more
than 5,000 physicians and 1,000 physician assistants, 11,000 nurses, 5,000 professional
chaplains, more than 7,000 social workers, researchers, over 1,800 hospital palliative care
programs, and over 5,300 hospice programs and related personnel, caring for millions of patients
and families. Our combined membership represents the full interdisciplinary hospice and
palliative care team which provides person and caregiver-centered care to those with the greatest
need and medical complexity.
Coalition members treat patients living with serious, advanced and potentially life-limiting
illness. These individuals and their families often face a complicated and fragmented health care
system that increases their risk for unnecessary emergency room visits, hospitalizations, adverse
drug reactions, and conflicting, uncoordinated care. While they comprise only about 5 percent of
Medicare beneficiaries, these patients drive at least 50 percent of health care spending. We
believe that the Center for Medicare and Medicaid Innovation (the Innovation Center or CMMI)
could dramatically improve quality of care and quality of life for these patients and their
families, and are encouraged by the Administration’s commitment to patient- and familycentered care.
We are witnessing a time of transformation in health care delivery, as we have seen numerous
proposals, payment models, and demonstrations seeking to test community-based patient/familycentered health care. Many of the Innovation Center’s current payment models include essential
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elements of palliative care during serious illness, including care coordination and collaborative
interdisciplinary care teams. Furthermore, most of Physician-Focused Payment Model Technical
Advisory Committee (PTAC) advanced payment model proposals employ care coordination
strategies and collaborative care teams to improve care delivery through patient and familycentered approaches. As CMS reforms the nation’s health care delivery and payment systems,
we encourage the agency to address the recommendations in the National Academy of Sciences
report “Dying in America: Improving Quality and Honoring Individual Preferences Near the
End of Life”.1
1.

Guiding Principles and Focus Areas

The Coalition supports all six guiding principles and seven focus areas articulated in the RFI. We
encourage the Innovation Center to ensure choice and competition in the market by offering
appropriate incentives and tools for beneficiaries and healthcare providers to develop informed
care goals and make decisions aligned with these goals.
The Coalition appreciates CMS’ specific attention to the medically complex population as it
reconsiders its strategy. The Coalition brings together national organizations that have profound
expertise in caring for this population, and we strongly encourage the Innovation Center to seek
input from the Coalition and its members in design and evaluation.
We believe that small scale testing offers a prudent opportunity to ensure that a small number of
providers test significant architectural changes to the Medicare program. This offers the
flexibility to ensure the use of improvement science to revise a model, improve its design, and
measure the changes with minimal investment and disruption. For example, improvement
science has been particularly helpful for hospices participating in the Medicare Care Choices
Model (MCCM), as it has helped them learn from each other, adapt their approaches and bolster
enrollment. Furthermore, a small controlled model brings forth real-time experience with the
consequences -- intended and unintended -- of the proposed model and increases the
transparency necessary to support expanding the model to more participants to validate initial
small-scale findings before full scalability under 1115A(c) of the Affordable Care Act authority.
There are currently several notable Health Care Innovation Awards, models, and demonstrations
that support the guiding principles articulated in the RFI. For example, CMMI used an open,
transparent process in creating the Oncology Care Model, which has focused on a complex
population, incorporated quality measures relevant to the patient’s quality of life, and encouraged
multi-payer participation. MCCM participants appreciated modifications made by the Innovation
Center to address early concerns with the model. The Innovation Center’s ability to address
concerns through eligibility criteria changes and applying improvement science to facilitate
enrollment activities highlight the value of the Innovation Center’s ongoing commitment to
being responsive while maintaining the integrity of the model design.

Institute of Medicine of the National Academies, “Dying In America: Improving Quality and Honoring Individual Preferences Near the End of
Life.” http://www.nationalacademies.org/hmd/~/media/Files/Report%20Files/2014/EOL/Key%20Findings%20and%20Recommendations.pdf,
(accessed November 3, 2017).
1

Page 2 of 12

2. Physician Focused Payment Model
Patients who have serious, potentially life-limiting illnesses or multiple chronic conditions
coupled with functional and/or cognitive limitations are not well served by the current
fragmented, intervention-oriented healthcare system. Numerous research studies and pilot
projects demonstrate that high-quality, interdisciplinary palliative care services can provide
significant benefits for patients, caregivers and payers. Individuals who receive palliative care
have higher quality of life 2 and reduced unnecessary use of hospitals, diagnostic and treatment
interventions, and non-beneficial intensive care.3 Several studies have shown that providing
palliative care leads to reduced costs.4,5,6 Providing palliative care to patients with serious illness
is exactly the type of high quality, high value care that new payment models should be
incentivizing.
Despite these proven benefits, many patients and caregivers do not receive palliative care
because current payment systems do not provide adequate resources to enable palliative care
teams to deliver those services to the right patient in the right place at the right time. The
Coalition encourages CMS to focus on incentivizing the provision of palliative care through
physician specialty models because that will support several of the identified guiding principles.
Palliative care is, by its nature, patient-centered care. Developing care plans and focusing on care
coordination allows patients to “take ownership of their health” and gives them “the information
to make choices as they seek care across the continuum” (Innovation Center Guiding Principle
#3). Incorporating palliative care at the point of diagnosis for patients with a serious illness is a
benefit design that “ensures cost effective care that also leads to improvements in beneficiary
outcomes” (Innovation Center Guiding Principle #4).
The Coalition recommends CMMI explores new accountable payment mechanisms, based on
patient need and disease severity, to provide palliative care services to patients in all stages of
serious illness who are not yet eligible for or willing to enroll in hospice care. These services
would improve the value of care delivery as well as quality of life for patients suffering with
many different types of serious illness – such as cancer, chronic obstructive pulmonary disease
(COPD), heart failure, and dementia – who currently receive healthcare services in a wide range
of settings, including small independent practices, larger physician groups, hospitals, post-acute
care facilities, and at home.
The Coalition strongly supports the American Academy of Hospice and Palliative Medicine
(AAHPM) proposed payment model to support palliative care for this population, Patient and
Caregiver Support for Serious Illness (PACSSI)7, which is currently under review by the
Physician-Focused Technical Advisory Committee (PTAC). We further recommend that any
model proposed to the Innovation Center for testing that involves care of people living with
2

Temel J.S., Greer J.A., Muzikansky A., et al., Early Palliative Care for Patients with Metastatic Non–Small-Cell Lung Cancer. (2010, August
19). New England Journal of Medicine. 363:733-742.
3
Meier DE, Brawley OW, Palliative Care and Quality of Life, Journal of Clinical Oncology 2011,29: 2750-2752.
4
May, P. et. al., Palliative Care Teams’ Cost-Saving Effect Is Larger for Cancer Patients with Higher Numbers of Comorbidities. (2016 January).
Health Affairs. 35:44-53 ; .
5
McCarthy I.M., Robinson C., Huq S., Philastre M., Fine R.L. (2015, February). Cost savings from palliative care teams and guidance for a
financially viable palliative care program. Health Services Research. 2015 Feb; 50(1):217-36, Epub.
6
Morrison R.S., Dietrich J., Ladwig S., Quill T., Sacco J., Tangeman J., Meier D.E. (2011, March). Palliative care consultation teams cut hospital
costs for Medicaid beneficiaries. Health Affairs (Millwood). 2011 Mar; 30(3):454-63.
7
Physician-Focused Payment Model Technical Advisory Committee (PTAC). Patient and Caregiver Support for Serious Illness (PACSSI).
https://aspe.hhs.gov/system/files/pdf/255906/ProposalAAHPM.pdf (accessed on 11/13/2017)).
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serious illness include provisions for palliative care provided by an interdisciplinary team in
accordance with the National Consensus Project Clinical Practice Guidelines for Quality
Palliative Care, 3rd Edition. In addition, such models should include specific mechanisms to
support access to quality palliative care, including payments that can sustain the full
interdisciplinary palliative care team, which is comprised of not only physicians, but also nurses,
social workers and chaplains who are not allowed to bill for their services under the current feefor-service structure.
We note that while models like PACSSI will be valuable for the most intensive and complex
patient population, they do not support short-term collaboration with the treating providers.
These alternative models also do not explicitly incentivize treating providers to develop certain
skills that are needed with the medically complex/seriously ill/high-need, high cost population,
such as symptom management or “having a difficult conversation” skills. While a dedicated
monthly payment to support home-based care for the medically complex/seriously ill/high-need,
high-cost population is important, this payment model is not a fit for many other patients in need
of palliative care – particularly those being actively managed by another specialty provider, such
as oncology or cardiology. CMS should test providing a distinct payment to cover the palliative
care team’s services, such as an additional episode payment made alongside the payment for the
other specialist. This could be accomplished by enhancing the monthly case management fee to a
level that supports a full interdisciplinary team, thus providing the flexibility to provide both
medically necessary and cost-effective treatment.
Role of Hospice: As CMS reforms the health care delivery system, we reiterate the need to
encourage the development of a robust continuum of care that reflects the diverse range of
beneficiary needs. Along that continuum, it is imperative that we preserve the comprehensive,
all-inclusive nature of the hospice benefit, and that patients receive timely referral and access to
hospice. We support models with guiding principles that focus primarily on the needs and desires
of the beneficiary and family and allow participation of multiple types of providers in a full
range of care settings. As this continuum evolves, we must be careful not to overtly or
unintentionally adversely impact successful care delivery models like hospice, but rather to
integrate hospice and its care model in the larger continuum of care in a manner that preserves
vital access for beneficiaries.
For any models addressing care of people living with serious illness that PTAC may recommend
to the Innovation Center for implementation, we strongly encourage maintaining the guiding
principles of the RFI and including measures of hospice utilization to drive effective care
coordination, assure timely access to hospice care and improve quality of care. Studies
demonstrate that the longer patients stay in hospice, the more likely they are to reap its many
benefits, including pain and symptom relief, emotional and psychosocial supports, spiritual
counseling, family counseling, and other benefits.8 Unfortunately, 28% percent of hospice
patients die within 7 days of electing hospice, with a median length of stay of only 23 days9.

Agency for Healthcare Research and Quality, “End-of-Life Care Measures: National Healthcare Quality and Disparities Report.”
http://www.ahrq.gov/research/findings/nhqrdr/chartbooks/personcentered/measures5.html, (accessed November 3, 2017).
9
NHPCO Facts and Figures: Hospice Care in America. Alexandria, VA: National Hospice and Palliative Care Organization, September 2017.
https://www.nhpco.org/sites/default/files/public/Statistics_Research/2016_Facts_Figures.pdf. Accessed on November 4, 2017.
8
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We also urge CMS to incorporate patient experience, timeliness of care, and assessment of
psychosocial needs together with response to symptoms. We applaud CMMI’s quality measures
used in the Oncology Care Model and would suggest that these be adapted and utilized in most
other models:
1) Percentage of OCM-FFS beneficiary face-to-face visits to the participating
practice in which there is a documented plan of care for pain AND pain intensity
is quantified
2) Percentage of OCM-FFS beneficiaries that receive psychosocial screening and
intervention at least once per OCM-FFS episode
3) Percentage of OCM‐FFS beneficiaries with at least one palliative care
consultation per OCM-FFS episode
One desirable outcome of a PTAC recommended model would be an increase in patients referred
to hospice and an increase in their length of stay in hospice. We encourage the Innovation Center
to require quality measures for accountability tied to payment that include the percentage of
patients who died receiving hospice care and the percentage of patients who received a specified
minimum number of days of hospice care.
Finally, we recognize that palliative care is provided by teams that are hosted in a wide variety of
practice settings, including small and rural practices, large group practices, hospices, nursing
facilities, community hospitals, academic medical centers and large national companies/vendors
and integrated networks. When considering models that care for patients with serious illness, we
recommend that the Innovation Center give preference to models that will allow a broad range of
participating practices, including some that may not be positioned to accept downside risk for
shared losses. There is growing attention to value-based care delivery for seriously ill patients
and caregivers by large health care providers, health plans (including Medicare Advantage, or
MA plans) and policymakers. This attention is also highlighting remaining gaps in our
knowledge, such as how to identify the right patients (eligibility), how to ensure they are
receiving the right care (quality measurement), and how to ensure we are controlling costs
(spending measurement and benchmarking). An alternative payment model demonstration
focused on the seriously ill can generate invaluable data to narrow these gaps, but only if it
allows participation by many types of palliative care providers, caring for patients throughout the
course of serious illness, in communities of all types.
3. Mental and Behavioral Health Model that supports Consumer-Directed Care
Mental and behavioral health are areas where the Innovation Center could significantly expand
its work. We commend the Innovation Center’s September 2017 Summit on Behavioral Health
Payment and Care Delivery Innovation,10 which could help guide CMMI in developing robust
models in this area. Research, publication, and programs by the National Institutes of Health on

Centers for Medicare and Medicaid Services, “Summit: Behavioral Health Payment and Care Delivery Innovation.”
https://innovation.cms.gov/resources/behavioral-health-paymentcare-summit.html, (accessed November 3, 2017).
10
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Aging,11 the National Academy of Science, Engineering, and Medicine,12,13,14 the Institute of
Medicine, the Substance Abuse and Mental Health Service Administration,15 the Administration
on Community Living,16,17 and the Health Resources and Services Administration18 contribute to
the advancement of new model concepts. These presenters offered a range of strategies and
approaches that can guide the Innovation Center as it develops its mental and behavioral health
delivery and research strategies. Specifically, these national leaders, as well as the Department of
Veterans Affairs and the CMS state waiver authority, support some consumer-directed care and
market-based innovation through waivers and limited grants.
One potential opportunity is to improve care for beneficiaries with dementia, who utilize 2-3
times as many Medicare dollars compared to age- matched controls.19 Approximately 17 percent
of hospice patients have a primary diagnosis of Alzheimer’s and related dementias. These
patients receive, on average, 105 days of hospice care. Because dementia can follow a somewhat
less predictable course than other terminal illnesses, however, it can be challenging for families
and clinicians to know when to seek hospice services. The National Alzheimer’s Project 20 and
the Institute of Medicine recommend a demonstration project that extends the hospice model of
care beyond the current hospice eligibility requirements to include dementia patients with
uncertain prognosis but high need. We believe that hospice’s holistic and comprehensive
approach could significantly reduce hospitalizations and health care costs while improving
quality of life for patients with dementia.21
For beneficiaries with advanced Alzheimer’s disease and related dementias, access to palliative
care services should be strengthened. While front line primary and specialist physicians would
continue to manage care for this population, a palliative care team is well equipped to improve
communication about goals of care, symptom management, care coordination across settings and
over time, and family caregiver support. Policies that incent MA plans to assure network
adequacy (that is, access to clinicians with training in the basics of palliative care)as well as
access to specialty level consultation when appropriate; requirements for SNFs and CHHAs to
demonstrate adequate access to certified palliative care22, and network inclusion of hospitals with
either Joint Commission advanced certification or work towards eligibility for such certification

11

National Institute on Aging. https://www.nia.nih.gov/health/alzheimers, (accessed November 3, 2017).
Institute of Medicine. Alzheimer's Diagnostic Guideline Validation: Exploration of Next Steps: Workshop Summary. Washington, DC: The
National Academies Press, 2012.
13
National Academies of Sciences, Engineering, and Medicine. Families Caring for an Aging America. Washington, DC: The National
Academies Press,2016.
14
National Academies of Sciences, Engineering, and Medicine. Integrating the Patient and Caregiver Voice into Serious Illness Care:
Proceedings of a Workshop (https://www.nap.edu/read/24802/chapter/1#iii). Washington, DC: The National Academies Press, 2017.
15
Substance Abuse and Mental Health Services Administration and Health Resources and Services Administration. “Growing Older Providing
Integrated Care for an Aging Population.” https://store.samhsa.gov/shin/content/SMA16-4982/SMA16-4982.pdf, (accessed November 3, 2017).
16
Administration for Community Living. “Aging and Disability in America: Data and Research.” https://www.acl.gov/aging-and-disability-inamerica/data-and-research, (accessed November 3, 2017).
17
Lewin Group. “National Family Caregiver Support Program (NFCSP) Process Evaluation.”
https://www.acl.gov/sites/default/files/programs/2017-02/NFCSP_Final_Report-briefing.pdf, (accessed November 3,2017)).
18
Health Resources and Services Administration. “Behavioral Health Integration with Primary Care.”
https://bphc.hrsa.gov/qualityimprovement/clinicalquality/behavioralhealth/index.html, (accessed November 3, 2017)
19
http://www.ltqa.org/medicare-spending-on-older-adults-who-need-ltss/. (accessed November 13, 2017)
20
Office of The Assistant Secretary for Planning and Evaluation. “National Alzheimer's Project Act (NAPA).” https://aspe.hhs.gov/nationalalzheimers-project-act, (accessed November 3, 2017).
21
Institute of Medicine. Dying in America: Improving Quality and Honoring Individual Preferences Near the End of Life.
https://www.nap.edu/read/18748/chapter/1#iv, 2015.
22
https://www.jointcommission.org/certification/palliative_care.aspx (Accessed November 13, 2017)).
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would markedly improve access to this evidence-based model of high value care23,24,25,26.
Hospice and palliative care providers are well-positioned to participate in this area and address
the unmet needs of the Alzheimer’s and related dementia population.
4. Consumer-Directed Care & Market-Based Innovation Models
The Coalition supports CMS’ desire to empower consumers by providing greater choice and
transparency in health care options. We support consumers being given more information about
the quality of care delivered by providers, and about the costs the consumer will be expected to
pay so that they can anticipate and plan for costs.
That said, it is our experience that choices from a consumer standpoint must be made on benefit
design and quality, rather than solely on price. An emphasis on price alone does not provide
consumers with sufficient information to weigh the costs and benefits of a plan’s offerings.
Consumers currently lack tools and information on how well their health plans and providers are
equipped to care for medically complex/seriously ill/high-cost, high-need patients. We encourage
CMMI to focus transparency and consumer education efforts in this area to foster better patient
choices. We know that choosing plans and providers that deliver quality care to the seriously ill,
like palliative care, results in cost-savings to the healthcare system.
If CMMI does implement models that involve consumers making choices based on price, we
caution against asking consumers to make such choices without providing equally transparent
data on quality and proof of adherence to guidelines. We strongly encourage CMMI to focus
efforts at first in increasing transparency on quality and proof of adherence to guidelines –
including extensive consumer testing to ensure that such information is easily accessed,
understood and used. Only when these steps are accomplished should CMMI consider asking
consumers to make choices based on price.
To expand Consumer-Directed Care, CMS must collaborate with both health plans and providers
to make necessary patient-centered changes. For Medicare Advantage plans, public reporting
should include an indicator of how well-prepared plans and their networks are to assist medically
complex/high-need, high-cost patients and their family caregivers with serious illness. Such datadriven indicators should be prioritized over other aspects of care that plans currently report.
For instance, a composite indicator, comprised of the following, can empower consumers to
assess a plan’s capacity to provide palliative care when serious illness strikes:
1) What palliative care response is available 24/7, and how many of their programs are
certified as meeting standards?
2) How many network hospitals have The Joint Commission advanced certification in
palliative care?
3) Does the plan have a palliative care training program for their case managers? For their
network providers?
23

https://www.ncbi.nlm.nih.gov/pubmed/26398084 (Accessed November 13, 2017)
Mitchell SL. Advanced Dementia. N Engl J Med. 2015 Sep 24; 373(13):1276-7. PMID: 26398084; PMCID: PMC4685690.
Miller SC, Lima JC, Intrator O, Martin E, Bull J, Hanson LC. Palliative Care Consults in Nursing Homes and Reductions in Acute Care Use
and Potentially Burdensome End-of-Life Transitions. J Am Geriatr Soc. 2016 Nov;64(11):2280-2287. PMID: 27641157; PMCID: PMC5118125.
26
Miller SC, Lima JC, Intrator O, Martin E, Bull J, Hanson LC. Specialty Palliative Care Consultations for Nursing Home Residents with
Dementia, J Pain Symptom Manage. 2017 Jul;54(1):9-16.e5. PMID: 28438589.
24
25
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For hospitals, public reporting must include whether the hospital has a palliative care team
and/or the ability to connect with and refer to community-based palliative care programs.
Additionally, CMS must emphasize the patient experience/HCAHPS score in the Value-Based
Purchasing program; this will both empower consumers to make more informed decisions and
increase cost-effectiveness by improving patient experience.27
The Coalition strongly encourages new models to integrate social and spiritual supports as part
of the care continuum, and ensure that psychosocial and spiritual needs are provided at all stages
of care. The hospice and palliative care community has over 35 years of experience providing
interdisciplinary care that addresses all the patient’s needs – medical, mental, emotional, family,
and spiritual. These requirements support community-based, person-centered care that promotes
choice and competition in the market.
This would address the gap of supportive services when a beneficiary is not in a communitybased care model (i.e. home health or hospice). Although there are models that focus on the
clinical coordination of care, we encourage the Innovation Center to test the behavioral health
needs of the beneficiary and family to reduce the burden on the health care system when a
beneficiary or family is under stress. It is imperative to harness the expertise of hospice and
palliative care providers that are well equipped to assess the mental and behavioral health needs
of both beneficiaries and their family caregivers to ensure high quality person-centered care.
5. Medicare Advantage (MA) Innovation Model – Expansion or Small-Scale Testing
Opportunity
Given that as much as 5 percent of the MA population is medically complex/seriously ill/highneed, high cost, MA must have increased flexibility in benefit design for this population. The
current MA Value Based Insurance Design (VBID) model is too restrictive, both in geography
and in defining eligible beneficiaries by a single diagnosis. The seriously ill population cannot be
defined by diagnosis alone; this population faces a combination of a life-limiting illness(es),
functional impairment, and overwhelmed family caregivers. Algorithms exist to proactively
identify this population, but because of the varied and co-existing diagnoses, the MA plans are
limited in benefit re-design.
CMS should consider a VBID model that specifically targets the medically complex/
multimorbid/seriously ill/high-need, high-cost population by incorporating factors such as
functional limitations and need for supports into its eligibility criteria. This would address the
limitations of the current VBID model for this population, and give the plans flexibility to alter
their approaches to be more patient-centered in meeting their enrollees’ needs. It may also allow
plans to expand existing programs from their commercial business lines, helping them leverage
best practices and lessons learned from the private market. A recent summary of successful
health plan approaches in caring for this population can be found in the recent publication from
the Center to Advance Palliative Care, Serious Illness Strategies.
27

Senot, C. et al. The Impact of Combining Conformance and Experiential Quality on Hospitals’ Readmissions and Cost Performance.

Management Science. June 2015 http://pubsonline.informs.org/doi/abs/10.1287/mnsc.2014.2141 .
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Additionally, many seriously ill Medicare beneficiaries require personal care and safety supports
to remain safely in their homes and avoid falls, exacerbations of illness, etc. Yet MA plans are
limited in their coverage because of requirements that restrict required services to “skilled
needs.” There is a strong need for flexibility in coverage of and payment for non-skilled personal
supports. Allowing MA plans new opportunities for benefit design around these services will not
only improve consumer care and outcomes, but will increase choice and competition in the
market.
Lastly, we agree that MA plans should compete for beneficiaries based on quality and cost.
Tools and information must be made available to beneficiaries, including how prepared the MA
plan and its network are to provide palliative care in the context of serious medical illness and
assist medically complex/seriously ill/multimorbid/high-need, high-cost patients and their family
caregivers. A composite data-driven indicator, comprised of the following, can empower
consumers to assess a plan’s capacity to provide palliative care when serious illness strikes:
1) What palliative care response is available 24/7, and how many of their programs are
certified as meeting standards?
2) How many network hospitals have the Joint Commission advanced certification in
palliative care?
3) Does the plan have a palliative care training program for their case managers? For their
network providers?
As you may know, hospice has never been covered under MA. MA enrollees who elect hospice
revert to fee-for-service when they elect hospice care, allowing them to access the hospice of
their choice without any network limitations, additional costs, or pre-approval from the MA plan.
Beneficiaries can continue MA covered benefits (e.g., vision or dental care) through their MA
plan and receive care unrelated to their terminal illness under fee-for-service. This allows
beneficiaries a wide choice of hospice providers, streamlines administration for hospices, and
ensures that the beneficiary enrolled in hospice receives the full range of hospice services.
The current arrangement reflects many of the priorities articulated in the RFI. By carving hospice
out of the Medicare Advantage program, patients are assured a wide selection of providers that
are incentivized to earn their business. Patients are also able to receive truly patient-centered
care, and are protected from the administrative and bureaucratic burdens imposed by managed
care plans.
As participation in the Medicare Advantage program has grown and data suggests approximately
25 percent of hospice patients were previously enrolled in MA, stakeholders such as the
Medicare Payment Advisory Committee, the Senate Finance Committee, and others have
considered policy changes that would require hospice programs to contract with managed care
plans. Although NHPCO, and other Coalition Members, have expressed serious concerns about
such a broad policy change previously, the Coalition is interested in further research and analysis
to support whether the change aligns with the principles articulated in the RFI for small scale
testing. We believe small scale testing supports transparent model design, price transparency,
and evaluation, while maintaining consumer choice and enhancing consumer protections.

Page 9 of 12

To better understand the impact of such a broad policy change, the Coalition recommends that
CMS start by conducting baseline data analysis, like analysis conducted for hospice payment
reform for hospice beneficiaries previously enrolled in MA. The hospice payment reform reports
have limited information on MA beneficiaries. MedPAC’s analysis in the Report to Congress:
Medicare Payment Policy (March 2014) offers a comparison of hospice utilization between
beneficiaries in FFS Medicare and MA in Table 13-9 based on 2010 – 2012 analytic files. This
analysis is not substantive enough to fully adopt MedPAC’s recommendation without testing
because it cannot determine whether payment policy changes to the Medicare Hospice Benefit
after 2012 have influenced MA decedent population outcomes including hospice length of stay
and live discharge rates. We encourage CMS to develop an analytic plan that goes beyond the
indicators MedPAC analyzed to clarify referral relationships between MA plans and hospices,
patient access and satisfaction, ensure meaningful quality measures, specify required conditions
for the model, and that these measures and conditions align closely with MA plan star rating
status.
As strong proponents of patient-centered care, we support the assumption that the hospice carvein could support the goals of MA plans to use its “flexibility to develop and test innovative
models”, which may “promote integrated, coordinated care, consistent with the goals of the MA
program.” We also share MedPAC’s concerns, as an MA carve-in is considered, about ensuring
coverage of the full scope of the hospice benefit as defined in the Social Security Act. We further
emphasize the need to ensure there are beneficiary protections and program integrity measures to
address potential compliance issues. We are also interested in the recommendation to utilize the
MA risk model to determine the levels of capitated payments. However, it is imperative the
hospice community can review and comment on the risk model and participate in a collaborative
discussion regarding the modeling prior to small scale testing of the carve-in.
The analysis would also improve transparency in the indicators that CMS has articulated as areas
of interest. For example, information on timing of hospice referral, live discharge rates from
hospice, hospice lengths of stay, levels of care utilization, demographic information, and
patient/family satisfaction are needed to understand transition and care patterns and to ensure
reliable quality of this person-centered care model. Once analysis and stakeholder input are
received, we may support a limited testing model for MA plans to include hospice. Such a model
should clearly articulate hospice patient and family protections to ensure the full range of hospice
services, including pain and symptom management, emotional and spiritual counseling, in-home
services and supports, and that services included in the care plan are reliably carried out.
6. Beneficiary engagement in model development and participation
We appreciate the Innovation Center’s recognition of the lack of beneficiary engagement in the
development of models that could improve participation in new models. The Coalition supports
the need for beneficiary engagement in the development of models through coordinated focus,
town hall meetings, or public engagement activities and welcomes the opportunity to participate
in stakeholder engagement activities. These investments may delay model implementation, but
are extremely valuable and necessary to ensure beneficiary perspectives are thoughtfully
considered.
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Furthermore, we believe there are resources throughout the federal government that supplement
the beneficiary and community perspectives. For example, the Administration for Community
Living, Health Resources and Service Administration, and the Department of Veterans Affairs
all support community-based approaches to health care delivered through small scale testing or
grant funding. We are also pleased to see that the National Academy of Science, Engineering,
and Medicine through the Roundtable for Quality Care for People with Serious Illness is
conducting work in the community to better understand the needs of caregivers for the seriously
ill as well as publish meaningful reports and hold public meetings28. The efforts of the PEW
Charitable Trust on Improving End-of-Life Care, Moore Foundation’s focus on Communitybased approaches for the seriously ill, and the Hartford Foundation’s support of Serious Illness &
End-of-Life are all seeking to support improvements of health care for the most vulnerable
population. The work of these organizations helps to convene expertise, further research, and
inform the public of the complex needs in caring for the seriously ill population. However, it is
the Innovation Center that has the authority and mechanism to drive payment models – and
therefore changes in delivery models and organizational and clinician behavior- in a new
direction. A new model would make a tremendous positive impact for the seriously ill and their
families.
7. Waiver Authority Considerations
We support expanding the waivers afforded under the NexGen ACO model to new models for
telemedicine29, post discharge home visit30, and skilled nursing facility 3-day stay31. We stress
the need for hospices to participate in new models so long as they continue to “primarily engage”
in providing hospice care in accordance with 1861(dd)(2)(A)(i) of the Social Security Act. A
specific waiver is not required, but specifically allowing hospices to participate in new models is
paramount to testing whether the hospice model of care could affect consumer-directed, patientcentered care, and stimulate choice and competition as part of healthcare system delivery and
payment reform.
Given that the medically complex/serious illness/multimorbid/high-need, high cost population is
highly diverse in medical and social support needs, and accounts for an outsized portion of health
care spending, Advanced APMs must have increased flexibility in benefit design for these
patients. Many seriously ill Medicare beneficiaries require personal care and safety supports to
remain safely in their homes and avoid falls, exacerbations of illness, etc. Yet, most models are
limited in their coverage because of requirements that restrict services to “skilled needs.” There
is a strong need for flexibility in coverage of non-skilled personal supports.

28

National Academies of Sciences, Engineering, and Medicine. Integrating the Patient and Caregiver Voice into Serious Illness Care:
Proceedings of a Workshop. Washington, DC: The National Academies Press, 2017. (https://www.nap.edu/read/24802/chapter/1#iii) ).
29
Center for Medicare and Medicaid Innovation. Next Generation ACO Model Telehealth Waiver (May 2017)
(https://innovation.cms.gov/Files/x/nextgenaco-telehealthwaiver.pdf) ).
30
Center for Medicare and Medicaid Innovation. Next Generation ACO Model Post-Discharge Home Visit Waiver (May 2017).
(https://innovation.cms.gov/Files/x/nextgenaco-pdhomevisitwaiver.pdf)).
31
Center for Medicare and Medicaid Innovation. Next Generation ACO Model Skilled Nursing Facility (SNF) Three-Day Rule Waiver (May
2017). (https://innovation.cms.gov/Files/x/pioneeraco-snfwaiver.pdf).
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Conclusion
In closing, we are poised to support the development of payment models by participating in
stakeholder meetings and offering input to refine our delivery system to accommodate the unmet
needs of seriously ill patients and their families. We believe that such an approach ensures a
comprehensive continuum of services, including the critically important hospice benefit. The
Coalition and our members are eager to work with you on the future direction of CMMI projects,
and other efforts improve the care and quality of life of individuals with serious illness. We
would be pleased to bring experts and leaders from the hospice and palliative care field, along
with health plans that are innovating successfully in the care of this population, to CMMI to
discuss these ideas with you and your staff.
Please let us know how we can best assist CMS/CMMI in this remarkable effort to promote
patient centered care and test market reforms that will lead to improved quality, choice and
outcomes and reduce cost and provider burden. We can provide more information about our
Coalition and help CMS connect to our Member Organizations. Thank you for your
consideration of our comments.
Sincerely
National Coalition for Hospice and Palliative Care member organizations are:
•
•
•
•
•
•
•
•
•

American Academy of Hospice and Palliative Medicine (AAHPM)
Association for Professional Chaplains (APC)
Center to Advance Palliative Care (CAPC)
Health Care Chaplaincy Network (HCCN)
Hospice and Palliative Nurses Association (HPNA)
National Hospice and Palliative Care Organization (NHPCO)
National Palliative Care Research Center (NPCRC)
Physician Assistants in Hospice and Palliative Medicine (PAHPM)
Social Work Hospice and Palliative Care Network (SWHPN)
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November 20, 2017
Attention: Seema Verma, Administrator, Centers for Medicare & Medicaid Services
Re: Innovation Center New Direction
In response to the Request for Information from Centers for Medicare and Medicaid Services regarding a
new direction for the Innovation Center (CMMI), we respectfully submit comments on behalf of the
National Coalition on Care Coordination (N3C). With more than one hundred individual members
representing more than fifty organizations and disciplines, N3C advocates for the enactment of public
policies that support care coordination and foster collaborative relationships between health care and
long-term services and supports. The coalition's goal is to effectively link health and long-term care on
behalf of vulnerable populations – with particular focus on older adults.
We have been pleased to see CMS’s focus on quality measurement and expanding access to preventive and
primary care through CMMI activities, and hope that this “new direction” will continue to focus on these
two areas. Here, we offer some specific thoughts in response to the Request for Information’s guiding
principles and focus areas.
Comments on the stated guiding principles
•

Provider incentives:
1. We encourage CMS and CMMI to continue testing out ways to incentivize health care to
collaborate with community-based social services to better address social and economic
needs. A 2011 Robert Wood Johnson Foundation survey of 1,000 primary care physicians
found that 4 in 5 reported they do not feel confident in their capacity to meet patients’ social
needs, which they recognized impedes their ability to provide quality care. Communitybased organizations across the country have long addressed these needs for vulnerable
individuals, with funding from philanthropic sources as well as Medicaid waivers and the
Older Americans Act. However, because of the historic fragmentation and differences
between health systems and community-based organizations, partnerships between the
two sectors often face technical and cultural challenges. Because of these barriers related to
practice change, we are seeing some healthcare entities “build” out their own service lines
or contracting with centralized national call centers rather than contracting with local
organizations with expertise in providing such services in a given community. We believe
that CMS leadership in encouraging healthcare entities to partner with community-based
organizations – and ensuring the community-based organizations have adequate funding to
provide those services – is an important step in improving care while also ensuring services
are provided in low-cost settings that are tailored to a community’s unique needs.
2. We encourage the testing and use of quality metrics for practitioners and providers that
recognize the complexity of caring for adults with complex health and social needs –
including those with multiple chronic conditions, those who have cognitive impairment, and
older adults facing functional decline – and that support the need to work collaboratively
with family caregivers.

3. While we are pleased with the Merit-based Incentive Payment System’s nudging of
providers toward undertaking quality improvement initiatives, we share others’ concern
that the lack of coherence and comprehensiveness will only improve care around the
margins. If providers can choose what six measures to report on in a given year, they will be
able to focus solely on targeted initiatives that may only affect a small portion of the
population or may reflect better on the practice than if there were more comprehensive
measures. We encourage CMS to consider this issue as it makes plans for how to evaluate
the impact of MIPS in a way that will truly improve primary and specialty care that
Medicare beneficiaries receive.
•

Transparent model design and evaluation
1. We encourage CMS to more actively categorize barriers and successes across CMMI
demonstration projects. While there have been context-specific success stories buried in
demonstration evaluations, we encourage CMS to be more intentional about placing these
lessons into a consolidated framework that builds on implementation science research.
2. CMS should provide leadership in generating informative data at a community/local and
regional level. CMS mostly generates analyses around a particular provider (e.g., a nursing
home, hospital, or physician). Having transparent, actionable data for the local geographic
community would help encourage healthcare entities to partner with the public health
sector as well as state and local civic leaders. An individual’s access to quality care is
profoundly shaped by the resources available in their geographic community, so some
entity has to bear responsibility for monitoring the local system’s performance, setting
priorities for improvement, and seeing that improvements are implemented and evaluated.

•

Patient-centered care
1. First off, we encourage CMMI to consider moving toward person- and family-centered care,
not just care that is centered on a person as a patient. While empowering individuals to take
ownership of their health is an important aspect of improving our health care system, there
are often many barriers in the way of this, such as a lack of transparency in pricing and
quality of care, and a lack of availability of adequate services and supports. In such cases, a
focus on empowering patients misses the mark, and CMS’s efforts may be more effective if
focused on ensuring the right systems are in place so that people have the supports they
need to be able to make informed decisions.
2. As highlighted by the recent consensus study Families Caring for an Aging America
produced by the National Academies of Sciences, Engineering, and Medicine, family
caregivers need more recognition, training, and support in order to provide high-quality
care to their loved ones and maintain their own health and well-being. At the same time, the
health care workforce needs enhanced training to identify, assess, and engage family
caregivers.
3. CMS needs more robust metrics of quality for patients with complex health and social
needs, including metrics that assess the quality of the care plan and its implementation and
the effects upon families.

•

Benefit design and price transparency
1. CMMI’s interest in testing out how to leverage data to ensure care and services are effective
and efficient are applauded. To maximize the benefit of data analysis, we encourage the
integration of data from outside of health care as well – e.g., long-term services and
supports, housing, crime, transportation, household utilities, education. All of these sectors
influence health, and CMS leadership in looking across sectors at data could lead to
significant insights in how to improve and tailor health care.

2. As stated above, transparency of benefits and pricing is essential to enabling beneficiaries
and communities to choose good chronic care.
Focus Areas
•

Mental and Behavioral Health models
1. We are pleased that CMS recognizes the importance of continuing to test out ways to
integrate mental and behavioral health models into primary and specialty physical health
care. The 2017 addition of the Behavioral Health Integration Medicare FFS reimbursement
codes is a significant move in making more primary care providers be able to pursue such
integration.
2. We encourage CMS to continue testing models in both “directions” of integration – bringing
primary care into traditional behavioral health settings, as well as bringing behavioral
health supports into primary care settings. Of note, an underlying challenge to the former is
states defunding community-based mental health service networks, such as in Illinois.
3. While billing Medicare or Medicaid for psychotherapy – and Medicare for Chronic Care
Management or Behavioral Health Integration – are significant ways to address mental
health needs, this is does not meet the needs of all individuals, particularly Medicaid
beneficiaries (both FFS and those receiving care through a Medicaid managed care
organization, MCO). For individuals for whom environmental and social factors, such as
housing instability and prior bad experiences in the healthcare system, combine with
symptoms of depression, anxiety, SUD, or psychosis, having a psychiatrist available at a
community mental health center is just not enough. Outreach in the field to first locate and
engage with individuals, then building trust and assisting in the arrangement of
appointments to receive treatment is a necessary step, but ‘outreach’ does not always result
in a formal ‘encounter’ that can be recorded on a Medicaid claim. Yet MCOs and their
networks of providers cannot do the job of providing quality, person-centered integrated
health care to hard-to-reach members if they cannot build in some quantity of nonencounterable services, like outreach and engagement in communities. Thus a common
challenge for CMS, states, MCOs, providers, and advocates is to develop a method to account
for the provision and outcomes of those non-encounterable outreach and engagement
services to fine-tune the balance between flexibility and accountability in managed care and
expand ability of traditional FFS Medicaid providers to support their beneficiaries. MCOs
and providers are already discussing ways to approach the issue of tracking and
reimbursing non-encounterable services that will satisfy federal requirements, maintain
adequate oversight of program integrity, and facilitate innovative strategies for care
coordination for hard-to-reach, high need Medicaid members. For more on this issue, see
the policy brief “Policy Lessons on Integration from Illinois” from the Illinois Behavioral
Health – Primary Care Integration Learning Collaborative.
4. While Licensed Clinical Social Workers are able to provide psychotherapy services for
Medicare beneficiaries, we encourage CMS to explore ways to build in flexibility for rural
areas that can face challenges finding the credentialed workforce to provide such services.

•

Medicare Advantage (MA) Innovation Models
1. We encourage CMMI to continue analyzing the Medicare Advantage Value-Based Insurance
Design project and to consider scaling up to more states.
2. As the CHRONIC Care Act (currently pending in the House) would do, we encourage CMMI
to test out giving Medicare Advantage plans the flexibility to offer long-term services and
supports – including housing supports – and to monitor the impact of this on rates of
beneficiaries “spending down” to Medicaid.

•

Other innovations and ideas to consider
1. We strongly support the Altarum Institute – Center for Elder Care and Advanced Illness’s
comments in which they describe in detail the MediCaring Communities model to optimize
local care systems to be able to support aging populations. Local entities being able to use
existing federal funds to meet local needs is an important aspect of such a system. The
MediCaring Community model could be built and tested on top of a Program for the Allinclusive Care of the Elderly (PACE) program, the Accountable Care Organization model, or
Medicare Advantage.
2. PACE is widely recognized as providing comprehensive supports for individuals with
complex health needs and for community-dwelling individuals with disabilities (Medicaid
and dually-eligible individuals). Each participant has a personalized, person-centered care
plan, and everything that affects the participant’s wellbeing can be part of the care plan.
PACE generally saves a little money for Medicare and Medicaid, but it saves a great deal of
money and anguish for the beneficiary and the family. PACE currently has a small reach in
comparison to the amount of people that could benefit from it, so CMS support to increase
access to PACE to Medicare-only individuals who qualify for a nursing-home level of care.
PACE coordination of care for persons who are not yet eligible for Medicaid is likely to
substantially reduce spend-down and thereby save resources for Medicaid. However, for
this expansion to happen, CMS must ensure that Medicare-only PACE participants can
access Part D drug plans at similar costs as if they remain in Medicare FFS. (See Altarum
Institute – Center for Elder Care and Advanced Illness’s comments for more details on this
issue.)
3. In recent decades there has been a decided shift or rebalance of Medicaid expenditures for
long-term care services from institutional-based care to home- and community-based care
(HCBS). Initial efforts by CMS to encourage states to provide optional HCBS came in the
form of HCBS waivers; specifically, Section 1915(c) waivers were first authorized in 1981.
Medicaid HCBS waivers can cover a variety of services, including home health, case
management, and a range of therapies. These covered HCBS services, in certain instances,
may also align with current Medicare codes. To ease the process for non-traditional
Medicare providers, CMMI is encouraged to support the coordination of Medicaid HCBS and
Medicare FFS codes.

We thank you for your attention and your dedication to continuing and improving upon this important
work. Please reach out with any clarifying questions or for other input.

Sincerely,

Robyn Golden
Co-Chair, N3C
Associate Vice President, Population Health
and Aging
Rush University Medical Center

Patricia Volland
Co-Chair, N3C
Director Emeritus, Social Work Leadership
Institute
Silberman School of Social Work

November 17, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, D.C. 20201
Dear Administrator Verma:
NCHC is a nonpartisan, nonprofit organization representing more than 80 participating
organizations, including medical societies, businesses, unions, health care providers, faith-based
associations, pension and health funds, insurers, and groups representing consumers, patients,
women, minorities, and persons with disabilities. The Coalition is committed to advancing through research and analysis, education, outreach, and informed advocacy – an affordable, highvalue health care system for patients and consumers, payers, employers, and taxpayers.
We deeply appreciate your decision to offer this Request for Information on the future of the CMS
Innovation Center and the opportunity to offer our response.
Since the middle of the last century, America’s health care costs have been driven upward by a feefor-service reimbursement system that rewards quantity and complexity of services—not positive
patient outcomes. Yet after two decades of bipartisan leadership across changes of Administration
and Congressional control, federal policy has begun to pursue a more value-based path. In recent
years, leading purchasers, plans, and providers, as well as forward-thinking state governments,
have increasingly embraced innovative new models of health care delivery and payment.
Unfortunately, NCHC’s provider, clinician, payer, and employer members are now reporting a
slowing of value-based contracting, which they attribute to remaining uncertainty about the future
of alternative payment models in the current policy environment.
Therefore, the manner and speed with which you employ the Innovation Center’s unique
authorities is of particular importance. Actions taken and signals sent now could well determine
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whether the transition advances at a pace and scale sufficient to enhance affordability or whether
most patients and clinicians remain mired in a costly fee-for-service reimbursement system.
For this reason, the National Coalition on Health Care is especially eager to work with you to
maximize the Innovation Center’s impact. Our primary recommendation is that you make
broadening opportunities for participation in robust Advanced Alternative Payment
Models the central goal of the Innovation Center. Our detailed comments are appended, but the
rest of our recommendations are summarized below:






Continue to test and evolve the Innovation Center’s leading models in traditional Medicare.
This requires expanding participation opportunities in proven population-based models as
well as making the new voluntary bundled payment model available nationwide, on a
voluntary basis, during the 2018 performance year. Additionally, to maximize impact on
cost and quality, NCHC strongly supports providing advanced organizations the option of
assuming full performance risk either for overall spending or primary care services.
Pursue broader testing of innovative payment models in Medicare Part C. Specifically, we
applaud CMS’ decision to grant credit for MA AAPM participation toward MACRA’s
participation thresholds and urge CMS to swiftly implement the planned demonstration.
Additionally, NCHC supports the testing of a Community-Based Institutional Special Needs
Plan (CBI-SNP) Model that uses targeted home- and community-based services to prevent
institutional stays among Medicare-only beneficiaries.
Engage consumer and patient voices in the development and implementation of new
models. Engagement of beneficiaries and their advocates is particularly important to the
sustainability and impact of payment and delivery reform. As the Agency proceeds, we call
for mechanisms to ensure beneficiaries and their advocates are involved in the
development, implementation, and evaluation of Innovation Center models.

By aligning federal policy with the most innovative private sector and state payment reform
initiatives, your leadership and the work of the Innovation Center can substantially advance the
movement toward value. We look forward to working with you toward that end. Please do not
hesitate to contact me or NCHC’s Policy Director, Larry McNeely.

Yours truly,

John Rother
President and CEO
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Detailed Comments of the National Coalition on Health Care
Innovation Center New Direction RFI
1. Do you have comments on the guiding principles or focus areas?
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
3. Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
Increased participation in Advanced Alternative Payment Models (AAPMs):
NCHC applauds the priority given to increasing AAPM participation in this RFI. We urge CMS to
designate the expansion of AAPM participation opportunities for physicians and other
eligible clinicians as the Innovation Center’s most central and immediate priority.
For some time, providers, payers, and purchasers alike have noted that the delivery system is torn
between persistent payment incentives to maximize volume and their hopes of participating in the
transition to value. NCHC’s provider, clinician, payer, and employer members are now reporting a
slowing of value-based contracting, which they attribute to remaining uncertainty about the future
of alternative payment models in the current policy environment.
Designating the expansion of participation in AAPMs as its top priority is the clearest and most
helpful signal that the Innovation Center and CMS can send. But to ensure that signal is clear, this
expansion must come by widening opportunities to participate and making participation more
attractive—not by substantially weakening standards for what constitutes an AAPM.
Your plan to establish a MA APM model granting MACRA-eligible clinicians credit for participation
in MA-sponsored Advanced APM contracts is an important step in that direction. NCHC looks
forward to engaging with you to support the strongest possible MA APM demonstration whether
that be a CMS demonstration or a CMMI model. It needs to be timely and responsive to the
provision of the final rule and not be subject to unnecessary delays in implementation.
Even as work on the MA APM model proceeds, NCHC urges you to aggressively pursue additional
strategies to broaden participation opportunities for clinicians.
o Evolve the Innovation Center’s Flagship Initiatives: One of the best ways to expedite the
process for providers who want to participate in an Advanced APM is to expand
opportunities to participate in those types of APMs which are already producing positive
results. We believe much more can be learned, and substantially broader AAPM
participation can be achieved by evolving population-based ACO, episodic bundling, and
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advanced primary care initiatives and continuing to offer clinicians new opportunities to
participate.


Given the success of the Pioneer and Next Generation ACO programs to date, we
recommend that most advanced provider organizations have the option to assume
full performance risk on at least a yearly basis moving forward. CMS should either a)
build on the All-Inclusive Population-Based Payment option within Next Gen ACO, or
b) establish other models that rely on global payments. Global payment
arrangements offer flexibility and resources that permit advanced provider
organizations to retool their operations to support upstream primary care and
psychosocial interventions. The end results are reductions in downstream medical
and hospital costs that outpace results from models with weaker incentives. This
can best be seen in California, where Medicare Advantage plans utilize capitated
payment arrangements with provider and physician organizations. In that state,
statewide averages for emergency department visits, all-cause readmissions, and
inpatient bed days are all between 50 percent and 75 percent higher in fee-forservice than they are for MA.1 (NOTE: Although any global payment model would
permit providers to assume substantial performance risk, organizations should not
assume full insurance risk without meeting the same consumer protection and
solvency requirements as health plans.)



We urge CMS to announce the new voluntary bundled payment model (BPCI 2.0) in
time to allow clinicians to qualify as AAPM participants in 2018. The current BPCI
program will expire this coming year, and a gap between programs would be
difficult for providers and suppliers to navigate and it would diminish the success of
the follow-on program. NCHC believes that timely announcement and
implementation of this model is key to broadening AAPMs opportunities for
specialists.



Building upon the current CPC and CPC + models, we encourage CMS to establish
transformative primary care models or programs that combine prospective
population-based payment for primary care services and shared savings based on
total costs.

o Standardize compliance, payment, and benefit waivers: We encourage CMS, working with
other relevant agencies, to provide a standard set or sets of compliance and benefit waivers
for AAPMs. A standardized approach to issues like telehealth geographic and originating
site regulations, Stark and Anti-Kickback Law restrictions on provider relationships,
beneficiary incentives and waivers of Medicare payment regulations would facilitate more
Integrated Healthcare Association, Benchmarking California Health Care Quality and Cost Performance (2016),
http://www.iha.org/sites/default/files/resources/issue-brief-cost-atlas-2016.pdf.
1
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efficient development and review of model proposals and make participation more
attractive to provider organizations and clinician practices.
o Pursue alignment between Medicare and other private and public payers: Alignment of
Medicare models and metrics with other payers is essential if providers and clinicians are
to receive a consistent set of signals and incentives. Failure to achieve such consistency
multiplies the measurement burden and turns model participation into a compliance
exercise. However, proper alignment can encourage broader participation in AAPMs in
Medicare and across other payers and help more practices succeed in those models. We
encourage CMS to continue to test and evaluate all- or multi-payer models. When
proceeding with models that are not all- or multi-payer, alignment of model design and
metrics should be a priority.
o Strengthen Data-Sharing: For AAPMs to attract broader participation, providers need
assurance they will have timely and actionable data. We appreciate that CJR participants
are now receiving more frequent performance period data. We encourage CMS to continue
this policy moving forward for all Alternative Payment Models. In addition, we encourage
CMS to provide useful and actionable aggregate regional data and metrics that serve as
benchmarks for participants in APMs, help identify opportunities for improvement, and
inform care intervention strategies. Furthermore, CMS should provide robust baseline data
to potential program participants to weigh entering models.
Consumer-Directed Care & Market-Based Innovation Models:
NCHC encourages the Innovation Center to focus on putting in place three building blocks for
meaningful, successful consumer engagement.
o Consumer Tools: The premise of consumer engagement should be ensuring that
meaningful information is available to consumers, including through the use of consumer
tools that inform consumers of the cost and quality of their care options. The information
about cost and quality embedded in these tools is sometimes patchy and inconsistent. The
Innovation Center could play a key role in further populating these tools and in supporting
the adaptation of such tools to meet the needs of public programs.
o Value-Based Insurance Design: NCHC has been a strong supporter of the MA VBID
demonstration. We encourage the Innovation Center to continue to develop and test VBID
concepts in Medicare Part C and Part D. NCHC has supported legislation that would expand
this MA VBID demonstration to all fifty states and territories. We have also supported
proposals to enable Advanced APMs in traditional Medicare to waive cost-sharing for
certain services. Both the MA VBID demonstration and cost-sharing waivers for AAPMs
would permit beneficiaries to share in the savings that accrue when they choose high-value
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options through lower or eliminated cost sharing amounts. These approaches should be
part of the Innovation Center’s portfolio.
o Patient Engagement: Strong patient engagement standards are needed in any effective
consumer model. Patients and caregivers should not only be provided with robust
information about quality, but also empowered with real understanding about selfmanagement and given the opportunity to think through the cost implications of treatment
options. The Innovation Center should consider ways to apply such patient engagement
standards across a range of models.
With adequate time for implementation, analysis, and evaluation, it should be possible to assess
how these building blocks of consumer engagement can best be applied in Medicare.
However, we would caution against models that increase overall beneficiary out-of-pocket
liability. Consumer-directed models got their start in the private market. Yet an increasing number
of employers and plans are learning that merely shifting costs to beneficiaries can have harmful
consequences for their long-term cost trend—particularly when imposed on chronically ill
patients. Given this, an immediate embrace of consumer-driven insurance designs may not be
appropriate for the Innovation Center.
Consumers with low health literacy, people with cognitive impairment, and those who are ill, in
pain, or experiencing stress from their health condition face challenges actively engaging in
increasingly complex decisions about care, insurance, and finance. This means that a substantial
proportion of Medicare and Medicaid beneficiaries face challenges in adopting the active shopping
behaviors envisioned in consumer-directed models. As a result, consumer engagement strategies
in use with other populations may have significant negative consequences in the Medicare and
Medicaid contexts.
In particular, balance billing would expose the Medicare beneficiary population, many of whom
depend on limited Social Security and retirement income sources, to a greater financial burden.
Balance billing could also confuse aging and disabled beneficiaries as to their actual liabilities,
opening the door to unscrupulous scams or fraud.
Additionally, we are concerned that any models that increase overall beneficiary costs would
undermine support for the constructive building block approach described above and erode the
broad support which enables the Innovation Center to function.
Physician Specialty Models:
Under statute, the Innovation Center has broad authority to test brand new payment models.
Model development is a vital part of the Innovation Center’s work, and the Center should proceed
with those efforts, drawing upon the experience of the Innovation Center to date, other federal
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programs, non-federal public payers, private payers, and the work of the Physician-Focused
Payment Model Technical Advisory Committee (PTAC).
However, designing and implementing brand new AAPM options will require time and expense—
at a time when specialists are clamoring for immediate APM opportunities.
Fortunately, it is entirely possible to provide more opportunities to specialty practices in the short
term by promoting existing approaches that are already yielding lower costs and better outcomes.
o Provide a Follow-on Bundled Payment Option: Episodic bundled APMs are a vital
component of any strategy to promote specialist participation in AAPMs. We urge CMS to
announce its planned new voluntary bundled payment model (BPCI 2.0) in time to allow
participating providers to qualify as AAPM participants in 2018. We further call upon CMS
to ensure this Model is available on a nationwide basis.
o Continue to Broaden Population-based AAPM Participation: Encouraging broader adoption
of population based models is also crucial to specialist access to AAPMs. As noted in a
recent meeting of MedPAC, approximately 2/3rds of MSSP ACO physicians are specialists.2
Broader embrace of population-based Advanced APMs, including MSSP tracks 2 and 3,
Track 1+ACOs, Next Generation ACO, and ESRD ESCO, should increase the number of
opportunities for specialists to qualify as AAPM participants.
o Prepare More Specialty Practices for AAPMs: We appreciate that many specialty practices
are concerned that there is not yet an appropriate Advanced APM opportunity for them.
NCHC believes that MIPS, if properly implemented, can help prepare practices for AAPM
participation. Specifically, we would note that Patient-Centered Specialty Practice
recognition already provides additional credit in MIPS and can play a key role in helping
specialists build the capacities needed for future AAPM participation. Virtual groups
represent another opportunity for smaller groups to aggregate with other like-minded
providers and engage in the systematic measurement and quality activities needed for
eventual AAPM participation. We recommend that the Innovation Center invest significant
resources in concerted outreach and education to practices regarding PCSP recognition and
virtual groups.
Medicare Advantage (MA) Innovation Models:
o MA APMs: A demonstration granting MACRA-eligible clinicians credit for participation in
MA-sponsored Advanced APM contracts is a significant step forward. We greatly appreciate
CMS’ announcement of its plans to establish such a demonstration. We note, however, that
Medicare Payment Advisory Commission Public Meeting, November 2, 2017, http://medpac.gov/docs/defaultsource/default-document-library/november-2017-transcriptsf1b311adfa9c665e80adff00009edf9c.pdf?sfvrsn=0.
2
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timing is critical. We call on CMS to implement the MA APM demonstration as soon as
possible. Rapid introduction of MA APM options will provide clinicians with valuable new
options to participate in Advanced APMs.
o CBI-SNP: NCHC advocates testing of a CBI-SNP Model that uses targeted home- and
community-based services to prevent institutional stays among low-income, Medicare-only
beneficiaries. HR. 4006, the Community-Based Independence for Seniors Act, provides for
just such a demonstration and enjoys NCHC’s support. However, the Innovation Center has
the authority to proceed with such a demonstration under existing statute as well.
o Benefit Innovation and Flexibility: NCHC supports the added flexibility with respect to
supplemental benefits included in S. 870, the CHRONIC Care Act. However, as a
complement to that overall flexibility, the Innovation Center should consider testing
specific benefits and interventions in Medicare Advantage. Some could be health-related,
but some benefits should be able to meet the “social” needs of the patients and not
necessarily be directly health-related. Rigorous testing and evaluation in the MA context
could help determine whether these interventions should be incorporated into the
underlying benefit for all Medicare beneficiaries. Examples include:




Targeted non-emergency transportation services and meal services, as well as
targeted care management
Fall prevention programs, including exercise such as Tai Chi and balance training,
home safety visits and modifications, recommended health education, and other
techniques to prevent falls
Expansion of home-based services beyond the home health benefit to include meals,
safety checks in the home, and periodic home health aide services

State-and Local-Based Innovation, including Medicaid-focused Models:
The first rule for the Innovation Center’s work with states should be to do no harm to the
outcomes and affordability of care. And while health insurance coverage is not always a guarantee
of strong outcomes, its absence is undoubtedly associated with poor health outcomes.3 The
Innovation Center should not advance or support any state model that would reduce the number
of individuals enjoying the basic protections of health insurance, taking into consideration
Innovation Center models, Medicaid waivers, and Section 1332 waivers.

Report Brief: “America's Uninsured Crisis: Consequences for Health and Health Care,” study by Institute of Medicine,
published by National Academy of Sciences, February 2009,
http://www.nationalacademies.org/hmd/~/media/Files/Report%20Files/2009/Americas-Uninsured-CrisisConsequences-for-Health-and-Health-Care/Americas%20Uninsured%20Crisis%202009%20Report%20Brief.pdf.
3
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Operating within that constraint, however, CMS can do an enormous amount to support state-led
delivery and payment innovation, using both the Innovation Center’s authorities and the existing
flexibilities in Medicaid statute. We identify three of the most fruitful areas below:
o Integrated Options for Dually Eligible Beneficiaries: NCHC believes all state Medicaid
programs should be offering proven, integrated care options to dually eligible beneficiaries.
The Innovation Center and the Medicare-Medicaid Coordination Office should prioritize
helping states move forward aggressively with a range of integration strategies including
Managed Fee-For-Service, Duals Demonstration Medicare-Medicaid Plans, Fully-Integrated
D-SNPs, expanded access to Program of All-inclusive Care for the Elderly (PACE) programs,
and hybrid models that align D-SNPs with state managed long-term services and supports
(MLTSS) plans.
o

Maternity Care: Childbirth is the most common reason for hospitalization in the United
States. Medicaid and CHIP cover a majority of births in the United States. Unfortunately,
across public and private payers, maternal and child outcomes lag behind other nations,
even as our costs far surpass them. Early results from the Strong Start Model have
validated evidence-based models of maternity care that substantially improve outcomes.4
In a philanthropically-funded initiative, the Pacific Business Group on Health and three
southern California hospitals achieved 20% reductions in low-risk, first-time C-section
deliveries.5 The Innovation Center should continue to invest in innovative, high-value
maternity care approaches.

o Long-Term Care: We encourage CMS to consider how Innovation Center authorities can
assist states in the rebalancing of Medicaid long-term care from institutional settings to
home and community settings.
5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
As a multi-stakeholder coalition, NCHC believes soliciting input from the full range of stakeholders
can contribute greatly to the Innovation Center’s work. But engagement of beneficiaries and their
advocates is particularly important to transformation initiatives’ sustainability and impact. We
urge CMS to adopt mechanisms that ensure beneficiaries and their advocates are involved in the
development, implementation, and evaluation of Alternative Payment Models. Towards this end,
we recommend the following actions:
Presentations by Jill Alliman, AABC Strong Start, and Sharon Rising, Centering Healthcare Institute, given at NCHC’s
Capitol Hill forum “Innovations in Maternity Care: Better Outcomes, Lower Costs,” May 10, 2017,
https://www.slideshare.net/tgratia/jill-alliman-presentation-on-aabc-strong-start-for-mothers-and-newborns75890088; https://www.slideshare.net/tgratia/sharon-rising-presentation-on-centeringpregnancy-75890086.
4

“Case Study: Maternity Payment and Care Redesign Pilot,” Pacific Business Group on Health, October 2015,
http://www.pbgh.org/storage/documents/TMC_Case_Study_Oct_2015.pdf.
5
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Convene regular meetings of a consumer and patient advisory council;
Create multi-stakeholder advisory panels on specific delivery and payment models;
Involve beneficiaries and their advocates in Technical Expert Panels (TEPs);
Solicit public feedback on proposed model designs;
Regularly engage beneficiaries and their advocates as new models are implemented;
Publicly release all data, metrics, outcomes, and evaluation findings for each model;
Enhance support for beneficiaries via 1-800-MEDICARE and State Health Insurance
Assistance Programs (SHIPs);
o Carry out beneficiary testing and readability reviews of patient-facing content for each
model; and
o Incorporate consumer and patient priorities in the criteria used to evaluate models.
o
o
o
o
o
o
o

NCHC also supports the establishment of an APM Ombudsman. The proposed withdrawal of the
EPM model rule could have the unintended consequence of cancelling the APM Ombudsman that
was finalized with those models. Should the EPM cancellation be finalized, we urge you to proceed
with this constructive means for consumer engagement.
6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
We encourage the Innovation Center, working with other relevant agencies, to provide a standard
set or sets of compliance and benefit waivers for AAPMs. A standardized approach to issues like
telehealth geographic and originating site restrictions, Stark and Anti-Kickback Law restrictions
on provider relationships, beneficiary incentives and waivers of Medicare payment regulations
would facilitate more efficient development and review of model proposals and make
participation more attractive to provider organizations and clinician practices.
7. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
As noted above, NCHC urges CMS to designate the expansion of AAPM participation opportunities
for physicians and other eligible clinicians as the Innovation Center’s most central and immediate
priority.
For some time, providers, payers, and purchasers alike have noted that the delivery system is torn
between persistent payment incentives to maximize volume and their hopes of participating in the
transition to value. NCHC’s provider, clinician, payer and employer members are now reporting a
slowing of value-based contracting, which they attribute to remaining uncertainty about the future
of alternative payment models in the current policy environment.
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Designating the expansion of participation in AAPMs as its top priority is the clearest and most
helpful signal that the Innovation Center can send. But to ensure that signal is clear, expanding
AAPM participation must come by widening opportunities to participate and making participation
more attractive—not by substantially weakening standards for what constitutes an AAPM.
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Seema Verma
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
CMMI_NewDirection@cms.hhs.gov
Administrator Verma:
The National Committee for Quality Assurance (NCQA) thanks you for the opportunity to
comment on the Request for Information: Innovation Center New Direction. We applaud the
Administration for recognizing that the Innovation Center is a powerful tool for driving the
transition from volume to value-based care.
We support cost and quality transparency as a tool for market-driven reform. However, truly
patient-centered care avoids merely shifting additional costs to beneficiaries, as high costs
create barriers to needed care and ultimately result in worse patient outcomes. We
recommend a series of concrete actions to engage beneficiaries in model design, such as
establishing Innovation Center patient advisory councils. Doing so will foster models that
leverage consumer accountability without impeding beneficiaries from seeking high-value care.
We also urge you to explore electronic measurement as a legitimate avenue for reducing
reporting burden on clinicians. Using electronic data will increase the scope, accuracy,
efficiency and timeliness of information needed to both design models with meaningful
outcome measures as well as customize care for individual patients. We therefore strongly
support greater use of eMeasures in model design.
For guidance on state-based delivery reform, we urge you to look to and align with existing
efforts. NCQA Patient-Centered Medical Home (PCMH) continues to be a prominent design
feature among states’ transformation efforts; the model is often built into financial incentive
structures and used as a standardized measure of practices’ capability to provide advanced
primary care. Alignment of clinical transformation expectations as well as payer incentives and
resources will more likely generate cost savings for both the state and the federal government.
Finally, we emphasize that behavioral health models offer myriad opportunities for
performance measures based on patient-reported outcome measure (PROM) development.
PROMs are a powerful tool for generating truly consumer-directed care, as they allow patients
themselves to observe and help define the value of their health care outcomes. NCQA is leading
cutting-edge work in this area and with CMS support could focus on even more performance
measures capturing patient preferences and perspectives.
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We propose the following considerations for shaping CMMI policy and model development:
•

Explore and facilitate existing outside models, including those in which traditional
Medicare is not a participant. We urge you to consider successful models from Medicare
Advantage (MA), Medicaid and commercial payers for Innovation Center sponsorship,
support, and demonstration.

•

“Patient-centered” means establishing open, collaborative relationships with patients to
engage them in their own heath and health care. Cost and quality transparency are
powerful tools to enhance their engagement. However, merely shifting costs to patients
is not “patient-centered” as it creates barriers to needed care, produces worse
outcomes and impedes the high-value health care system we all seek to achieve.

•

To truly be patient-centered, flexible benefit designs can be structured to share savings
from more efficient, higher quality care with patients. This can help to incentivize them
to seek out high-value providers and treatments. Such models can be structured so that
flexibility enhances access – but does not create unintended barriers – to high-value
care such as NCQA PCMHs and evidence-based treatments for chronic conditions.

•

Emphasize the transition to electronic measurement. Although many challenges remain,
this transition will alleviate some of the burden associated with measure reporting by
leveraging data derived as a part of, not in addition to, normal clinical workflows. Using
electronic data will also increase the scope, accuracy, efficiency and timeliness of
information needed to both design models with meaningful outcome measures as well
as customize care for individual patients.

We offer additional feedback on specific model areas below.
Expanded Opportunities for Participation in Advanced Alternative Payment Models (AAPMs)
It is essential that the Innovation Center focus primarily on broadening opportunities for AAPM
participation. Expanding participation must come by widening opportunities to participate in an
AAPM and making that participation more attractive, rather than by weakening existing
standards for what constitutes an AAPM.
For example, CMMI can expand voluntary episodic payment models for nationwide
participation. You can give clinicians who are ready for more sophisticated payment
mechanisms the opportunity to participate on a voluntary basis. You can evolve existing models
with FFS tracks to have more population-based payment tracks. For example, we strongly
support building upon and increasing the attractiveness of the sophisticated payment
mechanisms in programs such as Next Generation ACO and Comprehensive Primary Care Plus
(CPC+). We also support giving MACRA-eligible clinicians credit for participation in Medicare
Advantage APMs.
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We urge you to consider how CMS can leverage existing private sector efforts to both broaden
participation in AAPMs and reduce reliance on federal oversight. For example, given the
complete overlap between NCQA PCMH and the Comprehensive Primary Care Functions in
CPC+, CMS could consider using our private sector program to manage the CPC+ initiative
rather than continue to spend time and effort managing the program. This would not only save
federal dollars and workforce hours, it would lower the burden on practices who are involved in
both programs. It could also be a pathway for CMS to expand the CPC+ program – an existing
AAPM opportunity – to all 50 states by giving credit to all NCQA-recognized PCMHs.
Finally, CMMI can provide a standard set or sets of compliance and benefit waivers for AAPMs,
such as for the use of telemedicine and Stark law exemptions. A standardized approach to this
would facilitate more efficient development and review of model proposals. We would be
happy to work together to identify a set of waivers that would ease the regulatory burden on
clinicians without negatively impacting the quality of care provided. We also encourage you to
consider testing new documentation methods to reduce the burden of the current Evaluation &
Management code requirements.
Consumer-Directed Care & Market-Based Innovation Models
NCQA strongly supports the use of tools that inform consumers about the cost and quality of
their care options. However, it is of paramount importance that you evaluate the potential
negative effect on quality of care and value when considering models that shift more cost
accountability to patients.
We support broadening value-based insurance design (VBID) in MA as well as other managed
care programs, both public and private. We can help CMMI identify high-value practices, plans
and services in several ways because the NCQA stamp of approval is an objective and
meaningful way of informing patients and other stakeholders about value.
Given the rigorous standards in NCQA’s PCMH & Patient-Centered Specialty Practice (PCSP)
programs, clinicians in practices that achieve NCQA recognition have demonstrated high value
through their commitment to improving quality and patient experience while controlling costs.
Savings from these more efficient, high-quality practices can be shared directly with patients
and coupled with education on the benefits of patient-centered care. This could encourage
patients to seek out, and even demand broader access to these high-value clinicians.
The patient engagement standards in these programs can also function as the foundation for
consumer-directed care models. We require that our recognized clinicians empower patients
and caregivers not only with robust information about quality and access, but also about selfmanagement and the cost implications of treatment options. These standards can provide a
framework for an effective model that increases consumer accountability.
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Physician Specialty Models
Because most specialists currently lack meaningful AAPM opportunities, we urge you to focus
on broadening these opportunities. Most existing models are episodic or bundled, so we
encourage you to focus on increasing population-based and prospective payment specialty
AAPMs. These are particularly important for specialists participating in clinical transformation
or delivery reform initiatives, manage chronic conditions and/or function as a primary care
provider for an episode of care (such as oncologists and OBGYNs).
NCQA’s PCSP program and Oncology Medical Home are ideal clinical frameworks for specialty
AAPMs. PCSP already provides Improvement Activity credit in MIPS and we believe there is
ample opportunity to evolve this to a sophisticated AAPM. Coupling this recognition program
with meaningful specialty-specific outcome measures and a prospective payment methodology
would provide the foundation for the first true specialty medical home APM.
Oncology Medical Home has significant overlap with the existing Oncology Care Model, but we
believe there may be opportunity for further alignment that benefits participating clinicians.
Prospective payment is of particular importance to these clinicians as they committed to
transforming practice infrastructure and care management – activities that initially incur costs
but produce powerful patient benefits once implemented. We are eager to work with you to
explore these opportunities.
Finally, voluntary participation in bundled payment models could result in limited variation in
measure performance across participants because only those clinicians who can succeed in the
bundle will participate. Careful selection of measures is necessary to address variation and
produce a meaningful effect. We are therefore particularly interested in helping CMS
understand how quality measurement needs should differ between mandatory and voluntary
bundles.
MA Innovation Models
As mentioned above, we strongly support expanding VBID in MA across the country. NCQA can
support CMMI as you explore opportunities for VBID expansion, including identification of highvalue practices, plans, and services. Beginning in April 2018, our new PCMH platform will
leverages practice-level electronic clinical quality measures (eCQMs) which facilitate a granular
analysis of high-value practices. We also support granting MACRA-eligible clinicians credit for
participation in MA APMs.
State-Based and Local Innovation Models
NCQA collaborates on delivery system reform with leadership in several states. We believe
these arrangements deserve priority consideration as model frameworks for use in other
states. The structure, approach, and design of these arrangements vary based on local and
regional priorities.
4

Although many state initiatives are underway, relatively few have been evaluated for impact on
total cost of care or health outcomes, likely since many are relatively new and there has not
been sufficient time to evaluate long-term results. However, it is evident that many states are
leveraging federal funding to support transformation efforts, such as CMMI State Innovation
Model (SIM) grants and Medicaid Delivery System Reform Incentive Payment (DSRIP) program.
The NCQA PCMH model continues to be a prominent design feature among states’
transformation efforts and is often built into financial incentive structures.
For example, we collaborated with the Tennessee Health Care Innovation Initiative, which is
supported through the SIM grant award, to implement PCMH statewide. TennCare (Medicaid)
leverages the NCQA model, expands on the existing PCMH efforts in the state, and requires
recognition for providers to be eligible for incentive payments. The program employs multiple
payment mechanisms to facilitate the transition from volume to value-based care: enhanced
FFS, risk-adjusted care management fees, as well as outcomes-based payments. The program
leverages an even more sophisticated payment mechanism for practices with large patient
panels – an approach we strongly support.
For high-volume PCMH organizations with 5,000 or more members, savings on total cost of care
(TCOC) generated through the PCMH program will be shared based on each organization’s
actual risk-adjusted TCOC relative to its benchmark. For low-volume practices (fewer than 5,000
members), organizations may earn payments for annual improvement on efficiency metrics.
While the TennCare PCMH Program is intended for providers serving the state’s Medicaid
population, providers participating in the CPC+ program remain eligible to participate.
Alignment of payer incentives and resources, as evident in the Tennessee model, will more
likely generate cost avoidance and cost savings for the state.
The New York DSRIP program also includes expectations for practices to achieve and retain
medical home recognition. NCQA PCMH is prominently used in this model as well.
Performing Provider Systems (PPSs) are incentivized to meet specific metrics and milestones
(including recognition), report a standardized measure set, and attain specific outcome targets.
To ensure the long-term sustainability of DSRIP investments, the state intends to make 80-90%
of total MCO payments using value-based payment methodologies by the end of DSRIP Year 5.
The state maintains a Value-Based Payment Roadmap, which outlines various levels of
increased risk consistent with the Health Care Payment and Learning and Action Network
Alternative Payment Model Framework. The state is leveraging the DSRIP/VBP efforts in
Medicaid and intends to subsequently ensure that Medicare’s reform efforts align with the
Medicaid initiative.
As you mentioned in the RFI, multi-payer models offer promising opportunities for increasing
wide-scale participation in reform. However, securing multi-payer participation is contingent
upon incorporating existing efforts.
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For example, because of Star Ratings, Medicare Advantage plans have long-standing incentive
structures and risk agreements in place that drive substantial portions of their revenues. Many
Medicaid programs have also invested heavily in bundled or global payment initiatives. Any
national model or alignment effort would need to acknowledge these as well as commercial
payer models for those plans and clinicians that participate in both public and private
programs. This would mitigate the risk of conflicting payment models that generate crosspurpose incentives and would also ensure that participating MCOs remain financially viable.
Similarly, models must be flexible enough to ensure that model participants can meet the
needs of their specific populations. For example, commercial insurers within Tennessee’s public
employee benefits program were unable to participate in the state’s SIM initiative because that
particular model was so heavily focused on Medicaid. Addressing these challenges and others
will be critical to the success of state-based, multi-payer delivery system reforms.
To get an accurate evaluation of readiness and continued transformation toward patientcentered care, we recommend using a consistent practice assessment tool. Standardized
models such as NCQA PCMH and PCSP could provide the desired consistency. For example, the
State of Vermont Blueprint for Health used NCQA PCMH as a multi-payer standardized measure
of practices’ capability to provide advanced primary care. This provided the necessary
foundation for practices to participate more broadly in reform efforts through SIM testing.
Managed Long-Term Services and Supports (MLTSS) is another priority area for many states.
We strongly encourage you to further explore models that support moving beneficiaries with
LTSS needs into managed care. NCQA developed a set of standards for plans and communitybased organizations delivering MLTSS and these could be used for such models.
Our program addresses the unique needs of individuals receiving LTSS in the home and
community, including the non-medical supports necessary to provide well-coordinated,
comprehensive care. Leveraging this accreditation for programs such as the Financial Alignment
Demonstrations could offer the alignment and standardization that is critical to model success.
Finally, we recommend transitioning to mandatory reporting of the Medicaid Core Set for all
states, including states with only traditional FFS Medicaid. This is an essential first step toward
increasing participation in value-based care and curbing the growing costs of Medicaid
programs across the country. As you consider changes to Medicaid funding more broadly, we
urge you to consider quality measurement as a tool for improving on overuse and overspending
for high-cost services such as imaging for low back pain.
Mental and Behavioral Health Models
NCQA has long believed that we must prioritize additional measure development for mental
and behavioral health. We have significant expertise and have been heavily focused on this in
recent years. For example, in 2016, NCQA adapted a suite of existing provider level quality
measures of depression care.
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These measures capture the quality of care at key points along the continuum of depression
management and treatment. The suite effectively measures screening for depression as well as
the use of a standardized tool to monitor symptoms, follow-up, and the associated patientreported outcome (remission or response to treatment).
Initially developed and collected by Minnesota Community Measurement, health plans now
collect these measures nationwide for HEDIS® reporting. They are specified to leverage
electronic data from multiple sources – electronic health records, health information
exchanges, registries, and even claims – to assess the full spectrum of depression care.
Leveraging data from electronic clinical data systems is critical to minimizing the administrative
burden involved in measurement.
NCQA sees these measures as an opportunity to revolutionize the way quality data are
collected and reported. We are eager to work with you to replicate this comprehensive
approach to measurement and develop additional behavioral health measures for inclusion in
relevant models.
Access to data has and will remain an immediate obstacle to any successful behavioral health
model. States frequently have siloed delivery of social and medical services through separate
agencies, so participants must support data sharing agreements across those siloes. Any model
for integrated behavioral health care must include explicit direction about what data can and
cannot be shared, who may authorize data sharing, as well as expectations for sharing data
collected through social and community-based services. This is essential information that must
be shared with the appropriate medical providers.
Although it may not be feasible to compel behavioral health providers to share certain data, we
strongly encourage the development of models that offer incentives to do so. We recommend a
“data follows the person” approach where a single passport inclusive of medical, behavioral,
and social data is accessible across systems and providers. Leveraging and building upon
community-based registries can provide the foundational infrastructure for such an approach.
Finally, for models oriented around behavioral health integration with primary care, we
encourage you to look at PCMH PRIME in Massachusetts. NCQA adapted our PCMH program to
meet the state’s priorities for comprehensive care, including behavioral health integration.
Beneficiary Engagement in CMMI Model Development and Design
We strongly support soliciting input from the full range of stakeholders and believe it can
contribute greatly to your work. Engagement of beneficiaries and their advocates is particularly
important to transformation initiatives’ sustainability and impact. As you proceed, we call for
mechanisms to ensure beneficiaries and their advocates are involved in the development,
implementation, and evaluation of these models.
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We recommend the following actions:
•
•
•
•
•
•
•
•
•

Convene regular meetings of a consumer and patient advisory council;
Create multi-stakeholder advisory panels on specific delivery and payment models;
Involve beneficiaries and their advocates in Technical Expert Panels (TEPs);
Solicit public feedback on proposed model designs;
Regularly engage beneficiaries and their advocates as new models are implemented;
Publicly release all data, metrics, outcomes, and evaluation findings for each model;
Enhance support for beneficiaries via 1-800-MEDICARE and State Health Insurance
Assistance Programs (SHIPs);
Carry out beneficiary testing and readability reviews of patient-facing content for each
model; and
Establish an APM Ombudsman, per your proposal.

Thank you again for inviting comments on the Innovation Center’s new direction. If you have
any questions about the feedback and opportunities proposed, please contact Joe
Castiglione, Manager of Federal Affairs.
Sincerely,

Margaret O’Kane,
President
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November 20, 2017
Ms. Seema Verma, Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Dear Administrator Verma:
The National Community Pharmacists Association (“NCPA”) appreciates the opportunity to
provide comments on the Centers for Medicare & Medicaid Services Innovation Center (“CMMI”)
New Direction Request for Information (“New Direction/RFI”) released on September 20, 2017.
NCPA represents the interests of America’s community pharmacists, including the owners of more
than 22,000 independent community pharmacies. Together they represent an $80 billion health
care marketplace and employ more than 250,000 individuals on a full and part-time basis.
I.

Guiding Principles

NCPA supports CMMI’s new direction which seeks to promote high-quality healthcare in the
United States, we would like to take this opportunity to highlight NCPA’s numerous efforts in
supporting many of CMMI’s new guiding principles. First, NCPA is at the forefront of promoting
CMMI’s provider choice and incentives principle. Pharmacists are the most accessible health care
professional with ninety-five percent of Americans living within five miles of a pharmacy.
Unfortunately, patients do not always have access to pharmacies that are closest to them because
certain community pharmacies are excluded from prescription drug plans (“PDPs”) by PBMs who
create closed network provider lists. NCPA believes limiting access to community pharmacies
severely thwarts the delivery of beneficial and accessible health care services to patients, and more
specifically to some of our most vulnerable populations. To this end, NCPA promotes policies and
models that would require community pharmacies in medically underserved areas (“MUAs”) or
health professional shortage areas (“HPSAs”) and those pharmacies providing care to medically
underserved populations (“MUPs) to be allowed to participate in Medicare Part D preferred
pharmacy networks if they are willing to accept the contract terms and conditions under which
other preferred providers operate.
Second, NCPA seeks to promote CMMI’s benefit design and price transparency principle. To this
end, NCPA advocates for policies and programs that would provide price transparency with
respect to Direct and Indirect Remuneration ("DIR") Fees. As you are aware, DIR is a broad term
covering the monies that a Medicare Part D plan/PBM may collect. DIR fees can come in many
forms and are often assessed after the point-of-sale of a drug. PBMs are not required to disclose
these fees to pharmacies or consumers. Therefore, the lack of transparency surrounding DIR fees
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allows PBMs to clawback money from the pharmacies, without any indication to the pharmacy of
related measures that would allow a pharmacy to plan accordingly. In fact, this agency issued a
Fact Sheet entitled Medicare Part D-Direct and Indirect Remuneration (DIR) in January 2017 that
clearly outlines the myriad of problems that this growing trend is producing. The CMS Fact Sheet
found that “Part D sponsors and PBMs are engaging to a greater extent in arrangements that
feature compensation after the point-of-sale and as a result there is a growing disparity between
gross Part D drug costs (based on costs of drugs at the point-of-sale), and net Part D drug costs.”
The Fact Sheet also stipulates that this trend has the effect of increasing patient cost-sharing at the
point-of-sale. In addition, because the Medicare program pays the cost-sharing on behalf of dualeligible beneficiaries, this trend is increasing Medicare costs. Higher beneficiary cost sharing
drives patients through all Part D benefit phases faster and leads to higher costs in the catastrophic
phase – in which Medicare liability is eighty percent. The CMS Fact Sheet found that the trend
favoring post point-of-sale price concessions is increasing, indicating that these transparency
concerns are not going away. NCPA stands ready to support CMMI in testing models and
programs that would evaluate the elimination of these fees to ensure cost-effective care for all
beneficiaries.
Finally, NCPA has consistently advanced CMMI’s principle of patient-centered care through its
efforts and promotion of various past and potential future models, including the Medication
Therapy Management (“MTM”) Model, the Medication Synchronization and Appointment-Based
Model, the Independence at Home Model, the Mental Health First Aid Training Model, Medicare
Diabetes Prevention Program Expanded (“MDPP”) Models, and Other Diabetes
Prevention/Management Models. Through these models and others, NCPA believes pharmacists
should be included as essential health care providers on chronic care teams and the designated lead
in coordinating safe and effective medication management. Research out of North Carolina shows
the highest-risk, most chronically ill Medicaid patients visit the pharmacy an average of 35 times a
year, as opposed to an average of 4 visits a year to their primary care provider.1 Pharmacists are
often the health care professional patients see most often, and yet they are currently a vastly
underutilized health care provider. Pharmacists have the medication expertise and training in
disease state management (e.g. diabetes, hypertension, hypocholesteremia, smoking cessation,
obesity, asthma) to be an extremely valuable team member. However, pharmacists are one of the
few health care professionals that lack recognition as health care providers in federal law. Nearly
all other health care professional services are rightfully covered under Medicare laws, but not
services provided by pharmacists. As outlined below, NCPA continues to advocate for pharmacists
as formal providers who can independently bill for services to fill gaps in chronic care
management, especially in rural and medically underserved areas.

Gaskins RE, “Innovating Medicaid: the North Carolina Experience,” North Carolina Medical Journal, January-February
2017;78(1):20-24.
1
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II.

Current and Potential Models for Consideration

Part D Enhanced Medication Therapy Management Model
NCPA believes that prevention is the best medicine, and whether it’s catching a medication error
before it leads to a hospitalization or practicing effective chronic disease management, Medication
Therapy Management (“MTM”) services present an opportunity to improve patient care while
providing greater efficiencies within the healthcare system. 2

NCPA has long supported the efforts of CMMI to promote the MTM benefit to beneficiaries, and
we appreciate the CMMI’s recognition of community pharmacists’ in the provision of such
services. Over the years we have championed for incremental changes to bring greater visibility to
the MTM program, such as including it in the Medicare & You handbook and providing eligibility
information on Medicare Plan Finder. NCPA also commends CMS for program changes such as
automatic enrollment of targeted beneficiaries in the MTM program (unless they opt out) and
providing greater consistency in how MTM is delivered through the standardization of structured
MTM documents.
Recently, the Center for Medicare & Medicaid Innovation (“CMMI”) has recognized the
importance of aligned incentives across the Medicare program to better coordinate chronic care. In
doing so, CMMI has supported a new demonstration model to examine enhanced changes to the
MTM program within Part D. These changes were intended to maximize the value of MTM
services in improving health outcomes by better aligning the financial interests of standalone PDP
sponsors and creating incentives for more flexibility and innovation in designing and delivering the
MTM benefit. This concept was championed by NCPA because we believe it represents an
enhancement to the MTM program. NCPA believes this MTM program should continue and offers
some insights as to how the program could be made better.
Increasing beneficiary access to these critical services will help achieve the triple aim of better care
for patients, improved health in our communities, and reduced costs throughout the healthcare
system. There is growing evidence that MTM services not only improve the quality of care
beneficiaries receive, but can also generate medical savings. MTM can lead to savings through a
variety of methods. For example, a comprehensive medication review is an opportunity for a
pharmacist to review a patient’s entire medication regimen and identify potential cost-effective
alternatives including the elimination of duplicate therapies. MTM is intended to improve
medication adherence, which may increase drug spend through greater utilization. However,
The Community Pharmacy Enhanced Services Network (“CPESN”) is a network of clinical pharmacies across the country that seeks to
empower community-based pharmacies to improve their portfolio of medication optimization activities and services, including the usage
of MTM and medication synchronization services. NCPA believes this clinical network provides a supporting infrastructure that is ripe
for CMMI to utilize to implement many of these proposed models.
2

Page 4

studies have found that higher rates of medication adherence result in significantly fewer
hospitalizations and ultimately lower health care costs. These savings are typically greater in
patients over the age 65.
Thus, NCPA strongly believes that more seniors should qualify for MTM services, as they have
been shown to produce significant long-term benefits. As the healthcare payment paradigm shifts
from a volume- to value-based system, we would strongly encourage CMMI to reconsider the
structure of the MTM benefit to one that rewards for quality improvement.
Many Medicare beneficiaries become eligible for enrollment in an MTM program, but may not
receive these services because of ineffective outreach, poor plan communication, and/or confusion.
For certain populations who may be more vulnerable, such as beneficiaries residing in long-term
care (“LTC”) facilities, plan sponsors should be doing more to reach the patient or an authorized
representative to coordinate the comprehensive medication review (“CMR”). In a recent NCPA
member survey on MTM services, most pharmacists who provide long-term care services noted
that they have not seen CMRs being completed in the facilities they service, nor have they
observed coordination among MTM providers and other health professionals in the facility
regarding CMR recommendations and monthly drug regimen reviews (“DRR”). As such, NCPA
fully supports providing MTM services to a broader population of beneficiaries and to implement
the CMR requirement in the LTC setting with the understanding that there is room for
improvement in terms of coordination and outreach to improve access to MTM services for part D
enrollees.
We caution that there is still a lack of clarity between LTC facilities and the plans as to how these
reviews will be carried out. Additionally, an inherent potential conflict exists between the CMR
and the required DRR by the consultant pharmacist if the CMR is conducted by the plan sponsor
and not a consultant pharmacist familiar with the resident’s medication history. We believe that
more coordination is needed between MTM sponsors and providers to ensure safe and appropriate
medication use, especially in this vulnerable population. NCPA recommends that CMMI continue
outreach and dialogue with LTC stakeholders on how to best provide CMRs in these settings that
follows requirements set forth by CMMI.
NCPA believes that it is important to expand the number of metrics related to MTM services and
supports a move toward including more clinical and less process-based measures in rating Part D
plans. MTM can serve many beneficial purposes, including decreasing wasteful and unnecessary
drug spending, reducing patient use of potentially harmful combinations of drugs, and improving
patient adherence and proper usage of beneficial drugs, which ultimately decreases long-term
health care costs. We also encourage CMMI to continue to use validated performance-based
measures for pharmacy providers, such as use of the Pharmacy Quality Alliance (“PQA”)
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measures. Without effective measurement tools, it is difficult to track the benefits and progress of
such programs.
Further, it is critical for CMMI to track how plans are actively engaging patients in MTM services,
or else the efforts to expand eligibility criteria will not be successful. In doing so, NCPA strongly
encourages CMMI to obtain data on the method by which the medication review was delivered
(telephonic or face-to-face), as well as monitor outreach methods used by plan sponsors. The
feedback we’ve received from pharmacists is that outreach by some plans to offer a CMR to
beneficiaries comes from an unknown person or worse, an automated robo-call from a call center
and comes across as a sales pitch. Weary seniors may think it’s a scam and decline the service
offering, and by default that serves as their opt-out of the MTM program.
We would contend that MTM delivered face-to-face or in an interactive telehealth method with a
trusted pharmacist will yield enhanced patient understanding of their medications, improved
adherence, and lower costs. A study comparing MTM interventions found drug costs decreased
for those who received service from community pharmacists, decreased somewhat for patients who
received service from a call center pharmacist, and were unchanged for those who received MTM
via educational mailings.
NCPA maintains that effective MTM can generate savings for Medicare from avoidable
hospitalizations and ER excursions as well as unnecessary primary care visits. Patients also will
benefit from MTM upon discharge from the hospital and any time a beneficiary undergoes a
transition of care. Both situations would allow beneficiaries to benefit from MTM services where
there is the added potential to reduce costly hospital readmissions due to medication misuse or
non-adherence.
We urge CMMI to continue to explore strategies that enhance the MTM service offering for
enrollees to take full advantage of the program benefits, and we recommend the continued
monitoring and review of how the CMR to LTC residents is being offered and conducted. We also
encourage CMMI to consider an innovative payment structure for MTM services that incentivizes
quality improvement.
Further, NCPA urges CMMI to consider MTM as not just a benefit limited to the Medicare
population. NCPA believes CMMI could test approaches for state-based and local innovation by
offering MTM to Medicaid beneficiaries. For example, Medicaid-focused MTM models could be
especially helpful for Medicaid beneficiaries with chronic diseases such as cystic fibrosis. Cystic
fibrosis is a pulmonary disorder that is very costly and can lead to other complications, such as
diabetes and infections. NCPA urges CMMI to consider efforts at the state level like MTM that
present an opportunity to improve patient care while providing greater efficiencies within the
healthcare system.
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Medication Synchronization and Appointment-Based Models
In supporting potential CMMI Prescription Drug Models, NCPA encourages CMMI to consider models
for medication synchronization to engage beneficiaries as consumers of their care. Additionally, NCPA
believes medication synchronization could also be a potential Program Integrity model as medication
synchronization limits waste due to increased medication adherence.
For many chronic illnesses, medications are the most cost-effective course of treatment, and yet
patients routinely miss doses, fail to fill or refill a prescription, take a dose contrary to what is
prescribed, or stop taking a medication without consulting a health care professional. These actions
constitute medication non-adherence, the economic costs of which are estimated to be nearly $300
billion a year. In addition, studies have found that higher rates of medication adherence result in
significantly fewer hospitalizations and lower health care costs, and that these savings are greater
in the Medicare population.
NCPA supports programs to promote medication synchronization, the process of a pharmacy coordinating
all a patient’s chronic prescription medications to be filled on the same date each month. Medication
synchronization is increasingly being recognized as a tool to improve adherence. NCPA and its members
have seen positive outcomes thus far from these services. According to the 2017 NCPA Digest, 92 percent
of full-line community pharmacies are offering adherence programs today, and more importantly, between
2.5 and 3 million patients are benefitting from this enhanced service.
Given our experience with such programs, we would like to offer additional recommendations for
how future programs could be structured, additional research questions, and policy discussions for
consideration.
We believe the feasibility of expanding medication synchronization programs within Medicare is
relatively high, with the application of daily cost-sharing requirements already implemented in Part
D. There is also the electronic messaging infrastructure in place for pharmacies to communicate to
plan sponsors their reasoning for ‘short fills’ which may become necessary to align a patient’s
medications to come due on a certain date. There is growing evidence that medication
synchronization combined with communication between the pharmacist and patient improves
adherence. For example, patients who opt in to medication synchronization programs offered
through their community pharmacy average more than 100 additional days on therapy per year and
are 30 percent more likely to take their medication as prescribed (or to be "adherent") than patients
not enrolled in a synchronization program. This is because relationships with the pharmacy staff is
the number one predictor of medication adherence. Further, medication synchronization patients
were 2.5 times more likely to be adherent to their medications compared to their peers and are 21
percent less likely to discontinue medication use.
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An important distinction needs to be made between appointment-based, refill coordination
programs and automated refills (or auto-fills). Refill coordination programs include high-touch,
personalized patient consultations each month, whereby a personal outbound call is made from the
pharmacy to the patient to review all their medications as well as document any notable changes
that have occurred in the past month. This medication reconciliation process is a cornerstone of the
model and allows the community pharmacist to identify any recent hospitalizations, especially
those that may have resulted in changes in therapy (such as new medications, discontinuations, or
dosage adjustments) during care transitions. To achieve this, the pharmacist initially performs a
comprehensive review of the patient’s medication regimen to determine the appropriateness of
each therapy and the patient receives a personal call each month to review their medications prior
to filling them to ensure no changes have been made and to confirm the patient is still taking the
medication. This level of service does not exist with automated refills. Automated refills only
ensure timely filling of medications. They may have no effect on adherence.
Medication synchronization should be focused on coordination and management of chronic care
and improved patient outcomes (e.g. blood pressure, hemoglobin A1C, lipid panels, weight at
goal). The data sources cannot and should not be based solely on claims data, as prescription refills
may not be the most accurate indicator of true patient adherence.
If study endpoints such as proportion of days covered (“PDC”) or medication possession ratio
(“MPR”) are used to measure success, plan sponsors will revert to methods used today to boost
their quality measures for adherence such as auto-fill and large quantity fills of 90-day supplies
that could be used to inaccurately reflect positive “adherence” and thus medication
synchronization success. The core of the coordinated refill program is not in the process of
aligning the medications, but the opportunity for a monthly and thorough review of a patient’s
medication regimen.
Coordinated refill programs are an example of a scalable, innovative model of care delivery that
can achieve more coordinated, patient-centered care. They provide high-touch monitoring of
medication regimens and empower the patient to be an engaged participant in their care.
Ultimately what NCPA would like to accomplish through this proposed study on medication
synchronization is a realization of the true benefits of working closely with a pharmacist to manage
a patient’s medication profile to optimize health outcomes and improve chronic care. Given the
time involved in the monthly review and comprehensive counseling, NCPA would like to see this
become a recognized benefit under the Medicare Part D program with coverage for the service
which could be billed monthly, not just the application of a daily cost-sharing rate for
beneficiaries. NCPA believes that prevention is the best medicine, and whether it’s catching a
medication error before it leads to a hospitalization or effective chronic disease management,
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adherence services and the corollary counseling present opportunities to improve patient care
while providing greater efficiencies within the healthcare system.
Expanding the Independence at Home Model of Care
NCPA supports the concept of ‘aging in place,’ so Medicare beneficiaries can continue to carry out their
daily activities and feel more comfortable staying in their own home and communities if they can remain
independent. Thus, we are in favor of expanding the current Independence at Home demonstration, and
believe that initial results are encouraging. As the program continues to evolve and expand, we would
strongly urge the inclusion of a community pharmacist as part of this care team. Nearly 80 percent of
independent pharmacies provide delivery services, which can include a visit by a pharmacist to perform a
medication review in the patient’s home. In addition, many pharmacies provide specialized medication
adherence packaging and medication reconciliation services during transitions of care between settings,
which can reduce medication errors and prevent patients from being readmitted to the hospital or other
acute care settings. The home visits from a pharmacist a few days after discharge from the hospital can
provide the critical counseling and education the patient needs to recover in the comfort of their home,
versus being readmitted due to an adverse event or medication error. Expanding the independence at home
project to include pharmacists could produce further savings in overall medical expenditures that have
been realized up to now.
In addition to involving community pharmacists in transitions of care for Medicare beneficiaries,
allowing the recognition of pharmacists involved in beneficiaries living at home instead of going
to an institutional setting, such as a skilled nursing facility, assisted living facility or other change
of residence, can assist in decreasing costs and providing better outcomes. Providing special
packaging to aid in medication adherence, coordination with prescribers, medication management
with the beneficiary and/or care giver are examples of how pharmacists can impact these
beneficiaries in a positive manner.
Medicare Diabetes Prevention Program Expanded (“MDPP”) and Other Diabetes
Prevention/Management Models
NCPA appreciates CMMI’s work on the expanded model test that will allow seniors at risk for
diabetes to participate in an evidence-based diabetes prevention program. NCPA believes
pharmacists play an instrumental role in the prevention and management of diabetes for impacted
patients.
NCPA is pleased diabetes prevention is now a covered service for seniors in the Medicare program and
believes there are many services pharmacists can provide to best achieve diabetes prevention. To this end,
we believe CMMI could implement programs to study the benefits of many of these services. For
example, CMMI could test new approaches for outreach for diabetes screening in the community
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pharmacy space. As previously mentioned, community pharmacists practice in rural communities and are
some of the most accessible healthcare providers in these communities. NCPA believes more diabetes
screenings can drive uptake of the new Medicare diabetes prevention program benefit by seniors with
prediabetes under the expanded MDPP.
Further, NCPA currently promotes ongoing self-management programs with diabetes patients, including
diabetes self-management training (“DSMT”) within the pharmacy setting. NCPA believes diabetes
knowledge and self-care techniques is critically important to the well-being of diabetes patients. NCPA
encourages CMMI to consider programs that would encourage more utilization to DSMT programs at
community pharmacies. For example, community pharmacies have been receiving support from the CDC
to obtain facility accreditation to provide DSMT, but their efforts to provide these services are hampered
by payers and insurers who are limiting their provider panels. Plan sponsors may claim that they offer
such training, yet significantly limit the eligible providers in their network and are often excluding
community pharmacies as participating providers. As an example, a community pharmacy is rural
Tennessee was unable to service a beneficiary needing DSMT because they were enrolled in a restrictive
managed care plan with a limited network. That patient had to travel 100 miles round-trip to Nashville's
Vanderbilt Hospital to get the training that she needed. Greatly limiting provider networks for this
population will only cause greater harm to the beneficiaries who could most benefit from such services.
These hurdles ultimately prevent DSMT programs from realizing their full potential.
Mental Health First Aid Training
NCPA supports CMMI’s focus on Mental and Behavioral Health Models and is committed to
finding ways pharmacists can contribute to enhanced care integration through these models. One
pilot model NCPA strongly supports is pharmacist training in Mental Health First Aid. Mental
Health First Aid is an eight-hour live education program that teaches attendees how to identify,
understand, and respond to signs of mental illness and substance use disorders. As pharmacy team
members are often on the front line of patient care, they interact with patients who face these
disorders on a regular basis, but may be underprepared to effectively care for them. The Mental
Health First Aid education program utilizes case examples and role play to emphasize how the
training can be used in real life. Developing a new model for mental and behavioral health care
that includes Mental Health First Aid training and utilization of pharmacists can enhance care
integration and improve beneficiary care in these areas.
III.

Conclusion

NCPA greatly appreciates the opportunity to share with you our comments and suggestions. If you
have any questions, please contact Kala Shankle, Director of Policy and Regulatory Affairs.
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Sincerely,

Ronna Hauser, Vice President, Pharmacy Affairs
National Community Pharmacists Association

November 20, 2017
Amy Bassano, Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
7500 Security Boulevard, Baltimore, MD 21244
Re: Request for Information, Center for Medicare and Medicaid Innovation New Direction
Dear Ms. Bassano:
On behalf of the National Council for Behavioral Health, thank you for the opportunity to submit
comments recommending future directions and considerations for the Center for Medicare and
Medicaid Innovation (CMMI).
The National Council for Behavioral Health is the unifying voice of America’s health care organizations
that deliver mental health and addictions treatment and services. Together with our 2,900 member
organizations serving over 10 million adults, children and families living with mental illnesses and
addictions, the National Council is committed to all Americans having access to comprehensive, highquality care that affords every opportunity for recovery.
The patients our members serve are among the most complex and vulnerable in the nation, yet existing
payment models have not kept pace with recent treatment innovations and best practices in care
delivery. Our comments offer suggestions for the key CMMI focus area of Mental and Behavioral Health
Models. We applaud CMMI for its interest in developing and deploying an alternative payment model
for services delivered to persons living with behavioral health conditions, and encourage CMMI to:
1. Expand and refine the payment model currently in use under the Certified Community
Behavioral Health Clinics (CCBHCs) demonstration; and
2. Develop and implement a demonstration to improve physical health outcomes for people with
serious mental illness.
1. CERTIFIED COMMUNITY BEHAVIORAL HEALTH CLINICS
A. Background
In 2014, Congress approved a demonstration program to improve community behavioral health services
and expand Americans’ access to care via a new Medicaid provider type known as Certified Community
Behavioral Health Clinics (CCBHCs). Alternately referred to as the Excellence in Mental Health Act or the
Section 223 demonstration (for its location in the enacting legislation, the Protecting Access to Medicare
1

Act), this initiative seeks to transform service delivery in the behavioral health safety net by
implementing a bundled payment model designed to support the cost of CCBHCs’ expanded staffing and
service array while incentivizing high-quality, high-value care.
The Centers for Medicare and Medicaid Services (CMS), Substance Abuse and Mental Health Services
Administration (SAMHSA), and Assistant Secretary for Planning and Evaluation (ASPE) developed the
demonstration design, bundled payment methodology, and evaluation plan. Nineteen states applied to
participate in the demonstration in October 2016. Eight states were selected in December of that year,
and between April-July 2017, 67 CCBHCs began operations in the demonstration states.
B. Recommendation
The CCBHC demonstration is a comprehensive model that is already developed, ready for expansion and
whose results have the potential to dramatically improve the lives of persons with behavioral disorders
while also increasing quality of care. A number of the elements in this demonstration align with the
themes CMMI seeks to promote in its new direction, making this program a perfect candidate for
expansion by CMMI.
C. Alignment with Goals for High-Value Behavioral Health Care
National Council staff appreciated the opportunity to participate in the Behavioral Health Summit held
earlier this fall, where a number of ideas and goals were articulated regarding the need to: improve
dissemination and availability of evidence-based services; fully integrate care for mental health and
substance use disorders; improve flexibility of care delivery, including through care coordination;
address transitions between care settings; leverage technology in the behavioral health space; increase
access to services so as to fill the gap in unmet need; support and incentivize measurement-based, datadriven care; and implement payment models that incentivize high-value care.
The CCBHC demonstration is built to address each of these issues, and early indications from
participating states show it is already well on the way to meeting these goals.
1. One of the fundamental objectives of the demonstration is to improve the breadth, depth and
quality of evidence-based services available in communities. CCBHCs must meet federallymandated criteria regarding a comprehensive scope of outpatient addiction and mental health
services, timely access to care, and care coordination. CCBHCs are also required to serve
everyone who presents for services, regardless of their ability to pay for care.
2. CCBHCs must provide a full range of integrated outpatient mental health and substance use
services, including medication-assisted treatment (MAT). To date, CCBHCs have already begun
to see major expansions of their ability to provide integrated behavioral health care.1 Eighty-five
percent of CCBHCs have invested in addiction staff expansions, hiring over 212 new clinicians
1
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with an addiction specialty or focus. More than eighty percent have either initiated or expanded
their MAT programs, while 60 percent have begun training staff or community partners in
naloxone administration. Asked to describe how CCBHC status has affected their ability to offer
integrated behavioral health care, executive leaders said:
• “Our CCBHC model has allowed us to provide integrated services to existing clients that
were only receiving mental health services previously.”
• “Prior to CCBHC we had no recovery services whatsoever. Due to our CCBHC work, we
have opened addiction services and trained all mental health and chemical dependency
providers in dual-diagnosis care, integrated treatment planning, substance use
screening, and ASAM criteria.”
• “We were able to send a medical director to become MAT certified, and can now offer
medications for opioid treatment. We have a new substance use specialist whose goal is
to provide consistent and frequent case management with therapy. We have also seen
an improvement to adherence in treatment.”
• “We offer a wider range of treatment, options, hired more, better qualified staff to
provide addictions services, and created new protocols to rapidly respond to need.”
3. CCBHCs and their states must improve the transitions in care between hospitals and clinics by
establishing formal partnerships with hospitals, tracking hospitalization and readmission
metrics, and measuring and improving patient engagement in care. Nearly three-quarters of
CCBHCs have launched new partnerships with local hospitals since beginning their participation
in the demonstration; several report that they have been able to use their CCBHC status to hire
liaisons to facilitate care transitions/coordination; others are using a variety of strategies to
improve patient outreach and engagement.2
4. CCBHCs are required to increase overall access to services by offering evening and weekend
hours, 24/7 crisis services, and serving everyone regardless of ability to pay. Nearly 90 percent
of CCBHCs report that they have already seen increased patient caseloads during the first six to
eight months of the demonstration, representing up to a 25 percent increase in patients for
most CCBHCs. Three-quarters of CCBHCs report an expanded capacity to provide crisis care,
while nearly 60 percent have implemented same-day or next-day access protocols that facilitate
entry into services.3 The bundled payment model in use for the CCBHC demonstration addresses
the historical and pervasive under-payment issues rampant in the behavioral health sector,
which has historically limited Americans’ access to behavioral health services.
5. CCBHCs receive a bundled payment that is calculated either daily or monthly. The bundled
payment, like managed care payments, is calculated to be adequate to cover the anticipated
cost of services. CCBHCs do not receive additional payments in the event that patients require a
2
3
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higher volume or intensity of services than accounted for in the bundled payment amount,
meaning the CCBHC is “at risk” for any additional services needed and must manage that risk.
Participating states are also able to provide quality bonus payments to incentivize high
performance on federal- and state-mandated quality measures, aligning this demonstration with
most current alternative payment methodologies (APM).
6. Because of the underlying bundled payment APM, CCBHCs are able to provide flexible care that
was rare or impossible under prior payment models, including a broad range of care
coordination services. In fact, CCBHCs are mandated to have care coordination relationships not
only with other health care partners such as federally-qualified health centers, emergency
departments, and residential substance use centers, but also with community partners who
regularly come into contact with people with behavioral health needs, such as adult and juvenile
justice systems, schools, child welfare systems, and others.
7. The bundled payment APM in use for the CCBHC demonstration also allows CCBHCs to
incorporate new technologies such as telemedicine and online treatment supports. Fully 72
percent of CCBHCs report that via their participation in the demonstration, they have been able
to adopt one or more of these new technologies, including just over a quarter (27 percent) that
have implemented remote monitoring technologies.4
8. CCBHCs are expected to engage in measurement-based care, with clear expectations related to
the 21 clinic- and state-reported quality measures. These measures include a number of
standardized tools for behavioral health care, such as the PHQ-9 depression screening or
medication adherence monitoring, as well as requirements for tracking and measuring patients’
tobacco use, body mass index (BMI), risk indicators for diabetes and heart disease, and more.
The required performance measures make CCBHCs accountable for the quality of care they
deliver.
D. Alignment with CMMI Guiding Principles
The CCBHC demonstration is fundamentally aligned with the guiding principles articulated by CMMI in
its Request for Information, including:
•

Provider choice and incentives: Participation in the CCBHC demonstration was voluntary; in fact,
only an estimated 10 percent of all potentially eligible clinics chose to be certified and met the
requirements to become CCBHCs in the nineteen applicant states.5 As part of the program
evaluation, each applicant state chose a control group, which will be compared against CCBHCs’
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performance in the final evaluation being overseen by ASPE. Providers participating in the
program report that the bundled payment has enabled substantial new flexibility in how they
serve their patients by removing payment and administrative hurdles that frequently prevented
them from providing critical services under prior payment models.
•

Patient-centered care: Patient-centered care is a foundational element of the federal CCBHC
criteria and is embedded throughout their required scope of services, timeliness of access to
care, staffing models, and more. CCBHCs must report on patient satisfaction as one of their key
quality indicators.

•

Benefit design and price transparency: CCBHCs and their states are required to collect data on
21 quality indicators, and the ASPE evaluation will assess the extent to which participants
improved beneficiary outcomes while reducing costs. Anecdotally, CCBHCs report that they are
implementing extensive new data monitoring and rapid-cycle change protocols paired with
population health management strategies that help them focus interventions on the highest-risk
or highest-need individuals. Via annual cost reports, CCBHCs report on the total cost of care
provided, enabling an evaluation of the overall value of their services.

•

Small-scale design with ability to efficiently expand should the model prove effective: As noted
previously, 67 CCBHCs are currently participating in this demonstration across eight states;
should CMMI decide to expand the demonstration, eleven additional states representing an
additional 67 CCBHCs are poised and ready to participate with very little start-up effort, having
already planned their participation, certified their CCBHCs, and established their payment rates.

E. Suggested Program Modifications under the Auspices of CMMI
The CCBHC demonstration would likely need several modifications if adopted as a model under CMMI.
Among these:
•

Longer timeframe: The current Congressionally approved demonstration period is only two
years. This is not long enough for the CCBHCs to fully operationalize the extensive service and
care coordination requirements and have enough time for patient change to demonstrate
effectiveness and cost savings.

•

Need tighter design: While the federal government developed overall criteria, states were
allowed flexibility with some elements of the demonstration design. For CMMI purposes, it may
be necessary to standardize several elements of the model, including range of evidence-based
practices, inclusion of technology in the bundled payment, and use of quality bonus payments.

We anticipate that these modifications would be relatively easy for CMMI to address and encourage the
center to move forward with an expansion of the CCBHC demonstration.
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2. PROPOSED DEMONSTRATION TO IMPROVE PHYSICAL HEALTH OUTCOMES FOR PEOPLE WITH
SERIOUS MENTAL ILLNESS
A. Background
Despite recognition that people with serious mental illness (SMI) have disproportionately poor health
outcomes when compared to the general population, this population still suffers from a lack of attention
to their co-morbid physical health conditions. Community mental health centers (CMHCs) have
struggled to sustain federal and state level initiatives that support primary care after initial grant funding
expires.
Sustainability challenges are not just related to adaptation and implementation, but also to the models
that have been promoted for dissemination. For example, many CMHCs have attempted to bring
primary care providers into behavioral health settings by emphasizing “one-stop shopping.” However,
very few individuals with SMI choose to receive primary care in CMHCs. Primary care within CMHCs is
also difficult to sustain due to state regulations and payer administrative hurdles.
B. Recommendation
The National Council proposes that CMMI should build on the success of proven health promotion
projects like InShape (Bartels, et al.),6 and primary care linkage projects using specially trained nurse
care managers (Druss, et al.).7 CMMI should launch a demonstration program to test a capitated
payment nurse care manager model, which includes evidence-based health promotion approaches to
address diabetes, hypertension, obesity and smoking among patients with SMI. Results could inform
ways in which primary care can be effectively integrated with behavioral health services in a costeffective and sustainable manner, while improving population health, enhancing patient experience,
and expanding providers’ readiness for value-based payment arrangements.
C. Proposed Demonstration Rationale and Description
Studies have found that on average, people with SMI in public insurance programs die 25 years earlier
than the general population,8 largely due to treatable preventable conditions such as cardiovascular
disease,9 and a lack of primary and preventive care.10 People with SMI also use emergency services at a
6

Bartels, S.J., et al. Clinically significant improved fitness and weight loss among overweight persons with serious
mental illness. Psychiatric Services. 2013 Aug;64(8):729-736
7
Druss, B.G., Marcus, S.C., Olfson, M., Tanielian, T., and Pincus, H.A. Trends in care by nonphysician clinicians in the
United States. N Engl J Med. 2003 Jun; 348:130-137
8

Druss, B.G., Zhao L,, Von Esenwein S,, Morrato E.H., Marcus S.C. Understanding excess mortality in persons with mental
illness: 17-year follow up of a nationally representative US survey. Med Care. 2011 Jun;49(6):599-604
9 McIntyre, RS. Overview of managing medical comorbidities in patients with severe mental illness. J Clin Psychiatry. 2009
Jun;70(6):e17.
10 Swati Rao, MD, Lori Raney, MD, Glen L. Xiong, MD. Reducing medical comorbidity and mortality in severe mental illness.
Current Psychiatry. 2015 July;14(7):14-20
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disproportionate rate, which contributes to high health care costs. A study of Medicaid patients with
comorbid diabetes and schizophrenia found that this population had an average of 7.5 emergency
department (ED) visits per year, compared to 1.9 ED visits per year among Medicaid patients without
either condition.11
To date, integration efforts have been hampered by the lack of a single clinically sound and financially
sustainable model; efforts to place primary care providers in CMHCs have had mixed long-term success.
Under this demonstration, CMMI could expand and further test one established integration model
previously funded and tested by CMMI—the Care of Mental, Physical and Substance Use Syndromes
(COMPASS) model. It would expand the previously tested model from its focus on patients with
depression and co-occurring cardiovascular disease and/or diabetes to include people with bipolar
disorders and/or schizophrenia.
Previously tested under CMMI, this “whole health” model demonstrated that CMHCs can improve
health outcomes for people with SMI through non-primary care providers, including registered nurses
and health promotion staff. These clinician types are already embedded in most CMHCs and are more
easily sustained through value-based payment arrangements such as capitated payment models. The
model would also include enhanced referrals and data sharing between CMHCs and primary care
providers to ensure that clients with depression, bipolar disorder, and schizophrenia receive appropriate
care for comorbid diabetes and hypertension.
Project Scale: This three-year demonstration project would target a minimum of twenty (20) CMHCs
serving 5,000 clients, including those with diagnoses of schizophrenia, bipolar disorder, alcohol or
substance use disorder, and major depression, with at least one or more abnormal health indicators
(BMI >30; LDL > 130; SBP > 140 or DBP >90; HbA1c >8).
Expected Outcomes: The results of the previously-funded trial showed that among patients with
uncontrolled disease at the start of the project, 40% achieved depression response or remission, 23%
achieved glucose control and 58% achieved blood pressure control over the 11-month treatment
period.12 Similarly, the newly proposed demonstration is expected to:
• Improve LDL, hypertension and Hemoglobin A1c measures
• Decrease client body mass index (BMI)
• Reduce cardiovascular risk factors (e.g. Framingham Risk scores)
• Decrease per capita costs by reducing unnecessary tests and preventing high-cost ED visits
• Improve the client experience of care through provision of on-site care and coordination with
primary care
11

Shim, R.S., Druss, B.G., Zhang, S., Kim, G., Oderinde, A., Shoyinka, S., Rust, G. Emergency department utilization among
Medicaid beneficiaries with schizophrenia and diabetes: The consequences of increasing medical complexity. Schizophrenia
Research. 2014 Feb;152(2-3):490-497
12 Aims Center. COMPASS (Care of mental, physical and substance use syndromes). Accessed November 18, 2017 at
https://aims.uw.edu/compass-care-mental-physical-and-substance-use-syndromes
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Method of payment: The previous CMMI-funded COMPASS trial demonstrated the efficacy of the clinical
model; this new proposed trial should test whether a value-based payment model can effectively
support the intervention. CMMI should work with participating sites to establish a capitated payment
for all patients enrolled in the trial at each site. The capitated rate should be clinic-specific and should
include all costs associated with care coordination, outreach and follow-up activities by the nurse care
manager, as well as the enhanced referral partnerships and data-sharing required for successful
adherence to the COMPASS model. By using a capitated rate, the clinics will be at-risk for any expenses
associated with inefficient or ineffective care delivery.
D. Alignment with CMMI Guiding Principles
This proposed demonstration aligns with several of the guiding principles for CMMI’s new direction,
among them:
•

Provider choice and incentives: Participation in this demonstration would be strictly voluntary
and open to a minimum of 20 CMHCs serving at least 5,000 patients. CMMI could identify a
control group to compare the efficacy and value of the capitated payment model.

•

Transparent model design and evaluation: The previously-funded CMMI trial of the COMPASS
intervention involved a partnership between the AIMS Center, the Institute for Clinical Systems
Improvement (ICSI), and CMMI; the results have been published in a peer-reviewed journal13
and the partners have made available numerous resources to aid other organizations seeking to
implement a COMPASS model of care.14 These resources and previously published results are
the product of an effective private-public collaboration and offer a transparent foundation on
which to build the new demonstration. CMMI should seek public comment on any modifications
or adaptations to the model that should be implemented in the design of the new
demonstration.

•

Small-scale design with ability to efficiently expand should the model prove effective: As noted
above, participation in the demonstration would be limited to a specified number of community
mental health centers (the National Council recommends a minimum of 20). The demonstration
would build on the successful clinical intervention previously tested by CMMI and would be
carried out by non-primary care providers such as nurse care managers that are already
embedded within most CMHCs. Given these pre-existing staffing models—plus the wealth of
resources on how to replicate implementation of the COMPASS model, this project would be

13

Rossom RC et al. Impact of a national collaborative care initiative for patients with depression and diabetes or cardiovascular
disease. Gen Hosp Psychiatry. 2017 Jan - Feb; 44:77-85.
14 Aims Center. COMPASS (Care of mental, physical and substance use syndromes). Accessed November 18, 2017 at
https://aims.uw.edu/compass-care-mental-physical-and-substance-use-syndromes

8

easily scalable should the capitated payment rate prove successful in supporting positive
outcomes and value under the demonstration.
The National Council appreciates the opportunity to provide comments in response to this Request for
Information and looks forward to working with CMMI to continue to advance payment models that
support Americans’ access to timely, high-quality and high-value care. We welcome any questions or
further discussion about the recommendations described here. Please contact Chuck Ingoglia. Thank
you for your time and consideration.
Sincerely,

Linda Rosenberg, MSW
President & CEO
National Council for Behavioral Health

9

SUBMITTED ELECTRONICALLY to: CMMI_NewDirection@cms.hhs.gov

November 20, 2017
Amy Bassano, Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Response to Request for Information
Dear Acting Director Bassano:
The National Council of Asian Pacific Islander Physicians (NCAPIP) respectfully submits
this response to the Center for Medicare and Medicaid Innovation (CMMI) Request for
Information (RFI). NCAPIP is a national health policy organization that represents
physicians committed to the advancement of the health and well-being of Asian
American, Native Hawaiian, and Pacific Islander communities. NCAPIP’s board
members and physician networks include recognized leaders of national, state, and local
physician organizations, medical groups, and independent practice associations.
NCAPIP’s board members and physician networks include both primary care physicians
(general internists, family physicians, and pediatricians) as well as specialty physicians.
NCAPIP’s board members and physician networks practice in a variety of settings,
including solo and small group physician practices, multi-specialty medical groups,
community health centers, local health departments, private and public hospitals,
integrated health delivery systems, and academic health centers.
NCAPIP responds to the following questions asked in the RFI:
1. Do you have any comments on the guiding principles or focus areas?
Add an Explicit Focus on Reducing Health Disparities and Advancing Health
Equity
Earlier this year, in its annual report on national healthcare quality and disparities, the
Agency for Healthcare Research and Quality (AHRQ) noted how disparities in access to
health care persist:
To obtain high-quality care, Americans must first gain entry into the health care
system. Measures of access to care…include having health insurance, having a
usual source of care, encountering difficulties when seeking care, and receiving
care as soon as wanted. Historically, Americans have experienced variable
access to care based on race, ethnicity, socioeconomic status, age, sex,
disability status, sexual orientation, gender identity, and residential location.
Specifically, AHRQ found that Hispanics experienced worse access to care compared
with Whites for 75% of access measures, Blacks experienced worse access to care
compared with Whites for 50% of access measures, and Asians experienced worse
1

access to care compared with Whites for 28% of access measures. The AHRQ report
did find that:
There were significant gains in having health insurance. Several subgroups did
better than reference groups in 2014 on health insurance coverage measures for
people under 65. Most of the recent increases in insurance coverage for people
under 65 were due to Medicaid and Marketplace coverage…
AHRQ also noted the persistence of disparities in the quality of healthcare:
Overall, some disparities were getting smaller from 2000 through 2014-2015, but
disparities persist, especially for poor and uninsured populations in all priority areas:
▪ While 20% of measures show disparities getting smaller for Blacks and
Hispanics, most disparities have not changed significantly for any racial and
ethnic groups.
▪ More than half of measures show that poor and low-income households have
worse care than high-income households; for middle-income households, more
than 40% of measures show worse care than high-income households.
▪ Nearly two-thirds of measures show that uninsured people had worse care than
privately insured people.1
Given the persistence of these disparities, NCAPIP
strongly recommends that the CMMI

identify and include explicit strategies to reduce these disparities and to advance health
equity. NCAPIP supports a broad definition of disparities populations that includes racial
and ethnic minorities, sexual and gender minorities, persons with disabilities, and
persons living in rural areas. Such a broad definition is consistent with the HHS Action
Plan to Eliminate Racial and Ethnic Health Disparities2 and the Centers for Medicare and
Medicaid Services (CMS) Equity Plan. 3 As our understanding of disparities and health
equity issues continues to deepen, NCAPIP also recommends that the definition of
disparities populations additionally include persons with limited English proficiency,
persons with primary languages in addition to English, persons with lower levels of
health literacy, persons living in Health Professional Shortage Areas, persons living in
Medically Underserved Areas, and persons with other relevant social and behavioral
characteristics identified by the National Academies of Sciences, Engineering, and
Medicine.4
1

U.S. Department of Health and Human Services Agency for Healthcare Research and Quality,
2016 National Healthcare Quality and Disparities Report (2017), accessed at:
https://www.ahrq.gov/research/findings/nhqrdr/nhqdr16/index.html
2
U.S. Department of Health and Human Services, Action Plan to Eliminate Racial and Ethnic
Health Disparities (2011), accessed at:
https://minorityhealth.hhs.gov/omh/browse.aspx?lvl=2&lvlid=10
3
U.S. Department of Health and Human Services Centers for Medicare and Medicaid Services,
Equity Plan for Improving Quality in Medicare (2015), accessed at:
https://www.cms.gov/About-CMS/Agency-Information/OMH/OMH_Dwnld-CMS_EquityPlanforMed
icare_090615.pdf
4
National Academies of Sciences, Engineering, and Medicine, Capturing Social and Behavioral
Domains in Electronic Health Records (2014), accessed at:
http://www.nationalacademies.org/hmd/Activities/PublicHealth/SocialDeterminantsEHR.aspx
2

Include the National Standards for Culturally and Linguistically Appropriate
Services as a Requirement for All CMMI Grantees and Contractors
NCAPIP recently completed a project with PSA, funded by the U.S. Department of
Health and Human Services Office of Minority Health (OMH), to examine how the
National Standards for Culturally and Linguistically Appropriate Services (CLAS) in
Health and Health Care5 have been implemented, and to identify strategies and develop
resources to support adoption by physicians and other health care providers. Our project
developed a toolkit for solo and small group practice physicians and other health care
providers to integrate the National CLAS Standards into quality improvement and
practice transformation activities. The project also identified strategies that HHS and
other health care stakeholders could implement to continue to integrate the National
CLAS standards into quality improvement and practice transformation standards,
measures, health professions education, training and certification, and other activities.
One of our recommendations was to “include CLAS Standards in the development and
renewal of initiatives at the Center for Medicare and Medicaid Innovation, i.e., require
applicants for future accountable care or bundled payment initiatives to demonstrate
implementation of CLAS Standards”. Based on this recently completed work, as well as
our long-standing support for culturally and linguistically appropriate services, NCAPIP
strongly recommends explicit references to, and incorporation of, the National CLAS
standards in all CMMI initiatives. Integration of the CLAS standards into CMMI initiatives
also would be consistent with HHS Action Plan to Eliminate Racial and Ethnic Health
Disparities and the CMS Equity Plan.
2, What model designs should the Innovation Center consider that are consistent with
the guiding principles?
Develop More All-Payer Models
One of the structural advantages to the scope of CMMI’s work is its ability to work within,
and across, Medicare and Medicaid, and with other payers. One of the reasons for the
continued fragmentation and lack of consistent quality in health care delivery are the
differing quality standards and payment incentives based on the type of payers.
Physicians, hospitals, and other health care providers are only further confused when
these standards and incentives are not aligned and not consistent. For example, while
there have been increasing calls for a reduction in the number and a consensus to be
developed on the most commonly used or core quality measures, there will continue to
be inconsistency and lack of alignment as long as each of these processes are
conducted separately based on type of payer. While CMS has made some progress in
improving the coordination of care of Medicare-Medicaid dual eligible beneficiaries, there
are still widely differing quality measures and payment incentives across the traditional
fee-for-service Medicare program, Medicare Advantage, and the variations in Medicaid
programs in each state and territory.

U.S. Department of Health and Human Services Office of Minority Health, Enhanced National
Standards for Culturally and Linguistically Appropriate Services (2013), accessed at:
https://www.thinkculturalhealth.hhs.gov/Content/clas.asp
5

3

There have been very few multi-payer or all-payer models developed by CMMI. Other
payers include important federal payers such as the Health Resources and Services
Administration that support Federally Qualified Health Centers, the Veterans
Administration that support the VA health system, and the Department of Defense’s
health systems. CMS also has regulatory authority over health insurance marketplaces
established by the ACA and can incentive health plans participating in those
marketplaces to support innovation. While NCAPIP is encouraged by the RFI’s call for
additional innovation models for the Medicaid and CHIP beneficiary populations, the
“default” assumption for future innovation models should be that they be applicable to all
payers, including Medicare and Medicaid, and other federal payers. Specific incentives
or requirements to engage and include private and commercial payers should also be an
operating principle for future innovation models.
Develop Innovation Models that Specifically Support Solo and Small Group
Practice Physicians
For the past several years, NCAPIP has highlighted the unique contributions and
practice improvement needs of solo and small group practice physicians. Data from the
2014 National Ambulatory Medical Care Survey reports that nearly three-quarters (72%)
of all ambulatory care visits are made to practices with five or fewer physicians (34% to
6
solo practitioners, 38% to practices with two to five physicians). A national study of
family physicians conducted in 2013 found that 51% of family physicians practice in
groups of five or fewer physicians (15% in solo practices, 36% in groups of two to five
7
physicians). Solo and small group practice physicians are essential health care
providers, especially in racial and ethnic communities,8 and need more intensive and
more sustained technical assistance to successfully implement quality improvement and
practice transformation activities, including participation in CMMI innovation models.9

6

Rui P, Hing E, Okeyode T. National Ambulatory Medical Care Survey: 2014 State and National
Summary Tables, accessed at: http://www.cdc.gov/nchs/ahcd/ahcd_products.htm
7
Liaw WR, Jetty A, Petterson SM, Peterson LE, Bazemore AW. Solo and small practices: a vital,

diverse part of primary care. Ann
Fam Med. (2016);14(1):8-15
8
National Council of Asian and Pacific Islander Physicians, Asian American Physicians in Solo
and Small Group Primary Care Practices: Essential Health Care Providers for Our Communities
(2012), accessed at:
http://s3.amazonaws.com/NCAPIPportalDocfiles/NCAPIP_Report_Asian_Primary_Care_Practice
s.pdf; National Council of Asian and Pacific Islander Physicians, Accessible and Affordable
Health Care for Asian Americans: Post-Marketplace Challenges and Recommendations from
Physicians (2016), accessed at:
http://www.ncapip.org/resources/REGIONAL-MTGS-REPORT-APRIL-2016.pdf
9
National Committee for Quality Assurance, Supporting Small Practices: Lessons for Health
Reform (2009), accessed at:
https://www2.massgeneral.org/disparitiessolutions/z_files/NCQA_Small_Practices_Report.pdf;
Weinick RM, Byron SC, Han ES. French JB, Scholle SH. Reducing disparities and improving
quality: Understanding the needs of small primary care practices. Ethn Dis. (2010);20(1):58–63;
Takach M, Gauthier A, Sims-Kastelein K, Kaye N. Strengthening Primary and Chronic Care:
State Innovations to Transform and Link Small Practices, National Academy for State Health
Policy (2010), accessed at:
http://www.nashp.org/sites/default/files/state.innovations.to_.transform.link_.small_.practices_0.p
df
4

NCAPIP recommends that the CMMI highlight the vital importance of these essential
community providers and support additional technical assistance that prioritizes,
supports, and incentivizes the participation of small practices, practices in rural areas,
practices in Health Professional Shortage Areas, and practices in Medically Underserved
Areas in CMMI innovation models. NCAPIP supports the continued provision of such
technical assistance through existing programs and networks such as CMS’
Transforming Clinical Practice Initiative, Quality Payment Program Technical Assistance
for Small, Underserved, and Rural Practices, quality improvement organizations,
regional extension centers, and regional health collaboratives. NCAPIP also
recommends that the CMMI include strategies to contract with and directly fund
independent practice associations and medical groups, local medical associations, and
racial and ethnic medical associations to provide such technical assistance and
otherwise support participation in innovation models.10
3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identity potential challenges or risks associated with any of these suggested
models.
Improve the Availability of Provider Performance Reports
NCAPIP strongly urges CMS to provide more timely mid-year and end-of-year Quality
and Resource Use Reports (QRURs) and other quality performance data. Under the
Quality Payment Performance (QPP) system implementing the Medicare Access and
Children’s Health Insurance Program Reauthorization Act (MACRA), there remains an
unacceptable two-year delay in the availability of performance data that determines
payment adjustments. While CMS had been using a two-year “look-back” performance
year to calculate payment adjustments under the Physician Quality Reporting System
(PQRS) and Value-Based Modifier, the ability of physicians and other providers to
receive more timely and updated data about their quality performance will be a
pre-condition for their participation in both the QPP as well as CMMI innovation models.
CMS released QRURs for the performance period January-December 2014 in
September 201511 and the QRURs for performance period January-June 2015 in April
2016.12 CMS should hold itself accountable to make the QRURs for each full-year
10

Lake TK, Higgins TC, Ginsburg PA. Fostering Health Information Technology in Small
Physician Practices: Lessons from Independent Practice Associations. National Institute for
Health Care Reform Research Brief Number 5 (2011), accessed at:
http://nihcr.org/wp-content/uploads/2015/03/NIHCR_Research_Brief_No._5.pdf; Abrams M,
Schor EL, Schoenbaum S. How physician practices could share personnel and resources to
support medical homes. Health Aff. (2010); 29(6); 1194-1199; Highsmith N. Creating
Physician-Support Entities in Medicaid. Center for Health Care Strategies Policy Brief (2011),
accessed at: http://www.chcs.org/usr_doc/CMWF_Shared_Support_Practices_FINAL.pdf;


Highsmith N, Berenson J. Driving Value in Medicaid Primary Care: The Role of Shared Support
Networks for Physician Practices, Center for Health Care Strategies (2011), accessed at:
http://www.chcs.org/media/PCP-Shared-Support-Networks-Report.pdf
11

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeedbackProgram/
Downloads/Guide-for-accessing-2014-Annual-QRURs.pdf
12

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeedbackProgram/
Downloads/2015-Mid-Year-QRUR.pdf
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performance period January-December available no later than the following June (within
six months), and each mid-year QRURS for performance period January-June available
no later than the end of that calendar year (within six months).
Require Comprehensive Demographic Data Collection and Reporting
One critically important way that CMMI can support health equity is to require the
continued, standardized collection, reporting, and use of race, ethnicity, language, and
other demographic data in all its innovation models. NCAPIP recommends that the
demographic categories that are required for Office of National Coordinator (ONC) for
Health Information Technology-certified electronic health records (EHRs)13 be adopted
and implemented across all CMMI initiatives, and that such data collection, and reporting
and analysis of quality measures stratified by these patient demographic characteristics,
be required for all CMMI grantees and contractors.
Develop and Use of Culturally and Linguistically Appropriate Measures of
Individual, Family, and Caregiver Experiences of Care
While there are numerous publicly available and proprietary consumer/client/patient
satisfaction surveys, there are few comprehensive measures for the individual, family,
and caregiver experiences of care and services. CMMI could support the development
and implementation of such measures.
As a starting point, NCAPIP recommends that CMMI work with AHRQ to further develop
the Consumer Assessment of Health Providers and Systems (CAHPS) surveys. For
example, NCAPIP strongly encourages the incorporation of the Patient-Centered
Medical Home, Health Literacy, and Cultural Competence Supplemental Item Sets into
the CAHPS Clinician and Group Survey in order to measure patient experience of care
more comprehensively.14 NCAPIP also commends CMS for making the PQRS CAHPS
survey available in Spanish, Cantonese, Mandarin, Korean, Vietnamese, and Russian15
and the Medicare Accountable Care Organization CAHPS survey available in Spanish,
strongly
Cantonese, Mandarin, Korean, Vietnamese, Russian, and Portuguese16 and we

encourage CMMI, CMS, and AHRQ to work together to develop validated translations of
all CAHPS surveys in at least the top fifteen primary languages spoken by Medicare and
Medicaid beneficiaries.
NCAPIP also supports the development of alternate methodologies for measuring
individual, family, and caregiver experiences besides mailed paper surveys, including
Office of National Coordinator for Health Information Technology, 2015 Edition Health
Information Technology (Health IT) Certification Criteria, 2015 Edition Base Electronic Health
Record (EHR) Definition, and ONC Health IT Certification Program Modifications; Final Rule, 80
Fed. Reg. 62602-62759 (October 16, 2015), accessed at:
https://www.gpo.gov/fdsys/pkg/FR-2015-10-16/pdf/2015-25597.pdf. Consistent with section 4302
of the Affordable Care Act, NCAPIP also urges the addition of disability status to this core set of

demographic data elements. http://minorityhealth.hhs.gov/omh/browse.aspx?lvl=2&lvlid=23
14

 We note that both the
https://www.cahps.ahrq.gov/surveys-guidance/item-sets/index.html
Cultural Competency and Health Literacy Supplemental Item Sets have been endorsed by the
National Quality Forum, but have not been widely used.
15

http://www.pqrscahps.org/en/survey-instruments/
16

http://acocahps.cms.gov/en/survey-instruments/
13
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obtaining qualitative feedback and the development of online/smartphone-based
surveys. Such efforts would provide HHS with important, real-time feedback from the
American public about the effectiveness of HHS-funded programs and services
generally, and CMMI innovations specifically.
Implement Risk Adjustment for Patient Social Risk Factors
NCAPIP supports the recommendations of the Assistant Secretary for Planning and
Evaluation,17 National Academies of Sciences, Engineering, and Medicine,18 and
National Quality Forum19 to make adjustments based on patient social risk factors in
value-based payment models. ASPE and NASEM have identified the types of social and
behavioral risk factors that would be most relevant for payment risk adjustment, and the
types of methods that could be used to calculate and apply the risk adjustments. NQF’s
recently published Roadmap for Promoting Health Equity and Eliminating Disparities
describes additional methodologies that could be tested and used by CMMI in its future
innovation models.
4. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be tested
as a model and alternative to FFS and MA?
While MACRA authorizes the development of physician-focused payment models, the
overwhelming majority of practicing physicians do not have the capacity, resources, or
time to develop the models and present them for consideration. These barriers are even
greater for solo and small group practice physicians, physicians practicing in community
health centers and other safety net settings, and physicians serving Medically
Underserved Populations, and serving in Medically Underserved Areas and Health
Professions Shortage Areas. If CMMI is serious about receiving input, ideas, and
collaboration from physicians in developing innovative physician-focused payment
models, CMMI must proactively reach out to, and support the sustained engagement of,
such physicians in developing such models. For example, NCAPIP would welcome
participating in convenings and discussions other minority physician organizations and
CMMI about physician-focused payment models.
NCAPIP is cautious about innovation models that are so consumer driven or directed
that costs of care are essentially shifted to consumers rather than genuine payment
reform. For example, while offering equivalent generic prescription drugs at a lower
co-payment than a brand name drug is now common, such pricing structures fail to
17

U.S. Department of Health and Human Services Assistant Secretary for Planning and
Evaluation, Social

Risk Factors and Performance Under Medicare’s Value-Based Purchasing
Programs (2016), accessed at:
https://aspe.hhs.gov/pdf-report/report-congress-social-risk-factors-and-performance-under-medic
ares-value-based-purchasing-programs
18
National Academies for Sciences, Engineering, and Medicine, Accounting for Social Risk
Factors in Medicare Payment (2017), accessed at:
http://www.nationalacademies.org/hmd/Activities/Quality/Accounting-SES-in-Medicare-PaymentPrograms.aspx
19
National Quality Forum, Roadmap
for Promoting Health Equity and Eliminating Disparities

(2017), accessed at: http://www.qualityforum.org/Disparities_Project.aspx
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address the more important underlying issues of unreasonably high prices and lack of
competitive pricing for many prescription drugs, and the rising costs of co-payments for
prescription medication in almost all health plans. These underlying financial
considerations have a much more significant impact on overall health care costs. Until
there is greater and more universal price transparency throughout the U.S. health care
delivery system, and more incentives for competitive pricing based on such
transparency, NCAPIP is concerned that depending on consumers to make such
choices appears consumer-centric but only makes a marginal difference on overall costs
of care.
5. How can CMS further engage beneficiaries in the development of these models
and/or participate in new models?
As a physician organization advocating for the health care and health needs of our
diverse Asian American, Native Hawaiian, and Pacific Islander communities, NCAPIP

strongly supports the further engagement of Medicare and Medicaid beneficiaries, and
other patient organizations and advocates, in the development and implementation of
future CMMI innovation models. CMMI could conduct focus groups with Medicare and
Medicaid beneficiaries about their understanding of health care quality and value, and
seek their ideas for increasing patient, family, caregiver, and community engagement in
developing and implementing value-based payment systems. We note that effective
beneficiary engagement is not just an issue for the patient-provider dyad, but needs to
involve broader relationships that each patient brings to the health care encounter,
including families, caregivers, and other community members. Similarly, engagement of
providers is the shared responsibility of the entire health care team that needs to be
patient- and family-centered, and assume the responsibilities for coordination of care
and accountability for safety, quality, and value.
At a minimum, CMMI grantees and contractors should be required to share their
performance and results with Medicare and Medicaid beneficiaries participating in the
innovation model through information posted on websites and in written materials
available from participating providers. CMMI also could require formal beneficiary
advisory bodies in each grant or contract. NCAPIP urges that these requirements include
specifications for recruiting and engaging a diversity of beneficiaries, addressing
language access and other communication needs, and be accessible for beneficiaries
and others with lower health literacy. As with any beneficiary or consumer engagement,
CMMI and its grantees and contractors must be patient- and family-centered, including
scheduling meetings in the evenings and weekends rather than during “business hours”;
addressing transportation and child care needs; providing interpretation, translations,
and other communication assistance when needed; and providing appropriate
orientation, technical assistance, mentoring, and coaching to ensure that beneficiary and
consumer participants have the knowledge and understanding of the issues and data
being discussed and reviewed.
Finally, we note the important research being identified and supported by the
Patient-Centered Outcomes Research Institute (PCORI) and encourage CMMI to
reference and incorporate that research in developing future innovation models. PCORI
also has developed experience and processes to support patient, family, and caregiver
8

participation and engagement in advisory panels and grant proposal review committees
that could be lessons learned and applied by CMMI.
Thank you again for the opportunity to submit these comments.
Sincerely,

Ho Luong Tran, MD, MPH
President and CEO
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November 20, 2017
Center for Medicare and Medicaid Services
Department of Health and Human Services
Baltimore, MD 21244-8016
Submitted electronically to CMMI_New Direction@cms.hhs.gov
Re: Center for Medicare and Medicaid Services (CMS): Innovation Center RFI
To Whom It May Concern:
The National Council on Aging (NCOA) appreciates the opportunity to comment on the
CMS Innovation Center’s Request for Information. The National Council on Aging
(NCOA) is one of the nation’s leading nonprofit service and advocacy organization
representing older adults and the community organizations that serve them. Our goal is to
improve the health and economic security of 10 million older adults by 2020.
1. Do you have comments on the guiding principles or focus areas?
Patient-centered care:
NCOA is encouraged by a guiding principle which promotes the need for beneficiaries to
have flexibility and information to make choices and take ownership of their health. It is
vital within this guiding principle to recognize the vast burdens beneficiaries face in
making choices relating to their health. For example, choosing the best form of Medicare
coverage is a difficult, yet crucial process for beneficiaries. Too many Medicare
beneficiaries still do not understand or have access to tools and unbiased in-person
assistance for comparing and choosing among available plan options, and do not shop
around when they should. According to a recent survey of SHIP directors conducted by
NCOA, beneficiaries often don’t understand the differences between Medicare
Advantage and Original Medicare, and many of the printed and electronic tools available
to beneficiaries do not adequately help beneficiaries understand their choices when
shopping for a health or drug plan. A series of focus groups conducted by the Kaiser
Family Foundation validates this. According to the findings, “Seniors say they found it
frustrating and difficult to compare plans due to the volume of information they
receive…and their inability to organize the information to determine which plan is best
for them.”1
In response to these concerns, NCOA has launched an Improving Medicare Markets
Initiative (IMMI), with an expert Advisory Group that has been meeting and
collaborating since May 2014. The diverse organizations and individuals who serve on
Jacobson, G., Swoope, C., Perry, M., and M. Slosar, “How are Seniors Choosing and Changing Health
Insurance Plans?,” (Kaiser Family Foundation: May 2014), available at: http://kff.org/medicare/report/howare-seniors-choosing-and-changing-health-insurance-plans/
1

the Advisory Group are taking important steps to make a difference in all of these areas,
and look forward to working with the Innovation Center on solutions.
To make informed decisions on health insurance choices, consumers need also
confidence that the information on which they are making their choices accurately
describes the coverage they will receive. For example, health plan provider networks
must actually be available as described. But recent CMS surveys of Medicare Advantage
and Medicaid Managed Care plans found an alarming percent of providers listed in plan
directories either were not listed at current addresses, were not taking new patients, or
had died or disappeared. Important questions have also arisen with respect to whether
providers listed as accessible to persons with disabilities actually can provide accessible
services. Similar concerns exist for Qualified Health Plans in the Marketplace. These
examples demonstrate the importance of HHS exercising its oversight responsibilities to
ensure that consumers can confidently make choices based on accurate information.
Patient-centered care also requires the Innovation Center to focus on clear notices and
communication with beneficiaries throughout demonstrations. To make that happen, all
beneficiary communication about a demonstration, both at the start and throughout,
should be in consumer-tested simple language, and accessible to individuals with
disabilities and to those with limited proficiency in English.
Thus, the Innovation Center should include a recognition of the need to provide accurate,
understandable information to all beneficiaries as part of its focus on patient-centered
care in future demonstrations.
Provider choice and incentives:
In addition to emphasizing provider choice, the Innovation Center should only pursue
demonstrations in which beneficiary participation is also voluntary. Beneficiaries with
multiple chronic conditions have often spent years developing provider networks that
work well for them. They should always be given the option to keep their providers and
not be required to disrupt their care to participate in a demonstration.
This guiding principle also suggests a focus on reducing burdensome requirements and
unnecessary regulations. While it is important to ensure efficient healthcare delivery,
NCOA strongly urges the Innovation Center to keep in place requirements and
regulations which exist to protect the beneficiary, along with oversight which ensures
these requirements are effective. Many requirements prevent beneficiaries from
experiencing harm and too much burden, and allow beneficiaries to take more ownership
of their care in an overwhelming system. Strong beneficiary protections must be in place
throughout demonstrations, including effective appeals and grievance processes adequate
and genuinely available provider networks, and strong quality and safety standards. Thus,
the Innovation Center should make beneficiary protections a key part of its guiding
principles.
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Transparent model design and evaluation:
NCOA supports the Innovation Center’s guiding principle of transparent model design
and evaluation, and encourages the Innovation Center to understand the steps they must
take to truly ensure a model is transparent and evaluated appropriately. The Innovation
Center must follow formal processes for engaging with stakeholders, through rulemaking
and comment periods, to allow all stakeholders a chance to weigh in. NCOA also
encourages the Innovation Center to meet regularly with a diverse set of stakeholders,
including beneficiary groups, to understand how various demonstration ideas could
impact different groups. The Innovation Center should elicit stakeholder feedback not
just during the model design, but also throughout its implementation.
Beneficiary and stakeholder participation is critical for several reasons. By exploring the
perspectives of people with Medicare, the Innovation Center can better fit the model’s
design to the needs, abilities, and desires of affected populations. People with Medicare
and their families and caregivers may be better able to identify participation barriers they
might face within a model—for example, a requirement to access information online
when many people do not have online access.
Additionally, engaging stakeholders leads to more buy-in: people who feel a system
reflects their needs and concerns are more likely to be willing and engaged participants.
People who feel they are heard are more likely to stay with a particular model, plan, or
provider, making possible longer-term analysis of patient outcomes and increasing the
chance of positive provider influence over behaviors.
Note that participation that is limited in scope, duration, or intensity, or that includes only
a lone beneficiary or consumer advocate in a room full of dominating voices, is not as
likely to be meaningful. Underlying the need for meaningful beneficiary and stakeholder
participation is the need for explicit support, integration, and training processes for those
beneficiaries and stakeholders as they prepare to participate in governance bodies and
engagement opportunities. Beneficiary participants may be frail; may have one or more
chronic or disabling conditions; and may require physical, technological, financial, or
educational support. Many of the issues surrounding health care models are complex and
unlikely to be intuitive. Even the terminology or structure of a model may be unclear to a
beneficiary who is essentially starting from scratch.
As part of this principle, the Innovation Center should also ensure that evaluations are not
just transparent, but also rigorous. Given the impact that a demonstration can have on
beneficiaries, evaluations should truly reflect the outcomes of a demonstration and its
impact on all involved stakeholders. Thus, evaluations should be rapid-cycle to allow for
operational changes, look at beneficiary experience in addition to health outcomes and
cost savings, and be conducted by an independent organization. As evaluations are
conducted, data should be publicized quickly and be disaggregated so as to understand
impact on particular subpopulations.
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Focus on key payment interventions:
Focusing on key payment interventions alone is limiting for the Innovation Center. It is
important to recognize the success and potential that has resulted from existing models
which focus on specific programs. For example, NCOA recognizes the work of the
Innovation Center in moving forward with an expanded model test that will allow seniors
at risk for diabetes to participate in an evidence-based diabetes prevention program.
Through a pilot that enrolled more than 8,000 Medicare beneficiaries, the Innovation
Center found seniors can prevent or delay onset of type 2 diabetes by participating in a
community-based diabetes prevention program and save the Medicare programs
approximately $2,650 over 15 months.2 The Medicare diabetes prevention program
(MDPP) expanded model clearly illustrates the Innovation Center’s potential to bring
effective, cost-saving new models of care, which are not focused on payment, to our
nation’s seniors.
Consumer-Directed Care and Market-Based Innovation Models:
While NCOA believes in empowering beneficiaries to make appropriate health care
choices, the Innovation Center should not pursue models which foundationally threaten
the ability of beneficiaries to access healthcare with standard out-of-pocket costs, rather
than facing confusing and insurmountable additional costs. The Innovation Center
suggests for example, a model that would allow Medicare beneficiaries to contract
directly with healthcare providers. Such a model would have significant financial
implications for beneficiaries, as relaxing rules around private contracting would
ultimately increase the financial burden on beneficiaries. Beneficiaries would be exposed
to higher costs in greater numbers as more physicians took on private contracting, as
Medicare wouldn’t be able to limit charges. While proponents of this model suggest
beneficiaries could negotiate directly with providers, the model doesn’t account for the
asymmetric information available to beneficiaries, who would likely agree to higher
prices in contracts, without understanding of the true value of various services.
Additionally, providers are not ultimately in a position to judge the financial ability of
their patients to pay higher fees.3
Other models suggested by the Innovation Center in this focus area also are freight with
risks. NCOA strongly urges the Innovation Center to not implement any consumerdirected care models without first significantly improving beneficiaries’ access to
understandable, comprehensive information about costs, coverage, and the health care
delivery system.

Spitalnic P. Certification of medicare diabetes prevention program. Office of the Actuary at the Centers for
Medicare & Medicaid Services, March 2016. Available online: https://www.cms.gov/Research-Statistics-Dataand-Systems/Research/ActuarialStudies/Downloads/Diabetes-Prevention-Certification-2016-03-14.pdf
2

Boccuti, C. and Neuman, T. Private contracts between doctors and Medicare patients: key questions
and implications of proposed policy changes. Kaiser Family Foundation, January 2017. Available
online: https://www.kff.org/medicare/issue-brief/private-contracts-between-doctors-andmedicare-patients-key-questions-and-implications-of-proposed-policy-changes/
3
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Prescription Drug Models:
The Innovation Center should revisit the updated pricing model contemplated for Part B
medications in 2016 and similar proposals.4 The proposed model was aligned with
ongoing efforts in delivery and payment system reform to shift payment away from a
volume-based system to one that reimburses on the basis of health care quality and
promotes innovation.
Demonstrations are intended to address documented “…deficits in care leading to poor
clinical outcomes or potentially avoidable expenditures.”5 medications, commonly used
to treat cancer, macular degeneration, anemia, and arthritis, tend to be very expensive.
According to a recent analysis, some beneficiaries spend as much as $107,000 per year
on Part B medications, and in 2015 the Medicare program spent $22 billion on these
prescription drugs.6
We share the Innovation Center’s concern that the current Part B prescription drug
reimbursement model, determined by Average Sales Price (ASP) plus six percent,
establishes a perverse incentive to prescribe higher cost medications.7 By testing a variety
of reimbursement methods and value-based purchasing innovations already in use in the
private insurance market, the previously proposed demonstration would have promoted
utilization of the most clinically effective medications—not the most expensive. We
encourage the Innovation Center to test multiple strategies to spur the use of high-value
medications, especially those that eliminate or lower beneficiary cost sharing and
promote the adoption of evidence-based clinical decision support tools.
That proposal also incorporated many essential beneficiary protections, particularly for
value-based pricing strategies new to the Medicare program. For example, the proposal
prohibited balance billing under a reference pricing scheme, required an established and
transparent evidence-base for indication-specific pricing, and set up a pre-appeals process
allowing prescribers, suppliers, and beneficiaries to request exceptions to payment under
the value-based pricing tools. We urge the Innovation Center to look to that model as new
value based pricing models for any prescription drugs are developed.
Paul N. Van de Water, “Let’s Try Out New Ways to Pay for Medicare Part B Drugs,” Center on Budget
and Policy Priorities, April 2016, https://www.cbpp.org/blog/lets-try-out-new-ways-to-pay-for-medicarepart-b-drugs.
5
Social Security Act, Section 1115(A)
6
Department of Health and Human Services, Medicare Program; Part B Drug Payment Model, Proposed
Rule Vol. 81, No. 48 Federal Register 42 CFR Part 511; Government Accountability Office (GAO),
“Expenditures for New Drugs Concentrated among a Few Drugs, and Most Were Costly to Beneficiaries,”
(October 2015), available at: http://www.gao.gov/assets/680/673304.pdf
7
For example, see: Whoriskey, P., Keating, D., and L.H. Sun, “Cost of drugs used by Medicare doctors can
vary greatly by region, analysis finds, (April 19, 2014) Washington Post, available at:
https://www.washingtonpost.com/business/economy/cost-of-drugs-used-by-medicare-doctors-can-varygreatly-by-region-analysis-finds/2014/04/09/69ac93f0-c024-11e3-b574-f8748871856a_story.html;
Jacobson, M. et al., “Does Reimbursement Influence Chemotherapy Treatment for Cancer Patients?”
(March 2006) Health Affairs Vol. 25, No. 2, available at:
http://content.healthaffairs.org/content/25/2/437.full
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Medicare Advantage (MA) Innovation Models:
NCOA urges the Innovation Center to continue to maintain important beneficiary
protections in the development of any MA innovation models. The Innovation Center
should work to improve quality and outcomes in all types of Medicare plans, and ensure
that models focused on MA do not inappropriately steer beneficiaries towards MA plans,
as beneficiaries should continue to be able to choose between MA plans and fee-forservice Medicare. Any efforts to provide MA plans with regulatory flexibility as part of
these models should also not come at the expense of beneficiaries; many of the MA
requirements in place represent important beneficiary protections.
State-Based, and Local Innovation, including Medicaid-focused Models:
Significant innovation is occurring with state Medicaid programs, particularly movement
towards Medicaid managed long-term services and supports (MLTSS) and integrated
delivery system reforms. However, a major barrier in the move towards systems that tie
payment to outcomes is the lack of valid and reliable Home and Community-Based
Services (HCBS) quality measures. NCOA co-chaired a National Quality Forum
workgroup on HCBS quality that provides a framework and recommendations. CMS has
invested in measure development of LTSS and Duals measures that is aligned with the
NQF framework. We encourage CMS continue and strengthen its investment in HCBS
measure development. The Innovation Center can be used as a tool for measure
development and testing. We also encourage CMS to pull together health plans, states,
and consumer organizations representing individuals with disabilities and older
individuals to begin work towards a core set of HCBS measures that can help guide and
assist states.
We also ask that the Innovation Center continue to support the Medicare-Medicaid
financial alignment initiative (FAI), which is mid-stream in implementation. There has
been a huge investment by stakeholders, plans, states, and MMCO in the design and
implementation of the FAI, and much is being learned about what works and what does
not, best practices, alignment of incentives and many other elements involved in the care
of dual eligibles, who are disproportionately the highest need, highest cost beneficiaries
for both the Medicare and Medicaid programs.
Several hundred thousand beneficiaries are currently enrolled in FAI state
demonstrations. Shutting the demonstrations down just as the implementation phase is
bearing fruit would cause significant disruption in their care. Further, the demonstrations
in the participating states differ in significant aspects, providing a wealth of information
and on-going learning as plans and states identify implementation challenges and develop
responses. Much value would be lost if, after all the groundwork that has been laid, the
demonstrations are not allowed to play out at this critical stage. Continuing to support the
FAI will provide time for a thorough evaluation of the impact of the different state
models on beneficiary outcomes and program costs.
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2. What model designs should the Innovation Center consider that are
consistent with the guiding principles?
NCOA strongly encourages the Innovation Center to consider support for models that
integrate clinical and community-based services to better address the social
influences/determinants of health that enable older adults remain as independent as
possible and age in place. These social determinants of health include care coordination,
care transitions, transportation, nutrition services as well as evidence-based health
promotion and disease prevention programs (EBPs). NCOA’s area of focus is EBPs
which include chronic disease self-management, falls and injury prevention, behavioral
health among others. This is a critical area of exploration because EBPs have been shown
to improve health care outcomes and save health care dollars. The Innovation Center
could support demonstration projects that study the impact of this integration and develop
solutions to some of the barriers to integration and payment with payors and health care
providers.
Given that behavioral health interventions are a focus area, NCOA strongly encourages
wider adoption of community programs that address the mental health issues affecting
older adults, specifically depression, substance use disorders and suicide. For example,
depression-specific programs have been developed and implemented, e.g.,
HealthyIDEAS and PEARLs, but have yet to be scaled and are not meeting the growing
need for depression management for older adults, especially those isolated and at high
risk for depression.
CMS highlighted the “significant underutilization” of DSMT in the CY 2011 and CY
2017 Medicare Physician Fee Schedule, and solicited public comment on barriers
contributing to access and the under-utilization of the benefit. While NCOA provided
comments to the agency, many important changes would need to be piloted by the
Innovation Center to be implemented into the Medicare program. NCOA recommends
the Innovation Center test new approaches to delivering programs reimbursable under the
DSMT benefit, such as virtual delivery, in an effort to increase utilization of this
important benefit. Community-based and virtual delivery of Diabetes Self-Management
Education Programs and other evidence-based chronic disease self-management
programs would strongly fit under the Innovation Center’s guiding principles to drive
patient-centered care, as these programs encourage beneficiaries to take responsibility for
their health.
The Innovation Center should explore the use of the new Chronic Care Management
(CCM) benefit under Medicare as a funding mechanism for Chronic Disease SelfManagement Programs. Allowing greater flexibility in the use of the CCM benefit would
be required and could be one innovative approach to address the high cost, high needs of
older adults with multiple chronic conditions.
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3. Do you have suggestions on the structure, approach, and design of potential
models? Please also identify potential challenges or risks associated with any
of these suggested models.
The Innovation Center should ensure that any models of virtual DSMT and other selfmanagement programs involved randomized cost effective analysis of the programs.
Such models could also focus on the role of these programs as supplemental MA
benefits.
4. How can CMS further engage beneficiaries in development of these models
and/or participate in new models?
The Innovation Center should engage beneficiaries by including an ombudsman program
in new models, that can assist beneficiaries in navigating a demonstration and that also
can identify and address systemic issues. The ombudsman program has been a successful
function in other CMS programs, and we strongly urge the Innovation Center to engage
beneficiaries throughout new models by utilizing this function.
The Innovation Center should also engage beneficiaries by continuing to support and
fund beneficiary engagement efforts, and invest in beneficiary education efforts which
improve language access, health literacy, and accessibility. Numerous studies show that
engaged beneficiaries have better health outcomes. Patients who score highly on patient
activation measures are more likely to engage in preventive behavior, adhere to
treatments for chronic illness, have biometric markers in the reference range, and are less
likely to have unmet care needs.8

Thank you again for this opportunity to share our comments. If you have any questions
or if we can be of any further assistance, please contact Samantha Zenlea.
Sincerely,
Samantha Zenlea
Senior Regulatory Policy Specialist

8

Hibbard, J.,& Greene, J. (2013).What the evidence shows about patient activation: Better health outcomes
and care experiences; fewer data on costs. Health Affairs, 32(2), 207–214. doi:10.1377/hlthaff.2012.1061
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November 20, 2017
Centers for Medicare & Medicaid Services:
Innovation Center New Direction
7500 Security Boulevard,
Baltimore, MD 21244
Re: Centers for Medicaid & Medicare Innovation Priorities for the new administration
Dear Centers For Medicare and Medicaid Services,
The National Disability Rights Network (NDRN) appreciates the opportunity to provide
comment on the future direction of the innovation center.
At the beginning, we would like to state that we appreciate the open approach that
CMMI is taking to gather wide input on these new priorities. Our comments that follow
will stress the importance of home and community based services, person centered
and directed care, market transparency, supported housing and employment, school
inclusion, protection from abuse and neglect, and the need to end discrimination on the
basis of disability. There is much to be learned from the experiences of those with
disabilities and how changes could be beneficial or detrimental. So soliciting input from
a broad number of people with disabilities, family members, and disability advocates is
critically important.
CMMI has laid out eight priority areas in which they intend to test models, we will
comment on priorities (2, 4, 6, & 7):
1.
2.
3.
4.
5.
6.
7.
8.

Increased participation in Advanced Alternative Payment Models (APMs);
Consumer-Directed Care & Market-Based Innovation Models;
Physician Specialty Models;
Prescription Drug Models;
Medicare Advantage (MA) Innovation Models;
State-Based and Local Innovation, including Medicaid-focused Models;
Mental and Behavioral Health Models; and
Program Integrity.

Consumer-Directed Care & Market-Based Innovation Models
We appreciate the Innovation Center’s interest in empowering beneficiaries to make
choices and direct their own care in the health care system. We urge that CMS follow
these recommendations when considering these innovations
820 FIRST STREET NE, SUITE 740  W ASHINGTON, DC 20002-4243
TEL: 202.408.9514  FAX: 202.408.9520  TTY: 202.408.9521
WEBSITE: WWW .NDRN.ORG  E-MAIL: INFO@NDRN.ORG

•

Innovations must not be accomplished by shifting cost burdens to
beneficiaries or creating barriers to accessing care. Removing beneficiary
cost-sharing protections will diminish access to care and undermine, not
enhance, the patient-provider relationship. Imposing premiums and cost
sharing on low-income individuals and families may make coverage costprohibitive. Additional cost-sharing requirements may discourage people from
seeking needed care, including preventive services that will keep them healthy
and avoid unnecessary future health care costs. Models that increase cost
sharing or create barriers to accessing care disproportionately impact patients
who are low income or have complex health and social needs. Models with such
disproportionate impacts expressly work against CMS’s stated vision that “All
CMS beneficiaries have achieved their highest level of health, and disparities in
health care quality and access have been eliminated.” If a model would have
disproportionately negative impacts on at-risk populations, CMMI should not go
forward with testing the model.

•

Enrollment rules and programs should prioritize people’s continuous
access to needed care. Market-based models should not penalize lowincome enrollees based on their employment status, premium payment
histories, or inability to keep up with cost-sharing requirements.

•

Innovations should not shift too much risk to Medicaid providers. Seniors
and people with disabilities across the country report severe difficulties finding
providers available to provide the medically necessary services they qualify for
under Medicaid. Innovations should seek to promote improved availability of
providers. Unfortunately, providers who care for vulnerable and underserved
populations may face significant barriers in moving into risk-based alternative
payment models. The Innovation Center could consider providing additional
resources—such as direct financial support or technical assistance—to ensure
that all providers have the resources required to undertake practice
transformation and fully participate in alternative payment models.

•

We strongly recommend CMMI require that the 2014 Home and Community
Based Services (HCBS) settings rule be followed in all HCBS consumer
directed and market based innovation models. The Rule helps CMS assure
the quality and accountability of HCBS dollars: Ensuring that home and
community based dollars are being used in the community as intended and
not institution-like settings, which are already funded through other
programs
The rule is critical to ensuring older adults and people with disabilities receiving
HCBS have access to quality services that help them participate in their
communities. 90% of seniors say they want to live at home as they age, and
more and more families and people with disabilities are saying what they want
are service settings that help them participate in the community, give them basic
choices in their daily lives, such as who they live with, when and what they
2

eat, and who they want to visit, to help people have as productive lives as
possible (including becoming taxpaying citizens). The rule also helps protect
individuals from restraints, abuse, and arbitrary restrictions.
The demand for HCBS is expanding every year as evidenced by long waiting
lists for these services in the majority of states. Seniors and people with
disabilities know that they can access nursing facilities and ICF’s without delay,
and yet they stay on HCBS waiting lists for years hoping for the chance to live in
the community. For this reason, it is vital that the HCBS Settings Rule be
faithfully enforced in all HCBS programs. It provides the assurance that residents
in these settings will have access to truly integrated setting and services they
were promised.
The Rule does not in any way prohibit disability-specific settings, meaning
residential or day services specifically for people with disabilities. This means
there are no prohibitions against assisted living, group homes, or adult medical
day programs. It also does not set size limits. What it does do is ensure that
people’s ONLY choice is not disability specific settings. In our experience with
stakeholders across the country, more and more people want those types of
services but some states still do not have the capacity, particularly in rural areas
or for people with more significant support needs. And for states and providers
the Rule is an important tool for expanding capacity to meet this demand.
Prescription Drug Models
•

Similarly the need for home and community based health care often times
goes hand in hand with the need for prescription drugs that are also
covered by Medicaid. Important provisions on this topic for people with
disabilities are found in Medicare Part D which subsidizes the cost of prescription
drugs and prescription drug insurance premiums for Medicare beneficiaries. A
large portion of individuals with disabilities that are covered by Part D have dual
eligibility. It is imperative that in any model tested covers a sufficient array of
drugs within each drug category. Individuals with disabilities often need specialty
drugs that are not widely proscribed and thus, more expensive. These same
individuals are more likely to be low income and rely on the Part D program to
cover these lifesaving medications. Without a Medicaid protection that various
types of drugs within each drug category will be covered, people will go without
these drugs, which will likely result in need for higher cost hospital care.

State-Based and Local Innovation, including Medicaid-focused Models
•

Stop any Further Erosion of The Institution for Mental Disease (IMD)
Exclusion. This Medicaid funding rule provides a major incentive for states
to increase the array of community-based mental health services they
provide, rather than force individuals to go to segregated inpatient settings
to get the mental health supports they need. With a broad and stable array of
3

community-based mental health services, individuals will have the supports they
need to live and work in the community. Substance use and mental health
services beyond inpatient care and in the community is imperative. Without a
broad array of effective community mental health services, individuals will have
no choice but to seek services in segregated, expensive inpatient settings. This
prevents people from being with their families and it greatly reduces employment
opportunities. The IMD Exclusion is an important tool for incentivizing states to
expand their array of community-based mental health services so that individuals
can be well supported in their communities with the supports they need. This will
allow for less dependence on segregated, inpatient settings.
Mental and Behavioral Health Models
•

Support innovations that will increase the safety of and promote
community integration and independence for seniors and individuals with
disabilities. This includes support for monitoring of abuse and neglect and
advocacy services for seniors and Individuals with disabilities living in
Institutions and the community. Institutions can be closed and individuals with
disabilities moved into community settings, but their quality of life will be no more
independent and integrated than their lives in institutions unless community
integration efforts include P&A monitoring and advocacy. When creating
effective disability services, it is vital to incorporate a system for monitoring and
prevention of abuse and neglect. The NDRN report entitled “Keeping the
Promise: True Community Integration and the Need for Monitoring and
Advocacy”
(http://www.ndrn.org/images/Documents/Resources/Publications/Reports/Keepin
g_the_Promise.pdf) documented just how important this is when it reported on
the problems that occurred when individuals with disabilities where transferred
from institutions to HCBS settings, without proper discharge planning, transition
services, and community monitoring.
In this instance, the federally mandated and funded P&A system was able to
step in and provide the necessary services. However, as more and more seniors
and persons with disabilities stay in the community, and more states close down
institutions for individuals with disabilities, the need for monitoring increases and
the P&A program will be stretched without greater funding.
When creating mental and behavioral health models within the community,
individuals who received state based care must be part of the conversation.
Their needs must be met first through their input. Provide space for public input
on these models. This means allowing those who have mental health or
substance use to comment alongside medical professionals as it is imperative
that care given is person directed. Inclusion of the P&A, who know best practices
and local service providers, is imperative to creating successful transition plans
and mental and behavioral health models.
4

Again, NDRN appreciates the opportunity to comment on the future direction of
the innovation center. Should you have any questions, please do not hesitate to
contact Elizabeth Priaulx.
Sincerely,

Curt Decker
Executive Director
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November 20, 2017

The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Dear Administrator Verma:
The National Governors Association (NGA) appreciates the opportunity to submit comments in
response to the Request for Information (RFI) on the Centers for Medicare and Medicaid Services
Innovation Center’s (CMMI) New Direction. The NGA Center for Best Practices Health Division
works directly with governors and state leaders from across the nation on their most pressing health
care priorities.
Governors are at the leading edge of health system reform, with the combined commitment to
improve the health and well-being of their residents and to preserve the fiscal sustainability of
programs under their purview. Given that Medicaid accounted for approximately 30 percent of state
budgets in 2016, state-led reform efforts often start with the Medicaid population. As the cost of
health care continues to rise, it is critical to build strategies for value-based approaches to care
across payers. Sustainable change requires aligning Medicaid initiatives with those in other
programs, such as state employees and retirees, Medicare beneficiaries, people in the individual
market and individuals covered by employer sponsored insurance. Recent initiatives through CMMI
have been critical to states in those alignment efforts, as well as in promoting innovative
approaches to achieving an affordable, accessible health care system that puts individuals first.
We urge the Centers for Medicare and Medicaid Services to continue its robust partnership with
states and to consider specific strategies to help states continue to move toward a value-based,
outcomes-driven health care system, which are addressed in the enclosed comments.
Thank you again for the opportunity to provide input and for your attention to these comments. We
look forward to working with you in partnership to move the needle on solutions best implemented
through robust federal and state collaboration.
If you have any questions or require additional information, please feel free to contact Hemi
Tewarson, Director of the NGA Center Health Division.
Sincerely,

Scott D. Pattison
Executive Director/CEO
National Governors Association

NGA Comments on CMS Request for Information on New Direction of CMMI
Through in-depth discussions and engagement with state leaders, the National Governors
Association Center for Best Practices Health Division (NGA Center) has surfaced the following
recommendations for the Centers for Medicare and Medicaid Services (CMS) in developing
new opportunities for states through the Center for Medicare and Medicaid Innovation (CMMI).

Continue Investment in The State Innovation Model (SIM) Program for Currently Participating
States and Extend Opportunities to Additional States. The funding and assistance provided

through the first two rounds of the SIM program have been crucial to allowing states to plan,
test, and establish innovative payment and service delivery models to realign their health
systems for individuals to receive the right care, at the right place and at the right time. For
example, a recent evaluation of six round 1 SIM test states showed early signs of progress
including: increasing provider participation in value-based payment models in Medicaid and
across multiple payers; enhanced data exchange in support of coordinated, person-centered
care; and promising reductions in utilization in two state Medicaid programs with early data
(intended spillover effects from the SIM initiative). 1
While there have been significant achievements in participating states, the work is not done.
Many states are positioned to advance solutions that can support new delivery and payment
system models and expand quality care coordination and value-based models. Others have
invested in the foundations for moving towards value and rely on robust federal partnership to
accelerate multi-stakeholder efforts. Leveraging this foundational work is a cost-effective
move towards change that allows provider and individual-level efforts to flourish. Thus, states
need continued assistance from CMMI to maintain and build state-level innovation and are a
key stakeholder in this work. We strongly urge CMMI to invest in the SIM model for both
advanced and emerging state efforts, and to consult with states in the development of next
generation SIM models.

Expand Opportunities for Participation in Advanced Alternative Payment Models (APMs). Along
with CMS, states seek to incentivize and support successfully transitioning providers to APMs,
including providers that serve Medicaid populations. As key partners in this process, CMS may
consider three ways to support and expedite state efforts:
•

Identify APMs that move the system toward value. The governors and their staff would
benefit from identification of specific APMs and other transformational reforms for
public or private payers and providers that are resulting in return on investment
through improved outcomes and curtailed growth in health care costs.

•

Align new Medicare APMs with Medicaid: Aligning Medicare and Medicaid value-based
payment models will help accelerate the movement to a value-driven health care
system. Currently, providers are contending with new models to help move the system
toward value, through the Medicare Access and CHIP Reauthorization Act of 2015
(MACRA), Merit-based Incentive Payment System (MIPS) and Comprehensive Primary
Care Plus (CPC+) Program. Governors request that CMS consult with states to identify

RTI International. State Innovation Models (SIM) Initiative Evaluation. Model Test Year Three Annual
Report (September 2017).
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and support meaningful opportunities for alignment among these frameworks, new
SIM investments, and any newly developed CMMI models (including physician-focused
payment models) to support efficiencies and minimize unintentional provider burden.
We suggest that CMS create an ongoing and transparent dialogue to improve this
alignment and consult state leaders in identifying opportunities and challenges.
Finally, we urge CMS to consider specific strategies for incentivizing and supporting
Medicaid providers to move to APMs.
•

Support the alignment of metrics across programs. A key challenge in transitioning to
APMs across payers is the myriad of metrics that providers must adopt and report on
for different stakeholders (such as payers, governmental entities, researchers and
others). For example, some Medicare metrics do not easily apply to Medicaid
populations due to the differences in the populations served by the programs and the
providers that participate. States are interested in identifying common metrics that
align across programs, especially for populations such as the dually eligible, to address
the challenges raised by providers. States would benefit from guidance or other
technical assistance from CMS on how to think about alignment of metrics across
Medicare, Medicaid and commercial programs. This could include identification of a
voluntary, national core set of metrics (in the 15-20 range) that relate to the health of
the population broadly and could apply across public programs. Such unification would
ensure more consistent “directional” change for all health system stakeholders and
streamline requirements for providers. In developing those metrics, it is critical to work
with governors, providers, payers, consumers and national experts to ensure that
different perspectives are considered and to build buy-in. The resulting core set of
metrics should incentivize emerging and evidence-based practice and discourage
practices that don’t work. CMS may consider leveraging significant work already
completed by the National Academy of Medicine resulting from the Vital Signs
initiative.

•

Technical assistance supports. We also strongly suggest that CMS consider providing
states with technical assistance support to: 1) adopt, implement and align effective
APMs and help migrate providers toward risk, and 2) support the development and
implementation of any core sets of metrics.

Create Opportunities to Identify Cost-Effective Best Practices and Test New Models in Long
Term Services and Supports (LTSS). Absent a change in the system that would allow coverage

of LTSS by Medicare or commercial payers, the Medicaid program will remain the primary payer
for LTSS for the rapidly growing elderly population, funding 51 percent of all coverage. 2
Currently, LTSS expenditures account for 30 percent of total Medicaid expenditures (on
average). 3 LTSS are only expected to increase as individuals live longer with more chronic
conditions and functional limitations, and as the country prepares for record growth in aging
populations over the next several decades.
Federal investment in designing and testing sustainable solutions for long-term services and
supports tailored to the unique needs of elderly and other covered populations is a priority for
governors and state health leads. We strongly encourage CMS to work closely with states to
2

Kaiser Family Foundation (Dec. 15, 2015). Medicaid and Long-Term Services and Supports: A
Primer. https://www.kff.org/medicaid/report/medicaid-and-long-term-services-and-supports-a-primer
3 Truven Health Analytics (April 14, 2017). Medicaid Expenditures for Long-Term Services and
Supports in FY 2015. https://www.medicaid.gov/medicaid/ltss/downloads/reports-andevaluations/ltssexpendituresffy2015final.pdf
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identify additional funding, flexibility, and data needed to test innovative models to improve
quality and value in serving these populations. For example, CMS could support states by
testing an expedited process by which states could decouple nursing facility criteria from
eligibility for home and community-based services for a subset of the population. CMS could
also test opportunities to better serve individuals who are currently eligible for Medicaid or at
risk of “spending down” to become eligible through innovative caregiving benefits, for example.
States would benefit from opportunities to design models that would build support for LTSS
providers as part of a value based delivery and payment system, including how providers can
navigate information technology challenges.

Create More Opportunities for Innovation in Programs for Dually Eligible Individuals. States

are interested in building improved models of care for dually eligible enrollees, who comprise
14 percent of the Medicaid population but account for 33 percent of spending. 4 Federal-state
efforts will be greatly enhanced with additional Medicare and Medicaid program alignment at
the federal level. To support this goal, we urge the continued and expanded work of the Federal
Coordinated Health Care Office (Medicare-Medicaid Coordination Office) – where CMS officials
are focusing on this population and opportunities to better align Medicare and Medicaid
operations and payment.
We also urge CMS to support individual state efforts to address this population as they
continue to identify new ideas for how to better deliver care at lower costs. For example, with
duals demonstration projects in Massachusetts and Washington beginning to show significant
savings related to care for enrollees, many other states are interested in replicating successful
models for duals. CMS should allow the continuation of currently existing duals demonstration
projects, as well as supporting states in the development of new models to improve care
coordination. States have also called for more opportunities for shared savings between
Medicare and Medicaid, as investments through the Medicaid program to improve health
outcomes can result in reducing Medicare spending for the dually eligible population through
fewer visits to the emergency room and reduced admissions to the hospital. Additionally, states
are seeking opportunities that allow state Medicaid programs to assume responsibility of the
Medicare portion of spending for these individuals, to allow the state to holistically manage
the services and overall health of this population. For example, a number of states are looking
at Massachusetts’ recently proposed Section 1115 demonstration, which proposes to allow
Medicare dollars to pass through state Medicaid programs to care for these enrollees, as an
example of future innovation in this area.

Allow States to Test New Prescription Drug Models. The NGA Center supports CMS’s plan to

test new models for prescription drugs in Medicare Parts B and D to better incentivize
outcomes for beneficiaries and lower costs. In addition, we urge CMS to consider working with
states to test prescription drug models in Medicaid programs. Prescription drug spending is
projected to grow 6.3 percent between 2016 and 2025. 5 While new brand spending growth is
projected to slow in 2016 and 2017, individual use of new treatments is expected to drive
historically high levels of spending growth from 2018-2021, tripling pre-2014 levels. Specialty
medicines account for an increasing share of medicine spending on a net basis over the past
The Medicare Payment and Access Commission (MedPac) (June 2016) Issues affecting dual-eligible
beneficiaries: CMS’s financial alignment demonstration and the Medicare savings programs.
http://www.medpac.gov/docs/default-source/reports/chapter-9-issues-affecting-dual-eligiblebeneficiaries-cms-s-financial-alignment-demonstration-and-t.pdf?sfvrsn=0
5 Olson, P, and Sheiner, L. (April 16, 2107) Up Front: The Hutchins Center Explains: Prescription Drug
Spending. https://www.brookings.edu/blog/up-front/2017/04/26/the-hutchins-center-explainsprescription-drug-spending/im
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decade (from 23.6 percent in 2007 to 42.9 percent in 2016) on an invoice-price basis. 6
States are seeking CMS support to test new models to increase access and manage the fiscal
integrity of the Medicaid program. For example, CMS could allow states flexibility to waive
certain Medicaid prescription drug benefit requirements, while allowing states to retain federal
match and best price protection. Such flexibility would allow states to use the tools available
to commercial health plans for determining which drugs they cover.

Allow States to Test Mental Health and Substance Abuse Intervention Models Across the
Continuum of Care. The NGA Center fully supports CMS new direction, “actively exploring

potential models focused on behavioral health, including focus areas such as opioids,
substance use disorder, dementia, and improving mental healthcare provider participation in
Medicare, Medicaid, and CHIP through models that enhance care integration and/or utilize
episode payment.” Many states have developed their own innovations in behavioral health
integration across the continuum of severity. For example, Colorado has leveraged their SIM
investment in statewide behavioral health integration to drive a multi-payer, full-continuum of
care approach with some early successes in value-based payment arrangements. However,
much more remains to be done to shore up the limited behavioral health system in the U.S.
We encourage CMS to work closely with states to support, advance, and share lessons learned
from pioneering state models and to invest in states in early stages of development of such
models. Additionally, in light of the CMS announcement of expedited approval of waivers for
states seeking to waive the Institutions for Mental Disease (IMD) exclusion, CMS could partner
with states to test new payment and delivery models that increase access to care for
substance misuse across the continuum of care and in both the inpatient and outpatient
settings. It is crucial that we better understand what models may lead to improved health
outcomes and reduced costs for treating this population.

Allow States to Continue to Invest in Community-Based Whole Person Health Strategies. CMS
is currently supporting the Accountable Health Communities Model, which tests whether
systematically identifying and addressing the health-related social needs of Medicare and
Medicaid beneficiaries will impact health care costs and reduce health care utilization. We
urge CMS to continue this investment, as states have identified this model as a key step in
improving the health of populations by addressing other needs that are driving health care
utilization and spending. In addition, the literature on cost-effective interventions for people
with more serious mental illness, substance abuse disorders (or co-occurring mental health
and substance use disorders) and comorbid chronic health conditions clearly points towards
the importance of addressing the specific needs of this population. The federal government
should continue to provide states with the flexibility to support evidence-based practices that
improve health outcomes for this population and provide a return on investment, such as
housing first and supported employment models. As part of this effort, the federal government
could provide states with intensive technical assistance to drive cross-sector solutions through
collaboration and alignment across the many parts of state government required to address
health and wellbeing including: Health and Human Services (including Medicaid, behavioral
health and public health), Education, Insurance, Labor, Corrections and state Housing
Authorities (and Housing Finance Agencies).

Iqvia Institute for Human Data Science (May 2017). Medicines Use and Spending in the U.S.: A
Review of 2016 and Outlook to 2021. https://www.iqvia.com/-/media/iqvia/pdfs/institutereports/medicines-use-and-spending-in-the-us.pdf?_=1510706985350
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November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Ave, SW
Washington, DC 20201
RE: Centers for Medicare & Medicaid Services: Innovation Center New
Direction
Dear Administrator Verma:
The National Health Council (NHC) is pleased to respond to the Center for
Medicare and Medicaid Innovation (CMMI) Request for Information (RFI)
entitled, “Centers for Medicare & Medicaid Services: Innovation Center New
Direction.”
The NHC is the only organization that brings together all segments of the health
community to provide a united voice for the more than 133 million people with
chronic diseases and disabilities and their family caregivers. Made up of more
than 100 national health-related organizations and businesses, the NHC's core
membership includes the nation’s leading patient advocacy organizations, which
control its governance and policy-making process. Other members include
professional and membership associations; nonprofit organizations with an interest
in health; and representatives from the pharmaceutical, generic drug, health
insurance, device, biotechnology, and communications industries.
We are encouraged that CMS has clearly and explicitly affirmed that “fostering an
affordable, accessible health care system that puts patients first” is one of the
Agency’s most important goals. We applaud CMS for maintaining transparency
in charting a “new direction” for the CMMI and engaging stakeholders in its
ongoing effort to: promote patient-centered care and test market-driven reforms
that empower beneficiaries as consumers, provide price transparency, increase
choices and competition to drive quality, reduce costs, and improve outcomes.1
We submit our comments as a starting point toward increased, meaningful patient
engagement that furthers our shared goal of high-value, patient-centered care. We
address the following questions from the RFI:
•
•

1

Do you have comments on the guiding principles or focus areas?
(Question #1)
How can CMS further engage beneficiaries in development of these
models and/or participate in new models? (Question #5)

Centers for Medicare & Medicaid Services: Innovation Center New Direction,
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf.
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RFI Question #1(a): Do you have any comments on the guiding principles?
The NHC shares CMS’s goal of improving outcomes while reducing costs. As such, we worked last
year with our Board of Directors to analyze nearly 200 current policies and policy proposals designed
to reduce health care costs. Just as CMMI has set forth guiding principles for its future direction, the
NHC’s evaluation of cost-containment policies and proposed policies led us to a patient-centered
framework with three core domains, principles, and 18 specific patient-centered values.2
The NHC appreciates CMMI’s transparency in engaging stakeholders as it defines its direction going
forward. We generally support the guiding principles articulated in the RFI, and offer our specific
recommendations below for CMMI’s consideration as you refine your mission and priorities.
First, we urge the Center to adopt as a guiding principle that models protect patient safety and
access to care, while improving quality. This is particularly important for individuals with chronic
diseases and disabilities, for whom access hurdles can have enormous, and potentially lifethreatening, consequences.
Choice and competition in the market – The NHC shares CMMI’s goal of promoting choice and
competition in the market. We ask that this principle be refined to promote “value” rather than focus
on “cost,” and that CMMI approach its assessment of quality, outcomes, and value from the patient
perspective.
The NHC has, on behalf of its member community, been engaged throughout the various initiatives
to create value frameworks in health care. Our message through these processes has been clear and
consistent – the patient community must be involved in defining value as the end recipient of care.3
Patients, like other stakeholders, are eager to take part in the value discussion because the cost of and
access to medical care have a direct impact on their health and well-being. We urge CMMI to
operationalize this guiding principle to include patient engagement initiatives that:
•
•
•
•
•
•

Focus on subpopulations with care deficits potentially leading to poor outcomes for which
models could enhance care;
Identify outcomes that patients care about to inform structure, design, and patient-centered
outcomes for model evaluation;
Encourage early and continuous engagement of patients with chronic conditions and
disabilities throughout the model selection and testing continuum;
Promote competition to drive lower-cost and higher-quality products and services;
Further the development and use of patient-reported and patient-identified outcomes; and
Ensure that economic inputs are considered in the context of the patient’s experience.

Development of demonstration projects that use cost as a proxy for value will move CMMI offcourse in achieving its goal of a patient-centric approach and can also compromise the broader health
system benefits of treatment advances and innovations.

2

http://www.nationalhealthcouncil.org/sites/default/files/Health%20Care%20Costs%20Domains%20and%20Value
s%20FINAL.pdf.
3
Manuscript: Perfetto EM, Oehrlein EM, Boutin M, Reid S, Gascho E. Value to Whom? The Patient Voice in the
Value Discussion. VALUE HEALTH. 2017 Feb; 20(2):286-291. doi: 10.1016/j.jval.2016.11.014.
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We also seek clarity on the last sentence of the principle’s description that reads:
“Give beneficiaries and health care providers the tools and information they need to
make decisions that work best for them.”
We urge CMMI to clarify this sentence to state that the intention is to make decisions that work best
for the beneficiaries, specifically, rather than a broad statement of “them.”
Provider Choice and Incentives – We share CMMI’s belief that a fully functioning, competitive
market is one that affords choice and enables win/win solutions across all stakeholders. We also
agree that models should be small, targeted, and voluntary. The concept of voluntary models should
include making them voluntary for beneficiaries as well. This means that patients must be informed
of the existence, contours, and potential impact that a particular model may have on their health care
goals, and have the opportunity to opt-out of participation without the fragmentation of care that
accompanies switching providers.
The Agency has historically attempted to incorporate patient safeguards to ensure continued access to
medically necessary services as the Agency evaluates a model’s effectiveness in improving care
quality while reducing costs. We urge the Agency to continue and strengthen such safeguards.
We urge CMMI to include bi-directional choice and incentives in its guiding principles to:
•
•

Ensure that models have sufficient guardrails that do not disadvantage high-risk patients with
chronic conditions or their treating providers; and
Enable patients to share in health systems savings, including drug rebates, discounts, and
price concessions.

Patient-centered care – The NHC applauds CMMI for embracing patient-centered care as a guiding
principle in its innovation initiatives.
For individuals with chronic diseases and disabilities, care coordination is an essential part of patientcentered care. We urge CMMI to explore models grounded in the principles that improve health at
both the individual and population levels, and that include care coordination, health promotion,
treatment adherence, prevention strategies, and disease management.
Similarly, for individuals with chronic conditions, any innovation initiative must consider patientspecific health status, outcomes, and goals. It is also important to acknowledge that some patients, by
virtue of their health status, may experience worsening of their condition despite receiving highquality care that is consistent with their individual goals and perception of “value.” A critical element
of the informed decision-making process for patients is the ability to understand their treatment
options and have the opportunity to provide feedback on the type of care they receive. Providers
should not be penalized for decisions patients make on their preferred course of care based on their
overall treatment goals.
Benefit design and price transparency – The NHC agrees with CMMI’s goal of transparency with
respect to benefit design and associated costs of care. For transparency to be meaningful, it must be
system-wide, with clear communication of information to patients and providers. We urge CMMI to
maintain transparency with respect to its selection of models, including the Center’s goal(s) and how
it will evaluate progress toward its goals.
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The NHC believes that a system-wide culture of patient engagement will also illuminate the risk of
unintended consequences that models may have on patient access to care, safety, or outcomes during
the proposal phase when they can be avoided or mitigated.
Transparent model design and evaluation – The NHC agrees with CMMI on the importance of
transparency in model design and evaluation. CMS has clearly and consistently stated its
commitment to a continuing dialogue with the stakeholder community as a key component of
payment and care delivery innovation initiatives. As further detailed in our response to CMMI’s RFI
question on beneficiary engagement below, we urge the Center (and CMS) to implement a structural,
system-wide, and well-defined stakeholder engagement process. We believe that transparency must
be accompanied by engagement and the opportunity to participate throughout the model development
process, as well as model implementation and evaluation.
The NHC further encourages CMMI to rely on a variety of credible data sources that allow for timely
incorporation of new information and account for the diversity of patient populations and patientcentered outcomes, especially those from real-world settings and reported by patients directly. The
data sources included in selection and evaluation of models should reflect the outcomes most
important to patients and capture their experiences to the extent possible, and evaluations should
assess total health care costs (and value) over the long term, rather than short term.

RFI Question #1(b): Do you have any comments on the focus areas?
CMMI Proposed Focus Area: Expanded Opportunities for Participation in Advanced APMs
The NHC supports CMMI’s focus on increasing the development of and participation in APMs, and
we urge the Center to incorporate meaningful, actionable patient protections such as quality
measures, notification, and “opt out” opportunities that have previously been used in demonstration
projects conducted or funded by CMMI. While increasing incentives for Advanced APM
participation may facilitate a more rapid shift from paying for volume to paying for value, the NHC
remains concerned that clinicians may manage their increased financial risk by limiting patient
access. We, therefore, urge close monitoring of APMs and recommend that CMS consider
implementing new Advanced APMs that initially require less provider risk and more incentives for
caring for high-cost patients.
The NHC also urges CMMI to explore additional APMs that address patient care more holistically.
Disease-specific models (e.g., the Oncology Care Model) should evolve to take into consideration
how a patient’s other health care needs can be met either through the participating provider or
through care coordination with other providers and settings. Additionally, CMS should focus on
qualifying disease-agnostic APMs that can apply to a broader population of people with chronic
conditions. For example, APMs should address treatment of patients with multiple chronic conditions
and integration of behavioral health into medical care.
Additionally, we ask that as CMMI focuses on incorporating greater flexibility into APMs, it do so
without compromising on the evaluation measures required for all CMMI models. Section 1115A of
the Social Security Act requires that models be evaluated on patient-specific outcomes and include
patient-centered quality measures. While CMS’ further development of patient-centered quality
measures will be an important step toward this goal, the NHC recommends that CMS continue to
engage the patient community to incorporate the patient voice in APM assessments, and ensure that
any negative impacts on patient access or quality of care are rapidly identified and adequately
addressed.
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One potential method to achieve this goal is to incorporate patient participation into CMMI activities
by configuring a patient and caregiver subcommittee within the Physician Focused Payment Model
Technical Advisory Committee. While this action represents one way to bring the patient perspective
to one aspect of CMS’ work, we also call for more opportunities for patients to engage with CMS,
which we highlight in our answer to Question #6.
CMMI Proposed Focus Area: Consumer-Directed Care & Market-Based Innovation Models
The NHC applauds CMS’ interest in pursuing consumer-directed care and market-based models, and
agrees that informed consumers can be a strong force driving change in the health system. However,
we also recognize that consumers currently often lack the information they need to make informed
decisions. More must be done to increase transparency around how much products and services cost
and how much the consumer is expected to pay in out-of-pocket expenses.
Additionally, the NHC has identified value-based insurance design (VBID) as a top priority. Under a
VBID model, beneficiaries are incentivized to choose high-value care by reducing cost-sharing
requirements for services that are deemed to be of higher value. We encourage CMMI to continue its
VBID demonstration and consider expanding the model to more geographic regions and conditions,
and consider VBID models to address multiple chronic conditions.4
Finally, the NHC encourages CMMI to develop and test new models that further put patients at the
center of their care by rewarding providers to co-develop individualized care plans based on patients’
unique goals, aspirations, and circumstances. This care planning activity, while time-consuming, can
greatly improve patients’ outcomes. Because of the added time required for this activity, we
recommend that providers be compensated for the time spent doing these activities.
CMMI Proposed Focus Area: Prescription Drug Models
The NHC supports CMS’ proposed focus on Models “that better align incentives and engage
beneficiaries as consumers” and “contemplate novel arrangements between plans, manufacturers, and
stakeholders across the supply chain.” Innovative strategies such as outcomes-based contracting for
prescription drugs could, if appropriately selected and implemented, provide a valuable tool toward
reducing health care costs, particularly for individuals with chronic conditions requiring high-cost
therapies.
The NHC appreciates CMS’ commitment to ensure that any prescription drug model(s) be designed
to encourage competition while protecting patient access to treatment options. We urge CMS to
ensure that any savings from such a model are passed on to patients, and that patients are informed
on the existence and structure of any incentives potentially driving clinician treatment decisions.
CMMI Proposed Focus Area: Medicare Advantage (MA) Innovation Models
As previously mentioned, the NHC has identified innovation in value-based insurance design as one
of the high-priority policy initiatives with a strong potential for delivering value to patients with
chronic conditions. We strongly support expansion of the Medicare Advantage (MA) VBID
demonstrations within CMMI.

4

National Health Council, Policy Proposals for Reducing Health Care Costs Summary of Draft Recommendations,
http://www.nationalhealthcouncil.org/sites/default/files/HCC%20Onepager_Updated_FINAL.pdf.
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Additionally, we support efforts to better coordinate and integrate the variety of services that patients
need. For example, models can be tested that have increased flexibility for plans to include ancillary
services that can be particularly meaningful to patients, such as transportation and social services.
CMMI should also consider an MA based model testing intensive care management services, similar
to the fee for service based Care Management for High-Cost Beneficiaries Demonstration, that would
offer patients a dedicated interdisciplinary team to help ensure they’re getting the right care at the
right time.

RFI Question #5: How can CMS further engage beneficiaries in development of
these models and/or participate in new models?
The NHC appreciates CMS’ interest in improving engagement with beneficiaries to inform its
selection, design, and evaluation of innovation models. As CMMI explores innovative strategies to
incentivize value-based care, the threshold question of how “value” is defined cannot be addressed
without the patient voice. Patient perspectives on value will often differ significantly from that of
payers and their providers. Patients want clinically effective treatment options that are relevant given
their personal circumstances and individual goals.5 The definition of value, therefore, varies among
different patient populations; value also evolves with disease trajectory and is highly dependent on
individual preferences.
We have previously expressed to CMS our continuing belief that the Agency should work with the
stakeholder community to create a shared and agreed-upon definition of value in terms of clinical
effectiveness as well as relevance to patients and their family caregivers. Failing to address this
fundamental informational gap could deprive the Agency, providers, and the patients they serve, of
core information that should drive payment and care delivery innovation, and could ultimately
undermine our shared goal of improving flexibility, patient-centeredness, and quality while reducing
costs.
Section 1115A’s reliance on patient-centeredness in evaluating models similarly underscores the
importance of the patient perspective in initial model selection and design. Meaningful patient
engagement is essential to patient centeredness, and requires direct interaction with patients, family
caregivers, and patient organizations that is bidirectional, reciprocal, and continuous.
Communications are open, honest, and clear. Engagement goals, participants, methods, desired
impacts, and actual impacts are clearly outlined and transparent. We believe CMMI can improve
upon the CMS patient-engagement process overall, and recommend:
•
•
•
•
•
5

Convening an Administrator-level Patient-Engagement Advisory Panel to inform, advise, and
guide the Center on improving the patient centeredness of CMS activities in general and
CMMI models in particular;
Appointing patient representatives to all CMS committees, technical advisory panels, and
similar groups, and creating training and tools to optimize their engagement;
Including patients and caregivers in the measure-development processes;
Involving patients and other stakeholders in the creation of all APMs and other CMMIdeveloped Models; and
Embedding patient centeredness into the DNA of CMS by establishing and reporting on
metrics for achieving patient centeredness throughout the Agency.

Boutin, Marc. “The Patient Trifecta: A Basis for Truly Patient-Centric Health System.” American Journal of
Pharmacy Benefits. http://www.ajpb.com/journals/ajpb/2015/ajpb_septemberoctober2015/the-patient-trifectaa-basis-for-a-truly-patient-centric-healthsystem.
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We also urge CMMI to consider the six key domains of patient centricity identified in the NHC’s
Patient-Centered Value Model Rubric, which was created in conjunction with its member
organizations. These domains are: patient partnership; transparency to patients; inclusiveness of
patient; diversity of patient populations; outcomes that matter to patients; and patient-centered data
sources.6

Conclusion
The NHC appreciates the opportunity to submit comments on this CMMI RFI. As the voice for
individuals with chronic diseases and disabilities and their family caregivers, the NHC encourages
CMS in general, and CMMI specifically, to ensure that the patient voice is included in its selection
and implementation of innovative approaches to strengthen our nation’s health systems. We are
committed to working with CMS to ensure that patients receive quality care that improves the
outcomes about which they care.
Please do not hesitate to contact Eric Gascho, Vice President of Policy and Government Affairs, if
you or your staff would like to discuss these issues in greater detail.
Sincerely,

Marc Boutin, JD
Chief Executive Officer

6

The Patient Voice in Value: The National Health Council Patient-Centered Value Model Rubric.
http://www.nationalhealthcouncil.org/sites/default/files/Value-Rubric.pdf.

Elizabeth G. Taylor
Executive Director

November 20, 2017
Board of Directors
Robert N. Weiner
Chair
Arnold & Porter, LLP
Ann Kappler
Vice Chair
Prudential Financial, Inc.
Miriam Harmatz
Secretary
Florida Legal Services
Nick Smirensky, CFA
Treasurer
New York State Health
Foundation
Robert B. Greifinger, MD
John Jay College of
Criminal Justice
John R. Hellow
Hooper, Lundy & Bookman, PC
Michele Johnson
Tennessee Justice Center
Lourdes A. Rivera
Center for Reproductive Rights
Donald B. Verrilli, Jr.
Munger, Tolles & Olson
Rep. Henry A. Waxman
Waxman Strategies
Ronald L. Wisor, Jr.
Hogan Lovells

VIA ELECTRONIC SUBMISSION
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, DC 20201
Re: Request for Information on the CMS Innovation Center (CMMI)
Dear Administrator Verma:
The National Health Law Program (NHeLP) is a public interest law firm
working to advance access to quality health care and protect the legal
rights of low-income and under-served people. Founded in 1969,
NHeLP advocates, educates, and litigates at the federal and state
levels.
We appreciate the opportunity to comment on the request for
information and comments on the future direction of the Centers for
Medicare and Medicaid Innovation Center (CMMI). NHeLP supports
the efforts of CMMI and commend the agency’s continuing
commitment to CMMI. We also support many of the guiding principles
identified in the RFI. However, these principles are broad and general
and have to potential to be interpreted in ways that are harmful to
beneficiaries. Accordingly, we urge CMS to ensure that they are
defined and implemented in ways that preserve and improve
beneficiary care.
1.

Comments on CMS’ Guiding Principles

General Counsel

Beneficiary Choice
Marc Fleischaker
Arent Fox, LLP

We support the inclusion of choice as a guiding principle. However,
CMS has repeatedly used mandatory enrollment or “passive
enrollment” (opt-out) in managed care that undermine the most basic
element of choice for beneficiaries regarding demonstrations: whether
to participate or not. CMS cannot meaningfully advance the principle
of choice if beneficiaries cannot choose whether to enroll in a
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3701 Wilshire Boulevard, Suite 750 · Los Angeles, CA 90010 · (310) 204-6010 · Fax (213) 368-0774
200 N. Greensboro Street, Suite D-13 · Carrboro, NC 27510 · (919) 968-6308 · Fax (919) 968-8855
www.healthlaw.org

particular delivery model. Medicaid and Medicare beneficiaries need better care delivery; the
approach CMS should take is to introduce models that produce recognizable value such that
beneficiaries choose those models over time
Merely providing more options, however, does not ensure meaningful choice. Creating too many
options can be overwhelming and will confuse beneficiaries, particularly if they are not able to
compare them. Real, meaningful choice means a reasonable and limited set of options that are
different in significant ways, are easily comparable to each other, and are combined with ample
information, time, and supports to make decisions between them.
To meaningfully effectuate beneficiary choice, CMS should also require that every beneficiary
potentially transitioning into a new model of care have access to an ombudsperson to provide
independent choice counseling. CMS could, as was done in the Financial Alignment
Demonstrations, require this to be part of the specific models. CMS could also develop an umbrella
Innovation ombudsperson office that provides supports for several models of care. The important
things are (1) that the Innovation ombuds office be easily and effectively accessed by a beneficiary
who calls 1-800-Medicare, state Medicaid offices, or Marketplaces, and (2) that the Innovation
ombudsman have the capacity to provide specific information to beneficiaries about the model
options and the comparative consequences of different choices.
CMS must also provide beneficiaries with adequate notice about the options and decision points
they have. Of course, those notices must comply with minimum legal standards in Medicare,
Medicaid, and CHIP. They must be written in a way that is accessible to beneficiaries, and include
all of the information beneficiaries need to make an informed decision. CMS must ensure that
materials describing new models are written in plain language and are accessible to people with
limited English proficiency, low literacy, and people with disabilities.1
In particular, to the extent CMS is testing models of care that shift risk onto providers, it is CMS’s
duty to notify beneficiaries that their providers will have a financial stake in the provision or
withholding of services. Notices should also include contact information for the ombudsperson
supports that are available (discussed below).
Provider Choice

1

See, e.g., HHS’ Guidance to Federal Financial Assistance Recipients Regarding Title VI Prohibition Against
National Origin Discrimination Affecting Limited English Proficient Persons (Aug. 8, 2003),
https://www.gpo.gov/fdsys/pkg/FR-2003-08-08/pdf/03-20179.pdf; CCIIO, Technical Guidance: Guidance and
Population Data for Exchanges, Qualified Health Plan Issuers, and Web-Brokers to Ensure Meaningful Access
by Limited English Proficient Speakers Under 45 C.F.R.§ 155.205(c) and § 156.250 (Mar. 30, 2016), available
at https://www.cms.gov/CCIIO/Resources/Regulations-and-Guidance/Downloads/Language-accessguidance.pdf. We note that, on this issue, we concur with the excellent comments of the Centers for
Medicare Rights and the Association of Asian Pacific Community Health Organizations and incorporate them
here by reference.
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We support CMS’ intention to focus on voluntary models for providers. Providers that are
unprepared to participate in a model but were compelled to do so cannot properly serve
beneficiaries. In particular, providers that should not be rapidly forced into models that require
them to assume greater risk than they are prepared for.
We agree providers should not be subject to unnecessarily burdensome requirements. However,
many requirements, including those that create burdens, are in place because they serve
beneficiary interests and provide important protections. Accordingly, CMS should be very cautious
about eliminating requirements that support high standards of care or protect the due process
rights of beneficiaries.
Person-Centered Care (Patient-Centered Care)
We strongly support person-centered care as a guiding principle. Furthermore, we encourage CMS
to refer to it as “person-centered care,” to avoid the overly narrow construction of “patient” – a
term that does not necessarily include individuals benefitting from long term care services. A
person-centered focus is the right way to deliver care, both because it respects the individuals
receiving care and increases the likelihood of engagement and thus better outcomes. In addition,
we commend the inclusion of caregivers in the RFI description.
We do, however, believe that CMS must improve its working definition of what it means to
empower beneficiaries. In our view, it means providing them with the tools, information, and
support to make health care decisions. Empowerment is fundamentally the addition of a support
that promotes power. It is never the threat of a penalty that coerces behavior. For example,
threatening to reduce or end care for noncompliance with paperwork, payments, drug testing, or
similar requirements does not empower patients. It insults them as adults, undermines their
dignity, and ultimately is ineffective. Moreover, imposing costs such as enhanced copayments does
not empower low income beneficiaries. Rather, as multiple, redundant studies have shown, copays
simply cause many beneficiaries who need care to forgo treatment.2
We do not oppose rewards to incentivize high-value activities (such as a smoking cessation class) –
though we note there is mixed data on the effectiveness of such techniques. 3 But we categorically
oppose and punitive incentive scheme that is purported to empower beneficiaries. We urge CMS to
spend time and resources should be spent on developing supports to address the obstacles
beneficiaries face to obtaining care or complying with treatment directions, rather than on
designing penalties.
Benefit design and price transparency
2

See David Machledt and Jane Perkins, Medicaid Premiums and Cost Sharing (National Health Law Program,
2014), file:///C:/Users/Sarah/Downloads/NHeLP_IssueBriefMedicaidCostSharing_03262014%20(1).pdf.
3
Hannah Katch and Judith Solomon, Are Medicaid Incentives an Effective Way to Improve Health Outcomes?
(Center on Budget and Policy Priorities, 2017), available at
https://www.cbpp.org/research/health/are-medicaid-incentives-an-effective-way-to-improve-healthoutcomes
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We support improved benefit design as a principle. However, “improving” benefit design should
not actually worsen care for beneficiaries. A basic tenet of any insurance, including health
insurance, is that coverage must match the needs of the insured. The needs of health care
beneficiaries should be the guiding factor in benefit design. Other considerations, including cost,
are relevant to design but should be secondary.
We are also supportive of the concept of evidence based benefit design. However, the clinical
criteria used to design benefits should be clearly identified, well-established, widely supported by
the relevant medical communities, and publicly available for review. In addition, there must always
be a reasonable, accessible, and prompt exceptions process available to treating physicians when
the benefit design is inappropriate for a particular patient in treatment. CMS has frequently noted
the need for flexibility among the variety of 50 states; state flexibility pales in comparison to the
variety among the thousands of patients in one provider panel – much less the millions across the
country. Benefit design must be responsive to that flexibility.
Transparency
We strongly support CMS’s commitment to transparency and processes including public
stakeholders, and look forward to participating in those processes.
Small scale testing
We support CMS’s intention to focus on small scale testing. We believe that testing should start
with the smallest populations that allow for sufficient data to draw evaluative conclusions. Even
the most well-designed model of care may have known risks, unknown risks, and additional
unintended consequences. When something “goes wrong” it is much easier to correct if the model
only impacts a small number of enrollees. The number of individuals potentially harmed is also
decreased.
For example, the previous administration tested Financial Alignment Demonstrations in
unnecessarily large scale transitions. When tens of thousands of individuals were transferred into
new programs at the same time, there was insufficient capacity to handle the new demand and
correct problems that arose.4 We note that this was true despite the fact that enrollment
projections in some states were smaller than hoped. Smaller batches allows for real-time
adjustment, more beneficiary and provider understanding about the on-going transition, and
better outcomes.
4

Edith G. Walsh, Report on Early Implementation of Demonstrations under the Financial Alignment Initiative
(Report prepared for CMS), p. 14 (RTI International, 2016), available at https://www.cms.gov/MedicareMedicaid-Coordination/Medicare-and-Medicaid-Coordination/Medicare-Medicaid-CoordinationOffice/FinancialAlignmentInitiative/Downloads/MultistateIssueBriefFAI.pdf. The report noted that
“[d]espite efforts to accommodate plan capacity such as staggering enrollment, MMPs needed to handle the
influx of many enrollees at one time.”
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We also believe that CMS should resist the pressure to move too quickly. Rather, CMS should be
deliberate and methodical in testing and expansion – to let well-substantiated success drive change
over time. While we believe that the cycle of testing, evaluation, re-testing, re-evaluation, and
when appropriate, expansion, should be a slow and deliberative cycle, we encourage CMS to make
data and best practices available in real-time to the extent practicable, to allow for rapid
dissemination of knowledge. We believe that CMS should move knowledge and information
expeditiously, while moving the health care system slowly and thoughtfully in response to that
evolving knowledge.
Although we agree that CMS should use the section 1115A criteria as a minimum standard for
expanding models of care, it should not be a dispositive standard. Models of care might meet the
minimum standards for expansion yet still be a poor candidate for expansion based on
consideration of all of the factors and evidence available to CMS.
2. CMMI should commit to testing a diversity of models of care and de-emphasize models
that place risk on providers
We believe that CMS has focused too narrowly on models that aggressively shifted risk for cost
onto providers. This has limited the scope of models tested, possibly excluding high or higher value
models, and risks creating confirmation bias in model testing. For example, in defining Medicaid
models that would make providers eligible for bonus payments in MACRA, CMS effectively
foreclosed any option other than provider risk models.5
Accordingly, we recommend that CMS decrease the emphasis on models focused on risk for costs
and encourage increased testing of:
 Models putting providers at risk only for quality outcomes, as opposed to emphasizing risk
for cost. We believe it is reasonable to hypothesize that high-quality care will be advanced
by putting providers at risk for quality, such as a penalty/bonus depending on their results.
We note however, that such models will need to be designed in ways that discourage cherry
picking, such as by offering enhanced rates for high-needs beneficiaries.
 Non-risk models focused on providing supports (such as care management) that have
already been shown to reduce costs and improve outcomes. There are numerous examples
of programs in PCCM/MFFS systems that have achieved excellent results and reduced costs,
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See 42 C.F.R. § 414.1420(a)(3)(ii), requiring Medicaid Medical Home Models to be comparable to models
actually expanded under the Innovation Center authority in order to count towards MACRA bonus payment
thresholds – however, no such medical home models have been expanded under that authority. In the
preamble to the notice of proposed rulemaking for this regulation, at 81 Fed. Reg. 28334, CMS confirms this
interpretation: “We believe that the expanded Medical Home Model criteria can only be used for
comparison when a Medical Home Model is, in fact, expanded as described in section II.F.4.b.(6) of this
preamble, not merely by satisfying the expansion criteria under section 1115A(c) of the Act.” The only
option that remains for Medicaid patients to count towards MACRA bonus payments is for the provider to
take on risk as per 42 C.F.R. § 414.1420(a)(3)(i).
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and such models should be tested and compared on an even playing field with risk-based
models.
Models (whether risk or non-risk) that include strong minimum requirements to use a
PCMH or similar advanced primary care model. We believe PCMH-type requirements should
be a basic building block of new models of care. These will help achieve many of the
delivery redesign goals (such as better care coordination, reduced overprescribing, etc.)
regardless of the delivery model.
As recommended by the Center on Budget and Policy Priorities in their comments, CMMI should
test models that focus on cross sector collaboration, such as models integrating Medicaid
and housing supports.

The emphasis on risk-based models must account for serious concerns those models create for
beneficiaries. To name a few:
 Care rationing unrelated to medical necessity: Cost-risk models create a serious risk for
providers stinting on care. Such models may diminish the clinical independence of providers
and damage the provider-patient relationship. Although such models include quality
metrics, we do not believe the quality measurement technology sufficiently precise to
identify all quality decreases, particularly in the cases in which providers are struggling to
meet quality standards. Such pressure could lead providers to stint on care which is
unrelated to the measures.
 Risk of cherry picking: Any model that rewards providers for outcomes creates an incentive
to pick patients that are likely to have good outcomes. This may disfavor patients that have
subtle clinical complexity – for example, a patient needing a surgery that requires
rehabilitation who also suffers from depression. While most models of care use a risk
adjustment technology, this technology may not be good enough to counteract (with
precision) the financial incentive to avoid sicker patients.
 Inadequate networks: As CMS explores models of care that shift risk onto providers, the
payment mechanisms ultimately form official or unofficial provider networks. For example,
the providers within an ACO that share risk will have formal agreements about how risk is
shared, and their collective risk creates an informal network of providers that all share a
common goal to control spending. These providers will therefore have strong incentives to
refer only within the ACO, since only ACO providers are sensitive to the same risk of
spending increasing. However, some beneficiaries may have important provider
relationships that extend outside the ACO or need providers that are outside the ACOs
range of expertise. For example, ACO provider networks may not have all of the specialist
providers needed by an individual who is HIV or have the specialized family planning
providers needed by a vulnerable low-income woman who lives with an abusive spouse.
CMS must (1) establish strong requirements to push ACOs to be inclusive of providers, such
as essential community providers, and (2) recognize that there will always be needs to go
outside the ACO, and thus develop protections to ensure individuals can in theory and in
practice access providers outside the ACO, without “steering” or retaliation.
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Potential Models of Care: CMS listed eight potential models of care in the RFI. We support CMS’s
interest in working with beneficiary stakeholders to identify ways to maximize beneficiary
participation in the design of such models of care.
We have the following comments to those suggestions:
Increased participation in Advanced Alternative Payment Models (AAPMs): While we
conceptually support AAPM incentives as a vehicle to test new models of care, we are greatly
concerned that CMS has focused too narrowly on models of care that shift risk onto providers.
The AAPM dollars represent an enormous incentivization of physicians, and those dollars are
very heavily focused on provider risk models. CMS should increase the range of models
qualifying under the AAPM framework. This includes models qualifying under Medicare only and
“Other Payer” tracks.
Consumer-Directed Care & Market-Based Innovation Models: While we agree with the
principle of beneficiary empowerment, we have concerns with the approach CMS presents here.
Health care markets are not like markets for most commodities. Most health care is not an
optional purchase, sometimes it is a matter of life and death, and in some cases it is urgently
provided (prior to payment). There is also enormous asymmetry of information between
beneficiaries on the one hand, and providers, health plans, and drug companies on the other.
There are no transactions that beneficiaries regularly engage in that match the complexity of a
surgery, which may have a dozen different providers billing for different services. The complexity
of health care has made it unresponsive as a market – and this is not limited to Medicare,
Medicaid, and CHIP.
While providing more information might help make the health care market more responsive,
CMS should not place expectations on Medicare, Medicaid, and CHIP that are unrealistic. For
example, offering shared savings so that beneficiaries can “keep some of the savings when they
choose a lower-cost option” is not an effective strategy because beneficiaries do not know, for
example, the diagnostic value of an x-ray versus an MRI, as applied to their presenting
symptoms. Beneficiaries will follow the advice of their physician. Beneficiaries choosing lowercost options despite their physicians recommending higher cost treatments would not be good
for outcomes. Likewise, providers proposing prices would be of little use to patients with no
baseline for comparison.
The opaqueness of the health care market has not been solved in any segment of the market,
and it is unrealistic to expect it to be solved for Medicare and Medicaid enrollees. There is likely
a small set of non-urgent elective treatments where beneficiaries could plausibly “price shop” as
they would for most goods. But otherwise, we believe CMS should focus on providing
beneficiaries with more price information, but reducing expectations for how effective market
transparency mechanisms can be. If CMS designs complicated market designs (such as “allowing
Medicare beneficiaries to contract directly with healthcare providers”), such designs should only
be allowed for sophisticated beneficiaries who opt in to such models.
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Physician Specialty Models: We are generally supportive of approaches that reduce
fragmentation of care. In particular, we support physician specialty models that improve
connections and coordination between such physicians and primary care/care management
teams, particularly in the case of individuals with a health condition requiring heavy
interaction with a specialist. At the same time, we have concerns that some version of
physician specialty models – such as bundled care designs – may have the effect of actually
segmenting care by carving it out of the broader health care management of a beneficiary.
Prescription Drug Models: We recognize that there are some situations where prescription
drugs are consistently overprescribed. For example, over use of anti-psychotics in older
adults has led to higher spending and worse outcomes.6 However, we do not believe
“overutilization” is the primary or material driver of prescription drug costs. Until HHS, and
the federal government more broadly, develops a strategy to control the unsustainable
growth in the underlying cost of medications, no strategy targeting utilization will be
successful.
Nonetheless, we do believe utilization problems should be addressed. We believe sufficient
mechanisms already exist to do this, in the form of evidence-based utilization controls that
can already be applied to most Medicaid enrollees through managed care and a growing
number of Medicare enrollees through Medicare Advantage. We encourage CMS to ensure
that every enrollee in Medicare or Medicaid has care coordination to identify overprescribing problems, especially dangerous contraindications.
If CMS pursues prescription drug payment models, those models should (per our earlier
suggestions) never create an incentive to stint on care or cherry-pick health patients. In
particular, drug payment models should not limit access to drugs without accessible, simple,
and expeditious exceptions processes for individuals whose clinical status requires an
exception to the default limits. Finally, we remind CMS that cost-sharing is a dangerously
blunt tool for prescription drugs; it disincentives use of medications for all low-income
individuals, the majority who need a drug in addition to the very small minority who are
misprescribed the drug.
Medicare Advantage (MA) Innovation Models: The premise of Medicare Advantage is that
private plans would better manage care at more efficient cost. Historically, however, the
value of Medicare Advantage for beneficiaries have varied wildly. In many cases
beneficiaries have enrolled for the wrong reasons – forced enrollment,
6

The population of elderly patients, including those with dementia, is growing and an overwhelming
majority of older adults with dementia will develop psychosis or agitation during their illness. Treatment of
these symptoms has often involved use of antipsychotic medications. However, in recent years, evidence
from clinical trials shows little benefit from using antipsychotic medications with these patients and the
antipsychotics are associated with significant adverse effects, including increased risk of cognitive decline
and increased risk of death. https://www.psychiatry.org/newsroom/news-releases/apa-releases-newpractice-guidelines-on-the-use-of-antipsychotics-in-patients-with-dementia
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confusion/aggressive marketing, or the allure of a free or low cost benefit that hardly
justifies a restrictive network. If CMS is searching for MA innovation models, we believe it is
a signal that CMS needs to improve the underlying MA program. The most important thing
CMS can and should do to drive improve outcomes in MA is develop firm care management
requirements for MA that provide assurances that beneficiaries are receiving something of
value in exchange for restricting their network of providers, accepting benefit limitations,
etc.
We also caution CMS to avoid over-populating the options available to beneficiaries. As
discussed above, more complex MA options will not simplify or help decisions for
beneficiaries. That said, we are supportive of tools and supports for beneficiaries to help
compare the existing Medicare options. Such supports should be developed to be
independent assessments of proven – not hypothetical – advantages and disadvantages of
the options.
As per our earlier comments, we encourage CMS to diversify the models tested in
Medicare, including primary care based coordination models, to pressure test the value
provided by Medicare Advantage.
Supplemental coverage issues are a major problem for Medicare beneficiaries. Over the
years CMS has taken many steps that have helped beneficiaries, such as standardizing a
limited set of benefits packages allowing beneficiaries to effectively make comparisons. We
are supportive of more efforts to support beneficiaries in this process. We are particularly
concerned that many beneficiaries are tempted to chase lower premiums without
understanding that, given their very predictable utilization, their annual out-of-pocket
spending would be significantly lower if they paid for a better plan. It is CMS’s duty, on
behalf of Medicare enrollees, to create a system where as a matter of fact enrollees
routinely are able to find the best plan for their predictable needs.

State-Based and Local Innovation, including Medicaid-focused Models: Medicaid enrollees
are more likely to have complex health conditions and less likely to be able to pay out of
pocket for unmet needs. Factors like these create more risks in Medicaid, and CMS should
be more cautious and slower in launching experimental models in Medicaid. For example, a
model of care that creates an unintended incentive to avoid complex patients would create
serious problems for the Medicaid population.
In the context of Medicaid, we recommend that the Innovation Center focus on models
with strong care management functions and no or low risk on providers for cost of care. To
the extent that CMS does test new models in Medicaid, we believe it makes sense to test
models that provide supports to address social determinants of health, to see if such
investment can improve outcomes and reduce cost. We stress that these should be
supports – such as coordination between health and other social services – and not
penalties to coerce compliance. Numerous Medicaid programs have implemented supports
for social determinants of health that may provide lessons.

9

We note, further, that the Innovation Center’s authority with respect to Medicaid is limited.
Therefore, except for four statutory provisions at section 1115A(d)(1), the Innovation
Center cannot waive Medicaid requirements. However, it is likely the Innovation Center
would not need any waiver authority to work with states to add supports. The limited
waiver authority would be a barrier to reducing Medicaid standards.
Finally, we understand the numerous reasons why multi-payer models offer heightened
promise to leverage systemic improvements. However, to the extent CMS pursues such
models in coordination with Medicaid, the effected Medicaid enrollees should not lose
Medicaid protections that are essential to them being able to actually use care.
Mental and Behavioral Health Models: We urge CMS to ensure that services are delivered
to the greatest extent possible in community-based settings and never in large, institutional
models. CMS has long demonstrated a commitment to honoring the integration mandate of
the Americans with Disabilities Act and Section 504 of the Rehabilitation Act and making it
clear that states must do so as well. We expect that CMS will continue this practice, as it has
since the Supreme Court’s decision in L.C. v. Olmstead. 7
Program Integrity: We support efforts by CMS to ensure that programmatic dollars are not
wasted. We note that the most significant source of improper spending is caused by a very
small subset of providers – not beneficiaries. Along with taxpayers, beneficiaries are usually
victims of such providers. We do not believe CMS needs new program integrity models
targeting beneficiaries. To the extent CMS pursues such models, they should not be
burdensome to beneficiaries, and their scope should be commensurate with the proven
scope of the problem.
3.

Suggestions on the structure, approach, and design of potential models and
potential challenges and associated risks.

We urge CMS to zealously guard the well-being of beneficiaries as it tests new models of care. This
means ensuring beneficiary protections are in force and protecting continuity of care.
While we agree that CMS may need to waive some administrative processes to implement
payment reforms, we do not believe that CMS should waive any beneficiary protections in
Medicare, Medicaid, and CHIP. For example, in Medicaid, important beneficiary protections such as
limits on cost-sharing, premiums, and other out-of-pocket costs should not be waived. All models
of care should provide required Medicaid benefits, and comply with Medicaid standards on
network adequacy, enrollment, access to reproductive health services, and due process. We note
that the statutory limits on CMMI authority require models that at least maintain patient
outcomes, and thus there is no legal authority to reduce coverage or access to care.

7

1 HCFA, Dear State Medicaid Director, Olmstead Update Nos. 2 and 3 (July 25, 2000), No. 5 (January 10,
2001); CMS, Dear State Medicaid Director (May 20, 2010).
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In addition, as beneficiaries are transitioned into new models of care, CMS should ensure that
continuity of care is protected. CMS should hew to a “first, do no harm” policy with new models of
care. Continuity of care means protecting both a beneficiary’s access to important providers and a
beneficiary’s access to on-going treatments.


Beneficiaries should never be forced (including opt-out arrangements) into a model of care
that requires them to give up their primary care provider, or any other provider with which
they have an established relationship.



Beneficiaries should never be prevented from completing a treatment that is in progress
after being put into a new model of care. In the case of long term services and supports,
established providers and supports should be respected. Any attempt to change established
services should require a heightened burden of scrutiny to identify what improvements in
the beneficiary’s condition justify changing services if none of the underlying clinical factors
and formal coverage standards have changed.

We also recommend that CMS work to improve front and back-end model review. Upfront, CMS
must commit to extensive readiness review to ensure that when beneficiaries are put into a new
model of care, all foreseeable harm has been mitigated. On the back end, CMS must commit to a
rigorous and scientifically valid evaluation process to determine whether the model actually
improved care for beneficiaries.
4. Options other than FFS or MA for paying for care delivery:
As set forth above, we recommend that CMS test more models of care that (1) put providers at risk
for quality and not cost; (2) use PCCM/MFFS; and (3) are built around PCMH more generally.
5. Engaging beneficiaries in development of and participation in new models:
We appreciate CMS’s interest in engaging beneficiaries in the development of models of care. To
achieve meaningful beneficiary participation, CMS will need to commit resources to supporting
beneficiaries – making materials available, maintaining a web site with resources, hosting calls and
webinars, and similar activities.
We urge CMS to recommit to using the Learning and Access Network (LAN) stakeholder process
that is already in place. NHeLP, along with other beneficiary stakeholders, participates in the LAN
and has found it to be a useful mechanism for beneficiaries to engage in CMS design processes.
We also recommend that CMS begin a regular quarterly meeting between CMMI staff and
beneficiary stakeholders. Although the prior administration held some impromptu meetings that
were valuable to and appreciated by consumer stakeholders, there was not a regular meeting that
could establish a meaningful flow of information in both directions.
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Conclusion
Thank you for considering these additional comments. If you have questions, please contact
Leonardo Cuello, Director of Health Policy or Jane Perkins, Legal Director.
Sincerely,

Jane Perkins
Legal Director
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Submitted via e-mail: CMMI_NewDirection@cms.hhs.gov
November 20, 2017
The Honorable Seema Verma,
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services Attention: CMS-1676-P
P.O. Box 8016
Baltimore, MD 21244–8013
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
On behalf of the National Indian Health Board, I write to submit comments on the request for
information entitled: Centers for Medicare & Medicaid Services: Innovation Center New Direction.
Established in 1972, the NIHB is an inter-Tribal organization that advocates on behalf of Tribal
governments for the provision of quality health care to all American Indians and Alaska Natives
(AI/ANs). The NIHB is governed by a Board of Directors consisting of a representative from each
of the twelve Indian Health Service (IHS) Areas. Each Area Health Board elects a representative to
sit on the NIHB Board of Directors. In areas where there is no Area Health Board, Tribal
governments choose a representative who communicates policy information and concerns of the
Tribes in that area with the NIHB. Whether Tribes operate their entire health care program through
contracts or compacts with IHS under Public Law 93-638, the Indian Self- Determination and
Education Assistance Act (ISDEAA), or continue to also rely on IHS for delivery of some, or even
most, of their health care, the NIHB is their advocate.
We appreciate the opportunity to provide comments and commend CMS for approaching new model
designs but we also remind CMS of its trust responsibility to American Indians and Alaska Natives.
We request that CMMI work with Tribes to develop new innovations around service delivery and
payment reform but we also remind CMS that any burdensome requirements must hold harmless the
Indian health system.
Background
The United States has a unique legal and political relationship with American Indian and Alaska
Native Tribal governments established through and confirmed by the United States Constitution,
treaties, federal statutes, executive orders, and judicial decisions. Central to this relationship is the
Federal Government’s trust responsibility to protect the interests of Indian Tribes and communities,
including the provision of healthcare to American Indians and Alaska Natives.
Congress has passed numerous Indian-specific laws to provide for Indian health care, including
establishing the Indian health care system and permanently enacting the Indian Health Care
Improvement Act (IHCIA).1 In the IHCIA, for instance, Congress found that “Federal health
services to maintain and improve the health of the Indians are consonant with and required by the
1

25 U.S.C. § 1601 et seq
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Federal Government’s historical and unique legal relationship with, and resulting responsibility to,
the American Indian people.”2 Congress also enacted the Indian Self-Determination and Education
Assistance Act of 1975 to enable Tribes and Tribal Organizations to directly operate health programs
that would otherwise be operated by the Indian Health Service (IHS), thereby empowering Tribes to
design and operate health programs that are responsive to community needs. Title V of the Indian
Health Care Improvement Act authorized federal funding for urban Indian organizations to provide
health services to AI/ANs, many of whom had been relocated to urban areas by federal relocation
programs. Together, this complex healthcare system is often referred to as the “I/T/U”
(IHS/Tribal/Urban) or Indian health system.
The I/T/U system utilizes a community-based public health model with many approaches that are
not found in typical American medical delivery systems. For example, Indian health programs
include public health nursing, outreach workers, prevention services, and even building community
water and sanitation services. Many Indian health programs have pioneered new types of providers,
such as community health aides and dental health aide therapists, as well as new approaches to
delivering services in remote rural areas, including telehealth. Tribal governments manage a wide
range of services, such as substance abuse treatment, the U.S. Department of Agriculture nutrition
programs for pregnant women, infants and children, Senior Centers and elder nutrition sites, rabies
vaccinations, and injury prevention programs, to name just a few. Tribal programs tend to take a
more holistic view. As a result, over the past decades, Tribes have successfully crafted their own
health systems that are innovative and deliver high quality care.
As the Center for Medicare and Medicaid Innovation moves forward with new opportunities, it is
imperative that Tribes be included as partners in the development of innovative health care payment
and service delivery models and that they be held harmless to meeting any potentially burdensome
requirements that are not consonant with the federal trust responsibility to provide health care to
AI/ANs.
Tribal Consultation
The Federal government’s trust responsibility provides the legal justification and moral foundation
for Indian specific health policymaking—with the objectives of enhancing their access to health care
and overcoming the chronic health status disparities of this segment of the American population.
Under the CMS Tribal Consultation Policy, CMS is to consult with Tribes throughout all stages of
the process when developing any new policy that would impose substantial compliance costs on
Indian Tribes.3 Moreover, CMS shall:




Encourage Indian Tribes to develop their own policies to achieve program
objectives;
Where possible, defer to Indian Tribes to establish standards; and,
In determining whether to establish federal standards, consult with Tribal officials
as to the need for federal standards and any alternatives that would limit the scope
of federal standards or otherwise preserve the prerogatives and authority of Indian
Tribes.4

Indian health care programs are unique. Tribal health programs implement the United States’ trust
responsibility to provide health care services to AI/ANs. 5 The IHS is the primary federal agency
2
3

Id. § 1601(1)
Centers for Medicare & Medicaid Services, Tribal Consultation Policy § 5.7 (Dec. 10, 2015).

4

Id. at § 5.6.

5

See, e.g., 25 U.S.C. § 1601 (“Federal health services to maintain and improve the health of the Indians are consonant
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tasked with carrying out this responsibility; however, the federal trust responsibility extends to every
branch of the federal government and to every Executive Department and agency, including CMS.
CMS must not abdicate its trust responsibility by failing to account for the unique needs of the Indian
Health system as it finalizes and implements this rule. The trust responsibility requires that the
federal government assist I/T/Us in meeting the highest standards for efficiency and quality of patient
care.
Conclusion
NIHB Tribes stand ready to work with CMS to develop new innovations around payment reform and
service delivery. As CMMI works to develop new initiatives, CMS must continue to work with
Tribes and hold harmless the I/T/U system from any burdensome requirements. We thank you for
this opportunity to provide our comments and recommendations and look forward to further
engagement with CMS on this important proposed rule.
Sincerely,

Vinton Hawley,
Chairman, National Indian Health Board

Cc: Kitty Marx, Director, CMS Division of Tribal Affair

with and required by the Federal Government’s historical and unique legal relationship with, and resulting
responsibility to, the American Indian people.”); The White House, Memorandum for Heads of Executive Departments
and Agencies re: Tribal Consultation (Nov. 5, 2009), https://www.whitehouse.gov/the-pressoffice/memorandum-Tribal-consultation-signed-president.
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Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Room 314G
Hubert H. Humphrey Building,
200 Independence Avenue, SW
Washington, DC 20201
Dear Administrator Verma,
The National Kidney Foundation is pleased to comment on the Request for
Information(RFI): Innovation Center New Direction. The National Kidney Foundation is
the largest, most comprehensive and longstanding, patient centric organization
dedicated to the awareness, prevention and treatment of kidney disease in the US. In
addition, the National Kidney Foundation has provided evidence-based clinical practice
guidelines for all stages of chronic kidney disease (CKD), including transplantation since
1997 through the National Kidney Foundation Kidney Disease Outcomes Quality
Initiative (KDOQI).
The National Kidney Foundation agrees that an affordable, accessible healthcare
system that puts patients first is the most important goal that the Centers for Medicare &
Medicaid Services (CMS) and particularly the Innovation Center can realize. Therefore,
we are pleased to share with you our proposed model for improvements in earlier
detection and treatment of chronic kidney disease (CKD), which align with many of the
guiding principles outlined in this RFI. CKD is a progressive disease in which 90 percent
of the 30 million American adults with the condition don’t realize they have it and for
which Medicare spends $103 billion on the care of beneficiaries who have received a
diagnosis, including $33 billion caring for end-stage renal disease (ESRD) patients who
qualify for Medicare, regardless of their age. The National Kidney Foundation strongly
believes that CMS can take a leading role to substantially improve outcomes for people
with CKD and reduce spending by promoting earlier, improved care that is supported by
changes in reimbursement and economic incentives. The National Kidney Foundation
hopes to work with CMS and additional provider and patient stakeholders to fully

develop the methodology needed to support the model and deploy voluntary, five-year
pilot testing that will provide the opportunity for patients to receive earlier, cost-effective
care that empowers them to make informed decisions about their health and treatment
options.
Sincerely,

Jeffrey Berns

Kevin Longino

Jeffrey Berns, MD
Chair, CKD Innovation Model Workgroup
Past President of the National Kidney Foundation

Kevin Longino
CEO and Transplant Recipient

CKDintercept: Comprehensive Chronic Kidney Disease Care Model

November 20, 2017

Background and Model Overview
Chronic Kidney Disease (CKD) affects 30 million adults in the United States. CKD is a
progressive disease, yet many with CKD did not know they had it prior to their kidneys
failing. This is true even among those at the highest risk due to diabetes or
hypertension. In fact, 96% of those with early kidney disease (stages 1 and 2) don’t
even know they have CKD. Of those with severely reduced kidney function, (stage 4)
but not on dialysis, only about half are aware of having the disease. Another 1 in 3 (73
million) American adults are at risk for kidney disease. 1
Impact: Medicare incurs tremendous expense on CKD patients as the primary payer for
most Americans with end-stage renal disease (ESRD). ESRD is treated primarily with
dialysis or a kidney transplant. Total Medicare expenditures for all stages of kidney
disease were nearly $103 billion in 2014, not including prescription medications.
Approximately $70 billion of the total expenditures were spent on the care of those with
diagnosed CKD who did not have kidney failure, but ESRD patients account for $33
billion was spent on care for ESRD patients who account for about one percent of
Medicare beneficiaries, but over six percent of Medicare spending2.
The impact of CKD is further amplified as the disease burden is growing. A recent study
published by researchers leading the Centers for Disease Control and Prevention’s
(CDC) CKD surveillance program shows that over half of U.S. adults age 30-64 are
likely to develop CKD. 3 Furthermore, many with CKD also have cardiovascular disease,
bone disease, and other chronic conditions; contributing to poor health outcomes and
increased health spending for this population. In fact, CKD is an independent risk
predictor for heart attack and stroke. The presence of CKD using both eGFR and ACR
has outperformed individual, traditional, modifiable cardiovascular risk factors like
smoking, high blood pressure, and cholesterol. CKD is the 9th leading cause of death in
the U.S. and roughly half of people with CKD will die because of its complications than
will progress to ESRD.4 Yet, the economic incentives instilled in our health care
reimbursements promote only a concerted focus on this disease once it has progressed
to ESRD requiring dialysis or a kidney transplant to survive. No quality measures exist
for practitioners who care for the patients at highest risk of CKD, those with diabetes
and hypertension, to properly test for it or manage it early when it is identified. While
nephrologists receive a monthly capitated payment (MCP) to manage the care of
dialysis patients and interdisciplinary care team support provided through dialysis
1Centers

for Disease Control and Prevention, National Center for Disease Prevention and Health Promotion, Division
of Diabetes Translation, CKD Surveillance Project, data from the 2011–2014 National Health and
Nutrition Examination Survey and the CKD Epidemiology Collaboration (CKD-EPI) equation. Published online June
2017 at https://www.cdc.gov/diabetes/pubs/pdf/kidney_factsheet.pdf.
2 United States Renal Data System. 2016 USRDS annual data report: Epidemiology of kidney disease in the United
States. National Institutes of Health, National Institute of Diabetes and Digestive and Kidney Diseases, Bethesda, MD,
2016.
3 Hoeger, Thomas, et al. The Future Burden of CKD in the United States: A Simulation Model for the CDC CKD
Initiative American Journal of Kidney Disease (2015); 65(3):403-411.
4 Matsushita K, Estimated glomerular filtration rate and albuminuria for prediction of cardiovascular outcomes: a
collaborative meta-analysis of individual participant data Lancet Diabetes Endocrinology; (2015) Published online
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facilities no similar payment or support team exists to manage advanced CKD patients
who need management of their CKD and other comorbid conditions to preserve kidney
function and proper preparation for ESRD treatment options should they progress.
Comprehensive CKD Care: Earlier detection allows the introduction of low-cost medical
and patient safety interventions, patient education, and care management that can,
reduce associated co-morbidities, limit cardiovascular events, and reduce or delay
progression of kidney disease and the need for dialysis or kidney transplantation. Given
the impact that earlier recognition can have on prevention of CKD and its progression,
the primary care setting is the ideal environment for CKD diagnosis and early
management. However, PCPs often do not properly test for CKD even in their high-risk
patients, and therefore miss opportunities to manage the potential causes and
associated co-morbidities of CKD. Among Medicare beneficiaries, data indicate that
most individuals at risk do not receive recommended testing. In a recent analysis, only
39% of beneficiaries with diabetes and 6% of beneficiaries with hypertension had urine
albumin testing and only 40% of those with diabetes and hypertension had urine
albumin testing in 2014.5
The direct oversight and management of 30 million adults in the U.S. with CKD is
impossible by nephrologists alone. Providing this population with optimal care will
require the education of and involvement of the primary care network. Thus, CKD care
management would allow PCPs to feel more competent managing CKD patients until
advanced CKD when nephrology referral is recommended by the evidence-based
clinical practice guidelines for all stages of chronic kidney disease: Kidney Disease
Improving Global Outcomes (KDIGO) and Kidney Disease Outcomes Quality Initiative
(KDOQI).6
The CKDintercept model will enhance coordination of care (see figure 1) between PCPs
and nephrologists, improve health outcomes, lower costs of caring for kidney patients,
and address gaps in care for patients who often are not engaged in self-management
and shared decision making prior to kidney failure.
CKDintercept is aligned with Centers for Medicare and Medicaid Services (CMS)
Quality Strategy goals of strengthening patient engagement so that patients are
partners in their care, promoting effective communication and coordination of care,
making care safer by reducing the harm caused in the delivery of care, as well as
effective prevention and treatment of chronic disease7. It also aligns with the Innovation
Center’s guiding principles to promote competition based on quality, outcomes and cost,
offer provider choice and incentives for participation, deliver patient-centered care, use
data-driven insights to ensure cost-effective care that also leads to improvements in
Ibid 2
Inker, Lesley, et al. KDOQI US Commentary on the 2012 KDIGO Clinical Practice Guideline for the Evaluation and
Management of CKD, AJKD, 63:5, 713–735, May 2014.
7 Centers for Medicare and Medicaid Services (CMS) Quality Strategy (2016) Retrieved from
https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessmentinstruments/QualityInitativesGenInfo/Downloads/CMS-Quality-Strategy.pdf
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beneficiary outcomes. The model was designed by a workgroup comprised of a broad
range of multidisciplinary health care professionals including primary care practitioners,
nephrologists, a social worker, a dietitian, and patients from across country. Given that
payment changes recommended in this model are untested, this model is being
recommended initially for limited scale testing to ensure it produces on the intended
improvements in outcomes without increasing health care costs.

•
•
•
•
•
•
•

Figure 1. Comprehensive Chronic Kidney Disease (CKD) Care Strategy
Primary Care
Nephrology Care
ESRD Care
Assessment of at Risk
• Treatment advanced CKD
• Dialysis facility
Individuals
• CKD Medicare Education
• Transplant Center
Monitoring of CKD
Benefit
• Nephrologist
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• Patient informed decision
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Treatment of stage 3a/b
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• Palliative Care
patients
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Awareness/Activation
management or care
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Medicare Nutritional
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Therapy
Referral/co-management • Co-management or
coordination with PCP
of stage 4 or more
complex patients
• Support transition to
preferred modality

Earlier detection and management of CKD by PCPs is a critical gap in care that must be
addressed. Ultimately, the goal of management in CKD patients is to prevent or delay
progression and to lower risk of adverse events. If CKD is identified early, PCPs could
properly dose adjust medications, avoid prescribing and counsel patients about
avoidance of non-steroidal anti-inflammatory drugs (NSAIDs), contrast induced media,
and other medications that are eliminated by the kidneys to ensure patients are
protected from toxic side effects and acute kidney injury (AKI) – which can result in
temporary kidney failure requiring dialysis and faster progression to permanent kidney
failure. The use of blood pressure medications such as angiotensin-converting enzyme
(ACEi) inhibitors or angiotensin II receptor blockers (ARB) for CKD with albuminuria and
hypertension is supported with high-level evidence to slow or prevent progression.
KDIGO and KDOQI guidelines recommend patients receive a nutritional education
program tailored to the stage and severity of the CKD. Receipt of nutritional education
from a dietitian is a key component of providing patients with actionable strategies to
help self-manage their CKD. Yet, only 10% of patients receive proper nutritional
counseling even though medical nutritional therapy for CKD patients is a benefit
covered by Medicare.8
8

Ibid 2
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CKD assessment and management should be part of an overall strategy to improve
population health and longitudinal care, but unfortunately there is no mechanism
currently to drive an accelerated focus on early CKD care. Current Innovation Center
models do not incorporate care goals related to CKD in the same way they do for
diabetes or blood pressure control. A CKD specific payment and quality measures is
necessary to help facilitate change, but to also ensure that at the end of five years CMS
has detailed data on costs related to CKD stage and level of ACR. This data would
allow CMS to better integrate CKD into population health models in the future.
Collaboration between PCPs and nephrology practitioners for patients with advanced
CKD is crucial. Over 100 observational studies and one prospective trial demonstrate
that outcomes improve when patients with progressive CKD are referred to a
nephrologist in a timely fashion. (9,10,11,12,13) Other studies have also shown that referral
to a nephrologist prior to dialysis initiation leads to lower mortality and hospitalization.
Furthermore, Medicare data suggests lower spending results for patients with CKD
stage 4 when they visit a nephrologist 1-2 times in the year prior to starting dialysis14.
However, a 2012 CMS data report suggests that 41% of ESRD patients did not see
a nephrologist before initiating dialysis, despite the referral recommendations in
the clinical practice guidelines15,16. The CKDintercept model aims to improve timely
referral to nephrology care for late stage (CKD stages 4-5) patients, which would allow
nephrologists to act in time to preserve kidney function, manage comorbidities, and
improve care transitions for those that do progress to ESRD.
From the patient perspective, a late diagnosis of CKD leaves little opportunity for
patients to learn about their disease or engage in self-management and shared decision
making of treatment options. Across the spectrum of CKD care appropriate diagnosis as
well as patient education and preparation for ESRD, for those that are likely to progress,
can reduce hospitalizations, medication errors, and improve transitions through advance
care planning.

Chan MR, Dall AT, Fletcher KE, Lu N, Trivedi H. Outcomes in patients with chronic kidney disease referred late to
nephrologists: a meta-analysis. American Journal of Medicine (2007); 120(12):1063-1070.
10 Jungers P, Massy ZA, Nguyen-Khoa T, et al. Longer duration of predialysis nephrological care is associated with
improved long-term survival of dialysis patients. Nephrology Dialysis Transplantation. (2001); 16(12):2357-2364.
11 Kinchen KS, Sadler J, Fink N, et al. The timing of specialist evaluation in chronic kidney disease and mortality. Annals
of Internal Medicine (2002); 137(6):479-486.
12 Lin CL, Chuang FR, Wu CF, Yang CT. Early referral as an independent predictor of clinical outcome in end-stage
renal disease on hemodialysis and continuous ambulatory peritoneal dialysis. Renal Failure (2004); 26(5):531-537.
13 Roderick P, Jones C, Drey N, et al. Late referral for end-stage renal disease: a region-wide survey in the south west
of England Nephrology Dialysis Transplantation (2002) ; 17(7):1252-1259.
14 Avalere Health analysis of 2013 Medicare 5% claims data. Spending represents total payments in all settings for
patients enrolled in fee-for-service.
15 Ibid 10
16 United States Renal Data System. 2015 USRDS annual data report: Epidemiology of kidney disease in the United
States. National Institutes of Health, National Institute of Diabetes and Digestive and Kidney Diseases, Bethesda, MD,
2014.
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Scope of the CKDintercept Model
CKDintercept is a two-part patient-focused physician led payment model. Eligible
practitioners are those who accept Medicare fee for service payments, but we also
believe this model can and should be deployed by private payers, Medicaid
organizations and Medicare Advantage plans for maximum impact.
Part 1 provides a monthly or quarterly payment for the management of CKD stages 3a
and 3b. Payment is contingent on an appropriate percentage of the attributed diabetic
and hypertension population receiving an estimated Glomerular Filtration Rate (eGFR)
and Albumin Creatine Ratio (ACR) in alignment with the KDIGO/KDOQI guidelines. To
the extent practicable, practitioners should ensure that all of their attributed patients with
diabetes, hypertension, or a diagnosis of CKD have laboratory results conducted within
the past 12 months or receive screening for eGFR and ACR. Part 1 of this model is
targeted to family and internal medicine practitioners, but any clinician serving as the
primary care provider for a patient, including nephrologists, should be considered
eligible to participate. PCPs can also receive a bonus for lowering health care costs in
comparison with a peer group if satisfactory performance on quality measures is
achieved.
Payment is contingent on performance of select measures specific to CKD care for the
detection, diagnosis, and risk stratification of the at-risk patient with diagnosed CKD –
reductions in the monthly or quarterly payment amounts would occur if satisfactory
performance on quality measures is not met.
Part 2, of the model provides a tiered per-member per month payment (PMPM) for the
management of advanced CKD patients, which includes CKD 3b patients who have an
ACR greater than 300mg/g and all patients stages 4-5 who are not on renal
replacement therapy.
Part 2 of the model is targeted for nephrologists, but PCPs could continue to lead and
serve in this care management role, if they desired, with an agreement from a
nephrologist to provide consultation as needed and the agreement of the patient.
Nephrology practitioners should form a care team that includes a care/case manager
and a dietitian, who has experience caring for CKD patients. The dietitian could serve in
a virtual capacity given the limited number of dietitians with CKD expertise. Practitioners
must also include a role for pharmacists as their role in medication management is key
to protecting kidney health.17
The CKDintercept model is intended to allow PCPs and nephrologists, regardless of
practice size or experience with alternative payment models to for participate. For PCPs
and nephrologists who are participating in other APMs, the model can be tailored to
allow for cross participation. We also encourage the participation of community health
17

St Peter, W. L., Wazny, L. D., & Patel, U. D. New Models of CKD Care Including Pharmacists: Improving
Medication Reconciliation and Medication Management. Current Opinion in Nephrology and Hypertension, 22:6,
656–662, 2013, http://doi.org/10.1097/MNH.0b013e328365b364.
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centers and their practitioners as CKD has a disproportionate impact on individuals with
social risk factors.
Practitioners participating in Part 1 of the model would not be required to take on risk as
the model is intended to incorporate CKD detection and management into existing
efforts to manage diabetes and hypertension. We also want to encourage broad PCP
participation – not just practices that are structured to take on risk. In addition, since
many models for PCPs are currently operating we wanted to ensure PCPs participating
in those models could also participate in the CKDintercept model. For Part 2 of the
model, we have included an upside only track and a voluntary track for downside risk.
The flexibility in risk tracks will facilitate greater participation by individual physicians
and small practices and will also allow practitioners to quality for credit in MIPS for
participating in alternative payment models (APM) and an option for nephrologists to
participate in advanced alternative payment models (AAPM). The model’s
monthly/quarterly payment structure also encourages participation by all practice types
by providing for the upfront resources needed to meet the model’s criteria. The bonus
payments and peer comparison groups will encourage quality improvement including
improvement in care transitions among participants.
The model also promotes collaborative care between PCPs and nephrologists and
allows for flexibility in how those collaborations can be structured. Both nephrologists
and PCPs wanting to participate in the model must have agreements in place for how
they will work with one another – regardless of whether both are participating in the
model. Only one practitioner leading care management for a particular patient at a point
in time can receive payment under this model. This will ensure there is accountability in
who is leading care management for the patient and avoid overpayments.
CKDintercept: Payment Methodology
Part 1, Payment to PCPs for proper detection, diagnosis, and risk stratification. To
qualify for this payment, participants will need to ensure that they report an eGFR/ACR,
to the extent practicable and measured against a practical benchmark, for every person
with diabetes, hypertension, or a diagnosis of CKD who is attributed to the practitioner.
Payment under this model is contingent on completion of a second test within a 12month period, but greater than 90 days from original test indicating that the patient has
CKD stage 3 or greater. Appropriate ICD-10 codes should be assigned to beneficiaries
who have detected stages of CKD. In CKD patients, the combination of eGFR and ACR
is the strongest predictor of cardiovascular related mortality (see figure 2). Risk
stratification of patients using eGFR and ACR will provide practitioners with the data
they need to target and deliver evidence based and patient-centered care according to
risk of progression and cardiovascular events.
There are limitations in the current ICD-10 codes that could be addressed using
temporary G-codes to support this model. The KDIGO/KDOQI guidelines for staging of
CKD have divided stage 3 into 3a and 3b to allow practitioners to better target
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interventions for a large population that has varying needs. The distinction between
stage 3a and 3b is not reflected in the ICD-10 codes. Additionally, ACR is key to risk
stratifying the CKD population and targeting treatment strategies, but the three
categories of ACR are also not part of the ICD 10 code set.
Figure 2.

*Figure 1. Matsushita, Kunihiro et al. Estimated glomerular filtration rate and albuminuria for prediction of cardiovascular outcomes:
a collaborative meta-analysis of individual participant data. The Lancet Diabetes & Endocrinology, Vol3; Issue 7: 514 – 525, May
2015.

Creating temporary G-codes to distinguish between stages 3a and 3b and between the
three ranges of ACR would allow for CMS and other payers aligning with this model to
have claims data information to support and oversee risk stratification and monitoring of
CKD progression (see figure 3). We recognize this is a novel use of CPT codes, but
would be helpful to providing administrative data that could be used by payers in
oversight of this model and in providing technical assistance to model participants since
CMS and many payers do not have automatic access to laboratory test results.
To develop the proper monthly/quarterly payment amounts additional research is
needed to produce a methodology that drives incentives for participation while also not
increasing health care costs. The National Kidney Foundation is interested in working
with CMS further to determine the appropriate methodology. In determining payment
amounts for the CPC+ initiative and OCM, an increase of 10% in total reimbursement
above current fee-for-service was noted as necessary to incentivize participation.
However, many PCPs are now participating in models in which they can increase their
reimbursements and as we highlighted early CKD management is a component of
population health management, just one that is acutely missed and requires additional
work on behalf of the PCP. For those reasons we suggest a potential starting place for
evaluating a payment methodology that begins with two approaches that build on the
current fee for service structure and the existing CPC+ payment structure.
For practitioners participating only in Medicare fee-for-service or in shared savings
models with no upfront payment structure CMS could consider using the baseline
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amount of the Chronic Care Management Codes adjusted by a risk factor that is specific
to CKD 3 – and indicative of their higher cost of care.
Figure 3
Albuminuria Categories
A1
<30mg/g

A2
30mg/g – 299mg/g

A3
> 300mg/g

G-XXXX

G-XXXX

G-XXXX

CKD Stage

ICD-10 Codes

Accompanied by G Code

Stage 1

N18.1

ACR 1-3: G-XXXX

Stage 2

N18.2

ACR 1-3: G-XXXX

Stage 3a

N18.3

3a: G-XXXX + ACR 1-3 G-XXXX

Stage 3b

3b: G-XXXX + ACR 1-3 G-XXXX

Stage 4

N18.4

ACR 1-3: G-XXXX

Stage 5

N18.5

ACR 1-3: G-XXXX

CKD unspecified

N18.9

ACR 1-3: G-XXXX

*G-XXXX illustrates placeholder for CPT code assignment.

For practices in CPC + we recommend evaluating adjusting the Care Management Fee
by this CKD risk factor as well – CPC+ practices already have payment amounts
adjusted by HCC, a model for which CKD 3 is no longer included. This would make up
the monthly/quarterly payment amounts to participants and would be downward
adjusted in future years if satisfactory performance on quality measures specific to CKD
care was not achieved.
Part 2, Payment for Nephrology Management of Advanced CKD: Is a tiered PMPM
based on level of kidney function would be provided to nephrologists to lead a care
team and conduct close management of patients. A PMPM would be higher for
managing patients who have an eGFR less than 20 (Stage 4-5) than it would be for
managing patients with an eGFR of less than 45 (Stage 3b) with ACR >300 or all
patients with an eGFR between 30 and 20 (Stage 4) because additional effort is needed
to prepare those who are progressing towards ESRD for renal replacement therapy.
In year 3 and beyond, bonus payments for quality and cost would be effective.
Downside risk would also be delayed until year 3. This allows adequate time for
nephrologists to implement care management strategies and achieve lower costs of
care.
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In addition, to working to determine proper payment and bonus amounts for both parts
of the model. Additional methodology work is needed to determine how to evaluate
whether the model resulted in reduced spending. One recommended approach is using
peer based groups, not participating in the model, to identify whether lower costs
resulted. This methodology is preferred over using historic data to show reduced
spending because it allows for more current comparisons on costs and it doesn’t
necessarily result in diminished returns over the long run making it more sustainable. It
also has the benefit of creating market competition among primary care practitioners
and nephrologists.
We hypothesize that lower costs will result from reductions in hospitalizations,
avoidance of comorbidities including acute kidney injury, and delaying progression,
including delaying dialysis. For patients that do progress to ESRD, expected cost
reductions will come from proper renal replacement therapy preparation such as
advanced vascular access or Peritoneal Dialysis (PD) access placement, greater use of
PD, and preemptive transplant. Earlier preparation for dialysis is expected to achieve
reduced costs for those patients within the first 6 months of dialysis because of
avoidance of a hospital dialysis start and avoidance of surgeries due to advanced
placement and maturation of a fistula instead of the initial and temporary placement of a
hemodialysis catheter – which also increases risks of blood stream infections.
Additionally, because of the tight management this population will receive under this
model we believe they will start dialysis with fewer comorbidities and in a much more
stable state than what occurs today preventing hospital admissions and readmissions,
which are high during the first several months of dialysis.
Model integration
Ideally payers would encourage participation of PCPs and nephrologists in the same
geographic area to participate in the model collaboratively. However, there are
significant quality improvements and savings that could be achieved in each part of this
model can be realized by performance in either part of the model and for that reason we
recommend that payers allow practitioners to participate in the model even if there is not
a peer companion participating in the other part of the model. For example, PCPs can
refer to nephrologists not participating in the model and nephrologists can participate
without a referring PCP practice that is participating in the model. This also allows for
greater patient choice in provider.
For practitioners participating in other innovation center models we recommend:
• The monthly/quarterly payments to PCPs for Part 1 of the model and the
bonus payments should be excluded from shared savings calculations for
PCPs also participating in ACOs for the duration of the model. This will
ensure there is not a disincentive for PCPs in those models, who are already
equipped and focused on population health, to participate.
• Nephrologists participating in shared savings models would also continue to
be able to participate in shared savings models, but could not receive both a
bonus in CKDintercept and shared savings and would choose which financial
incentive to receive.
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This model should not have any implication on participation in the
Comprehensive ESRD Care initiative as this model is limited to the care of
dialysis patients whereas the CKDintercept model intentionally does not
address payment for caring for dialysis patients. Instead CKDintercept
includes a focus on the easing patients transitions for patients who progress
to ESRD to their treatment of choice.

Evidence for Quality Improvement and Cost Reductions
As stated 30 million Americans adults are estimated to have CKD. A number of
pragmatic examples of various CKD population health management efforts
implemented within individual integrated health systems (i.e. Kaiser Permanente
Hawaii18, Kaiser Permanente California, Geisinger Health System19, Fresenius Medical
Care20, Dialysis Clinic Inc. (DCI)21, Hofstra Northshore-Long Island Medical22, Cleveland
Clinic, have demonstrated the impact of proactive and integrated population health
management (i.e. population segmentation and risk stratification via an electronic health
record, clinical decision supports, etc.), that improves the collaboration between primary
care and nephrology and facilitates transitions of care, as well as targeted CKD-specific
patient education. However, there are few large-scale studies that have demonstrated
the impact of a CKD population health model across local individual practices that
actively involve primary care practitioners and payers. We highlight a couple of
examples below to illustrate the potential impact the CKDintercept model could have on
patient care.
(1) Chronic Kidney Disease identification and risk stratification in a Patient-centered
Medical Home (PCMH): CareFirst in collaboration with the National Kidney
Foundation, preliminary results: After identifying that patients with a minimally
abnormal serum creatinine value accounted for double the costs of those with
normal creatinine values, CareFirst partnered with NKF to pilot a CKD detection
and management program in 10 regions in the state of Maryland with 21 PCP
panels and 128,000 patients participating in the CareFirst PCMH. After risk
stratifying patients CareFirst identified 17% of the patients had CKD. Risk
stratification allowed PCPs to identify the appropriate care plan for patients.
CareFirst used classes of CKD that aligned with the KDOQI stages of CKD and
the KDIGO guidelines to determine care plans (see figure 4). In comparing the
CKD pilot population to their overall book of business, CareFirst saw a first-year
cost reduction of $54.61 PMPM due primarily to a reduction in
hospitalizations.
While PCPs in the PCMH model did receive incentives in the form of shared
18

Lee B. et. al. Effects of proactive population-based nephrologist oversight on progression of chronic kidney disease: a retrospective control
analysis. BMC Health Services Research (2012); 12:252.
19 Norfolk E, Hartle J. Nephrology Care in a Fully Integrated Care Model: Lessons from the Geisinger Health System. Clinical Journal of the
American Society of Nephrology (2013); 10.2215.
20
Lacson E, Wang W, et. al. Effects of a nationwide pre-dialysis educational program on modality choice, vascular access, and patient outcomes.
American Journal of Kidney Diseases (2011); 58:235–242.
21 Johnson D, et. al. Going Upstream: Coordination to Improve CKD Care. Seminars in Dialysis (2016); 29(2):125-34.
22 Halins ki C, F ish ban e S. Improving outcomes in late-stage kidney disease: The Healthy Transitions program. Nephrology News (2014)
Available online at http://www.nephrologynews.com/improving-outcomes-in-late-stage-kidney-disease-the-healthy-transitions-program/
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savings – there was no penalty or risk for PCPs in the program. CareFirst is
considering adoption of alternative payment models for nephrologists who
partner with the PCMH program to manage advanced CKD patients.
Figure 4.
Class and Treatment Recommendations for CKD
Class

Category

0

Needs
Screening

Treatment Recommendations
Set up an appointment with the Member
Order lab work:
Albumin-to-creatinine ratio (ACR)
Estimated Glomerular Filtration Rate (eGFR)
Determine the Member’s classification based on the lab values

Green

Provide Member education
Schedule annual follow-up visits for regular kidney function testing
Manage the underlying risk factors for CKD, such as diabetes and hypertension
In addition to: Recommendations listed in Class 0

Yellow

Consider instituting automated appointments and testing reminders
Consider a comprehensive medication review (CMR)
Order the following services as necessary:
Nutrition consultation
Home based assessment (only if in an active care plan)
Smoking cessation
Diabetes education
Enhanced monitoring (blood glucose, hypertension)
Wellness/Disease Management
In addition to: Recommendations listed in Class 1 and Class 0

Orange

Conduct Semi-annual kidney function screening
Initiate a PCMH care plan
Consider an Expert Consult
Begin PCP-to-nephrologist consultations about the patient’s status and collaborate on best
practices
Referral to nephrologists if the urine albumin to creatinine ratio (ACR) is severely increased
In addition to: Recommendations listed in Class 2, Class 1 and Class 0

Red

Kidney function screening three (3) times per year
Refer Member to a nephrologist or a nephrology group
Expect preferential appointments for these referrals and additional patient support programs
(nutrition, emotional support, community resources)
Use the LCC to coordinate communication with the nephrologist
Collaborate with the nephrologist and Member to discuss kidney replacement preparation
In addition to: Recommendations listed in Class 3, Class 2, Class 1 and Class 0

5

Brown

Kidney function screening four (4) times per year
Work jointly with a nephrologist to manage the patient’s care
With nephrologist and Member, discuss peritoneal dialysis/home dialysis, hemodialysis access,
and transplant options
Establish kidney replacement access early to minimize the need for emergent dialysis access
placement
In addition to: Recommendations listed in Class 4, Class 3, Class 2, Class 1 and Class 0

-

Gray

Needs Classification
Review the medical record for lab values
Determine the Member’s classification based on the lab values

1

2

3

4
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(2) Nephrology Care in a Fully Integrated Care Model: The Geisinger Health System,
located in northern Pennsylvania has its own health insurance plan with 290,000
members and a fully integrated electronic health record (EHR) that connects over
60 community practice sites and 5 hospitals. The health system employed
several innovations to improve the medical care for its kidney patient population.
Geisinger embedded guideline-based clinical decision support in the EHR to
facilitate better care coordination and management.
The EHR assisted PCPs in staying current with all guidelines, recalling the
specific guidelines that are relevant to each patient, and acting on all relevant
guidelines in an appropriate and timely manner. The results showed an increase
from 3% to 14.3% among patients receiving CKD guideline concordant care from
a PCPs over a three-year period.
Mining EHR data identified patients with CKD stage 4 or greater that had not
been seen by the nephrology department to improve referral. A “Care Gap” nurse
would submit an unsigned order to the PCP requesting nephrology consultation.
When the PCP signed the order, the Care Gap nurse contacted patients to
review and schedule the nephology visit. Results showed a decrease from 70%
to 35% in the number of late referrals of CKD patients to nephrology. Late
referral was defined as not seen by a nephrologist prior to start of dialysis or
seen for the first time within 90 days of initiation of dialysis.
Anticipated Reductions in Cost
Since the CKDintercept payment model is an untested intervention we are unable to
model actual cost savings. However, the potential for cost savings is illustrated in many
publications and by the preliminary results we have seen with our CareFirst
collaboration. Recently, a retrospective analysis of EHR data looked at the costs of CKD
by stage across commercial and Medicare payers (see figure 5).23 The study looked at
the costs of care among patients with an ACEi or ARB prescription and presence of
common comorbidities in CKD. This analysis shows the breakdown of costs by CKD
stage and includes CKD based on laboratory data – eGFR or diagnosis code and
healthcare utilization (medication, hospital inpatient admissions, outpatient care, and
emergency department). The results for commercial payers are highlighted in Figure 3.
The article concludes that opportunities to reduce costs include hospital readmissions,
and management of comorbidities such as heart failure, diabetes, and hyperkalemia.

23

Golestaneh, Ladan All-Cause Costs Increase Exponentially with Increased Chronic Kidney Disease Stage, AJMC,
Vol. 23; No. 10, Sup. June 2017.
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Figure 5.

Quality and Cost
As outlined above this model is expected to both lower costs and improve quality and
patient outcomes. Through reductions in hospitalizations across the CKD 3-5 population
and optimal ESRD starts this model is expected to produce savings for all payers as
highlighted above. The key drivers for increased costs are the upfront monthly PMPM
payments to physicians for CKD management (which are offset by reductions in billing
for office visits, evaluation and management, education sessions, medical nutrition
therapy, and other fee for service items that would be considered a part of the PMPM
and not separately billable), laboratory fees for CKD detection, and reductions in
mortality. Savings is generated and quality improved through preventing adverse
events – hospitalizations, slowing CKD progression from one stage to the next, delaying
progression to ESRD and need for renal replacement therapy (see Figure 6).
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Figure 6.

.
Figure 7 reflects the measures that practitioners participating in the CKDintercept model
would be held accountable for. Measures currently not in MIPS are Counseling to Avoid
NSAID Use in Patients with Reduced eGFR, Avoidance of Prescription NSAIDS in
Patients with Reduced eGFR, Referral to Nephrology, and Diabetic Nephropathy
screening. The three prior measures have been developed by the National Kidney
Foundation and submitted for inclusion in MIPS in 2019. The Diabetic Nephropathy
measure was developed and is used by the Indian Health Services (IHS). IHS does not
plan to submit the measure for use in the MIPs program. The National Kidney
Foundation recommends that CMS adopt and tailor the IHS Diabetic Nephropathy
measure for use in MIPS and for this model. We are also pursuing potential
collaboration with NCQA to refine the NCQA Diabetes Nephropathy measure to require
eGFR and ACR testing in alignment with the IHS measure.
Benchmarks for these measure and structure for developing a total performance score
for model participants still need to be established and the National Kidney Foundation
hopes to work with CMS to establish this.
Data on progression of CKD should also be collected to help monitor time to
progression across participants. This would help lead to a greater understanding of
which populations are most likely to progress and how various interventions deployed
by practitioners in the model impact progression. With refinements in diagnostic coding
that would need to occur in this model or with proper laboratory reporting CMS could
monitor time to progression of patients participating in the model.
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Figure 7.
Measures

Part 1,
PCP
Required

Part 2,
Nephrology
No

Documentation of Current Medications in the Medical
Record
Medication Reconciliation Post-Discharge

Optional

Yes

Optional

Yes

Counseling to Avoid Non-Steroidal Anti-Inflammatory Drug
(NSAID) Use in Patients with Reduced eGFR (awaiting
validity and reliability testing - see separate attachment)

Required

Yes

Avoidance of prescription NSAIDs (awaiting validity and
reliability testing - see separate attachment)

Required

No

Adult Kidney Disease: Blood Pressure Management (<
140/90 mmHg OR ≥ 140/90 mmHg with a documented
plan of care
Care Plan (patients with an advanced care plan in place)

Optional

Yes

Optional

Yes

Advanced Chronic Kidney Disease with proteinuria:
percent of patients on angiotensin-converting enzyme
(ACE) inhibitors or angiotensin II receptor blockers (ARBs)

Required

Yes

Nephrology referral (awaiting validity and reliability testing
- see separate attachment)

Required

No

Adult Major Depressive Disorder (MDD): Coordination of
Care of Patients with Specific Comorbid Conditions*

Optional

Yes

Advanced chronic kidney disease (CKD): percent of
patients with qualified nutritional counseling.

Required

No

Advanced chronic kidney disease (CKD): percent of
patients with documentation that education was
provided.
Optimal End Stage Renal Disease Starts

No

Yes

No

Yes

Diabetic Nephropathy (developed and used by Indian
Health Services)

Modifications suggested
include requirement for second set
of tests <90 days from the first
eGFR and ACR if results are
positive

Include end of life care education
in the measure

Attribution
The patient population for practitioners participating in Part 1 of the model would be
attributed to the model based off the previous 24 months claims. If the patient had two
or more claims billed by a participating practitioner and the plurality of primary care
services delivered by that provider the patient would be automatically attributed to the
model. Attribution applies to the population at risk and in need of risk stratification as
well as the population with CKD 3a and b qualifying for payment under this model.
For the nephrology practitioners participating in Part 2 of the model patients would be
attributed to the model upon the second touch of the patient. The first touch is
presumed to be a claim for an in-person office visit and the second touch could be a
virtual meeting with the patient – for which a code would need to be established. This
allows for patients to receive follow up consultations and care from the nephrologist
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using telehealth. Separate payment for telehealth services would not be provided to
either party under this model.
Value over Volume
The CKDintercept model enhances care delivery by establishing a set of criteria that
model participants would need to illustrate how they would address when applying to
participate in the model. In addition, the model highlights what services would be
considered in the model and not separately billable in fee for service. We believe the
criteria outlines what is necessary to improve quality, lower costs, and enhance patient
engagement while allowing participating practitioners flexibility in how they would
address the criteria. Since we are proposing an upfront monthly payment to
practitioners as opposed to a shared savings arrangement, we believe the initial
investments by practices to meet the criteria will be recovered in a relatively short period
of time. This approach is similar to what is used in the CPC+ model and the OCM.
Criteria and services for PCPs to include in the model (not separately payable)
•
•

•
•
•
•

•

Medical nutrition therapy by a
dietitian (live or virtual)
All office visits for evaluation –
including evaluation of common
comorbidities (hypertension,
hemoglobin a1c, bone and
mineral disorder)
Consultations with a nephrologist
as needed including an option for
telehealth consults
24/7 access to primary care team
Access to pharmacists for
medication questions
Patient-centered care planning –
addressing patient life goals,
culture, and values
– EHR patient portal with
access to the patients care
plan
Care Management
– longitudinal care annual
evaluation

•
•

•

•

– Hospital/Emergency
Department discharge
action
– Medication reconciliation
and medication
management
Referral to a nephrologist if ACR
is severely increased or eGFR
<30
Care coordination with
nephrologists, pharmacists,
symptom assessment/reduction –
palliative care
Evaluation of community/social
service needs, wellness and
disease management services
and linkages to such services
Depression and anxiety
assessment
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Criteria and services for Nephrologists to include in the model (not separately payable)
Medical nutrition therapy by a dietitian
– Hospital/Emergency
(live or virtual)
Department discharge action
– Medication reconciliation and
• All office visits for evaluation –
medication management
including evaluation of common
comorbidities
• Care coordination with PCPs,
Specialists, Hospitals, Emergency
• Option for telehealth consultations
Departments, Vascular access/PD
with nephrology care team
access surgeons, transplant centers,
• 24/7 access to practitioner in
dialysis clinics, hospice/palliative
nephrology care team
care, pharmacists
• Access to pharmacists for
• Live or virtual kidney disease
medication questions
education sessions that include
• Patient-centered care planning –
modality education
addressing patient life goals, culture,
•
Evaluation of community/social
and values
service needs and linkages to such
o EHR patient portal with
services
access to the patients care
• Depression and anxiety assessment
plan
• Insurance navigation and
• Care Management
coordination
– Short-term episodic care and
longitudinal care
CKDintercept a multi-payer model
Our intent to is to ensure the CKDintercept model is multi-payer allowing private payers
to align with the model in order to maximize is impact on costs and quality. Since many
of the current non-ESRD CKD population are not Medicare beneficiaries, maximizing
reductions in costs to the government (via avoidance of ESRD and better preparation of
ESRD) requires partnership with private payers and state Medicaid organizations.
Unintended consequences
There is some controversy around diagnosis of CKD in the age over 60 population. One
school of thought is that kidney function declines as a part of normal aging and may not
constitute a “disease” or indicate risk of progression to ESRD, while another perspective
is that the increased risk of cardiovascular disease among anyone with reduced GFR
warrants diagnosis and attention. There is also hesitancy among PCPs to tell patients
with CKD that they have it because of the uncertainty around risk of progression and a
desire to not burden their patients with a disease diagnosis that may not have any signs
or symptoms for years to come.
Risk stratification using ACR results can help identify the patient population at highest
risk of progression and cardiovascular events – those in need of most intensive
management. The National Kidney Foundation, as did the members of the
CKDintercept model workgroup, agreed that telling patients their CKD status was
important information to their safety and lifestyle management. It allows patients to be
empowered to avoid medications that are known to cause adverse events and to make
diet and lifestyle modifications that can reduce their risk of progression and
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cardiovascular events. Reporting ACR in alignment with the KDIGO/KDOQI guidelines
in this model also allows practitioners the flexibility to tailor interventions according to
risk, mitigating the concern of causing harm to patients in the form of additional stress
and burden.
As with all models that hold providers accountable for cost and or utilization there is the
unintended risk of underutilization/under treatment and avoidance of more complex
patients. The attribution designs of the CKDintercept model along with tracking and
oversight of patients leaving the model will help reduce this unintended consequence.
Patient Choice
Under this model participating providers would be required to notify and provide
education to patients about the model and their chronic kidney disease status. We
believe that educating rather than simply information patients about the model will help
empower them as active participants in their care. Additionally, payments made to
practitioners under this model should be made in full without beneficiaries being
subjected to coinsurance as that would discourage participation. Patients would retain
the flexibility to see any health care provider of their choice.
Education and Support
The National Kidney Foundation recognizes that payment changes alone will not be
enough to drive practice improvements. Therefore, we are recommending that the
Innovation Center also issue a request for proposals to external organizations who can
assist and support practices in this model. Organizations could assist practices with
integrating CKD into population health management, care coordination strategies, risk
stratification, patient education and performance improvement strategies.
Process
This model was developed in consultation with a workgroup made up of multidisciplinary
healthcare professionals and patients across the country who volunteered their time to
provide direction and real-world expertise to arrive at this product. The workgroup
members are acknowledged below.
Jeffrey Berns, MD
Chair, CKDintercept Payment Model Workgroup
Associate Chief, Renal Electrolyte and Hypertension Division
Associate Dean for Graduate Medical Education
University of Pennsylvania School of Medicine
Immediate Past President of the National Kidney Foundation
William Carriere, MD
CEO
Family Care Partners

Alexis Chettiar, RN, MSN, ACNP-BC,
PhD
Acute Care Nurse Practitioner, Director
of Quality Improvement
East Bay Medical Group
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Deidra Crews, MD, Sc.M
Associate Vice Chair for Diversity and
Inclusion, Department of Medicine
Associate Professor of Medicine
Johns Hopkins Medicine
Steven Fishbane, MD
Chief of Division of Medicine
Northwell Health
Derek Forfang
National Kidney Foundation
Public Policy Committee &
Kidney Advocacy Committee (KAC)
Region #10 Leader
National Forum of ESRD Networks
Kidney Patient Advisory Council,(KPAC)
Chair
HSAG ESRD Network #17
Patient Advisory Committee, Chair
Louis A. Friedman, DO, FACP
Woodbridge Medical Associates
Amanda Grandinetti, MPH
Kidney Transplant Recipient
Doug Johnson, MD
Vice Chair, DCI
Liz Kirk, RDN, CDN
SilverStreamRD
Gregory D Krol MD FACP
Division Head Internal Medicine
Henry Ford Medical Group Sterling
Heights Medical Center
Co Medical Director HFMG Ambulatory
Anticoagulation Clinic
Henry Ford Health System
Detroit, Michigan

Paul Palevsky, MD
Professor of Medicine
Renal-Electrolyte Division
University of Pittsburgh School of
Medicine
Chief, Renal Section
VA Pittsburgh Healthcare System
Donna Brady Raziano MD, MBA, FACP,
AGSF
Chief Medical Officer Mercy LIFE &
Mercy Home Health
Mercy Health System, Philadelphia PA
John Rausch, MD
Medical Director
Cigna
Jeff Silberzweig, MD
Chief Medical Officer
The Rogosin Institute
Leah Smith, MSN, APRN, FNP-BC
Director of Advanced Practitioners
Metrolina Nephrology Associates
Suzanne Watnick, MD
Chief Medical Officer
Northwest Kidney Centers
Professor of Medicine, University of
Washington
Lara Tushla, LCSW
Kidney and Pancreas Transplant Social
Worker
Rush University Medical Center
Larry Weisberg, MD, FACP
Head, Division of Nephrology
Cooper University Health Care

For questions about this payment model please contact Tonya Saffer, Senior Health
Policy Director for the National Kidney Foundation.
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November 20, 2017

Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244

Ms. Amy Bassano
Director
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244

RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction Request for
Information (RFI)
Dear Administrator Verma and Director Bassano:
The National MLTSS Health Plan Association is responding to the request for information (RFI) from the
CMS Innovation Center (CMMI). The National MLTSS Health Plan Association is an association of health
plans that contract with states to provide managed long-term services and supports (MLTSS). Our
members currently cover about 75 percent of enrollees in MLTSS plans and about 50 percent of
enrollees in Medicare-Medicaid plans (MMPs). MLTSS plans assist States in delivering high-quality
services at the same or lower cost as the fee for service system with a particular focus on ensuring
beneficiaries quality of life and ability to live in the community instead of an institution. Member
organizations include Aetna Inc., AmeriHealth Caritas, Anthem Inc., Centene Corp., Commonwealth Care
Alliance, Health Plan of San Mateo, L.A. Care Health Plan, Molina Health Care Inc., Tufts Health Plan,
UPMC Health Plan, and WellCare Health Plans Inc.
The CMMI “focus areas” most relevant to the Association’s priorities are:
1. Medicare Advantage (MA) Innovation Models
“CMS seeks to provide MA plans the flexibility to innovate and achieve better outcomes. ... CMS
is also interested in what additional flexibilities are needed for supplemental benefits that could
be included to increase choice, improve care quality, and reduce cost.”
MLTSS Association Comments:
Medicare beneficiaries with functional limitations and multiple chronic conditions have annual
medical expenses that are twice that of the population with multiple chronic conditions and no
functional limitations. Currently, LTSS is only covered through the Medicaid program. Limited,
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small-scale testing of integration of LTSS with medical coverage in the Medicare program could
prove to have a substantial impact in lowering medical utilization and Medicare’s cost of care for
these high-need populations.
•

CMMI should test a targeted, integrated, self-directed LTSS supplemental benefit in
Medicare.
o The benefit should be structured as a capitated supplemental payment to the
plan that would cover comprehensive assessment for Medicare members with
LTSS needs, benefits based on level of functional need, and flexibility for the plan
to provide the services most appropriate for the individual member’s needs.
o The supplemental LTSS benefit could also be tested with ACOs and other
payment models in which providers assume population risk.
o The supplemental LTSS benefit in Medicare should be tested to measure its total
impact not only on Medicare spending and outcomes, but also on preventing
Medicaid spend-down for Medicare beneficiaries with functional needs.

•

Models could allow states and more highly integrated health plans, like FIDE-SNPs and
D-SNPs coordinating with Medicaid plans, to test the delivery of services to individuals
dually eligible for both Medicare and Medicaid (“Duals”) under certain regulatory
flexibilities. Similar to the structure and goals of the Financial Alignment Initiative, these
other health plans serving Duals could have the ability to test the positive impact that a
single set of Medicare and Medicaid standards (i.e., unified appeals and grievances
processes, unified beneficiary materials, a single coverage identification card, benefit
flexibility, and other integrated elements) could have on effective, efficient operation of
programs covering dually-eligible beneficiaries.

2. State-Based and Local Innovation, including Medicaid-focused Models
“CMS wants to partner with states to drive better outcomes for people based on local needs. …
Healthcare providers and states would work with CMS to develop state-based plans and local
innovation initiatives to test new models. Models could include providing states with more
flexibility for multi-payer reforms as well as increasing opportunities for physicians serving
Medicaid and/or CHIP populations to participate in value-based models. … Models specific to
Medicaid populations would also be considered. CMS would rely on authority under sections
1115 and 1115A of the Act in developing and implementing such models.”
MLTSS Association Comments:
The best opportunities for significant savings in both Medicare and Medicaid will come from
testing and proving models that successfully manage care for the small percentage of the
population in both that have the most complex care needs.
•

CMS should continue and expand upon its partnership with states to test models that
combine the resources of Medicare and Medicaid to integrate care for and better serve
high-need, high-cost individuals with dual eligibility.
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o
o

o

o

o

The current financial alignment demonstration should be continued, improved
and expanded.
States should be given more flexibility to combine Medicare and Medicaid
funding for Duals. CMS should test small-scale models that provide states
authority over the use of Medicare funds in integrated approaches that combine
Medicare and Medicaid resources, in those states that have both the interest
and the capacity to test this type of arrangement.
Plans should have greater flexibility within the capitated payment amount to
provide whatever services and supports are most appropriate for the individuals
they serve.
Models should test alternative approaches to encouraging dually-eligible
beneficiaries with the most complex care needs to enroll in plans that combine
Medicare and Medicaid and integrate medical and non-medical services and
supports.
▪ CMS should give states the authority to require that dually-eligible
beneficiaries in their state participate in an integrated plan.
▪ CMS should explore a change in the current process that enrolls
beneficiaries, by default, into fee-for-service Medicaid when they become
eligible for Medicare but do not make an active enrollment selection.
Models should also:
▪ Test various payment structures, including improvements to risk adjustment
to better account for higher-cost enrollees.
▪ Evaluate improvements in outcomes, lower costs, and greater rebalancing
of settings of care.
▪ Include incentives for states to expand access to HCBS and build HCBS
capacity and infrastructure. Enhanced access to HCBS will help members live
more independently in the settings of their choosing as well as improve
outcomes and quality of life while achieving cost efficiencies.

3. Mental and Behavioral Health Models
“CMS is actively exploring potential models focused on behavioral health, including opioids,
substance abuse disorders, dementia, and improving mental healthcare provider participation in
Medicare, Medicaid, and CHIP through integrated care and/or episode payment models.”
MLTSS Association Comments:
Behavioral health needs are often interwoven with complex medical conditions and functional
limitations. CMS should encourage states to participate in testing models that integrate medical,
behavioral health, and long-term services and supports (LTSS) to effectively address this fabric
of disabilities. Early examinations of programs that fully integrate benefits and care show that
health outcomes can be improved and reduce total costs of care.
•

As CMMI examines testing innovative approaches to improving care for those with
mental health or substance use disorders (MH/SUD), we strongly recommend that
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integrated approaches—not those that carve out MH/SUD—be the focus to test how
integrated benefits and care impact health outcomes and total cost of care.
•

CMMI should test an integrated MLTSS model that includes physical and behavioral
health benefits and services, and that addresses social determinants of health that are
related to health outcomes, such as housing, food insecurity, and employment supports.

•

Features of a model that integrates physical and MH/SUD could include case
management and other tools, to allow beneficiaries to navigate care and communicate
with providers across the continuum.

•

The model should be flexible enough to recognize the unique needs of diverse MLTSS
populations (e.g. below and over 65 years, Dual and non-Dual, intellectual and
developmental disabilities (ID/DD), behavioral health (BH) and substance use disorder
(SUD), younger beneficiaries with disabilities that could benefit from employment and
other supports).

The MLTSS Association further submits the following answers to specific questions posed by CMMI:
1. Do you have comments on the guiding principles or focus areas?
Beneficiary choice is an important element that helps drive competition to lower costs and
improve quality and outcomes. The choice between competing Medicare Advantage plans,
for example, enables beneficiary preferences to drive plan behavior affecting the costs and
quality of services.
Not all choice, however, drives competition that can improve performance and outcomes.
For beneficiaries with eligibility for both Medicare and Medicaid, a choice to remain in
traditional, fee-for-service Medicare prevents individuals with complex care needs who
make that choice from having access to plans that integrate Medicare and Medicaid
benefits, provide high-quality care management and care coordination, and have been
shown to lower costs and improve outcomes with high levels of member satisfaction. The
difference for someone with complex care needs can be substantial.
Few of the dually-eligible beneficiaries who make the choice to remain in traditional
Medicare are aware of the foregone benefits of enrollment in an integrated plan. Often,
they simply follow the advice of a service provider whose financial interests are served by
keeping them in traditional Medicare. Beneficiaries who remain in traditional Medicare go
on to generate the greatest per capita amount of Medicare spending.
The most meaningful choice for those with dual eligibility is the choice that drives cost and
quality – the choice between competing integrated plans. Duals should automatically have
the benefits of Medicare and Medicaid integration that would provide them with lower
costs and higher quality. The choice should be a choice of integrated plans – the kind of
4

choice that would ensure greater satisfaction and better outcomes while helping federal
and state governments control health care spending.
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
Choice, competition, person-centered care planning and care management, and greater
flexibility to adapt interventions to respond to individual variations in needs are all critical
components of successful model designs to serve individuals with the most complex care needs
in the Medicare and Medicaid programs.
CMMI’s Financial Alignment Initiative (FAI), launched in 2011, is currently testing whether or not
aligned payment and service delivery models reduce program expenditures under Medicare and
Medicaid while preserving or enhancing the quality of care for dual-eligible beneficiaries.1
Members of the National MLTSS Health Plan Association have 220,000 enrollees in their FAI
Medicare Medicaid Plans (MMPs). Preliminary findings from the FAI show lower Medicare
expenditures along with greater member satisfaction.2,3,4
The Association recommends CMS use CMMI’s demonstration authority to continue and extend
by two years the current demonstration period. An extended demonstration period would allow
any State with a FAI capitated model for Medicare-Medicaid beneficiaries additional time for
evaluation reports and demonstration results to become available. CMS has previously granted
two-year extensions to FAI demonstrations in three states (Massachusetts, Minnesota, and
Washington). The Association recommends that CMS allow a similar extension for other states
to allow the demonstration plans sufficient time to fully execute on some of the innovative
concepts in the model proposal and evaluate the outcomes under a more State-led Medicaid
administrative structure.
The Association also recommends that CMS continue MMPs as a permanent plan type, overseen
by MMCO once the demonstration period is over.
3. Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models.

1

https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-Medicaid-Coordination/Medicare-MedicaidCoordination-Office/Downloads/Financial_Models_Supporting_Integrated_Care_SMD.pdf
2 https://innovation.cms.gov/Files/reports/fai-wa-finalyr1prelimyr2.pdf
3 https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-Medicaid-Coordination/Medicare-MedicaidCoordination-Office/FinancialAlignmentInitiative/Downloads/FocusGroupIssueBrief508032017.pdf
4 https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-Medicaid-Coordination/Medicare-MedicaidCoordination-Office/FinancialAlignmentInitiative/Downloads/FAICAHPSResultsAug2017.pdf
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Consistency of Consumer Protections Across Models:
The adequacy and consistency of consumer protections is critically important for models
that provide greater individual choice and empower beneficiaries, families, and caregivers
with flexibility and better information.
The past decade has seen a proliferation of models that support consumers with disabilities
and their families with the integration and centralization of care coordination. Notably,
models based on managed care have incorporated a comprehensive range of safeguards
and protections to ensure that plan members receive clinical care and long-term services
and supports that are necessary, appropriate, and effective. Important consumer
protections include:
• marketing restrictions;
• person-centered planning requirements;
• network adequacy requirements;
• state and federal oversight to ensure delivery of contracted duties and high-quality
services; and
• quality measurement, data, and evaluation to determine outcomes and inform
consumer decision-making.
The Association believes consumers can be empowered most effectively, and make the
best-informed choices, when these safeguards are applied uniformly across all models that
are tested or available for enrollment. The Association recommends a basic uniform
structure be applied across all models integrating care for persons with disabilities. This
structure should permit significant program variation with respect to interventions to be
tested while ensuring uniformity with respect to elements that are not unique to the
intervention.
State Ability to Share Medicare Savings from Integration for Duals:
In plans that serve beneficiaries with Dual Eligibility for Medicare and Medicaid, the delivery and
effective management of long-term services and supports (LTSS) that are covered by Medicaid
often results in substantial reductions in emergency room visits and hospitalizations, generating
savings for Medicare. Medicare savings, including savings generated from use of Medicaid
home- and community-based services (HCBS) and other LTSS, can only be used currently to
cover additional Medicare benefits; they cannot be shared with States to either reduce overall
Medicaid expenditures, reduce wait lists, or enhance the Medicaid benefit structure.
The Association recommends that CMMI test a new model and payment approach for dualeligible beneficiaries that would allow States that offer integrated Medicare and Medicaid plans
to share in any Medicare savings that accrue from successful management of a dual-eligible
beneficiary’s Medicaid services, and use those Medicare savings to pay for Medicaid HCBS
covered benefits where dollars are limited.
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Access to HCBS to Enable People with Disabilities to Remain in the Workforce:
Our current system is structured to require people with disabilities who can work, want to work,
and do not need income assistance, but cannot afford the services and supports they need to
remain in the workforce, to leave the workforce and qualify for income assistance to get
Medicaid in order to receive help paying for home- and community-based long-term services
and supports (HCBS). The disincentive to work for people with a disability who receive Medicaidfunded HCBS is well-documented within the literature. These Americans and their families need
a way to receive assistance paying for the costs of HCBS without having to first leave the
workforce and qualify for Social Security Disability or SSI.
The Association recommends that CMMI test various models that incentivize Medicaid-funded
HCBS beneficiaries to work, and document the savings accrued to Medicaid, Medicare, SSI/SSDI,
and any other associated governmental benefits (including, but not limited to, SNAP and
Housing Choice or Section 8 vouchers) through the various models.
Including Coverage for Housing to Improve Health Outcomes and Lower Costs
A lack of accessible, affordable, and community-integrated housing is a substantial barrier to
health plans successfully supporting people with disabilities in lower-cost community-based
settings. Without access to housing, beneficiaries who use LTSS and who want to live in a home
or community-based setting cannot do so, and are often forced into higher levels of
institutionalization at a much greater cost to Medicare and Medicaid. Although Medicaid funds
can currently be used to reimburse certain “housing-related activities” in the community,
existing statute does not allow the use of Medicaid funds for room (rent) in HCBS settings.
Conversely, Medicaid funds can be used to support rent in institutional settings, and institutions
in some states can get subsidized, guaranteed mortgages.
The Association recommends that CMMI partner with select States and health plans to test the
overall effect on Medicaid costs and outcomes from reimbursing plans for the expense of room
in a community setting.
7. Are there any other comments or suggestions related to the future direction of the Innovation
Center?
CMMI has been a valuable mechanism for CMS, in partnership with States and health plans, to
test innovative, integrated care models that reduce the complexity and conflicting regulations
resulting from the attempt to combine two very different health care coverage programs for a
single set of beneficiaries. The Association supports continuing to maintain CMMI’s budget and
broad demonstration authority.
Medicare-Medicaid integration is not simple; there are a range of integrated models combining
resources and rules in different ways under different statutory authorities – including Medicare
Advantage’s Special Needs Plans (SNPs), Fully Integrated Dual-Eligible SNPs (FIDE-SNPs), PACE,
7

Medicare Medicaid Plans (MMPs), and Medicaid Managed LTSS (MLTSS) plans. Ultimately, the
Association would like to see a common framework for integrated plans that provides
uniformity across all models in some critical areas affecting competition, and allows variation in
areas that reflect the needs of unique populations.
To advance a more uniform framework for integrated models, the Association recommends that
CMS work in partnership with Congress to consolidate regulatory authority for reimbursement
structures serving dual-eligible beneficiaries into a single office or center within CMS, such as
the Medicare-Medicaid Coordination Office (MMCO, also known as Federal Coordinated Health
Care Office). While MMCO is responsible for integrating care for dual-eligible beneficiaries,
existing agencies within CMS retain regulatory authority over programs serving Duals.
Consolidating this regulatory authority within MMCO will help ensure that decisions affecting
these programs are made through the lens of an integrated program that takes into account the
impact on beneficiaries, as well as state implementation.
Programs that would be brought under MMCO’s authority would include existing SNPs, PACE,
and current CMMI demonstrations that address this population, including the FAI
demonstrations. Future integration demonstrations and the MMPs created by the FAI when
they are made permanent should be included. Such an approach would allow Medicare and
Medicaid experts from CMS to work together under a leadership team whose single focus is
addressing the unique needs of low-income populations with complex needs, through an entity
that has the authority to address those needs. This new structure would also be in line with the
administration’s Executive Order on cross-cutting reforms designed to create a leaner, more
effective, efficient, and accountable government.

Sincerely,

G. Lawrence Atkins
Executive Director
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building
200 Independence Ave. SW
Washington, D.C. 20201
Re:

Amy Bassano, Acting Director
Center for Medicare & Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244

Request for Information, “Centers for Medicare & Medicaid Services: Innovation Center
New Direction”

Dear Administrator Verma and Director Bassano,
The National Multiple Sclerosis Society (Society) appreciates the opportunity to provide input as
the Center for Medicare and Medicare Innovation (CMMI) charts its new direction and respond to
its Request for Information (RFI). The Society shares CMMI’s goals of improving outcomes while
reducing costs for people living with multiple sclerosis (MS).
MS is an unpredictable, often disabling disease of the central nervous system that disrupts the flow
of information within the brain, and between the brain and body. Symptoms vary from person to
person and range from numbness and tingling, to walking difficulties, fatigue, dizziness, pain,
depression, blindness and paralysis. The progress, severity and specific symptoms of MS in any
one person cannot yet be predicted, but advances in research and treatment are leading to better
understanding and moving us closer to a world free of MS. Most people with MS are diagnosed
between the ages of 20 and 50, with at least two to three times more women than men being
diagnosed with the disease.
1. Do you have comments on the guiding principles or focus areas?
The Society generally supports the RFI’s guiding principles and offers specific recommendations
particularly as they relate to ensuring health care that helps people with MS live their best lives. As
the National Health Council (NHC) suggested in its comments, the Society urges the Center to first
and foremost, adopt a guiding principle that models must not negatively impact patient safety,
quality or access to care.
Guiding Principles
Choice and Competition in the Market: The Society urges CMMI to modify this principle to promote
competition based on quality, outcomes and value (rather than “cost”). Relying solely on cost and
cost effectiveness—particularly short-term cost effectiveness—can hinder achieving the most
optimal health outcomes and can ultimately cost individuals, families and the system more.
Furthermore, value as further explained throughout our comments should always incorporate the
patient’s definition of “value.”
Provider Choice and Incentives: It’s vital that people with MS have access to a diverse range of
healthcare providers with the experience and expertise to treat and manage the symptoms and
complexities of MS. The Society agrees with CMMI that consumers should have options and be
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driving decision-makers when it comes to their care. In order to do this effectively, however, people with
MS need transparency—accessible, thorough and understandable information about benefits,
treatment option and providers to fuel good healthcare decisions. These decisions should be based on
meaningful discussions with their healthcare provider to understand individual goals, needs and
preferences and determine optimal treatments and strategies. People should also have the ability to
opt-out of participation of treatment models if faced with having to switch providers in a manner that
would disrupt their care and MS treatment(s), as these can lead to MS exacerbations and worse
outcomes. As NHC suggested, the Society supports continued and improved patient guardrails to
ensure continued access to medically necessary services.
Patient-centered Care: Today, MS is not a curable disease. Effective strategies can help modify or slow
the disease course, treat relapses (also called attacks or exacerbations), manage symptoms, improve
function and safety, and address emotional health. Because MS impacts each person differently and
there are a range of symptoms, a multi-disciplinary approach is necessary. The Society believes that
people with MS must be at the center of their healthcare decision-making, as described in our Access
to High Quality MS Healthcare Principles. We applaud CMMI for declaring patient-centered care a
guiding principle. To elaborate on a concept referred to earlier, this must incorporate the patient’s
preferences, goals and perspective on “value.” While someone with an acute health condition is likely
focused on 100% improvement, someone living with a chronic, unpredictable, often disabling disease
like MS is likely to find value in warding off MS exacerbations and maintaining as much function as
possible. As the disease progresses, a person’s concept of value may evolve, so perspectives should
be continuously sought and definitions refined.
Benefit Design & Price Transparency: The Society agrees that data and price transparency should be
important tools in benefit design and informed decision-making. We are concerned, however, that cost
data will continue to drive benefit designs in ways that reflect the cost-saving priority of payers at the
expense of people with MS. Formulary and other benefit designs in many (if not most) health plans
available to people with MS today limit access to the least costly treatment options, providers and
amount of medically necessary therapies, often in conflict with currently available evidence or patients’
preferences. For example, health plans routinely tier prescription drug benefits to encourage patients to
“choose” the disease modifying therapy (DMT) that is the least costly to the pharmacy benefit manager
(PBM), or exclude it from the formulary altogether. This practice is in stark contrast to the currently
available evidence on MS DMTs, which substantiates the need for individualized treatment plans based
on a patient’s unique characteristics.
Health care consumers are tasked with making good choices yet, people have very little information
about price and cost to make these decisions. Just the term “price” can mean several different things.
The prices charged for MS medications, the actual cost paid for them, and the impacting decisions
between a manufacturer price and a negotiated contract with an insurer or pharmacy benefit manager,
are outside of the public realm. People with MS and all stakeholders need more information to make
informed choices; and we all need greater information to improve the system.
Transparent Model Design & Evaluation: The Society urges that this transparency be system-wide and
embedded throughout CMMI’s work—including being transparent in selection of its models and
incorporating diverse stakeholder input and credible data sources throughout its work and development
and evaluation of goals.
Focus Areas
Physician Specialty Models: The Society is interested in and supports CMMI in seeing how
specialists—and specifically neurologists—can serve as the primary sources of care and provide care

coordination for medically complex beneficiaries with MS. Depending on one’s symptoms, disease
course and disability progression, a person with MS might be seeking care from a urologist, mental
health provider, rehabilitation specialist and other specialists – each contributing in a unique way to the
management of the disease and the symptoms it can cause. We believe comprehensive, coordinated
multi-disciplinary and team-based approaches produce optimal outcomes that manage the disease and
promote comfort, function, independence, health and wellness at the lowest cost. We encourage
additional research to further test this hypothesis.
For many people with MS, their neurologist functions as the de facto leader of the team. CMMI could
innovate with various models of care coordination and the neurologist as the “care leader” to see how
this improves outcomes for people with MS. One current example is a “medical home” model being
studied at Georgetown University Medical Center (MS-ADVANCE) sponsored by a research agreement
from Biogen. The neurologists at Georgetown will address all the medical issues affecting their MS
patients, working closely with the other healthcare providers for each patient- both to treat their MS and
manage comorbidities. A secure web portal is also utilized so patients and providers can stay in closer
contact and the model rewards physicians financially for prevention and comprehensive care.
In addition to the Georgetown model, the Society urges CMMI to explore and potentially partner with
other successful models of comprehensive, coordinated MS care such as Centers for Comprehensive
MS Care and at the Department for Veterans Affairs.
Prescription Drug Models: MS DMTs are one of the oft-cited examples of extreme and escalating drug
prices. As an example, the first approved MS DMT Betaseron® was introduced in 1993 at $11,532, yet
that same drug today is $91,261(average wholesale price)1; see graphs in the Appendix. MS DMTs are
about 70-75% of the cost of treating MS, with significant financial impact on individuals, families and the
system. Three of the MS DMTs appear on the 2015 Medicare Drug Spending Dashboard. Two—
Tecfidera and Tysabri—were included due to high annual spending per user while Copaxone was
included due to high total program spending.
These factors make this seem like an area ripe for innovation. The Society supports CMMI’s proposed
focus on prescription drug payment models that better align incentives and engage beneficiaries and
contemplate novel arrangements between plans, manufacturers and stakeholders across the supply
chain. It is vital through this, however, to ensure that people with MS have access to a full range of
approved MS DMTs. There are not yet clinical guidelines for MS DMTs. These medications are not
interchangeable and should not simply be available and selected based on cost. Since MS and its
disease course is so unique to each individual, getting and staying on an MS DMT that works for that
particular person is critical to maintaining optimal health and preventing further and irreversible damage
to the brain.
Innovation in this area should start with adherence as the goal rather than simply focusing on cost
containment or utilization management to drive down costs. We fear that time spent on step therapy,
prior authorization and appeals processes and navigating the complex system overall are barriers to
care. Additionally, there is a growing body of evidence that high out-of-pocket costs—from both monthly
costs and high-deductible plan design negatively impact adherence to treatments. If, instead, focus is
given to patient preferences, adherence could improve—benefitting the individual and the system at
large. For example, in data provided in the Institute for Clinical and Economic Review (ICER)’s Final
Report on Disease-Modifying Therapies for Multiple Sclerosis (see chart in the Appendix), 90% of
1
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people with MS surveyed consider their ability to continue working/continue their normal activities when
choosing a DMT. It is important for people to be on a medication that best aligns with their lifestyle and
treatment goals- whether that be side effects that are easily managed or a route of administration that
works best for them.
We also urge CMMI to design models to improve adherence by lowering the out-of-pocket costs for
people with MS. Specifically in Medicare, people with MS often cite challenges in affording their
medications before hitting catastrophic coverage—usually in the first few months of the year. CMMI
could explore an alternative structure for high cost medications that will more evenly spread costs
across a number of months or look at models which ensure patients are benefitting from
rebates/negotiated prices for the medication in the health system. The Society also supports that any
savings from effective models be passed on to the consumer.
The Society also encourages CMMI to look at the Bipartisan Policy Center’s report “Delivery System
Reform: Improving Care for Individuals Dually Eligible for Medicare and Medicaid” that acknowledges
social determinants to health and access to non-medical services.
Mental and Behavioral Health Models: People with MS can experience mental-health related
symptoms. Studies have suggested that clinical depression is among the most common symptoms of
MS. Additionally, depression or other mental health struggles (anxiety, etc.) can occur as people adjust
to the diagnosis of a disorder that is unpredictable, has a fluctuating course, and carries a risk of
progressing over time to some level of physical disability. Another common MS symptom is cognitive
changes, with more than 50% of people with MS experience cognitive changes including the ability to
process incoming information, learn and remember new information and organize and problem-solve.
Mental health providers can shy away from treating people with MS because they do not fully
understand the disease’s complexities and its implications on mental health. The Society urges CMMI
to look into training mental health providers on neurological diseases like MS that have high incidence
of mental health symptoms.
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles? and
3. Do you have suggestions on the structure, approach and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
The Society supports comments submitted by the National PACE Association that would expand the
availability of PACE and PACE-like models to those age 55 and under with complex, high-cost
conditions like MS. Specifically, we emphasize our support for a PACE-like Pilot for Beneficiaries with
Mobility-limiting Disabilities. Pursuant to the authority granted by the PACE Innovation Act which was
signed into law in 2015, we strongly urge CMS to continue its efforts to implement the Person-centered
Community Care (P3C) Model, a PACE-like model for individuals twenty-one and older with mobilitylimiting disabilities. CMS has released two RFIs, in December 2016 and July 2017, related to the P3C
model. The Society believes that the proposed P3C model, taking into consideration the two sets of
comments (1 and 2) and modifications NPA has recommended to CMS, will assist states and CMS in
decreasing healthcare costs while improving care delivery for the P3C target population. As is the case
for PACE organizations, P3C organizations would be responsible for providing the full range of
Medicare, Medicaid and other services needed by the P3C population in a highly coordinated, fully
integrated manner. Further, a P3C provider would be responsible for ensuring that community support
services be furnished in settings that promote community integration, as specified in the Medicaid
HCBS setting rule. Responses to the two RFIs related to the P3C model have demonstrated a strong
interest, among both existing PACE organizations as well as other entities, in initiating a P3C model.

We recommend that CMS move forward in the very near future with a request for applications for the
P3C model.
Additionally, the Independence at Home Demonstration has produced encouraging results to date and
we have advocated for its expansion. This approach may offer opportunities for managing the care of
Medicare beneficiaries with advanced MS with higher overall disease burden and co-morbid conditions
while demonstrating cost savings that are not yet appreciated.
4. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be
tested as a model and alternative to FFS and MA?
MS is a complex disease that impacts each person differently. As previously stated, people with MS
highly value their ability to continue work/continue with their normal activities. This may be different for
each individual. CMMI might consider a consumer directed model, which is based on the identified
goals of each person with MS.
Given the trends in drug pricing, restricted formularies, tiered drug benefits, and excessive utilization
management practices, we fear patients’ cost and disease burdens will worsen. While many of the
concepts incorporated into value-based insurance design and their application to specialty
pharmaceuticals seem to align with our Access to Care Principles, further refinements and flexibilities
may be needed to accommodate clinical nuances, patient preferences and timely response to side
effects and responses. This is an area in which findings from a CMMI-supported small scale models
could be beneficial to people with MS, and by extension, potentially to others who rely on specialty
pharmacy products.
We caution CMMI about any bundled payment models as we have concerns over the possible
implications of bundled payments into the care of persons with MS, or any payment methodology based
on episodes of care. At present, it is unclear what an episode of care means in the context of a
complex, and lifelong disease like MS.
5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
We encourage CMMI to monitor evolutions in telehealth, as we have hope that it provides more
solutions for people with MS particularly in rural America.
As CMMI explores ways to innovate strategies and incentives to value-based care, the patient voice,
experience and perspective must be incorporated early in processes and before decisions are made,
frequently and throughout the process. Patient perspectives on value will often differ significantly from
that of payers and providers. Patients want clinically effective treatments options that are relevant given
them personal circumstances and goals. They are likely to be more focused on how treatments and
care improve or diminish their day-to-day and long-term quality of life including their ability to maintain
function, continue working and remain independent.
Incorporating the patient’s voice, experience and perspective into the value discussion is a relatively
new endeavor and many organizations are working on methods and best practices to help facilitate the
patient perspectives into value discussions. The Society urges CMMI to consider the six domains of
patient centricity identified in NHC’s Patient-Centered Value Model Rubric that was created in
conjunction with NHC’s member organizations including the Society. This rubric will help CMMI
evaluate the patient-centeredness of its approach to value and help in the development of a formal

process of incorporating patients and patient representatives in CMMI’s approach to value. Additionally,
FasterCures and Avalere have partnered to create the Patient Perspective Value Framework (PPVF)
Initiative, which seeks to develop a value framework for assessing therapies, diagnostics, and other
healthcare services, which is in line with patients’ concepts of value. We recommend CMMI develop a
formal process to routinely solicit feedback from all relevant stakeholders, as new information and data
is generated that will help incorporate the patient’s perspective on value that assess the value of new
innovative treatments and therapies as they are utilized by the health care system.
The Society also supports these specific suggestions of the NHC to improve upon CMS’s patient
engagement process:
• Convening an Administrator-level Patient-Engagement Advisory Panel to inform, advise, and
guide the Center on improving the patient centeredness of CMS activities in general and CMMI
models, in particular.
• Appointing patient representatives to all CMS committees, technical advisory panels, and similar
groups, and creating training and tools to optimize their engagement;
• Including patients and caregivers in the measure-development processes;
• Involving patients and other stakeholders in the creation of all APMs and other CMMI-developed
Models; and
• Embedding patient centeredness into the DNA of CMS by establishing and reporting on metrics
for achieving patient centeredness throughout the Agency.
Again, the Society thanks CMMI for engaging stakeholders as it further defines its new direction. If you
have any questions or would like to meet and further discuss implications for people with MS, please
contact me.

Sincerely,

Bari Talente
Executive Vice President, Advocacy

Appendix

ICER’s Final Report on Disease-modifying Therapies for MS

On behalf of the National Navigation Roundtable, we are writing to recommend that the Centers for Medicare and
Medicaid Services (CMS) Innovation Center incorporate models utilizing patient navigation as a method of oncology
care service coordination. The National Navigation Roundtable is a consortium of over 40 organizations and
individuals dedicated to achieving health equity and access to quality care across the cancer continuum through
effective patient navigation. The patient navigation model has demonstrated its value for providing care for
vulnerable populations, including patients with low income, low educational attainment, high comorbidities and
multiple barriers to receipt of high quality care due to social determinants of health.
The evidence on the effectiveness and efficacy of patient navigation clearly demonstrates that this model of care
meets the aims of the CMS Innovation Center to achieve better care for patients while reducing costs. The National
Cancer Institute’s Patient Navigation Research Program has published over 50 peer-reviewed articles demonstrating
the benefit of patient navigation towards increasing quality of care for cancer patients during both the diagnostic and
treatment phases of care. Specifically, the trial demonstrated that vulnerable populations were more likely to benefit
from the intervention, as defined by minority racial and ethnic status, low income, and low educational attainment,
housing instability. Additionally, the University of Alabama at Birmingham CMI patient navigation program has
demonstrated in an urban and rural Medicare population, the ability of the patient navigation model to improve
quality of care during active cancer treatment and in end of life care and reduce costs related to unnecessary
emergency room visits and hospital readmissions.
We hope you will pursue our recommendation for incorporation of patient navigation into cancer care service
delivery models. The Roundtable is committee into this evidence-based model of care, and would welcome further
dialogue with the Innovation Center on collaborative implementation opportunities.

Sincerely,

Tracy Battaglia, MD, MPH
Chair, National Navigation Roundtable

Andrea Dwyer
Vice Chair, National Navigation Roundtable

National.Navigation.Roundtable@cancer.org

November 16th, 2017
Amy Bassano
Center for Medicare and Medicaid Innovation
ATTN: CMMI New Direction – Informal Request for Information
2810 Lord Baltimore Boulevard
Baltimore, MD 21244-2613
Submitted via: CMMI_NewDirection@cms.hhs.gov
Re: CMMI New Direction – Informal Request for Information
Dear Ms. Bassano,
The National PACE Association (NPA) appreciates the opportunity to comment on the Center for Medicare and
Medicaid Innovation’s (CMMI) informal request for information (RFI) on its new direction. On behalf of the 123
operating PACE organizations, as well as entities looking to pursue PACE-like pilots (as part of the PACE
Innovation Act (PIA) of 2015), we thank CMMI for consideration of our comments.
Currently, Programs of All-inclusive Care for the Elderly (PACE) may only enroll beneficiaries who are at least 55
years of age and eligible for a nursing home level of care. Passage of the PIA allows CMMI to pursue a number of
PACE-like pilots that would allow other high-cost, high-need populations to enroll in pilot programs modeled on
PACE and to benefit from the highly coordinated, fully integrated, patient-centered care for which PACE is well
known. We appreciate the steps that CMMI and the Medicare-Medicaid Coordination Office (MMCO) have
taken thus far to implement one or more of the PACE-like pilots, most notably the release of two separate
requests for information related to a pilot for adults 21 and older with mobility limitations known as the Person
Centered Community Care Model (P3C Model). Thus far, however, no PACE-like pilots have been implemented,
and our response to the current RFI is submitted in hopes that CMS will move forward with the P3C model and
other pilots. In addition, we are offering a comment related to Advanced Alternative Payment Models (APMs).
In response to the Innovation Center’s request for information, our comments address four of the focus areas
included in the RFI:
- Increased Participation in Advanced Alternative Payment Models (APMs)
- Consumer-Directed Care & Market-Based Innovation Models
- State-Based and Local Innovation, Including Medicaid-Focused Models
- Mental and Behavioral Health Models
We share a mutual goal to promote coordinated, person-centered, quality care and empowering beneficiaries to
make choices consistent with their needs and preferences. We believe PACE and PACE-like pilots would
decrease healthcare costs while improving quality and overall population health. NPA respectfully submits the
following comments and recommendations, in addition to Attachment A which includes an overview of each of
the PACE and PACE-like pilots discussed in our response.
PACE Pilot: Medicare-only Beneficiaries
Focus area: (1) Consumer-Directed Care & Market-Based Innovation Models, and, (2) State-Based and Local
Innovation, Including Medicaid-Focused Models

Currently, 90% of PACE participants are dual eligible for both Medicare and Medicaid. We believe this is a
consequence of two issues: 1) 19 states have not elected PACE as a Medicaid state option which means
Medicare beneficiaries in those states do not have the option to enroll in PACE; and 2) PACE requirements
related to Medicare-only beneficiaries’ Part D premiums and premiums for non-Medicare covered services in
PACE prevent Medicare beneficiaries from enrolling in PACE in large numbers. A PACE pilot directed at
Medicare-only beneficiaries would promote consumer choice and enhance Medicare beneficiaries’ access to
PACE. We recommend CMMI proceed with a pilot including the following three components:
1. Allow for two-way program agreements in states that have not elected PACE as an option: Currently,
PACE organizations (POs) are only able to operate in states that include PACE as part of their Medicaid
plans, and that enter into three-way agreements with the Centers for Medicare & Medicaid Services
(CMS) and PACE organizations. A two-way agreement between a PACE organization and CMS would
provide Medicare-only beneficiaries access to PACE in the 19 states which have not elected PACE as a
state option.
2. Allow PACE organizations to develop Part D coverage options for Medicare-only individuals: These
options could include (1) the ability for Medicare-only individuals to retain their marketplace Part D
plans or other creditable coverage and (2) offering a PACE-sponsored Part D plan under a flexible benefit
structure with copays and deductibles. Currently, all PACE participants must enroll in their PACE
organization’s Part D plan which, depending on their individual drug needs and utilization, may be
significantly more expensive than an alternative Part D plan. This is due in part to the fact that PACE
organizations’ Part D coverage has no copays, no deductibles, and is based on the cost experience of
their participants who are exclusively high-cost, high-need as a consequence of PACE eligibility
requirements.
3. Allow PACE organizations greater flexibility to set premiums for non-Medicare services for Medicareonly participants: Existing PACE requirements mandate that PACE organizations charge Medicare-only
participants premiums that are equivalent to state Medicaid payment amounts. Generally, states pay
PACE organizations rates that reflect their average per capita costs for PACE-eligible individuals. With
few exceptions, PACE Medicaid rates are not individually adjusted for risk or need. While this makes
sense from a state’s perspective, this approach to premium-setting unduly limits the ability of PACE
organizations to establish rates reflecting differences among consumers with regard to their needs and
service utilization. Rates should be reflective of a participant’s needs, which are identified via an
assessment—a rate may be adjusted overtime if an assessment demonstrates that a higher or lower
level of care is required.
Expanding Medicare beneficiaries’ access to PACE in states that have not elected PACE as a Medicaid option
would require all three components of the pilot. For PACE organizations in states that already have PACE, only
components 2 and 3 are needed to enhance Medicare beneficiaries’ access to PACE. In addition to expanding
Medicare beneficiaries’ access to PACE and providing them a more coordinated, integrated and cost-effective
alternative to existing long-term services and supports (LTSS) options, very importantly, this pilot has the
potential to delay Medicare beneficiaries’ spenddown to Medicaid creating savings for states.
PACE-like Pilot: Beneficiaries with Mobility-limiting Disabilities
Focus area: State-Based and Local Innovation, Including Medicaid-Focused Models
In June 2016, NPA and stakeholders from the disability arena shared with CMS the Adapted PACE Protocol. CMS
utilized the Adapted PACE Protocol as a resource in designing their P3C model. The Adapted PACE Protocol,
which includes information on eligibility criteria, service coverage and service delivery for a PACE-like pilot,

builds on the current PACE program design and adapts it to address the needs and concerns of younger adults
with disabilities.
Currently, PACE is not available to individuals under the age of 55, and we strongly encourage CMS to continue
its efforts to implement a PACE-like model for younger adults with mobility-limiting disabilities. Toward that
end, in December 2016, CMS released its first RFI related to the PIA introducing the Person Centered Community
Care Model intended to serve individuals twenty-one and older. Subsequently, in July 2017, CMS released a data
supplement to the RFI, which addressed Medicare reimbursement rates for the proposed P3C population. NPA
believes that the proposed P3C model, taking into consideration the two sets of comments (1 and 2) and
modifications NPA has recommended to CMS, will assist states and CMS in decreasing healthcare costs while
improving care delivery for the P3C target population. As is the case for PACE organizations, P3C organizations
would be responsible for providing the full range of Medicare, Medicaid and other services needed by the P3C
population in a highly coordinated, fully integrated manner. Recognizing that the PACE model must be adapted
to address the needs of younger adults with disabilities, P3C pilot entities will utilize contracted providers to a
much greater extent than existing PACE organizations. By contracting with a network of community-based
providers for the delivery of medical care, as well as community supports, P3C entities will provide their
participants with a range of options. More than likely, a P3C organization would develop a robust network of
providers that would meet the needs and goals of the participants in the area they are furnishing services to—
thus there is the potential for a P3C model to vary slightly by area and more broadly by state, depending on the
population’s needs. A P3C provider is also responsible for ensuring that community support services are
furnished in settings that promote community integration, as specified in the Medicaid HCBS setting rule.
In our response to the December 2016 request for information related to the P3C model, we urged CMS not to
move forward with the phase out of the premium add-on payment for Part D. We would like to reiterate that
adequate Part D reimbursement is essential, given that the complex and unique needs of the P3C participants
result in high and costly drug usage. Separately, reimbursement rates should be risk adjusted to reflect the
needs of the population served. Relative to the current PACE population, this may require more individualized
risk adjustment to account for greater heterogeneity within the P3C population in terms of expected costs.
Responses to the two PIA RFIs have demonstrated a strong interest, among both existing PACE organizations as
well as other entities currently serving individuals with mobility-limiting disabilities, in initiating a P3C model.
NPA recommends that CMS move forward in the very near future with a request for applications for the P3C
model.
PACE-like Pilot: At-Risk Medically Complex Beneficiaries
Focus area: (1) State-Based and Local Innovation, Including Medicaid-Focused Models, and, (2) ConsumerDirected Care & Market-Based Innovation Models
NPA recommends that CMS implement a PACE-like pilot to address the needs of medically complex Medicare
and/or Medicaid beneficiaries who are at-risk of needing nursing home (NH) level of care. In 2016, NPA
members and stakeholders developed an At-Risk Medically Complex framework, which was shared with CMS in
September 2016, to inform development of a PACE-like pilot for this population. The framework addresses
eligibility requirements (demographic, medical, and non-medical criteria), service delivery design, payment, and
quality indicators for an at-risk medically complex PACE-like pilot. Such a pilot is intended to delay nursing home
eligibility by streamlining care delivery and improving the quality of care for at-risk medically complex
beneficiaries, through the integration of medical care and long-term services and supports. A key objective of
this PACE-like pilot would be to delay beneficiaries’ eligibility for nursing home care, thereby creating savings for
states in two main ways:

1. For a Medicare-only population, by addressing the needs of an at-risk population, the goal is to delay the
need for institutional care or more intensive community-based long-term services and supports. As a
result of this, we would expect Medicare beneficiaries’ private-pay resources to last longer and to delay
their eligibility for Medicaid.
2. For dual-eligible and Medicaid-only populations, the pilot would delay NH eligibility which would lead to
financial savings for the state.
This pilot would also promote beneficiary choice by providing Medicare-only beneficiaries an option to select a
Part D plan of their choice, or opt for the Part D plan provided by the PACE-like pilot.
If a participant enrolled in this PACE-like pilot becomes nursing home eligible, they would be required to
disenroll. In order to promote continuity of care, we would expect that participants would subsequently enroll in
a traditional PACE program. However, for those participants residing in a state where they have not elected
PACE as a Medicaid option, it is imperative that two-way program agreements (see earlier comments) be
permitted. This would allow the latter participants to continue receiving coordinated, quality care.
PACE-like Pilot: Beneficiaries with an Intellectual and/or Developmental Disability
Focus area: State-Based and Local Innovation, Including Medicaid-Focused Models
The Adapted PACE Protocol, discussed earlier in the letter, adapts the current PACE program design to meet the
needs and concerns of individuals with disabilities—including but not limited to those with intellectual and/or
developmental disabilities (ID/DD) and behavioral health related disabilities. Among the high-need, high-cost
populations that states serve they are particularly challenged to identify care and service delivery models that
directly address the needs of Medicaid beneficiaries—such as ID/DD individuals. A PACE-like pilot would be well
suited to addressing this population’s needs. For example, a PACE-like pilot would include an interdisciplinary
team (IDT) that would work directly with a participant and their caregiver to develop a care plan that meets the
participant’s needs and preferences. Recognizing that the needs of individuals with ID/DD change overtime, a
participant would be closely tracked by the IDT, and a care plan would be adjusted as needed. A participant
enrolled in such a pilot would also have access to a person-centered planning advocate, as part of their IDT, that
would assist the participant in ensuring that the care plan meets the person-centered planning requirements of
the HCBS rule. Further, the expectation is that participants would have access to integrated settings that would
promote community living, enhance participant autonomy in making life decisions, and would comply with other
requirements set by the HCBS setting rule.
NPA recommends that CMS utilize the Adapted PACE Protocol as a guide in developing a PACE-like pilot for an
ID/DD population- with the expectation that the public would have an opportunity to comment on any proposed
pilot design prior to its implementation. We expect that an ID/DD PACE-like pilot would be an innovative personcentered model for states to test, that would meet the preferences and needs of this vulnerable population, and
ultimately lead to better healthcare outcomes.
PACE-like Pilot: Beneficiaries with Behavioral Health Conditions
Focus areas: (1) State-Based and Local Innovation, Including Medicaid-Focus Models, and, (2) Mental and
Behavioral Health Models
In response to the interest of CMS and States in testing new models of care for individuals with behavioral
health (BH) needs, including individuals with substance abuse disorders, dementia, etc., a PACE-like pilot that
would integrate the delivery of medical and behavioral health services through an established model makes
sense. One of the current challenges in furnishing services for individuals with BH needs is the silos that exist

between BH and primary care providers. A 2014 article by The Commonwealth Fund1 has identified successful
patient outcomes when behavioral health and primary care providers collaborated. This team based approach,
and the coordination of services, would be built into a PACE-like pilot—given that a core component of the PACE
model is the interdisciplinary team. PACE organizations have been successfully serving participants with
dementia—and increasingly participants between the ages of 55-64 with other behavioral health needs—
through the traditional PACE model. NPA anticipates similar results in serving younger individuals with
behavioral health needs—recognizing that the model would need to be adapted to meet a younger cohort’s
goals and preferences.
Consistent with previous comments, NPA continues to recommend that CMS develop a pilot for individuals with
behavioral health needs. Similar to the previous ID/DD PACE-like Pilot, CMS is encouraged to use the Adapted
PACE Protocol in designing a PACE-like pilot for individuals with severe and persistent mental illness and
substance use disorders. As is referenced in the Adapted PACE Protocol, this pilot would not be limited to
individuals at nursing home level of care—seeing as additional populations would benefit from the pilot services.
To ensure the pilot’s success, appropriate reimbursement to the PACE-like pilot is necessary to account for the
(likely) high costs in serving the population—as a result of varying needs including counseling, prescription
drugs, rehabilitation as it relates to drugs and alcohol, among other needs.
Recognize PACE Organizations as Advanced Alternative Payment Models
Focus area: Expanded Opportunities for Participation in Advanced Alternative Payment Models
Lastly, we would like to address the role of the PACE program as an immediately available vehicle for expanded
opportunities for participation in Advanced APMs by eligible clinicians across a range of specialties. The PACE
program, whose origins extend back over 30 years, is a prototypical advanced payment model. Since its
inception the PACE program has successfully cared for frail and vulnerable populations based upon the
comprehensive, coordinated, patient-centered, and holistic care goals that we today associate with highlydesirable delivery system reform. We urge CMMI to use its demonstration and waiver authorities to recognize
the PACE model as currently configured as an Advanced APM and to allow PACE contract clinicians to apply their
PACE patient care towards reaching Qualifying Participant status. We also encourage CMMI to consider the
PACE-like pilots, when implemented, as Advanced APMs.
Referring to provisions of MACRA and related CMS Quality Payment Program regulations, we understand the
current criteria for recognition as an Advanced APM to be: (1) clinician use of certified EHR technology to
communicate clinical care, (2) professional services payments to clinicians linked to MIPS comparable quality
measures, and (3) APM entity assumption of more than nominal financial risk. Advanced APMs are further
defined by a contract with CMS governing the model. The PACE model as currently functioning clearly satisfies
some though not all Advanced APM requirements. Waivers of the remaining requirements seem readily
justifiable since care being delivered currently under the PACE model is highly consistent, albeit not fully
conforming, with those requirements.
1. Contract with CMS governing model; meets criterion
Each PACE organization is governed by a three-way program agreement with CMS as well as its state
administering agency. The PACE organization fulfills the functions of an Advanced APM Entity and PACE
contract clinicians deliver care in a way analogous to the Affiliated Practitioners participating in other
Advanced APMs.

1

The Commonwealth Fund

2. CEHRT utilization; partially conforming
Some, but not all, PACE organization clinicians actively use CEHRT to communicate clinical care for some
or all of their patients. However, inherent to the PACE model is frequent and comprehensive
communication involving the entire interdisciplinary care team. The structure of the PACE program
ensures frequent, routine, in-person communication with the participant by a PACE clinician. This direct
communication is far superior to electronic interaction in ensuring understanding about his or her care
by the typical PACE participant, who often faces challenges with electronic communication (reduced
cognition, impaired vision). A central care record is maintained by the PACE organization for each
participant.
3. Professional services payments linked to MIPS quality measures; partially conforming
Each PACE contract clinician agrees to be accountable to the PACE organization for care delivered to
PACE participants. Each clinician is contractually obligated to support the organization’s quality
assessment and performance improvement activities; these activities are specifically tailored to the
PACE population. Clinicians must, whenever appropriate, participate in interdisciplinary care team
meetings. Care delivered by each contract clinician requires prior authorization by the interdisciplinary
team. PACE contract clinicians, therefore, are subject to a level of ongoing care quality and necessity
monitoring that far exceeds that of community practice and many other delivery models.
In summary, the PACE model meets or exceeds standards for communicating clinical care and for continuous
quality assessment and monitoring while the PACE organization bears full, capitated, financial responsibility for
each beneficiary’s costs of care. The PACE model’s organizational structure and implementation are defined
contractually with CMS as a partner. PACE contract clinicians, therefore, are meeting standards consistent with
those required of other Advanced APM clinicians. Given current and future U.S. population demographics, the
need for PACE contract clinicians in most adult medicine specialties is substantial and ever
expanding. Recognizing the PACE model as an Advanced APM would incentivize PACE participation by more
clinicians, who thereby would gain increased probability of reaching QP status, while facilitating the
sustainability and expansion of a sophisticated, totally integrated, alternative payment model that is already
active and been proven successful. We strongly encourage CMS and CMMI to issue the waivers necessary to
recognize the PACE model as an Advanced APM as soon as operationally feasible.
We appreciate CMMI’s consideration of our comments and recommendations on its new direction. We welcome
the opportunity to further engage with CMMI to develop operational PACE and PACE-like pilots. If we can be of
any additional assistance, please reach out to Peter Fitzgerald
Sincerely,

Shawn Bloom
President & CEO
National PACE Association
675 N. Washington St.
Suite 300
Alexandria, VA 22314
Attachment A: Overview of PACE and PACE-like Pilots

Overview of the PACE and PACE-like Pilots
The following is a high-level overview of five proposed PACE or PACE-like Pilots. The National PACE Association (NPA) has included information on the type of pilot
proposed, the pilot focus area, eligibility, key elements of the proposed pilot, and additional comments. NPA has also included references that the Center for
Medicare and Medicaid Innovation (CMMI) can access for additional information on each pilot. Further, we would like the opportunity to schedule a meeting to
discuss each pilot, and ask that you kindly contact Peter Fitzgerald, Executive Vice President of Policy and Strategy to move forward with a meeting.

Type:
Pilot Focus Area:
Eligibility:

Key Elements:

PACE Pilot
Medicare-only PACE Pilot
To be eligible for this PACE pilot, a potential participant would need to meet the same eligibility requirements as traditional PACE: be
55 years or older, meet their state’s nursing home level of care, reside in a PACE service area, and be able to live safely in the
community with the support of PACE services. Similarly, it will be a capitated model wherein the provider will be responsible for all
Medicare, Medicaid, and other necessary services. The intent of this pilot is to provide flexibilities to the traditional PACE program, as
demonstrated below.
Model Flexibilities ▪ Two-way PACE program agreements between PACE organizations and the Centers for Medicare and Medicaid Services (CMS)
would be allowed in states that have not elected PACE as a Medicaid option: Allowing a PACE organization and CMS to
implement a two-way agreement provides Medicare-only beneficiaries the opportunity to benefit from PACE services.
▪ PACE pilot providers would be permitted to provide Part D coverage options for Medicare-only participants: Pilot participants
would either retain their current marketplace Part D plan (or, other creditable coverage), or opt for a PACE-sponsored Part D
plan which would include a flexible benefit structure (with co-pays and deductibles).
▪ For Medicare-only participants, PACE pilot providers would be permitted greater flexibilities in setting premiums for nonMedicare services: Premiums would be set based on an assessment, conducted by the PACE pilot’s interdisciplinary team, that
evaluates the health and social needs of the participant. Tiers will be established reflecting the costs for participants with
different levels of need within the nursing home eligible population.

Additional Comments: This may be a standalone PACE Pilot in states where PACE is not a Medicaid option, and would incorporate all three elements
discussed above. In states where PACE is a Medicaid option, only the Part D and premium setting flexibilities would need to be
incorporated in an operating PACE program.
References:

For additional details, please refer to the NPA comment letter in response to the CMMI RFI.

Continue to next page.

Type:
Pilot Focus Area:

PACE-like Pilot
Person Centered Community Care (P3C) Model

Eligibility:

The 5-year P3C test model introduced by CMS is intended to serve individuals that are 21 and older, they have a disability that impairs
mobility (specific diagnoses that qualify are identified by MMCO), reside in a P3C service area, meet state’s Medicaid criteria for
nursing home (NH) level of care, and are dual-eligible participants with no third-party insurance.

Key Elements:

Model Flexibilities –
▪ Concern in the disability community has been raised around the potential congregation of participants with a disability in a
PACE center that lacks community integration. CMS addressed this concern by proposing that medical services be furnished in
a P3C center (traditionally known as a PACE center), and that non-medical services must be available in community-based
settings (this does not necessarily exclude P3C centers). CMS did note that non-medical services may be provided at a P3C
center if community integration (as specified in the Medicaid HCBS setting rule) is not compromised, given the co-location of
services.
Interdisciplinary Team –
▪ The P3C model will allow organizations flexibility in determining the composition of the IDT—P3C organizations can draw on
IDT providers on an ad hoc basis, P3C IDT members may serve more than one role on the IDT (licensure permitting), a primary
care physician’s role on the IDT may be replaced by a contracted or P3C organization employed primary care provider, and the
IDT may include employment support service, for example.
Payment and Monitoring –
▪ For Medicare Part A and B reimbursement, CMS’ contractors conducted an analysis that demonstrated that the HCC risk
adjustment model (2017 MA risk adjustment model) generated capitation payments that are significantly lower than FFS
expenditures for P3C-eligible beneficiaries. Given the variation between the calculated payment and historical FFS
expenditure, CMS solicited comments from the public on the application of acuity adjustments to account for the variation.
▪ Regarding Medicare Part D, the P3C model will maintain the Part D payment methodology from the original PACE model, with
an exception. The premium add-on payment provided to PACE organizations will be phased out after three years for a P3C
organization.
▪ The P3C Medicaid rate will be established by states and their actuaries.
▪ To mitigate the risks of incorrect rate setting and to account for high cost P3C participants, CMS is considering establishing a
stop-loss (reinsurance) program as well as risk corridors.
▪ In terms of data and compliance, CMS and the state administering agency plan to collect data (for example Level I and II data
currently reported by traditional POs) from P3C organizations, and will plan to monitor their compliance to regulations, as
applicable.

Additional Comments: NPA recommended modifications to the eligibility criteria above (e.g., recommended that the P3C model not be limited to participants
at NH level of care and include Medicaid-only participants), to provide additional individuals an opportunity to benefit from P3C
services—and provided feedback to CMS regarding the key elements of the P3C model introduced by CMS and included above. Please
refer to our comment letters for our recommendations.
References:
- Medicare Medicaid Coordination Office: Two Requests for Information (RFI) related to the P3C Model
- National PACE Association commenter letters in response to RFIs: First and Second
- Adapted PACE Protocol: Shared with CMS June 2016, the Protocol was used by MMCO to help inform P3C model design

Type:
Pilot Focus Area:
Eligibility:

PACE-like Pilot
At-Risk Medically Complex Pilot
Demographic Criteria ▪ Age: varied, set by each PACE-like Pilot Organization
Medical Criteria* – (Participants would be at risk of needing nursing home level of care)
▪ Participant has ≥ 2 chronic medical conditions and/or early stages of cognitive impairment
▪ Participant requires assistance with ≥ 1 functional activity of daily living or has 2 instrumental activities of daily living
dependencies
Non-Medical Criteria ▪ Coverage: Medicare, Medicaid, Dual-Eligible
▪ The participant resides in a community setting, private residence, apartment, independent living situation or other statedefined situation
*Recognizing that nursing home eligibility criteria varies by state—the medical criteria included above may need to be modified by pilot
programs to ensure that the eligibility criteria does not meet their state’s nursing home eligibility requirements.

Key Elements:

Model Flexibilities –
▪ The pilot will not require participant access to a PACE-like center; rather, pilot programs will utilize congregate activities and
services available in the community. Pilot programs will be required to develop a robust network of services and supports,
including opportunities for socialization as well as the provision of care.
Interdisciplinary Team –
▪ Participants will have access to a core IDT- comprised of a subset of the IDT typically found in a traditional PACE program.
Furthermore, the pilot would encourage relationships with community based providers, wherein participants would have the
option to maintain their current primary care provider without the need for a waiver.
Payment and Monitoring –
▪ A tiered payment system will be established—each tier will correspond with a set of services (non-Medicare services, as all
Medicare services are covered). Participants will be assessed and assigned to a tier that aligns with their needs. Each pilot
program would have the flexibility to specify the services associated with each tier, as well as the predetermined criteria
utilized to assign participants to tiers. Medicare-only participants will also have Part D plan choice. If long-term services and
supports needs change, participants will be reassigned to the appropriate tier. If a participant enrolled in this PACE-like pilot
becomes nursing home eligible, they would be required to disenroll.
▪ The pilot’s ability to furnish quality care will be evaluated through the assessment of quality measures.

Additional Comments: No PACE-like pilot has been introduced for the at-risk medically complex population.
References:

At-Risk Medically Complex PACE Pilot Framework: Framework is intended to guide MMCO’s design of a PACE-like pilot serving at-risk
medically complex participants.

Type:
Pilot Focus Areas:

Eligibility:

Two PACE-like Pilots
PACE-like Pilot for Populations with an:
a) Intellectual and/or Developmental Disability (ID/DD), and/or,
b) Behavioral Health Disability
The Adapted PACE Protocol proposes the following eligibility criteria for individuals with a disability, this includes but is not limited to
individuals with an intellectual, developmental, or behavioral health related disability. A potential pilot participant, regardless of
coverage (Medicare, Medicaid, or private pay), must be:
▪ Certified by the state to require a nursing home level of care OR
▪ Certified by the state to require an intermediate care facility level of care and also have ≥1 chronic disease diagnoses OR
▪ Have a chronic disease or medical condition:
- Expected to last more than one year
- That limits their abilities
- Requires ongoing medical monitoring
- Requires human assistance with ≥2 activities of daily living
- AND EITHER
o Have had a non-elective hospital admission with use of acute or subacute rehabilitation services within the
last 12 months OR
o Evidence of ongoing need for medical management of complex systems
If the PACE-like pilot is located in an area with a traditional PACE program, we support beneficiary choice by providing a potential
participant the option to enroll in the traditional or pilot program (as eligible).

Key Elements:

Model Flexibilities –
▪ Pilot providers are permitted, but not required, to establish a PACE-like center to furnish services. If a PACE-like center is
established, to promote community integration, participants must be provided an option to receive services outside of the
PACE-like center. Further, the Protocol identifies specific pilot services—such as meals, employment services and supports,
recreational therapy, among others—that must be furnished in a setting that complies with the HCBS setting rule. (The PACElike pilot should support participant engagement in the community.)
Interdisciplinary Team –
▪ The IDT would be comprised of a subset of the team in traditional PACE, in addition to other team members as determined by
the participant and core IDT, including but not limited to individuals with expertise in disability care and an employment
counselor. A participant would have access to a person-centered planning advocate, who would be a member of the IDT, and
would assist the participant in ensuring that the care plan meets the person-centered planning requirements of the HCBS rule.
Payment and Monitoring –
▪ Similar to traditional PACE, the PACE-like pilot would receive capitated payments to furnish all Medicare, Medicaid, and other
necessary services (as determined by the IDT), regardless of type and frequency. The PACE-like pilot would be at-risk for all
services.
Additional Comments: No PACE-like pilot for the ID/DD and those with behavioral health conditions has been introduced by MMCO. However, the Adapted
PACE Protocol includes a model framework, as demonstrated above, that is intended to be utilized by MMCO to inform the
development of such pilots.
References:
Adapted PACE Protocol

National Partnership for Hospice Innovation
1299 Pennsylvania Avenue NW
Suite 1175
Washington, DC 20004
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
re: Center for Medicare and Medicaid Services: Innovation Center New Direction Request for
Information (RFI)
Dear Administrator Verma and Acting Director Bassano:
The National Partnership for Hospice Innovation (NPHI) is a collaborative of many of the nation’s most
innovative, community-integrated not-for-profit hospice and palliative care providers that serve as a
critical safety net in communities across the United States. In coming together, we work to identify,
enhance, and spread the best practices in which our members are engaged. NPHI members have
decades of demonstrated experience in providing the highest-quality hospice and palliative care to
those facing the final stages of their lives.
Of the 4100+ hospice providers in the United States, only 31 percent are not-for-profit,1 but they serve
the sickest and most vulnerable patients in our communities. NPHI members invest heavily at the
bedside and provide robust bereavement, psychosocial and spiritual support – a comprehensive,
patient-centered approach that distinguishes our programs and makes them essential components in
the communities we serve. These hospices refuse to turn any patient away regardless of their terminal
condition or ability to pay, while still providing a comprehensive scope of care to meet each patient’s
goals, values, and wishes during their last stage of life. Many of our programs have their own inpatient
units, serve patients who have no caregivers themselves, and have programs serving the homeless –
playing a critical role at the end-of-life for those who have no alternative supports and who could
otherwise go without care during this critical time.
This commitment to serve as needed and high-quality safety net providers for those in our members’
communities who need hospice care is not only fundamental to our mission, but also distinguishes NPHI
members as leaders in hospice whose innovative programs reflect the original intent of the Medicare
Hospice Benefit (MHB). Our members are longstanding and integrated members of their communities
and have participated in the MHB since its inception - they are foundational and committed to the
continued improvement and mission of the benefit. In support of this collective mission, we are pleased
to offer the following comments on the Innovation Center’s New Direction Request for Information.

1Medicare

Payment and Access Commission. 2017. Chapter 12: Hospice Services. Report to Congress: Medicare Payment Policy.
Accessed June 13, 2017 http://medpac.gov/docs/default-source/reports/mar17_medpac_ch12.pdf?sfvrsn=0
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OVERALL COMMENTS ON GUIDING PRINCIPLES
NPHI shares the agency’s goal of transforming the health care delivery system to streamline
administrative processes and put patients, families, and caregivers at the center of their own care and
those of their loved ones. To that end, the proposals below seek to address CMS’ request for ideas on
new innovation models that meet the six guiding principles, as well as propose solutions to longstanding
and worsening statutory and regulatory burdens that community-integrated, not-for-profit hospice
providers must overcome to deliver person and family-centric, high-quality, and effective hospice and
palliative care. In confronting these obstacles, we offer specific metrics that could be used to pilot an
approach to reduce burdens on high quality hospices through a more targeted program integrity
strategy, rather than misguided and wasteful practices that are currently in effect. Additionally, we
discuss specific considerations around the construction of a demonstration to include hospice in the
Medicare Advantage program – a potential source for great innovation and delivery system
transformation if carried out with proper protections.
I.

PATIENT-CENTERED CARE

NPHI applauds the inclusion of patient-centered care as a guiding principle. As the original
interdisciplinary, team-based model of care, hospice has been practicing patient-centered care for over
40 years, including 35 years in the Medicare program. We also include families and caregivers in our
model of care through supportive services like bereavement, care planning, respite care, and the use of
volunteers. Other facets of the healthcare system are starting to emulate the hospice model of care, and
we want to ensure the patient and family centered aspects that make hospice unique are preserved
while more flexibility and patient choice are introduced via regulatory relief. We hope that this principle
will be integrated not only into new models, but also into existing models. For example, metrics related
to advanced care planning and appropriate referral to hospice should be considered for and included in
most Innovation Center models, with very few exceptions.
II.

CHOICE AND COMPETITION IN THE MARKETPLACE

NPHI supports the principle of promoting choice and competition based on quality of care processes,
outcomes, and costs. We encourage CMS to ensure that the quality metrics considered to drive
outcomes and costs are appropriate for the type of care being provided, including promoting the holistic
model outlined in the hospice benefit. For example, the process and outcomes for quality palliative care
and quality hospice care differ from one another and from outcomes appropriate elsewhere in
healthcare system. We encourage CMS to partner with groups like NPHI, C-TAC, NQF, AAPHM, CAPC and
others working on or supporting measures development for serious illness, advanced illness, and end of
life care in order to achieve the goal of truly tying quality to payment.
In the meantime, NPHI believes that the data presented in the Hospice Payment Reform: Research and
Analyses sections of past wage index rules could be used by CMS to look at problematic utilization
trends and begin to analyze how these utilization trends may areas that should be considered for
development of value-based quality measures. We will comment further on the use of these utilization
trends in our comments on program integrity as well as on the need for reduction in regulatory burdens.
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INNOVATION MODELS
I.

PROGRAM INTEGRITY

OVERALL COMMENT
NPHI strongly supports the stated goals for the program integrity potential models. In the hospice arena,
we firmly believe that CMS is not using its utilization data effectively in hospice program integrity and
that the Innovation Center could develop a model to test its current practices against new metrics to see
if a more targeted approach would reap more effective results with less burden and for a lower cost. We
believe that the answer to this question is “yes” and that CMS could run a program integrity regime for
hospice that is less burdensome for hospices, the government, and catch more “bad actors” in our
industry, while providing a better overall experience for patients and families.
BACKGROUND ON THE NEED FOR A NEW APPROACH
Although the relevant statutes and regulations condition hospice benefits only upon certification by
physicians that the beneficiary is terminally ill, i.e., not expected to live more than six months if the
illness runs its normal course, MACs are routinely denying claims based on an overly simplified
conclusion that the documentation fails to show continuous “decline”, as clinically defined by the MAC
reviewers. The standards applied for continuous decline are most often neither apparent nor clinically
supportable in determining terminal illness. Although physicians do evaluate clinical decline related to
the primary diagnosis and comorbidities to inform prognostication, the clinical judgment made by a
physician that the patient remains terminally ill (as opposed to chronically ill) is not negated by a period
of stability or the finding that one or another of the descriptions included in the hospice local coverage
determinations (LCDs) is not applicable .
Medicare claims for hospice benefits are increasingly denied for patients whose condition does not
appear on paper to be in “continuous decline,” but whose treating medical professionals continue to
believe—and certify—that they have a terminal prognosis. The MAC-imposed “decline requirement” is
inconsistent with the objectives and realities of hospice care, nor is the standard supported by the
statute or regulation. Periods of stability or even improvement are not unusual for terminally ill patients,
including those—and perhaps especially those -receiving hospice care, due to the supportive care they
receive. While a number of the hospice LCDs recognize that periods of stability do not necessarily mean
the patients are clinically ineligible for the hospice benefit, it appears that time and again, the MAC
reviewers are not giving appropriate weight to that clinical admonition. For example, patients often
stabilize or improve for a short time when intensive supportive care results in better nourishment
through spoon feeding by an aide, or partial healing of a pressure ulcer, or even improved mood after
visits by the hospice team. In spite of this reality, MACs and others are using the “decline requirement”
to deny claims submitted under the Medicare Hospice Benefit for terminal patients who do not show
obvious disease progression, in direct contradiction to the face-to-face physician review required by
regulation.
Denials for this reason have detrimental consequences for both patients and hospices. As noted above,
the “decline requirement” neither appears in, nor is consistent with, applicable statutes and regulations,
but the practical effect of this “as applied” standard for the terminally ill patient and the hospice
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provider is either (a) cessation of hospice care in the patient’s final days, weeks or months, or (b)
extraordinary financial risk due to the assumption by the hospice of the full costs of hospice care if the
MAC denies payment but the hospice does not abandon the patient and family in time of incredible
need. Administrative appeals to the ALJ level now takes years, while these patients often have only days,
weeks or months to live.
These practices have a chilling effect on beneficiaries’ access to high quality hospice care. Since larger,
more established hospice programs often have higher average daily census counts, not-for-profit
hospices are being disproportionately affected by the MAC audit activity. The ongoing and potential
damage to these not-for-profit entities does not serve Medicare, its beneficiaries, or high integrity
hospice providers.
For a not-for-profit hospice, the risks and costs2 associated with regulatory oversight are focused on
relatively small cohorts of patients who, we speculate, may potentially trigger review. At present, these
include 1) patients who are medically appropriate for hospice according to physician review, but who
may be more likely to clinically stabilize or survive for months, and 2) patients who, according to a
physician, would benefit from an inpatient stay to improve symptom control, but do not have a
consistently dramatic need for continuous skilled nursing care. Hospices that cannot easily afford the
direct and indirect costs associated with audits and appeals are subjected to a “chilling effect,” which
particularly affects the admission of patients who ‘fail to die on time’ or patients transferred to an
inpatient unit who are not demonstrating extreme distress, but nonetheless clinically qualify for a GIP
level of care.
Some of our member hospice organizations are already observing practices such as discharging any long
length of stay patients, irrespective of the face-to-face review findings, and the routine withholding of
inpatient transfer for dying patients unless there is documentation of extreme distress. Even though the
Medicare statute, regulations, and manuals do not require “extreme distress” as a coverage standard, it
is nonetheless the “as applied” standard used by the MACs. This chilling effect likely reduces access to
those entitled to the Medicare Hospice Benefit, at greater overall cost to Medicare and its beneficiaries,
and is one factor that may be responsible for the very short average length of stay among Medicare
hospice beneficiary decedents. The result is care that is less cost-effective and more likely to yield
physical, emotional and financial harm to beneficiaries and their families.
NEW WAY FORWARD: SUGGESTED PARAMETERS FOR A HOSPICE PROGRAM INTEGRITY PILOT
There are a host of reasons that the intent of the Medicare Benefit may not be fully practiced in hospice
programs across the country. The benefit’s complexity and the lack of experience of the influx of new
market entrants may be contributing factors. Not all variance in practice is intentional fraud , but the
alignment of regulator, payment, and enforcement practice with statutory intent would greatly
discourage fraud and encourage the practice of hospice as outlined in the benefit. Having an average
lengths of stay well over 6 months should certainly bear scrutiny, but it is not the only factor that should
determine whether a hospice should be put on medical review.

2

Among the harms NPHI member hospices have experienced from relentless audit activity: 1) the displacement of significant
Medicare program dollars and provider time away from patient care due to the sheer volume of administrative processing
related to the voluminous record requests; 2) slow or withheld Medicare payments; 3) indirect costs of staff deployment and
distraction; and 4) legal fees. With the Medicare ALJ appeals process now, effectively, not accessible in any timely way to
Medicare providers, these harms are only amplified.
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The following key examples are better indicators of potential problems and would make more suitable
points of entry for medical review that could be used to design a model for a program integrity
demonstration for hospice:
o
o
o
o
o

Average Length of Stay > 150 days
Median Length of Stay > 45 days
Average GIP Length of Stay over 15 days
Spending exceeding the aggregate cap
Over 30% of patients with Length of Stay > 180 days

We also agree with CMS’ past statements that a lack of mix in diagnoses, high levels of non-hospice
spending, and substantial differentials in visits per week, especially skilled visits, are metrics that can be
used to identify true outlier hospices for review. All of these metrics could easily be calculated from
existing data sources without increasing provider burden.
There are also other areas where wide practice variation suggestions problems that could be tackled by
CMS— calculated from claims data or cost reports or captured in surveys.
•

Bereavement: Not providing bereavement services to surviving family other than a newsletter—
with no plan or record for the bereaved.

•

“Revoking patients” by the hospice: Only a patient may revoke the Medicare Hospice Benefit.
Today, it is not uncommon to hear that hospices are “revoking” or discharging patients who
need to have an expensive treatment, ER visit, or hospitalization for which the hospice does not
want to pay. Currently, a patient is twice as likely to end up with a 30-day readmission to the
hospital if they are served by a hospice that is for-profit vs. not-for-profit.

•

Lack of sufficient 24-hour support: Hospices at times are staffing on-call nurses who live more
than an hour away from a given patient, and therefore either do not make a visit when needed
after hours or take an inordinate time to get there.

•

Hiring practices: Some hospices have been hiring physicians who are the Medical Directors of
nursing homes at an above market rate simply to supply referrals to the hospice.

•

Volunteers: Not having sufficient volunteers to provide 5% of patient care required by the
conditions of participation.

•

Limited Coverage of Related Drugs and Treatments: In order to limit financial risk there are
hospices that have practices limiting their exposure to expensive drugs. Many patients die of not
just one “hospice diagnosis” but multiple—stroke and heart disease, lung and heart disease,
multiple organ failure, etc. Because some pharmacies have a per diem contract structure that
requires the hospice to choose a single hospice diagnosis on which to base the contract, some
hospices only cover only drugs needed to treat that one diagnosis. Another practice is to
discharge patients who need medically indicated treatment or tests aimed at their comfort in
their final months of life simply because of the expense.
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•

Site of service: Some hospices admit only patients in nursing homes that have diagnoses of
dementia or general decline because the cost of treating these patients tends to be lower and
length of stay higher.

We recommend that CMS create a process for targeted review based on data that truly captures how
hospice is intended to be delivered and the population for whom it is intended to serve, not a standard
that the CMS contractors have invented. The Innovation Center has the opportunity to test the data
CMS has been collecting on hospice programs and see how best to target their efforts with the least
burden and most effectiveness based on tools and data that already exist. We stand ready to assist.

II.

MEDICARE ADVANTAGE (MA)

BACKGROUND
CMS seeks to work with Medicare Advantage (MA) plans to drive innovation, better quality outcomes,
and lower costs. MedPAC says that ‘“The carve-out of hospice from MA fragments financial
responsibility and accountability for care for MA enrollees who elect hospice. Including hospice in the
MA benefits package would give plans responsibility for the full continuum of care, which would
promote integrated, coordinated care, consistent with the goals of the MA program.”3 In accordance
with MedPAC’s statement, we see that including hospice benefits in the MA program’s required benefits
and payment rate structure could positively impact end-of-life care by integrating hospice services
earlier in the care continuum. For instance, MA plans could elect to provide palliative care to members
earlier in the terminal illness cycle (e.g., before a physician certifies the terminal illness will likely result
in death within 6 months.) This would preserve the integrity of hospice services and allow for more
consistent and streamlined care at the end of life.
However, if hospice is going to move into a Medicare Advantage environment, a thoughtful process of
how hospice moves into the MA environment must be undertaken. Without safeguards and a measured
approach to the integration of hospice and palliative services into an MA environment, MA beneficiaries
may be at risk for receiving only piecemeal, inadequate care at the end of life, a sharp contrast to the
essential, comprehensive, and coordinated care that millions of beneficiaries have received for more
than 30 years from high quality hospice providers.
Before considering a carve-in approach, NPHI suggests that the Innovation Center should support a
model that considers what an MA hospice benefit could, and should, look like. NPHI is in a unique
position to call for the carve-in to be tested due to discussions with several health plans about what the
parameters around a demonstration might look like. We believe that prematurely requiring MA plans to
offer hospice benefits will result in a scramble by all parties to determine how to implement such a
mandate and poorer care for beneficiaries. Testing the carve-in via demonstration would allow for a
data-driven approach to benefit design, generate broad support among parties involved in care delivery,
and protect the integrity of hospice for those who need to receive it.

3

http://www.medpac.gov/-blog-/medpacblog/2016/02/19/including-hospice-benefit-in-the-ma-benefit-package
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OVERALL CONSIDERATIONS
o First, there are well-established networks of community-integrated hospice providers
throughout the country – and any consideration of a carve-in for hospice benefits should build
on these existing, integrated networks and not create incentives to dismantle them.
o

Second, quality care processes, outcomes, and patient and caregiver experience should all play a
substantial role in the design of a potential MA hospice benefit. Quality metrics should be
considered both in the MA contracting policy and in the revision of the MA star rating program.

o

Third, concerns exist that direct negotiation of rates with MA plans for hospice services could
result in larger, for-profit providers, potentially with lower quality indicators, underbidding for
services to gain market advantage – thereby excluding community-based not-for-profit
providers. This would compromise the ability of this critical group of not-for-profit, safety-net
hospice providers from continuing mission-critical operations in many parts of the country, and
have adverse spillover effects on care for the fee-for-service population . Choosing appropriate
mechanisms for building in quality metrics to contract and payment is one potential approach to
address this challenge.

o

Fourth, the design of a carve-in’s approach to provider contracting should minimize
administrative burdens to hospice providers, especially not-for-profit, safety-net community
based providers for whom existing administrative burdens threaten the viability of the
programs.

FACTORS THAT CMS SHOULD CONSIDER IN THE CONSTRUCTION OF AN MA HOSPICE CARVE-IN DEMONSTRATION
Maintain the existing benefit:
o

NPHI believes that the full scope of the hospice benefit, including the care team and written care
plan, would be required of any MA hospice carve-in. This requirement is essential to preserving
and protecting the hospice benefit that has served so many beneficiaries and their families since
1983. If hospice is to be carved into MA, it must be, at a minimum, the full benefit as it exists
under FFS Medicare. MA plans should not be permitted to substitute less comprehensive
versions of palliative care or support services in place of hospice (additional services can and
should be offered by MA plans to wrap-around hospice and provide a continuum of care for
beneficiaries). However, allowing MA plans to offer additional benefits under this framework
that enhances palliative care should be considered.

o

The care team in the existing Medicare hospice benefit goes beyond medical care; it is truly
interdisciplinary, and NPHI members are committed to delivering and preserving that aspect of
hospice. Hospice is the original provider of interdisciplinary care, and now other facets of the
medical system, including those within ACOs, are looking to emulate that success. Any MA
hospice benefit must be robust across the scope of the benefit – for example, true bereavement
services and robust volunteer programs.

o

Additionally, the autonomy of hospice medical directors must be preserved. The hospice
medical director and their staff have the experience and expertise in delivering hospice care –
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the MA plan should not assume clinical responsibility for what quality hospice care looks like,
but could be incentivized to develop collaborative approaches.
Access and Quality Payment:
o Network adequacy standards should reflect an openness to patient interests and needs in
locations where more than one hospice program option exists and should ensure the inclusion
of them in networks of community-based, safety-net, not-for-profit providers. Beneficiary
hospice choice should not be arbitrarily restricted by MA plans.
o

This principle of having multiple hospice providers able to offer services to MA plan beneficiaries
is important; the quality of service and care are enhanced when hospice providers seek to
maintain a high service and quality of care level or risk transfers to other hospice providers.

o

MA contracting requirements should consider elements such as distance to a provider, the
scope of services provided by a hospice (including provision of all currently-required levels of
care), inclusivity of provider-based and freestanding hospice providers, and contracting with
hospices that meet plan-level metrics that indicate quality.

NPHI recommends designing the demonstration program so that payment to the plans and
contracting with high-quality hospices that provide the full range of hospice services including
robust bereavement services, volunteers, and high-quality patient care are linked. This aspect of
a demonstration is critical to incentivizing the creation of a robust network of high-quality
providers.
Star Ratings
o Along with consideration of how to link quality and payment within the demonstration itself, the
measurement of the demonstration outcomes should include how to build a star measure
related to referral to hospice or other appropriate end-of-life care measurement.
o We would also want the demonstration to measure the impact of the carve-in on existing star
ratings such as, plan all-cause readmissions, care coordination, and rating of health care quality.
Reimbursement to Plans
In addition to incentivizing plans with a quality bonus payment based on contracting with high quality
providers, CMS would have to consider whether the cost of hospice care would be baked into the A/B
bid structure or would have its own separate bid. Our recommendation for a demonstration program
would be to have a separate hospice bid for at least the duration of the demonstration. Considerations
for CMS would be:
•

Whether the bid would be administrative or competitive
o NPHI recommends it start out as administrative and could be phased in as competitive
over time if it remained a standalone bid.

•

The risk adjustment model for hospice care
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o

•

One option would be to start out with the primary diagnosis and evolve it over time but
this is a key example of why there needs to be a demonstration before hospice is carved
into the Medicare Advantage program – there are many unknowns that need to be
worked through for both plans and providers.

Setting the benchmark
o The benchmark could be a blend of local hospice costs and a national average bid
amount.
o NPHI asks that CMS consider that benchmark data should be adjusted to reflect
historical underutilization of hospice. CMS could, for example, specify a floor of 95% of
the national average hospice spending.

This approach should allow CMS to learn about how hospice can contribute to plan savings and/or costs.
We believe that to protect beneficiaries and high-quality programs, the reimbursement rate for an MA
hospice benefit should reflect resources provided today under the fee-for-service program, as well as
account for the cost of more complex populations by different providers. NPHI sees an opportunity to
include shared savings approaches that reward providers for innovative palliative services and being
able to show savings in this type of demonstration could contribute to that effort.
Other Considerations
In addition to those outlined above, NPHI encourages CMS to consider the following factors in the
creation of a demonstration for a Medicare Advantage Carve-In for Hospice:
•

Utilization Management and Appeals
o Hospice is not like other care – patients are seriously ill, may be in dire pain, and may
even be actively dying. 35% of patients are in hospice for 14 days or fewer; 25% are in
hospice for 7 days or fewer. An expedited pre-authorization and appeals process –
within 24 hours for both, even on weekends – is critical.

•

National Coverage Determination
o A national coverage determination (NCD) shall be developed for use during the
demonstration program with input from expert stakeholders so that all participants are
utilizing the same policies throughout the demonstration. The demonstration could
evaluate this NCD for wider implementation.

•

Administration
o Allow plans and hospice providers to negotiate the scope of concurrent care within the
parameters of the national coverage determination. This is an example of where the
flexibility of Medicare advantage lends itself to innovation that may be more difficult to
undertake in fee-for-service
o NPHI recommends that the hospice would still be responsible for paying for DME and
pharmacy related to the terminal illness for ease of demonstration administration, but
the plan and hospice would have the opportunity to negotiate whose vendors to use.
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o

•

CMS should do a thorough review of the Medicare Hospice Conditions of Participation
to evaluate which CoPs would need to be waived in order to ensure proper regulatory
flexibility for administration of the hospice benefit within the Medicare Advantage
program.

Considerations to Support Community-Based Programs
• In other aspects of the Medicare program, safety net providers that provide mission critical
services to their communities or those practicing in underserved areas are able to access
additional supports from CMS to assist in maintaining these services. This demonstration
would allow for CMS to test the use of these types of mechanisms in the hospice program:
o

•

Existing examples that CMS could use a model:
▪ Start up support funds to leverage or implement technology (ie EHR
incentive funds which hospice organizations were never able to access);
▪ Additional payment in rural areas or other under-served communities;
▪ Virtual groups or other “consortium” models that would allow for scale.

Fee-For-Service
o NPHI suggests that if CMMI uses this opportunity to consider the parameters for a
Medicare Advantage pilot around the carve-in for hospice that they also consider
piloting innovations in hospice on the fee-for-service side in parallel to a demonstration
around Medicare Advantage.

ARE THERE ANY OTHER COMMENTS OR SUGGESTIONS RELATED TO THE FUTURE DIRECTION OF THE INNOVATION
CENTER?
NPHI thanks the Innovation Center for the opportunity to provide feedback. We also want to voice
support for the palliative care models under consideration by the PTAC and the Congress: the Advanced
Care Model (ACM) proposed by the Coalition to Transform Advanced Care, the Patient and Caregiver
Support for Serious Illness (PACSSI) proposed by the American Academy for Hospice and Palliative
Physicians (AAHPM), and the demonstration portion of the Patient Choice and Quality Care Act (which
we believe CMMI could implement under its §1115A authority). All of these models address the serious
illness and advanced care populations that are not eligible for hospice but whom we serve through
philanthropy or through underfunded programs.
Thank you for your consideration and please contact Mollie Gurian, Chief Strategy Officer with any
questions or comments.

___________________________
Tom Koutsoumpas
President and CEO
National Partnership for Hospice Innovation
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Avenue, SW
Washington, D.C. 20201
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma,
The National Partnership for Women & Families appreciates the opportunity to offer
comments in response to the Centers for Medicare & Medicaid (CMS): Innovation Center
New Direction Request for Information. The National Partnership is deeply invested in
improving the quality and value of health care and committed to ensuring that all models of
care delivery and payment provide all consumers, but women and families in particular,
access to comprehensive, high-quality, and well-coordinated patient- and family-centered
care. We fully support CMS’ goal of “fostering an affordable, accessible health system that
puts patients first.”
Fostering an affordable, accessible health system that puts patients first should result in
reforms that help the health care system better meet the needs of women and their
families. Women make up the majority of Medicare and Medicaid beneficiaries, and the
majority of Marketplace enrollees. 1,2,3 Women have unique health care needs, however,
that are left behind in our current fragmented, fee-for-service health care system.
As the primary health care decision makers for themselves and their families, women are
at the center of the majority of health care choices. Indeed, women make about 80 percent
of health care decisions.4 Women also shoulder a disproportionate share of caregiving
responsibilities. For example, women provide nearly two-thirds of all elder care. Wives are
more likely to care for husbands and daughters are 28 percent more likely than sons to care
for a parent.5
Women generally have greater health care needs than men, including that they experience
a higher burden of disease, tend to live more years with a disability and are more likely to
manage multiple chronic conditions.6 Despite these health care needs, women remain more
likely to forgo needed health care because of cost.7
1875 connecticut avenue, nw ~ suite 650 ~ washington, dc 20009 ~ phone: 202.986.2600 ~ fax: 202.986.2539
email: info@nationalpartnership.org ~ web: www.nationalpartnership.org

Moreover, the health of women should be seen as a leading indicator of the health of a
community. As a result of the Affordable Care Act (ACA), millions more low-income women
and families now have access to health care, whether in Medicaid or private insurance.
Despite these advances, affordable high-quality health care services remain out of reach for
many women. Overall, because of ongoing racism and structural barriers to care, health
inequities among women persist in outcomes and access by race, sexual orientation, gender
identity, ethnicity, geographical regions, income and education.
The current health care system fails to adequately respond to the complexity of women’s
lives as consumers, as patients and as caregivers. The Innovation Center has been and
should continue to serve as a laboratory of transformation that can address these
inadequacies and persistent disparities. The Center’s leadership is critical to moving our
system closer to one that meets and responds to women’s health care needs, preferences,
and values.
Our recommendations for the new direction of the Innovation Center are founded on this
research that women and families should be at the center of efforts to reform our health
care system. Indeed, only though meaningful partnership with patients and increased
attention to women’s health care needs will CMS deliver on better care experience, better
outcomes and lower costs for all.
Once again, we strongly support CMS’ efforts to create a more patient-centered health care
system. The Innovation Center is well positioned to do this by testing promising innovative
delivery and payment models, measuring patient-centered criteria in evaluations and
scaling up those models that advance high-value, patient-centered care. If you have any
questions about our concerns and recommendations, please contact Katie Martin, vice
president for health policy and programs.
Sincerely,

Debra L. Ness, President
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A. GUIDING PRINCIPLES
Choice and competition in the market.
The National Partnership supports using meaningful quality measures to help consumers
make informed health care decisions, including about their providers, care settings,
treatment options, and insurance plans. We have long encouraged CMS’ development of
websites and tools that are consumer-friendly and as easy to navigate as possible, with a
strong set of high-impact measures that accurately characterize performance and enable
consumers to distinguish among providers, settings, and plans on multiple dimensions of
quality. We encourage the Innovation Center to continue to improve upon the development,
use and public reporting of quality measures that are meaningful to women and their
families including those that emphasize both clinical and patient-reported outcomes,
patient and family experience of care, patient safety, and care coordination.
We encourage the Innovation Center to pilot and to evaluate public reporting interfaces
that integrate best practices, including use of care navigators, to help individuals find and
interpret relevant comparative quality data for making informed decisions about care
arrangements.8,9,10,11,12
We caution that competition and choice based on price alone is insufficient to drive value
and better outcomes. Shifting costs to consumers does not lead to better outcomes
or better value, rather it pushes consumers to reduce their use of health care
without regard to whether it is needed or of high quality. Indeed, there is little
evidence that consumers engage in more price shopping when faced with higher cost
sharing for heath care, and the same studies show that participants in high-deductible
plans use less of both low- and high-value services.13 Further, competition based on price
alone could have particular challenges for women who are already more likely to forgo
needed care due to cost.14 (We provide more details on our specific concerns about marketbased approaches under the discussion of potential new models below.)
Improvements in Medicaid Quality Data
As the Innovation Center works to increase consumer choice, we note the absence of
sufficient measures in a few specific areas such as reproductive health care, maternal and
newborn care, and pediatric care. Current public reporting tools such as Hospital Compare
and Physician Compare provide limited value to younger, more digitally connected
populations who experience care and conditions commonly covered by Medicaid. Measures
in the Medicaid Child and Adult Core sets are rolled up to provide important information to
states, but do not provide incentives for quality improvement and accountability for
providers, facilities and health plans serving Medicaid beneficiaries. Tools and resources
parallel to those now available for Medicare beneficiaries would help advance high-value
care for Medicaid beneficiaries, and we recommend the Innovation Center focus on this
area of need.
3

Our national survey of women who recently gave birth suggests that women would welcome
and put to good use the availability of high-quality, up-to-date, trustworthy comparative
quality data in user-friendly reporting formats. Although only half of mothers saw
comparative data about the quality of hospitals with maternity units, among those who did,
about four in five used it to make decisions about their provider or hospital. Many who did
not use information they found reported that it wasn’t useful or relevant, it might not have
been trustworthy, it didn’t address their interests, it was confusing or difficult to
understand or they didn’t find information about services covered by their insurance.15
We are also concerned that strategies to measure and improve reproductive health have not
been adequately developed and made available across systems. Such measures could
indicate progress against outcomes such as:


Reduced rates of unintended pregnancy;



Reductions in health disparities among racial and ethnic groups of reproductive-age
women;



Improved maternal and infant health outcomes; and



Prevention of sexually-transmitted infections.

The Innovation Center can play an important role in addressing this gap by testing
strategies for Medicaid or multi-payer use.
A robust set of reproductive health care quality indicators would include patient-reported
outcome measures and patient-reported experience of care measures as well as clinical
quality measures. Patient experience measures should account for language and cultural
competence among other indicators of access and quality.
Provider Choice and Incentives.
Beneficiary access to tools and information
We strongly support policies that “give beneficiaries and healthcare providers the tools and
information they need to make decisions that work best for them.” We believe this is best
achieved by partnering with patients and families to create and use tools such as
meaningful and actionable quality measures, shared care planning and decision making
tools, and patient-centered health information technology.
As noted in the above section, patient-reported outcome measures, including functional
status and care experience measures are critical components of meaningful and actionable
quality measures. Additionally, the Innovation Center should strive to make measures
more efficient to administer and collect, and to supply providers with real-time or rapidcycle feedback for practice improvement.
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In addition to giving beneficiaries tools and information to make decisions based on quality
and cost, the Innovation Center should advance patients’ and family caregivers’ ability to
access, contribute to, and use their own clinical health information. Patients cannot
effectively manage their health and health care without accessible and convenient
information about their health status, diagnoses and treatment received, etc.
The National Partnership’s comprehensive national survey clearly shows that online access
to health information has a positive impact on a wide range of activities that are essential
to better care and improved health outcomes, including knowledge of health and ability to
communicate with providers.16 This frequency of access clearly has profound implications
for engaging patients and improving health status. Specifically:


Patients who used online access three or more times per year reported a markedly
greater impact (20 percentage points higher) on knowledge of their health and
ability to communicate with their doctor.



The more often individuals access their health information online, the more they
report that it motivates them to do something to improve their health – 71 percent,
compared with 39 percent who used online access less frequently.17

Online access to clinical health information also supports patient engagement and
collaboration through shared care planning. Used across a patient’s lifespan and modified
as needed, shared care planning builds on the foundation of shared decision making.
Proactively and explicitly engaging a patient and patient-designated caregivers in the
development of a care plan articulates an individual’s abilities, culture, preferences and
values such that they are respected. They also facilitate patients understanding of care
instructions so they are more likely to be followed. In this way, shared care planning will
facilitate high-quality care, effective care coordination, positive patient experience, and
improved health outcomes.
The Innovation Center can support consumer engagement by piloting and evaluating
various options for effective shared care planning and shared decision making.
Regulatory requirements and “provider burden”
We strongly agree that providers should be focused on providing high-quality health care to
their patients. Regulation and requirements, however, also safeguard consumer access to
needed, appropriate care, and can help drive transformation and practice improvement (e.g.
meaningful quality measures and consumer access to their health information). We urge
the Innovation Center to consider burdens on both the patient and provider in the context
of benefits, reflecting the full spectrum of priorities and needs to better manage care and
improve health outcomes.
Further, all new models of care should include strong consumer protections. As new models
of payment are developed that encourage providers to take on increased risk, reward and
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responsibility, it is critical that the evolution and application of consumer protections keep
pace. Strong quality measures can help ensure that providers do not stint on care, but as
financial risk increases for providers, so does the incentive to stint on care. Consumer
protections should include choice in enrollment, provider selection, transparency regarding
provider incentives and a fair appeals process. Consumers should be notified of providers’
and facilities’ participation in any new payment model, including disclosure of any provider
or facility financial incentives or shared savings opportunities. Additional consumer
protections should include complete and consumer friendly notice requirements; greater
emphasis on consumer outreach and education; and adequate protections concerning
alignment, attribution and data sharing.
Patient-centered care.
Patient-centered care is the bedrock of a transformed health care system. We strongly
support the Innovation Center’s commitment to encouraging and supporting true patientand family-centered care. We urge the Innovation Center to make a strong commitment to
comprehensive and well-coordinated primary care that treats the whole person and is
consistent with each patient’s unique needs and preferences. Patient-centered care takes
into consideration the patient’s life situation, including her family and caregiver
circumstances, as well as the patient's values and preferences, age and home environment
when making health care and treatment recommendations. It also places a high priority on
preventive care, care coordination and care management, including support for selfmanagement, to help patients become and stay healthy.
We are discouraged by the Innovation Center’s emphasis on a patient’s “ownership” over
their health as the primary framing for patient-centered care. We worry that “ownership” is
shorthand for a notion of patient-centered care that increases costs or burden to patients.
Patients are critical partners in improving their own health, and the drive toward a valuebased system should include patients as meaningful partners at all levels of the health care
system. We do not support financial incentives as tool to encourage patient engagement if
incentives are intended to 1) shift costs to patients or 2) encourage people to forgo care or
steer patients toward lower quality care. In addition to leading women to forgo necessary
care, such cost shifting fails to recognize that a woman’s ability to get and stay healthy is
affected by many factors including structural barriers and social determinants of health.
Benefit design and price transparency.
Benefit design should facilitate access to high-quality care for women and families. As
previously stated, we do not support benefit designs that create cost barriers for needed
care or steer consumers toward providers without regard for the quality of care provided.
We do, however, support benefit design that can reduce barriers to the care that consumers
need. Waiving or reducing copays for office visits or for medications related to chronic care
management have potential to improve outcomes by removing financial barriers. For
example, we strongly support coverage of no-cost sharing preventive services, which
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encourage women to access the care they need to get and stay healthy. Under the ACA,
women can access evidence-based preventive services including the full range of FDAapproved contraceptives, breastfeeding support and supplies, and well-woman visits
without cost sharing. This innovative benefit design acknowledges that increasing access to
important preventive services will improve outcomes and lower costs over time.
Transparent model design and evaluation.
We strongly support the Center’s commitment to draw on partnerships and collaborations
with stakeholders and to harness ideas from a broad range of organizations and
individuals. We encourage the Innovation Center to include consumers, patients, and
family caregivers in its multi-stakeholder efforts to design and evaluate new models of care
delivery and payment. Patients and families bring unique experiences, insights and
perspectives to their own health care and to broader discussions of care process redesign
and improvements at system levels. For example, CMS could appoint an advisory
committee or Technical Expert Panel (TEPs) consisting of patient and consumer advocates,
as well as other stakeholders, when developing new payment models. This is essential to
developing Advanced APMs that meet the needs and priorities of all stakeholders,
especially women and their families.
Looking forward, as the Innovation Center evaluates newly implemented models, we
encourage the Center to focus on whether models are indeed improving outcomes and care
experience for all people. We are concerned that to date, APMs have been evaluated
primarily based on how well they reduce costs. There has not been as much focus on
assessing how they are working for patients; we strongly encourage the Center to invest in
developing and applying the tools and metrics needed to more effectively evaluate how well
new models are working for patients and families – the end users of our health care system.
In part, this will require using –and developing as needed – robust patient-reported
measures of the experience and outcomes of care. Furthermore, evaluation results should
be reported so that advocates and the public can understand how sub-populations are
faring in new models.
B. POTENTIAL MODELS
Expanded Opportunities for Participation in Advanced APMs
We continue to support the administration’s move toward a value-based health care system
through the continued implementation of Advanced APMs. If designed and implemented
correctly, APMs have the potential to provide comprehensive, coordinated, patient- and
family-centered care while driving down costs. We strongly support expanding
opportunities for clinicians to participate in Advanced APMs, but do not believe that the
standards for participation should be lowered without considering the impact on patients
and families, including meaningful improvement on patient reported outcome measures
and improvement in patient care experience.
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Consumer-directed care and market-based innovation models
We appreciate the Innovation Center’s interest in empowering beneficiaries to make choices
and direct their own care in the health care system. We stress, however, that high-value
care that improves outcomes and results in wiser spending can be advanced without
shifting cost burdens to consumers. Imposing premiums and cost-sharing on low-income
individuals and families may make coverage cost-prohibitive. Additional cost-sharing
requirements may discourage women from seeking needed care, including preventive
services that will keep them healthy and avoid unnecessary future health care costs. In
addition, enrollment rules and programs should prioritize women’s continuous access to
care. This is especially important for women who are pregnant or wish to become pregnant.
Market-based models should not penalize low-income enrollees based on their employment
status, premium payment histories and/or inability to keep up with cost-sharing
requirements. This is of particular concern as women are more likely to live in poverty than
men, and women make up the nearly two-thirds of the elderly poor – women living in
poverty would face a disproportionate impact of any models that shifted additional costs to
them.18
Research shows that women already face significant financial obstacles to access the care
they need. For example, 34 percent of women have delayed or skipped specialist care, a test,
a prescription, or a visit to the doctor because of cost.19 This is even higher for women of
color: 36 percent of Black women and 42 percent of Latinas said they skipped or delayed
care because of cost.20 Further, 23 percent of women said they have been unable to pay for
basic necessities (like heat, food, or rent) in the last two years because of medical bills.21
Again, this is even higher for women of color: 30 percent of Black women and 35 percent of
Latinas were unable to pay for basic necessities because of medical bills.22
These alarming numbers show that innovations based on shifting costs to consumers or
using price transparency to drive value are unlikely to be effective in helping women and
families select appropriate, high-quality care. Again, we urge the Innovation Center to
remove barriers to care and facilitate access to appropriate, patient-centered care in
appropriate settings as the most effective strategy for improving the health of women and
families, and reducing long-term costs.
Finally, we agree beneficiaries would benefit from more information to make informed
choices about health coverage, providers, and treatment options. However, cost data and
quality metrics are not enough. Consumers also need convenient, electronic access to their
clinical health information – diagnoses, medication lists, treatment plans, etc. in order to be
partners in their health and care. We encourage the Innovation Center to prioritize models
that leverage patients’ electronic access to and use of their health information.
Physician Specialty Models
We support the Innovation Center’s efforts to encourage greater participation in APMs, but
we also remain committed to the principle that primary care should play a foundational
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role in all models of care. Primary care plays an important role in improving the quality of
health care overall, reigning in high medical costs, and improving the patient’s experience
of care. As a general matter, payment models should foster coordination, particularly
between primary and specialty care, to promote: optimal coordination, communication and
continuity of care; trusted relationships between clinicians and patients/families;
concordance with patient goals, values and preferences; integration of non-clinical factors
and community supports; and coordination of services delivered through non-traditional
settings and modalities that meet patient needs.
State-based and local innovation, including Medicaid-focused Models
We strongly support the Innovation Center’s increased focus on innovative state-based
models, including in state Medicaid programs. Medicare remains an important testing
ground, but the Innovation Center should promote more model development that would
benefit the Medicaid population. By focusing primarily on Medicare models, the Innovation
Center may be missing important findings and opportunities to improve the health of other
populations – particularly for a younger population where efforts for disease prevention and
addressing social determinants of health may be more effective for improving health, and
lowering overall future costs. We urge the Innovation Center to focus on upstream
interventions to improve population health, reduce chronic conditions and foster trajectory
of long, healthy productive lives. The Innovation Center should take the lead in advancing
effective, high-value alternate payment models for major Medicaid and commercial
conditions and populations.
As the Innovation Center pursues new payment models in Medicaid, we also express
caution about shifting too much risk to Medicaid providers. Providers who care for
vulnerable and underserved populations may face significant barriers in moving into riskbased alternative payment models. The Innovation Center could consider providing
additional resources – such as direct financial support or technical assistance – to ensure
that all providers have the resources required to undertake practice transformation and
fully participate in alternative payment models.
Medicaid models focused on maternal and newborn care
For optimal prevention and population health, we strongly encourage the Innovation
Center to prioritize the development of APMs for maternal and newborn care. This care
affects 85 percent of women who give birth once or more, and Medicaid pays for nearly half
of the nation’s births.23, 24 Quality care is crucial at this time, yet broad, unwarranted
practice variation, reflecting considerable overuse and underuse, is common.25,26,27,28,29,30
Among available international cost comparisons, our nation’s maternity costs are highest,
yet the United States ranks behind many other nations on key indicators.31,32
In particular, we recommend piloting and refining two types of APMs for the maternalnewborn population: episode payment and maternity care home. With respect to episode
payment, many consider care from pregnancy through the postpartum/newborn period to be
9

the quintessential episode. The Health Care Payment Learning and Action Network has
developed a maternity care episode model, and created an up-to-date, high-quality set of
supportive resources for implementation of this model.33 We encourage CMS to build on this
considerable work and to foster the development of episode payment programs inclusive of
childbearing women and newborns from pregnancy through the postpartum/newborn
period.
The Innovation Center’s Strong Start program has sponsored pilots and collected extensive
data on maternity care homes, and promising reports of other maternity care home
programs are also available.34,35,36 Within total Medicaid payments on behalf of childbearing
women and newborns, a relatively small portion of resources cover the prenatal period
(about 25 percent) and the postpartum period (about 4 percent).37 Dedicated resources could
support development of shared care plans, shared decision making, individualized referral
to needed social and community services and care coordination across care settings and the
care team. This role – carried out in Strong Start programs by nurses, social workers or
community health workers – has potential to improve the experience and outcomes of care
and reduce disparities.
Mental and behavioral health models
When it comes to behavioral health, research shows that women have greater health care
needs. Women experience greater behavioral health burdens and barriers accessing care.
For instance, women are twice as likely as men to say they have been diagnosed with a
mental health condition (29 percent of women vs. 15 percent of men), with the most
frequently diagnosed issues among all women being depression (20 percent) and anxiety (20
percent).38 More than half (54 percent) of women seeking mental health care face access
barriers around coverage, cost, and/or wait times.39
Women are also disproportionately affected by the opioid crisis, recently designated as a
public health crisis, and its underlying issues. For example, adolescent women are more
likely than adolescent men to misuse prescription drugs, which puts them at risk for
developing opioid use disorders.40 In rural areas, where the opioid crisis has been especially
severe, pregnant women and women experiencing partner violence are among populations
with higher prevalence of misuse of prescription pain relievers.41 Hospitalizations involving
opioid pain relievers and heroin increased 75 percent for women between 2005 and 2014, a
jump that significantly outpaced the 55-percent increase among men.42
To address women’s behavioral health needs, innovative models should 1) center care in the
settings where women access care the most; and 2) specifically take into account the needs
of younger women. New research shows that women are more likely to develop strong
relationships with their OB/GYNs than general practitioners, with two in three women
saying they would trust an OB/GYN to provide routine care and help them manage their
care.43 We encourage the Innovation Center to develop and promote behavioral health
models that incorporate providers that are already a trusted partner for women.
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Further, all new models that seek to address mental and behavioral health should integrate
physical and mental health care needs – new models should not continue the health care
silos that have long plagued our health care system and stymied efforts to treat the whole
person effectively.
C. QUESTIONS
What model designs should the Innovation Center consider that are consistent with the
guiding principles?
Consider models that are consistent with the care preferences of young women
As the Innovation Center pursues new models, they should consider a more inclusive
approach that allows women to access care from the provider of their choice, whether that
is a general practitioner or a women’s health provider. It is critical to recognize that
alternative payment models developed to date are not designed to accommodate women’s
preferences for OB/GYNs as their primary provider. For adults, primary care providers are
being defined almost exclusively as family practice and internal medicine providers. Many
women trust and rely on their OB/GYN provider and providers that specialize in women’s
health for their primary and preventive care needs. In a recent survey, women said by a 25point margin that they are more likely to be open and honest with their OB/GYN provider
than their GP (61 percent vs. 36 percent).44 Further, six in ten women who access care from
women’s health providers that serve low-income women consider it their main source of
care, and four in ten women consider these providers their only source of care. 45
As a result, many women lack access to care coordination that meets their needs, and the
health care system lags in capacity to incentivize appropriate, high-quality primary care for
women of reproductive age. We encourage the Innovation Center to test modifications to
existing models or invest in new models that are more appropriate for young women.
For example, a care coordination model, for all women of reproductive age, would recognize
that women have different health care needs and rely on a different set of providers than
other populations served by public programs. It would also reflect the unique needs and
care-seeking styles of younger, healthier women—especially with respect to reproductive
health, access to the full range of FDA-approved contraceptive methods, and care
coordination.
Consider models that address the social determinants of health
Payment and delivery system reform efforts should endeavor to meet the needs of women
and their families, and should account for the many factors that affect a woman’s health,
including the social determinants of health. The current fee-for-service health care system
does not facilitate care that addresses all aspects of a person’s health needs, including
nonclinical factors. Medical care delivery determines only an estimated 10-15 percent of
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health; the remaining 85-90 percent of health is determined by social and environmental
determinants of health, such as health behaviors, genetics, and the socioeconomic and
physical environment.46
The intersection of racism, sexism, classism, xenophobia, and other systemic barriers to
care have left people of color in the United States disproportionately unable to access and
benefit from quality health care. To improve health outcomes for individuals and
communities, new models of care should address social determinants of health and nonclinical factors that contribute to health and wellbeing (e.g., housing, public safety, access
to education and job opportunities, access to paid leave and workplace protections,
caregiving responsibilities, access to language services, availability of places to exercise,
healthy food choices and other environmental factors).
We urge the Center to take a leadership role in prioritizing these and other social
determinants and to address them fully in any market-based and consumer-driven models.
This includes efforts to identify the specific needs of diverse communities and developing
culturally competent strategies to meet these needs. In addition, it is imperative for the
Innovation Center to commit appropriate resources to build health system capacity to
address the relevant social determinants. Absent a concerted effort to leverage system
transformation to eliminate health disparities, there is a real danger that payment reform
could inadvertently exacerbate them by creating incentives to avoid treating more complex
populations.
Care coordination services, for example, have the potential to individualize care, linking
individuals to needed social and community services and coordinating across the health
team and care settings. The patient-centered medical home and specialty medical homes
are important care delivery models for providing care coordination and other services that
can reduce disparities and mitigate adverse effects of structurally-based social
determinants.47,48
We also encourage the Innovation Center to consider how to replicate and expand programs
like the Community Health Peer Learning (CHP) Program. In early 2016, the Office of the
National Coordinator for Health Information Technology (ONC) awarded $2.2 million to
lead 15 communities in a national peer learning collaborative addressing community-level
population health management challenges through data sharing. Thanks to investments
like these, communities nationwide are testing new strategies to address these social
determinants of health by sharing and integrating electronic data from multiple sources to
identify the root causes of health disparities and gain insight into scalable solutions that
would improve health.
How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
We strongly encourage the Innovation Center to pursue meaningful patient and family
engagement in the development of new models of care. Realizing the promise of APMs also
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requires meaningful partnership and collaboration with patients and families at all levels
of care – including at the point of care, in care redesign, in governance and policy and in the
community. Only through meaningful partnership with consumers and family caregivers –
the end users of APMs – will we successfully engage patients and achieve improvements in
the experience of care, better health, and lower costs.
A better care experience and meaningful patient engagement requires supporting patient
and family participation as equal partners not only in their own health and health care
decisions, but also at the care design/redesign, governance and community levels. The
Innovation Center should emphasize the importance of APMs’ strong commitment to
delivering patient- and family- centered care by promoting partnership with patients at
every level of care. Doing so should improve care coordination and patient care experience.
For example, the Innovation Center could encourage APMs to include patients in quality
improvement initiatives, establish Patient and Family Advisory Councils (PFACs), and
collaboratively design electronic portals with patients and families.
Additionally, we urge CMS to finalize the APM Ombudsman position as a complement to
the Medicare Beneficiary Ombudsman. An APM Ombudsman would allow a clear avenue
for beneficiaries to provide timely feedback on new models, and provide real-time feedback
to CMS from beneficiaries that the agency can use to inform updates to existing models and
the development of new ones.
Are there any other comments or suggestions to the future direction of the Innovation Center?
As we’ve detailed throughout, women have a unique role in our health care system as
patients, consumers, and as caregivers. In line with the authorizing language for the
Innovation Center, we urge the Center to prioritize the needs, values, and preferences of
consumers, including women and their families, and design models that better address
their interactions with the health care system. Indeed, the authorizing language specifically
refers to developing models as “medical homes that address the unique health care needs of
women.”49 We strongly urge the Innovation Center to invest in developing and testing
models that comprehensively address women’s health care needs across the lifespan.
Once again, we strongly support CMS’ efforts to create a more patient-centered health care
system. Thank you for this opportunity to provide feedback and input into the new direction
of the Innovation Center. If you have any questions about our concerns and
recommendations, please contact Katie Martin, vice president for health policy and
programs.
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W., Room 445-G
Washington, DC 20201

Amy Bassano, Acting Director
Center for Medicare & Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244

Dear Administrator Verma and Director Bassano,
National Patient Advocate Foundation (NPAF) appreciates the opportunity to provide feedback
to the Center for Medicare and Medicaid Services (CMS) New Direction Request for Information.
NPAF represents the voices of millions of adults, children and families coping with chronic and
serious illnesses nationwide as the advocacy affiliate of Patient Advocate Foundation (PAF). PAF
provides direct assistance and support services to improve people’s quality of life by reducing
financial burdens and overcoming other obstacles to care. Experiences reported from the
thousands of people served annually through PAF’s efforts and input from patients and
caregivers about what they need and value throughout the care continuum fuels our personcentered and family-focused agenda.
NPAF shares CMS’ objective to foster an affordable, accessible healthcare system that puts
patients first and empowers them to make informed decisions. In particular, NPAF prioritizes
person-centered policies and practices that promote equitable access to affordable quality care
that emphasizes skilled communication, shared decision-making, care coordination and
supportive services navigation focused on aligning treatments with patient and family values.
We applaud CMS for soliciting stakeholder input on value-based innovation models and
strategies that could effectively achieve these objectives.
People confronting serious, complex or chronic illness want reliable and affordable access to the
medications, treatments and safety net services they need to preserve overall quality of life and
well-being, so they can live well with their conditions and reduce burdens on their caregivers. In
this context, we are defining “quality of life” expansively to include physical, psychological and
social functioning, as well as the constellation of financial, employment, transportation and
household material hardship challenges (e.g., food, energy and housing insecurity) that most
patients and families served by PAF tell us they experience during their treatment. These quality
of life concerns cause considerable distress and can also impede care access, treatment
adherence and clinical outcomes. Meeting person-centered quality markers addressing these
quality of life concerns will require value-based measures and payment innovations that reward
better communication and care coordination while also strengthening the link between patient
experience and financial performance.

Providing quality care for these high risk, high need populations involves expert attention to
physical and psychological symptoms and person-centered communication and coordination
throughout the care continuum. It also entails listening to what patients and their caregivers say
is important to them and screening them for common barriers to care so that treatments and
services are matched with their goals and individual circumstances. These skills are at the core
of person-centered care designed to maximize quality of life for the patient and family that
should be applied as part of or alongside disease treatment at any age or stage and in every care
setting. This approach saves money by getting the right care to the right patient at the right time
and avoiding the use of drugs and technologies that don’t truly align with the patient’s specific
medical or personal circumstances. All innovation models should integrate these clinical
communication and coordination competencies as essential aspects of providing high quality
care.
Overall, the six proposed guiding principles represent an important opportunity for the
Innovation Center to drive delivery of person-centered care models that account for people’s
priorities and socioeconomic realities by providing treatments and supportive services
concordant with what’s important to them, including assistance with transportation, financial,
employment and household security concerns and needs that should be identified through early
screening as part of treatment planning. NPAF agrees that CMS must collaborate with health
plans and providers to make necessary person-centered changes. We want to reinforce the
critical importance of treating patient and caregiver perspectives as essential stakeholders for
contributing person-focused expertise about quality and value throughout every aspect of
model and measures design, development, implementation, and evaluation. As such, our
comments address three person-centered and family-focused recommendations for building
new and enhancing existing innovation models. Specifically, NPAF urges CMS to:
1. Develop and use transparent processes for consistently including patient and family
stakeholder perspectives about quality and value important to them in every aspect of
model design, development, implementation, and evaluation;
2. Use or create publicly reported quality measures evaluating availability of skilled
communication, care coordination and essential support services to equip patients and
families with person-centered tools and information they need in making informed
choices based on what matters to them; and
3. Include patient- and family-reported experiences and outcomes measures capturing
attributes of care quality and professional performance that are important to them.
Develop processes for including patient and family stakeholder perspectives earlier
Understanding how patients define and measure value on their terms is essential for meaningful
quality improvement and value assessment. Clinicians also need this information to guide patients
and families through the decision-making process and to make personalized recommendations
about treating disease and optimizing quality of life. Yet care delivery and performance

measurement has often involved interventions having only a small clinical benefit while at the
same time neglecting many aspects of care that are important to patients and their families.
To achieve more person-focused quality care models, we urge CMS to develop and deploy
transparent and consistent processes for soliciting and including patient and caregiver
stakeholder input about what they value to inform the full arc of model design, development,
implementation, and evaluation. This would include enhancing opportunities to embed patient
perspectives in the work of the Physician Focused Payment Model Technical Advisory
Committee (PTAC). In making this recommendation, NPAF encourages CMS to think expansively
beyond Technical Expert Panel (TEP) participation to capture essential person-centered and
family-focused stakeholder expertise and feedback earlier and continually throughout the
process of model conceptualization, specification, testing, implementation, and maintenance.
We are particularly appreciative and encouraged about the increase in patient stakeholder
outreach efforts by the Innovation Center’s Division of Stakeholder Engagement, as staff have
recently initiated a more consistent and proactive pattern of patient advocacy organization
engagement. NPAF would like to see dedicated CMS attention and support for enhancing these
outreach activities that can include perspectives of patient and caregiver stakeholders earlier
and more consistently in every stage of the innovation model process.
Publicly report person-centered quality measures and information that matters to consumers
High-quality care includes person-focused goals that are responsive to a patient's most pressing
problems or concerns as they experience them throughout their illness. While NPAF supports the
formation of consumer-directed care models, we urge CMS to equip people with transparent
information through publicly reported measures and tools that describe plan offerings and
emphasize quality and services availability addressing priority needs people care about, and with
less intense reliance on price. CMMI should use its innovation authority to develop, test and
deploy new quality and outcomes measures that truly reflect value to patients.
People coping with serious, complex or chronic illness consider many factors that extend beyond
cost and clinical outcomes in weighing healthcare benefits, risks, and tradeoffs. They also think
about how treatments will improve or diminish their lived experience and quality of life, including
their ability to remain independent, maintain physical, mental and social function, continue
working, engage in activities of daily living and enjoyment and not be a burden on family or
finances. How these attributes can be assessed and measured varies across important dimensions
such as disease type, life stage and disease stage. Creating and reporting appropriate quality
measures addressing these domains in ways that reflect unique aspects of particular patients or
populations will empower consumers to assess a plan or provider’s capacity to address what they
need most when serious illness strikes.
It is our experience that skilled communication about what’s important to patients and their
families, including treating the person beyond the disease, plays a central part in fostering shared
decision-making that helps people consider tradeoffs and make informed choices aligned with

their values. Findings from recent PAF research indicate that many patients define “value” of their
care delivery experience in terms of having a relationship with their provider rooted in respect,
trust and compassion.1 Patients attach great importance to the quality of their relationships and
conversations with clinicians that help them feel heard, and they also value care coordination,
symptom management and access to supportive services that help them avoid or overcome
quality of life barriers.
Fortunately, we are not starting from scratch in designing and implementing person-centered
care models and value-driven quality improvement activities. The field of palliative care is a wellestablished and evidence-based practice model grounded in person-centered care principles
that can offer important guidance and a practical approach for involving patients and caregivers
in defining how the concept of value applies to them when making treatment choices.
Specifically, this approach uses skilled communication to explicitly ask patients and their families
about what matters most to them, and uses the information elicited as the foundation for
providing decision-making support that helps match disease treatments and supportive services
with stated values.
Models that best serve patients in terms of cost, quality and access should report on how
prepared health plans, systems, and professionals are to communicate about and coordinate
person-centered care and provide support for family caregivers – key quality care competencies
that are particularly important for medically complex populations coping with multiple chronic
conditions. These person-centered considerations are valued by patients and caregivers as health
care consumers, and they also constitute a foundational element of quality care delivery that
helps balance health reform’s heavy reliance on clinical outcomes and cost in making value
determinations about health care services and spending. Striking this balance to preserve
personal choice, control and quality of life while minimizing costs is important for patients and
their caregivers because it helps them engage meaningfully in shared decision-making and avoid
subsequent decisional regret and associated distress.
Shared decision-making often involves a high degree of variability among both patients and
providers. Concurrently, patients and caregivers typically receive little or no preparation on how
to be part of the decision-making process.2 Testing a standardized approach in emerging models
could shed light on the best ways to operationalize meaningful patient engagement through
skilled person-centered communication strategies. Any models testing shared decision-making
approaches should seek to better prepare and train both patients and health professionals to
effectively communicate about person-centered priorities and preferences in the context of care
planning that matches treatments with goals.

1

Patient Advocate Foundation. The Roadmap to Consumer Clarity in Healthcare Decisionmaking. 2017. Available at:
https://www.npaf.org/wp-content/uploads/2017/07/RoadmapWhitePaper_ecopy.pdf
2 Stiggelbout AM et al. Shared decision-making: concepts, evidence and practice. Patient Education and Counseling,
2015; 98:1172-79.

NPAF urges CMS to work with stakeholders in developing and testing publicly reportable quality
measures and other tools that empower consumers to assess various innovation models’
capacity to specifically address their particular medical, social and functional needs, including
the ability to provide person-centered care services (either by trained palliative care providers
or other professionals equipped to deliver such care) in all settings as well as counseling,
education and other support for family caregivers. Having such publicly reported measures
evaluating communication, care coordination and support services preparedness will also help
incentivize plans, their networks, and providers to pursue available evidence-based training for
all clinicians and case managers that enhances person-centered communication skills, symptom
management and care delivery.3
Include PROs on professional performance and care quality attributes that matter to patients
Implementation of the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) and its
Quality Payment Program (QPP) holds potential to drive value-based care delivery innovation
that improves the lives of patients living with serious, complex and chronic illness. To harness its
true potential, patient reported outcomes (PRO) data informed by the expertise and
experiences of patients themselves and their caregivers will be instrumental to meaningfully
measure the success of new models. Building on MACRA’s momentum, CMS can use PROs to
prioritize skilled communication, symptom management and the quality of life factors important
to patients as part of high quality disease treatment planning and shared decision-making
throughout the care continuum to improve patient and family experiences and outcomes by
linking PROs to financial performance.
Currently, the financial incentives in existing CMMI programs that might ensure a positive
patient and family experience are weak. Using PROs can elevate the importance of personcentered clinical communication skills, decision-making and care planning that help match
treatments and services to patient values as a core competency integral to delivery of high
quality care. They can also promote early integration of person-centered care (which is
synonymous with primary or generalist palliative care) in specialty practices to maximize patient
and caregiver quality of life and their lived experience during treatments and care transitions.
Current PRO measure sets are built on aging technology and don’t necessarily reflect patient
values. Patient-centered outcomes research pilot projects emphasize that choosing the “right”
outcomes may vary by disease but should be meaningful to all stakeholders while developers
should also consider adaptive technology versions of outcome measure tools.4 CMMI could
drive innovation by testing and deploying PROs and quality measures that are relevant to
people’s goals and today’s value-based arrangements. CMMI has unique authority to create and
modify existing measures among new payment and delivery models that assess quality of life
3

See, e.g., VITALtalk communication skills development resources at www.vitaltalk.org and Center to Advance
Palliative Care communication, coordination, pain and symptom management curricula for generalists and
specialists at www.capc.org.
4
Bingham CO et al. Using Patient Reported Outcomes and PROMIS in Research and Clinical Applications. Qual Life
Res. 2016 August; 25(8): 2109–2116

and other PROs that matter to people across specific diseases and stages along the care
continuum.
PRO data can improve the quality of clinical conversations about person-centered priorities and
needs, enhance patient-provider relationships and increase workflow efficiency and physician
satisfaction.5 More specifically, models could incorporate PROs that allow patients and
caregivers the opportunity to assess and report on the quality of communication with their
clinical team in terms of identifying and addressing the priority care needs and concerns most
pressing for them. For example, Medicare’s Oncology Care Model could test using PRO metrics
that supplement the currently required physician-reported care plan measures to capture
patient and caregiver feedback about their conversations experiences during clinic visits where
treatment planning, goal setting or care transition discussions take place, such as by asking them
their level of agreement with the following statements:
o My care team asked me (and my caregiver) about what problems, symptoms and/or
quality of life concerns, including work, finances and transportation, are most important
to me
o The care plan discussed and provided to me included information about how to help
address the problems, symptoms and/or quality of life concerns most important to me
o The care plan discussed and provided to me included information explaining who will be
responsible for addressing various aspects of my care, including help to manage the
problems, symptoms and/or quality of life concerns most important to me
This person-centered PRO approach extends beyond the disease management focus of clinical
guidelines adherence measures by facilitating better communication about patient-defined
priorities, problems and quality of life concerns that build healthier connections for meeting
patient and family needs6 and improving their lived experience during and after treatment.7
Embedding these person-centered communication strategies as part of treatment planning and
quality reporting also aligns with the most current evidence and consensus standards calling for
earlier integration of palliative care in multiple disease specialties.8 9

5 Rotenstein LS, Huckman RS and Wagle NW. Making Patients and Doctors Happier – The Potential of PatientReported Outcomes. Perspective. New England Journal of Medicine. 2017;377(14).
6
Back AL, Arnold RM, Baile WF, et al. Faculty Development to Change the Paradigm of Communication Skills
Teaching in Oncology. Journal of clinical oncology : official journal of the American Society of Clinical Oncology.
2009;27(7):1137-1141.
7
Kamal AH, LeBlanc TW, Meier DE. Better palliative care for all: Improving the lived experience with cancer. JAMA.
2016;316(1):29-30.
8
Ferrell BR, Temel JS, Temin S, et al. Integration of Palliative Care Into Standard Oncology Care: American Society of
Clinical Oncology Clinical Practice Guideline Update. Journal of Clinical Oncology. 2017;35(1):96-112
9
Braun LT, Grady KL, Kutner JS, et al. Palliative Care and Cardiovascular Disease and Stroke: A Policy Statement
From the American Heart Association/American Stroke Association. Circulation. 2016;134(11): 198-225.

Evidence-based training courses available through VITALtalk and the Center to Advance
Palliative Care10 have been specifically designed by experts to support all frontline clinicians in
enhancing their communication skills that build healthier connections and match treatments
with values. These are proven training interventions that CMMI could consult and include in its
development and implementation of person-centered care models and associated quality
measures. In addition, the National Academies of Sciences, Engineering and Medicine
Roundtable on Quality Care for People with Serious Illness has published directly relevant
workshop proceedings featuring these and other resources and strategies for integrating patient
and caregiver voices into serious illness care and models for integrating palliative care principles
into care for people with serious illness.11
As a final point, NPAF urges the importance of maintaining balance that helps minimize data
collection administrative burdens and costs imposed on practices who are participating in
various care models. CMMI should continuously solicit feedback from participating practices
about their data collection experiences and challenges to help support improving efficiencies of
these required processes. Quality measures and the data collected to support them should be
developed and selected to ensure they practically, meaningfully and effectively evaluate key
experiences and outcomes that matter to patients and inform quality improvement initiatives to
achieve better results. Smaller practices should not be discouraged from participating in models
that foster a greater alignment between treatment and patient goals because of reporting
requirements, and for all participating practices, it is imperative to contain these costs so that
adequate resources can be directed to providing optimal person-centered services as described
in these comments.
NPAF stands ready to provide feedback from the patient, caregiver and family perspectives
throughout design and measurement of new innovative payment and delivery models. We
appreciate the notable outreach to patient groups and the healthcare community which is
fundamental for operationalizing models in distinct communities across the United States.
Please contact Nicole Braccio, policy director if NPAF can provide further details or assistance.
Respectfully Submitted,

Rebecca A. Kirch, JD
Executive Vice President, Health Care Quality and Value
National Patient Advocate Foundation
10

VITALtalk http://vitaltalk.org/clinicians and Center to Advance Palliative Care
https://www.capc.org/topics/communication-and-palliative-care/ communiation skills training curricula and
resources for clinicians.
11
National Academies of Sciences, Engineering and Medicine Roundtable on Quality Care for People with Serious
Illness workshop proceedings and presentations accessible at
http://nationalacademies.org/hmd/Activities/HealthServices/QualityCareforSeriousIllnessRoundtable.aspx.

1717 Pennsylvania Avenue, NW, Suite 800, Washington, DC 20006 Phone: 202.827.2100 Fax: 202.827.0314 Web: www.npcnow.org

November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
RE: Request for Information: Centers for Medicare and Medicaid Services: Innovation
Center New Direction
Submitted electronically via: CMMI_NewDirection@cms.hhs.gov

Dear Administrator Verma:
The National Pharmaceutical Council (NPC) shares your interest in fostering an affordable,
accessible health care system that puts patients first. With this in mind, NPC appreciates the
Centers for Medicare and Medicaid Services (CMS) Request for Information (RFI) on a new
direction for the Innovation Center (CMMI). We applaud you for seeking “to promote patientcentered care and test market-driven reforms that empower beneficiaries as consumers, provide
price transparency, increase choices and competition to drive quality, reduce costs, and improve
outcomes.” 1
NPC is a health policy research organization dedicated to the advancement of good evidence and
science, and to fostering an environment in the United States that supports medical innovation.
NPC is supported by the major U.S. research-based biopharmaceutical companies. We focus on
research development, information dissemination, education and communication of the critical
issues of evidence, innovation and the value of medicines for patients. Our research helps inform
critical health care policy debates and supports the achievement of the best patient outcomes in
the most efficient way possible.
NPC welcomes this opportunity to provide input on CMMI’s new direction. Our comments on
CMMI’s proposed guiding principles and potential models are below.

I. Guiding Principles
NPC supports many of the concepts embedded in the guiding principles identified by CMMI,
including focusing on market choice and competition, incentivizing value, aiming for patient
centricity, ensuring transparency in design and evaluation, making models voluntary, and
1

utilizing small-scale testing; we urge codification of these principles through the rulemaking
process. We provide more detailed comments on the patient centricity principle below.
A. Patient-Centered Care
Patient centricity is critical to the success of CMMI’s demonstrations, and NPC fully supports
the patient-centered care principle: “Empower beneficiaries, their families, and caregivers to take
ownership of their health and ensure that they have the flexibility and information to make
choices as they seek care across the care continuum.” Strong patient centricity can be achieved
through patient engagement, recognition of differing patient preferences, and critical patient
access protections.
1. Patient Engagement
NPC encourages CMMI to use the Partnership to Improve Patient Care’s (PIPC) patient
engagement roadmap, “Advancing Patient Centered Approaches to Value-Based Care: A
Roadmap to Increased Patient Engagement at CMMI,” to guide strong patient engagement. 2
PIPC specifically recommends:


Improving oversight of CMMI by creating a Patient Advisory Panel to ensure patientcenteredness in the agency’s work,



Requiring CMMI to follow a consistent process to seek input from patients and
caregivers both early in the development of new demonstrations and throughout the
implementation and evaluation process, and



Improving the transparency of model test designs and evaluation results.

2. Recognition of Differing Patient Preferences
Patient preferences for treatments vary, and CMMI should build flexibility into its
demonstrations to recognize and accommodate these differences. For example, in a recent survey
of stakeholder preferences, when patients and caregivers were questioned on the trade-off
between survival and quality of life (QoL), patients with breast cancer preferred improved
survival over improved QoL, while caregivers of those with Alzheimer’s disease preferred
improved QoL over improved survival. 3 When breast cancer patients were disaggregated into
Stage 3 and Stage 4, however, Stage 3 patients preferred survival and QoL improvement about
equally, while Stage 4 patients preferred survival improvement.
Similarly, differences exist between patient preferences and provider assumptions about those
preferences. For example, a study of lung cancer patients found that patients place a higher value
on survival than providers, who valued factors such as improvement of symptoms and toxicity. 4
3. Patient Access Protections
NPC strongly recommends that CMMI preserve the existing patient access protections in the
market-based Medicare Part D program, most notably the six protected classes. The original
protected classes’ policy was created by CMS in 2005 and codified by Congress in 2008. The
2

existing policy has served patients well. Protected classes ensure that Medicare beneficiaries
have access to substantially all medications within these drug categories.
The protected classes are used to treat conditions for which it is most critical to provide patientcentered care and to consider heterogeneity of treatment effect (HTE) in treatment decisionmaking. Different patients can have very different responses when it comes to different treatment
options. The treatment that is best for most patients may not be the one that is right for an
individual. NPC and other organizations have conducted extensive research examining HTE and
the policy implications of a one-size-fits-all approach to clinical and formulary decision-making.
There are a number of peer-reviewed studies and educational materials that show that it is
detrimental to both patients and payers to restrict treatment choices based on the response of the
“average population.”5

II. Potential Models
NPC supports the exploration of market-based models that incentivize value for patients. We
recommend prioritizing models that take a holistic approach to value and the care continuum. A
holistic approach to value includes a balance of both cost and quality, rather than a singular focus
on either one. A holistic approach to the care continuum moves beyond care silos and takes an
integrated view across all types of care.
NPC recommends mandating that detailed pre- and post- observational data collection be
performed for advanced alternative payment models (APMs), new payment mechanisms, and
other changes to incentives where care delivery will be altered using economic or cost
levers. Such payment changes have the potential to alter care delivery in unintended ways.
Measuring these changes should be a companion to quality measures and reviewed and
considered during subsequent evaluations and revisions.
A. Expanded Opportunities for Participation in Advanced APMs
Market-based advanced APMs can be effective vehicles to incentivize value. It will be
incumbent upon CMMI to ensure that incentives are appropriately aligned to protect against both
overuse and underuse of health care resources.
1. Principles for Bundled Payments
Bundled payments, in particular, must be approached with caution. A poorly designed bundle
can incentivize underuse of services and result in patients not receiving needed care.6 NPC
recommends adherence to three principles for bundled payment:


Bundled payments should be adequate for the care needed to achieve optimal patient
outcomes. This includes setting an appropriate time frame, providing sufficient
reimbursement for services and technology, and targeting a homogenous population.



Evidence-based treatment variability should be incorporated into the bundled payment,
including risk adjustment as needed and allowances for patient choice.
3



Quality measures should be used to ensure appropriate care in a bundled payment
program. Quality measures should encourage appropriate care regardless of health status
and should have financial implications for providers.

Bundled payments should only be used if quality measures for the condition in question have
been optimized and are robust enough to ensure patients are protected against the underuse of
health care resources. Bundled payments also should include mechanisms for payment for new
innovation and novel treatments, and payments should be adjusted regularly to account for new
clinical evidence, particularly in areas where evidence is changing at a rapid rate, such as
oncology.
2. Optimizing Quality Measurement
Although quality measures can reinforce value incentives and promote system-wide
improvement, there are many gaps in existing measure sets. To address these widespread gaps in
accountable care quality measure sets, the following three types of measures should be used and
promoted in quality measurement:


Outcome measures, which are meaningful to patients and providers, allow for flexibility
and innovation in improving care, and can efficiently replace multiple process measures;



Cross-cutting measures, which assess quality of care across conditions, settings and time;
and



Patient-reported measures, which emphasize the outcomes that matter most to patients,
such as functional status and quality of life.7

NPC and Discern Health have developed comprehensive quality measure landscape guides for
accountable care systems, one with a broad condition focus8 and one with a specific focus on
oncology.9 Other stakeholders have found these guides to be useful references as they delve into
quality measurement, and we trust they also will be of value to CMMI.
3. Optimizing the Role of Pharmaceuticals in Accountable Care Organizations
Pharmaceuticals have an important role in accountable care organization (ACO) success in
achieving cost and quality benchmarks. Optimizing medication use can improve patient
outcomes and reduce costs.10 There are leaders in the field of ACO medication optimization
whose successful case studies can provide a roadmap for others. 11,12,13 CMMI should look to
these case studies to help design APMs that can optimize the use of pharmaceuticals to improve
quality of care and health outcomes while reducing total costs of care.
B. Consumer-Directed Care and Market-Based Innovation Models
NPC strongly supports the concepts of consumer-directed care and market-based innovation
models. We reiterate our points about the importance of patient engagement, recognition of
differing patient preferences, and patient access protections from Section I.A. above.
NPC cautions that there may be unintended consequences stemming from the use of consumer
price sensitivity as an incentive. Studies have found that increasing patient cost-sharing reduces
4

the use of both high- and low-value care.14 This effect could be magnified among the vulnerable
Medicare and Medicaid populations. Over 80 percent of Medicare beneficiaries have more than
one chronic condition, so even seemingly small changes in out-of-pocket costs can become
cumulatively large for many beneficiaries.
C. Prescription Drug Models
NPC supports the concept of value-based agreements (VBAs), but notes there are currently
barriers to the broader use of such agreements. The Federal Anti-Kickback Statue and Medicaid
best price requirements are key barriers, as is the inability to contract for outcomes that are
outside of the FDA-approved label.15,16 Regulatory changes are needed outside of CMMI to
facilitate VBAs, and we encourage CMMI to work with other agencies to address these barriers.
VBAs would also be further facilitated by providing Medicare Part D plans with greater access
to Part A and B claims.
NPC’s ongoing research with the Duke-Margolis Center for Health Policy suggests that for every
VBA that is public, there are three more that are not. These agreements represent additional
learning opportunities about what does and does not work well for VBAs, and we would be
pleased to share the results with CMMI when the research is complete.
D. Medicare Advantage (MA) Innovation Models
NPC is supportive of further exploration of value-based insurance design (VBID) in Medicare
Advantage. We recommend adhering to the following broad principles:


VBID may be used by competing private plans as an alternative to blunt utilization
management tools, such as high formulary tier placement and high cost-sharing based
solely on price rather than value;



VBID cost-sharing must be based on an appropriate assessment of value, not price;



Value assessments should be based on the full body of available evidence, based on a
range of study designs;



Value must incorporate relevant clinical quality and patient-centered measures and
account for changes in evidence, medical practice, and innovations;



VBID should not lead to cost-sharing increases for other covered items or services, or
reductions in the number of medicines on a health plan’s formulary; and



VBID should not discourage enrollment of higher-cost beneficiaries.17

We further recommend adhering to the following principles for specialty medications:


Impose no more than modest cost-sharing on high-value medications;



Reduce cost-sharing in accordance with patient- or disease-specific characteristics that
signal high value to the individual patient; and



Relieve patients of high cost-sharing after failure on a different medication.18
5

If risk adjustment is part of the demonstration, it is important to do so accurately so as to not
create incentives for underuse of needed specialty medications. Not differentiating between
specialty and small-molecule drugs can create significant incentive distortions.19

III. Conclusion
NPC appreciates this opportunity to provide input on CMMI’s new direction, and would be
pleased to meet with you to expand upon our comments, share our research, and continue this
important discussion.

Respectfully submitted,

Robert W. Dubois, MD, PhD
Chief Science Officer
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Our Mission: To drive efforts to cure psoriatic
disease and improve the lives of those affected.

November 20, 2017

Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMMI New Direction
P.O. Box 8011
Baltimore, MD 21244-1850
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction

Dear Administrator Verma:
On behalf of the more than 8 million Americans living with psoriasis and psoriatic arthritis, the National Psoriasis
Foundation (NPF) appreciates the opportunity to comment on the new direction for the Center for Medicare and
Medicaid Innovation (CMMI). We appreciate the Center’s commitment to promoting patient-centered care that
empowers beneficiaries, increases choice, and improves outcomes. As the patient advocacy organization for the
psoriatic disease community for the last 50 years, the NPF is aware that many in the psoriatic disease community face
challenges in treating their disease to the level of its severity. As CMS assess the future direction of the Innovation
Center, we are pleased to see the agency soliciting input that will assist in putting the ultimate utilizers of health care
services – the patient – at the center of future planning. We thank you for the opportunity to offer input as part of this
process.
Background on Psoriasis
The National Psoriasis Foundation exists to drive efforts toward a cure for psoriasis and psoriatic arthritis and to
dramatically improve the health outcomes of individuals living with psoriatic disease. Psoriasis is the most prevalent
autoimmune disease in the United States, affecting approximately 3 percent of the adult U.S. population.i Up to 30
percent of individuals with psoriasis may also develop psoriatic arthritis, an inflammatory form of arthritis that can lead to
irreversible joint damage if left untreated.ii Beyond the physical pain and discomfort of these diseases, individuals living
with psoriatic disease also face higher incidence of comorbid health conditions including cardiovascular disease,iii
diabetesiv, hypertensionv, and strokevi. A higher prevalence of atherosclerosisvii, Crohn’s diseaseviii, cancerix, metabolic
syndromex, obesityxi and liver diseasexii are also found in people with psoriasis, as compared to the general population.
As a heterogeneous chronic autoimmune disease, psoriatic disease requires sophisticated medical care. Without the
tools to control their symptoms, people with psoriatic disease cycle through periods of intense pain, fatigue, unbearable
itch, whole-body inflammation, flaking and bleeding of large swaths of the skin, and joint degradation. Recent research
also suggests that the risk for comorbidities such as cardiovascular disease may increase with the severity of psoriatic
disease, thereby magnifying the critical need for patient access to effective treatment options.xiii Additionally,
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treatments that work for one person may not work for others, and many patients cycle through numerous accepted
treatment options.xiv Adding to the burden of the disease are insurance policies and practices that erect barriers for
patients in urgent need of treatment, including narrowing networks of providers, step therapy, increased patient costsharing, and a lack of transparency in benefit design.
A. Guiding Principles
While the NPF is supportive of all six of the guiding principles outlined in the request for information, we are particularly
happy to see both patient-centered care and benefit design that leads to improved health outcomes prioritized.
Patient-centered Care
We applaud the Center for its focus on patient-centered care that empowers beneficiaries, their families, and caregivers
to take ownership of their health and ensure that they have the flexibility and information to make choices as they seek
care across the care continuum. Too often in today’s healthcare system, patients appear to be treated as an
afterthought rather than central component. The NPF keeps individuals living with psoriatic disease at the center of
everything we do. We are proud to have worked with the federal government to support the move toward patientcenteredness, including through a 2016 FDA Patient Focused Drug Development (PFDD) meeting on psoriasis and
participation as a panelist in a recent FDA Public Meeting on Benefit-Risk Framework Implementation. We often hear
from our community about the challenges individuals experience in navigating delivery and payment policies, which
often feel as though they are designed without consideration of the patient’s individual care needs. This is particularly
true in conditions like psoriasis and psoriatic arthritis, which are highly individualized and, as a result, require tailored
treatment regimens.
While the FDA has approved numerous safe and effective treatment options to treat psoriatic disease, all patients do
not respond equally to all treatments and, therefore, many patients cycle through numerous therapies before finding
the regimen that works best. This process is further complicated when patients must navigate barriers to access the
recommended treatments. These impediments include step therapy or “fail first” requirements, placement of
recommended therapies on the highest possible formulary pricing tier, and plans that are increasingly using coinsurance rather than co-payments. In fact, in 2014, 69 percent of employer sponsored health insurance plans reported
that they implemented step therapy policies, an increase from 27 percent in 2005.xv We are pleased to see that as the
Innovation Center assesses its future direction, patient-centeredness that bears these challenges in mind will guide
future efforts.
Benefit Design
While the health care system is flooded with data, how that data is utilized to improve beneficiaries’ health outcomes is
not always clear. The NPF thanks CMMI for recognizing this and that the future direction of the Center will emphasize
improvements in patients’ health outcomes accordingly. As CMMI considers this issue, the NPF notes that this good
intention is hard to achieve without engaging with patients and patient representatives directly, and encourages you to
consider how these stakeholders could be utilized in the design of future projects.
In 2016, the Institute for Clinical and Economic Review (ICER) conducted an assessment to evaluate the comparative
clinical effectiveness and value of targeted immunomodulators for adults with moderate-to-severe plaque psoriasis. As
the NPF engaged with ICER through the course of this review, our commitment focused squarely on ensuring that the
concerns, needs, and challenges of living with and treating moderate-to-severe psoriasis were considered alongside
economic data. Although ICER – like CMMI – had prioritized improved beneficiary health outcomes, it was only through
talking with patients, the NPF, and treating clinicians about the challenges of living with and managing psoriasis, that an
accurate assessment was conducted. Ultimately, and with much input from the NPF, patients, and clinicians, the final
report found that all eight of the products included in the review offer “good value” compared to non-targeted
treatments. It also recommended that payers “should strongly consider eliminating most step therapy requirements for
patients with moderate-to-severe psoriasis, especially for patients who demonstrate the need for intensive, ongoing
regimens.”xvi In addition to eliminating step regimens, ICER recommended that payers allow persons changing insurance

to bypass a step requirement if they are already receiving an effective treatment and to eliminate the use of higher tier
payments for patients who have cleared a step but need to advance to a therapy on a higher price tier.
As CMMI considers how the center might use data-driven insights to ensure cost-effective care, we encourage you to
keep this assessment in mind as an example of the importance of building feedback from patients into the data
collection process.
B. Potential Models
The National Psoriasis Foundation appreciates the Innovation Center outlining the eight areas in which it is currently
considering testing models. We offer the following comments on these areas as defined in the request for information.
Consumer-Directed Care & Market-Based Innovation Models
Consistent with earlier comments on patient-centered care and benefit design, the NPF is encouraged to see a model
category focused on empowering the beneficiaries of care. As noted, the psoriatic disease community routinely
navigates challenges accessing a broad range of treatments and therapies. These barriers can lead to not treating or
under-treating the disease, and in some cases, irreversible disease progression that can have life-long implications for
health and quality of life. During a 2016 FDA PFDD meeting on psoriasis, we heard a great deal from patients about their
interest in having additional data that could inform discussions between themselves and their physicians about the most
appropriate course of treatment given their individual disease state.
The agency notes that as part of this model it is also considering testing models that offer bundled payments for full
episodes of care. This was a concept that the NPF explored with a group of payer representatives during a daylong
payer roundtable held in January 2016 with leadership of International Dermatology Outcomes Measures (IDEOM).
During a discussion of innovative models that might improve access to treatments for psoriasis – particularly a low cost
treatment such as phototherapy – a bundled payment model was explored. Although phototherapy is a longstanding
treatment for psoriasis that has been proven safe and effective, because patients pay a specialty visit copay for each
session (often offered two or three times a week for six to eight weeks), it becomes a cost-prohibitive treatment from
the patient standpoint. During this payer roundtable, payer participants opined that a new approach could be to bundle
phototherapy treatments across the six to eight week session to encourage patients for whom it is clinically
recommended to receive this care. Greater use of phototherapy could potentially limit payer costs associated with
systemics, as well as provide a much needed treatment option to individuals who may not be candidates for systemic
treatments (including pregnant women, immune compromised patients, and children).
Physician Specialty Models
Persons with psoriatic disease face many challenges in accessing specialty care by dermatologists and rheumatologists.
This is particularly true in rural or other medically underserved areas of the country and in sub-specialty areas like
pediatric dermatology or rheumatology. Given these challenges, the NPF strongly supports a focus on models intended
to increase access to physician specialties and improve coordination of care across physician teams. As noted above, a
bundled prepayment for phototherapy could be one model that would fit under this category.
We also encourage CMMI to examine the role of teledermatology to treat psoriasis. Studies have shown that
teledermatology is an effective way to assess the degree and severity of psoriasis and to make appropriate clinical
decisions. A study published in June 2012 indicated that psoriasis patients who used teledermatology for follow-up care
experienced similar improvements in skin clearance and quality of life as those who used in-person dermatology
services.xvii This type of care can be particularly beneficial for those who live in rural and underserved areas, as well as
for those who face financial barriers to accessing dermatology care, like office co-pays, taking time off from work, and
transportation. Teledermatology has the potential to increase treatment regime adherence and improve outcomes and
is, therefore, an area we believe is well suited for additional examination by CMMI.

The NPF hopes that as CMMI receives feedback from specialty societies regarding potential models, the guiding principle
of patient-centeredness is applied to ensure that any model both improves access and leads to improve health
outcomes for impacted patient communities. Specifically, the American College of Rheumatology (ACR) is developing an
alternative payment model (APM) that could hold promise for improved care delivery for psoriatic arthritis patients. The
APM better aligns reimbursement with provider services that are traditionally undervalued and shifts payment to more
accurately reflect the full complement of care provided by rheumatologists. In this model development, we are
encouraged to see ACR’s focus on the varied roles rheumatologists play during different stages of disease, the
importance of patient-centered quality measures, and the recognition of the role physicians play in coordinating care
across providers. While the model is currently a Rheumatoid Arthritis-specific APM, we are hopeful that this is the type
of model that would align with CMMI’s new direction and that it could potentially serve as a prototype for additional
diseases.
Prescription Drug Models
As noted earlier, individuals with psoriasis and psoriatic arthritis face a growing set of challenges to accessing clinically
recommended care, particularly prescription medications. The NPF Patient Navigation Center routinely receives calls
from individuals with psoriatic disease who are new to Medicare, or nearly Medicare eligible, and who – now ineligible
for patient assistance programs - are concerned about the out-of-pocket costs they are facing or will soon incur for their
systemic therapies. We applaud CMS for recognizing these challenges and including this as a potential model category.
CMMI’s efforts to explore innovative prescription drug models in the autoimmune space would be consistent with
trends in the commercial market. Others, including ICER, have also recommended new prescription drug models. While
ideas like indication-based pricing and other outcomes-based payment models are exciting, we recognize the
complexities and challenges that lie ahead to make such concepts real. We also reiterate the importance of fully
considering how any new model will affect a patient population where currently only half are treating their disease
appropriate to the severity of their condition. Placing an emphasis on modeling this topic in such a way that reflects the
principle of patient-centeredness and promotes access to care and improved health outcomes is critical.
As the Innovation Center explores models that incentivize better health outcomes for beneficiaries at lower costs and
align payments with value, we encourage you to review a study by experts at the Perelman School of Medicine at the
University of Pennsylvania that identified economic and racial barriers that influenced older Americans with psoriatic
disease.xviii This important paper explores why many individuals with psoriatic disease in Medicare are not properly
treating their condition, despite the availability of a wide range of treatment options.
State-Based and Local Innovation
About seven percent of our community relies on Medicaid for accessing health care services.xix We are pleased that
CMMI is calling attention to this often-overlooked segment of the population, especially given the unique vulnerabilities
of this beneficiary group. Medicaid payment rates are often a limiter to beneficiary access to physicians, particularly
specialists and sub-specialists like the dermatologists and rheumatologists trained to provide care to the psoriatic
disease community. Additionally, states are increasingly looking at ways to control drug spending by limiting formularies
or instituting a variety of utilization management tools. While we recognize the challenges state Medicaid programs are
facing, particularly regarding the costs of prescription drugs, we oppose such measures that limit patient access to
clinically recommended treatments. We applaud a call for innovation in this area and hope to see a focus on value-based
initiatives that increase access to clinically recommended care.

While psoriasis has existed for millennia, we often say that there is no better time to be diagnosed with psoriatic disease
than today, given the many and effective treatment options that exist for our community. Yet too many individuals living
with psoriasis and psoriatic arthritis are not treating to the level appropriate to their disease. Our medical board, which
consists of more than 30 psoriasis and psoriatic arthritis experts, affirm that what keeps them up at night is the thought
that their patients aging into Medicare may no longer be able to stay on the systemic therapies that have brought them
such relief and improved health. We thank CMMI for undertaking this important work to explore new and innovative

models of care that can ensure that all beneficiaries – and particularly those with chronic disease – have the ability to
realize their best health outcomes.
Thank you for the opportunity to comment and we hope that our feedback will help ensure new efforts of the
Innovation Center lead to improved access to care and health outcomes for the psoriatic disease community. If you have
any questions about these comments, please contact Jessica Nagro, Federal Government Relations and Health Policy
Manager.
Thank you in advance for your consideration.

Sincerely,

Patrick Stone
Vice President, Government Relations and Advocacy
National Psoriasis Foundation
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National Renal Administrators Association
November 20, 2017
Administrator Verma
Centers for Medicare and Medicaid Services
Department of Health and Human Service
200 Independence Avenue, Southwest
Washington, DC 20201
RE: Request for Information – Centers for Medicare & Medicaid Services: Innovation Center New
Direction
Dear Administrator Verma:
The National Renal Administrators Association (NRAA) is a voluntary organization representing dialysis
providers throughout the United States. Our membership primarily includes small and independent forprofit and not-for-profit providers serving patients in urban, rural, and suburban areas in both freestanding and hospital-based facilities. We strongly support and seek to further efforts by the Center for
Medicare and Medicaid Innovation (CMMI) within the Centers for Medicare and Medicaid Services
(CMS) to enhance quality of care, reduce costs, and improve health outcomes for Medicare beneficiaries
with chronic kidney disease (CKD) through market-driven reforms focused on patient-centered care.
The NRAA welcomes the opportunity to comment on the agency’s Request for Information (RFI)
concerning a new direction for CMMI focused on these important policy goals. Below we present three
innovative payment interventions that CMMI could test that align with the goals outlined in the new
direction for the Center, including:
1. An alternative payment model to evaluate coordinated and integrated care strategies that can
prevent or delay onset of end-stage renal disease (ESRD);
2. A patient-centered medical home model to test incentives to increase utilization of home
dialysis when medically appropriate; and
3. A patient-centered medical home model to assess strategies that offer enhanced and more
coordinated care to pediatric and young adult patients with ESRD.
Additionally, we very much appreciate the ongoing recognition by CMS of the unique challenges posed
to small and independent dialysis facilities in providing high-quality care to pediatric and adult Medicare
beneficiaries with CKD of all stages. Consistent with this awareness, we recommend specific
modifications below to our suggested innovative payment interventions that will better enable small
and independent providers to participate and offer this enhanced, highly coordinated care to Medicare
beneficiaries with CKD.
Our comments reflect our continued desire to effectively partner with the agency to enhance quality of
care, lower costs, and improve health outcomes for these highly vulnerable patient populations.

100 North 20th Street • Philadelphia, PA 19103
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1. Payment model to test coordinated and integrated care strategies that can prevent or
delay onset of ESRD
Patients with earlier stages of chronic kidney disease often have multiple comorbidities and significant
risk for developing ESRD. NRAA requests that CMMI test a coordinated care model to determine
whether enhanced coordination and additional services could help prevent or delay onset of ESRD.
Through better integration of care – including streamlining of requirements and reduced programmatic
burden on providers to coordinate such care – patients potentially can delay or not develop this
challenging and burdensome disease. Providers that could manage care coordination in the model
potentially could include primary care providers, nephrology practices, or nurse case managers. We
recommend the model include at least the following key elements, which are critical treatment
strategies in managing the risk of development of ESRD:
•
•
•
•
•
•
•

Medication therapy management;
Lab monitoring and intervention for patients with abnormal calcium, phosphorous, potassium
and lipid levels;
CKD education, including by dialysis facilities, clinical social workers, and registered dietitians /
nutritional professionals under the referral of a nephrologist;
Dietary management;
Timely referral of uncontrolled diabetics to endocrinologists and uncontrolled hypertension
patients to nephrologists; and
Documentation of patient referral to nephrologist when patient reaches late stage III CKD; and
Waiver of geographic and site-of-service limitations for telehealth services.

2. Patient-centered medical home model to test incentives to increase use of home
dialysis when medically appropriate
Home dialysis represents an important treatment option for ESRD beneficiaries when medically
appropriate. Patients using home dialysis often benefit from increased autonomy and improved quality
of life compared to patients who receive in-center treatment. The Government Accountability Office
(GAO) found in an October 2015 report that as many as 15 to 25 percent of ESRD patients could use
home dialysis, but only approximately 11 percent elected this treatment option in 2012 – the most
recent year of data available. 1
To incentivize increased utilization of home dialysis when medically appropriate and streamline care
requirements across the care continuum of providers, NRAA requests that CMMI conduct a patientcentered medical home model for patients utilizing home dialysis. The model could better integrate
care for these patients, streamline programmatic requirements for providers, while also improving the
quality of life and quality of care in patients for whom home dialysis is medically appropriate.

GAO. “End-Stage Renal Disease: Medicare Payment Refinement Could Promote Increased Use of Home Dialysis.”
GAO-16-125. October 15, 2015. https://www.gao.gov/products/GAO-16-125
1

2

3. Patient-centered medical home model to test strategies that offer enhanced and
more coordinated care to pediatric and young adult patients with ESRD
Pediatric and young adult ESRD patients have certain treatment needs that adult ESRD patients do not
have. For example, they must receive their dialysis treatments while at the same time trying to attend
and complete school on grade level. They also face significant risk of mortality when transitioning from
a young adult to an adult with renal disease. The ESRD PPS does not fully account for the additional
treatment requirements and costs that providers face when caring for pediatric and young adult
patients. The payment system also creates unnecessary burden on providers seeking to offer more
coordinated and integrated care across the care continuum for this particularly unique ESRD patient
population.
Therefore, NRAA requests that CMMI test a patient-centered medical model that offers more
coordinated, comprehensive, and streamlined care across the care continuum of providers to improve
quality and outcomes for pediatric and young adult ESRD patients. Given that pediatric and young adult
patients spend so much time in dialysis clinic receiving treatment, the clinic represents a logical place to
serve as the patient’s medical home. Physicians, nurses, nutrition professionals, clinical social workers,
school liaisons, and other care providers would have the ability to coordinate the patient’s care and use
simplified and streamlined requirements for the patient to potentially achieve better health and quality
of life outcomes. In addition to dialysis and other healthcare treatments necessary to improve health
outcomes, NRAA recommends that an ESRD pediatric and young adult patient-centered medical home
model ensure that patients receive support services that:
•

•

Enable them to remain on track to successfully graduate from high school; earn a GED; or
matriculate into employment, secondary education, or vocational training; and documentation
demonstrating this support.
Help them to transition successfully from receiving care as a young adult patient to an adult
patient with ESRD and reduce the risk of mortality associated with that transitional period.

4. Expanding opportunities for small and independent dialysis clinics to participate in
innovative payment models for Medicare beneficiaries with CKD
NRAA appreciates the continued awareness of the unique challenges small and independent dialysis
clinics face in providing high-quality care to Medicare beneficiaries with CKD. Consistent with this
recognition, NRAA requests that, when developing innovative payment interventions for Medicare
beneficiaries with CKD, CMMI particularly consider the unique challenges and needs of small and
independent facilities that do not have the same level of resources as large dialysis organizations (LDOs)
necessary to provide high-quality, more integrated care. Therefore, we ask that innovative models for
Medicare beneficiaries with CKD include these following suggested modifications for small and
independent facilities, thereby enabling expanded beneficiary access and greater opportunity for model
participation by these providers:
•
•
•

Option of one-sided risk;
No rebasing of benchmarks during the entire performance period;
Non-application of a discount factor;
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•
•

Advanced payment for the development and maintenance of infrastructure necessary to
provide high-quality coordinated care; and
Use of at least one open network model by any organization participating in the model under
which: (1) beneficiaries may receive services from any provider regardless of whether the
provider is in the network assembled by the organization; (2) the organization must pay a
provider outside the network at a rate equal to the ESRD PPS amount if the beneficiary receives
services from an out-of-network provider; and (3) the organization cannot require additional
premium or cost-sharing requirements from the beneficiary.

Conclusion
In conclusion, NRAA again wishes to thank you for the opportunity to comment on CMS’s RFI on a new
direction for the CMMI. We look forward to continuing our valuable partnership with the agency to
increase quality, decrease costs, and improve health outcomes for pediatric and adult patients with CKD
of all stages. If you have any questions concerning our comments, please do not hesitate to call Marc
Chow at 215-564-3484.

Sincerely,

William Poirier
President NRAA
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Octob r 2017
S ma V rma
Administrator
C nt rs for M dicar and M dicaid S rvic s
Hub rt H. Humphr y Building
200 Ind p nd nc Av nu , SW, Room 445‐G
Washington, DC 20201
Re: Cen er for Medicare and Medicaid Innova ion: Reques for Informa ion on Cen ers for
Medicare & Medicaid Services: Innova ion Cen er New Direc ion
D ar Administrator V rma:
Th National Rural H alth Association (NRHA) is pl as d to r spond to th r qu st for
information (RFI) r garding th C nt r for M dicar and M dicaid Innovation (CMMI) N w
Dir ction. W appr ciat your continu d commitm nt to th n ds of th 62 million Am ricans
r siding in rural and und rs rv d ar as, and look forward to our continu d collaboration to
improv h alth car acc ss and quality.
Th National Rural H alth Association (NRHA) is a non-profit m mb rship organization with
mor than 21,000 m mb rs nation-wid that provid s l ad rship on rural h alth issu s. Our
m mb rship includ s n arly v ry compon nt of rural Am rica’s h alth car infrastructur ,
including rural community hospitals, critical acc ss hospitals, rural h alth clinics, f d rally
qualifi d h alth c nt rs, doctors, nurs s and pati nts. W work to improv rural Am rica’s h alth
n ds through gov rnm nt advocacy, communications, ducation and r s arch.
NRHA shar s CMS’s ov rall goal of fost ring “an affordabl , acc ssibl h althcar syst m that
puts pati nts first.” Rural populations and th ir provid rs of car ar fac d with chall ng s that
cannot b ignor d and ar uniqu ly w ll suit d for d monstration proj cts through th CMMI.
Rural Am ricans ar mor lik ly to b old r, sick r and poor r th n th ir urban count rparts.
Sp cifically, th y ar mor lik ly to suff r with a chronic dis as that r quir s monitoring and
follow up car , making conv ni nt, local acc ss to car n c ssary to nsuring pati nt complianc
www.RuralHeal hWeb.org
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with th s rvic s that ar n c ssary to r duc th ov rall cost of car and improv th pati nts’
outcom s and quality of lif . A January 2017 CDC study indicat s that “th d ath rat gap
b tw n urban and rural Am rica is g tting wid r.” Th rat s of th fiv l ading caus s of d ath
— h art dis as , canc r, unint ntional injuri s, chronic r spiratory dis as , and strok — ar
high r among rural Am ricans. Y t, many rural Am ricans liv in ar as with limit d h alth car
r sourc s, r stricting th ir availabl options for car , including primary car . S v nty-s v n
p rc nt of rural counti s in th U.S. ar Primary Car H alth Prof ssional Shortag Ar as whil
nin p rc nt hav no physicians at all. Rural s niors ar forc d to trav l significant distanc s for
car , sp cially sp cialty s rvic s. CMMI provid s an opportunity for uniqu rural focus d
programs that addr ss th rural sp cific chall ng s including th workforc shortag s, sick r and
poor r pati nt populations, g ographic barri rs, and low pati nt volum s to provid n w
approach s to providing and paying for car .
Succ ss can only truly b achi v d by moving away from an all-or-nothing, on siz fits all
mod l wh r a community ith r is abl to sustain a hospital (bas d on g n rating a suffici nt
volum that ncourag s a ‘h ads in b ds’ m ntality) and accompanying m dical car or r sulting
in th community losing dir ly n d d local acc ss to h alth car s rvic s. Importantly, in rural
communiti s it is ss ntial to go b yond th status quo and look to pati nts not curr ntly
r c iving car at th locally, both thos r c iving car

ls wh r and thos forgoing car , and

thos s rvic s curr ntly not off r d locally. Fl xibility will promot cost and op rational
ffici nci s and provid valu in th provision of local and r gional s rvic s, whil allowing
faciliti s to b st s rv th ir community.
NRHA suppor s and encourages he use of rural cen ric ransforma ion ini ia ives.
Without qu stion th r was unanimity around th notion of DSR initiativ s plann d for and
impl m nt d in rural communiti s. Th r is an app tit for a d monstration similar to that of th
Ess ntial Acc ss Community Hospital/Rural Primary Car Hospital (EACH-RPCH) program and
M dical Assistanc Facility (MAF) program op rat d b tw n 1991 and 1994. Th s two
programs combin d was th pr cursor to th Critical Acc ss Hospital (CAH) program pass d in
th Balanc d Budg t Act (BBA) of 1997. Th

vid nc sugg sts that th CAH program

stabiliz d th financial op rations of ov r a thousand rural hospitals r sulting in r lativ ly f w
www.RuralHeal hWeb.org
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closur s b tw n 2000 and 2010. Unfortunat ly, du to a pl thora of factors including M dicar
cuts that b caus of th pati nt population th y s rv disproportionat ly impact rural
communiti s, sinc 2010 ov r 80 rural hospitals hav clos d and a third of all rural hospitals ar
vuln rabl to closur .
As a r sult, th r is an app tit for d monstrations today that with a vision and ing nuity can
provid vibrant and m aningful h alth car in rural communiti s. W ar historically a v ry
similar plac to wh r w w r in 1994. Th parall ls ar striking.
It is important to cat goriz rural hospitals and th ir r lat d clinics as to th ir op rational status.
This nsur s that solutions to th probl ms facing rural communiti s and th ir h althcar syst ms
ar targ t d, appropriat , and most lik ly to b succ ssful. Th thr

cat gori s d fin d by rural

stak hold rs ar as follows


At-risk or soon to b at at-risk faciliti s (cliff or slop ). This cohort of hospitals
r pr s nt syst ms of car in rural communiti s that includ

mploying physicians and

oth r h alth prof ssionals that would go away onc th s faciliti s clos , d stroying


any chanc of volving th s faciliti s into th n xt g n ration of d liv ry mod ls.
Stabl faciliti s with sound strat gic fundam ntals. This is th middl of a b llshap d
curv . Th s faciliti s ar at low r risk of closur in th n ar t rm, how v r, if th
curr nt tr nds pr vail with littl or no int rv ntion, th y could b com at high risk in
th long-t rm. Th s faciliti s n d t chnical assistanc and rural focus d polici s to
transition into th n xt g n ration of d liv ry and paym nt syst m r forms. With
small r pati nt populations, this cohort of hospitals r quir s a long r transition p riod
with an und rstanding that initial inv stm nts ar oft n cost prohibitiv for th s
provid rs and focus on imm diat savings without consid ring th cost to th
provid r ar inappropriat and miss th gr at r opportunity for b tt r valu through



improv d outcom s and n c ssary utilization.
High-p rform rs or first-mov rs. Th s communiti s hav b gun to impl m nt
alt rnativ paym nt mod ls, for xampl ACOs, th y hav strong l ad rship and
community involv m nt. Th s communiti s t nd to hav h althi r pati nt
populations with f w r sociod mographic risk factors. Th y fac th chall ng s of
low volum and r quir ways to modify or work within xisting programs that work
with th ir pati nt volum s and g ographic limitations.
www.RuralHeal hWeb.org
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In consid ration of on cohort for purpos s of illustration, NRHA l arn d from its stak hold rs
that a possibl DSR initiativ for th “at-risk” cohort of hospitals that CMMI could op rat as a
d monstration is a n w provid r typ call d th “Community Outpati nt Hospital” or COH. This
d monstration would allow curr ntly lic ns d CAHs or small PPS Hospitals to conv rt to a COH
with th Conditions of Participation (COP) as follows (for xampl only):








Traditional ambulatory/clinic s rvic s
Car coordination and chronic dis as manag m nt
Em rg ncy D partm nt Car (t l m dicin allow d r quir d)
Transitional Car , to includ an obs rvation capacity for up to 24 or 48 hours
Em rg ncy M dical S rvic s (EMS)/non- m rg nt m dical transportation
No acut inpati nt capacity
Community-bas d h alth n ds planning within a population h alth fram work

This mod l has b n charact riz d in summary fashion as a “b dl ss CAH.” This DSR
d monstration would yi ld savings as w ll as scalability, two r quir d f atur s of a CMMI
innovation proj ct. Whil this mod l is not appropriat for all at risk faciliti s, for som
communiti s this would provid an opportunity to r tain n c ssary m dical car .
NRHA suppor s broad access o da a. NRHA found that acc ss to M dicar Shar d Savings
Program (MSSP) data for rural communiti s would b valuabl in th ir transition to population
h alth practic s. Curr ntly, a rural community provid r has to participat in th MSSP program
as an Accountabl Car Organization (ACO) in ord r to gain acc ss to th s data fil s. Any DSR
d monstration or initiativ should includ full acc ss to th ir community’s MSSP data fil s for
purpos s car coordination and planning.
Thank you for th chanc to off r a r spons to this RFI on th n w dir ction for th CMMI.
NRHA looks forward to gr at r CMMI ngag m nt with rural provid rs to cr at mor rural
sp cific d monstration proj cts that will allow rural provid rs to continu to provid n c ssary
local car in th ir communiti s. W v ry much look forward to continuing our work tog th r to
nsur our mutual goal of improving quality of and acc ss to n c ssary car in rural Am rica.
If y ouwould lik additional information, pl as contact Dian Calmus.
Sinc r ly,
www.RuralHeal hWeb.org
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Alan Morgan
Chi f Ex cutiv Offic r
National Rural H alth Association
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November 20, 2017

The Honorable Seema Verma
Administrator, Centers for Medicare and Medicaid Services
200 Independence Ave., SW
Washington, DC 20201
RFI: Innovation Center New Direction
Dear Administrator Verma:
On behalf of National Taxpayers Union’s (NTU’s) supporters across the nation, I am honored to
submit the following comments in response to the Centers for Medicare & Medicaid Services’
(CMS) Request for Information (RFI) on “a new direction to promote patient-centered care and
test market-driven reforms that empower reforms that empower beneficiaries as consumers,
provide price transparency, increase choices and competition to drive quality, reduce costs, and
improve outcomes.”
Since its founding NTU’s advocacy efforts on health care policy have centered upon several of
the principles contained in this RFI. We are therefore supportive of numerous elements outlined
in the “new direction” CMS is envisioning for its Innovation Center, which encompasses the
Center for Medicare and Medicaid Innovation (CMMI). Based on CMMI’s performance so far,
such a new direction would come none too soon for taxpayers.
CMMI was initially provided a large $10 billion infusion of taxpayer resources (not subject to
annual Congressional appropriations) to create “demonstration projects” that would supposedly
revolutionize the way Medicare and Medicaid operated. With more than $6 billion in funds
already allocated, the evidence is scant that the Congressional Budget Office’s (CBO’s)
projections (net entitlement spending reductions of $27 billion from 2015-2025) due to CMMI
initiatives will actually come true. Worse, an additional 10-year, $10 billion allocation from the
Treasury will be funneled into CMMI beginning in Fiscal Year 2020. As Joseph Antos, a former
CBO and Health Care Financing Administration official testified to Congress, the
demonstrations “seem to be better at showing which strategies do not work rather than which
ones do.”
The following NTU recommendations address not only the Guiding Principles but also touch
upon the Potential Models outlined in the RFI. For the sake of brevity, these comments only
summarize those recommendations. Additional details and background are available from NTU
on each of these points.

1) Construct “Guardrails” on CMMI Demonstrations.
Guiding Principle #2 of the RFI calls for a “[f]ocus on voluntary models, with defined and
reasonable control groups or comparison populations, to the extent possible, and reduce
burdensome requirements and unnecessary regulations …” NTU believes that this principle is
key to beginning reform of CMMI’s practices.
In theory, CMMI’s reliance on its authority to conduct mandatory demonstrations, to large
populations affecting wide swaths of the Medicare or Medicaid populations, was to yield larger
and more frequently-recurring cost savings for taxpayers than voluntary, smaller-scale initiatives.
Legitimate objections over the coercive nature of this authority (and its corrosive impact on
separation of powers) aside, the evidence has yet to conclusively show that CMMI’s approach is
yielding uniformly better results for taxpayers. Thus, at the current time at least, CMMI seems to
be offering a “lose-lose” situation – a large budget for less than impressive results.
NTU believes that Congress should reconsider CMMI in its entirety. Until that time, CMS
should take steps to implement administrative remedies, among them:
•
•
•
•

A presumption that future demonstrations will initially be designed as voluntary
exercises. Without this presumption, the cooperation of private-sector providers on all
types of cost-saving projects will likely diminish;
A limit on the percentage of beneficiary, provider, or other populations to no more than
the proportion deemed statistically and economically sufficient to produce valid
demonstration results;
A limit on the duration of most projects formally defined as demonstrations to no more
than 24 months (however, see below);
A new set of guidelines for expansions or waivers of rules surrounding any
demonstrations that would require consultation and collaboration with Congress.

The last of these points is very difficult for any executive branch entity’s leadership to
contemplate, yet, doing so is vital going forward for reasons of accountability and transparency.
2) Reexamine Concepts of “Budget Neutrality.”
Prior to CMMI, most demonstrations undertaken within HHS required budget neutrality, i.e.,
federal expenditures over the life of the project should not be higher than what outlays would
have been in the absence of the given demonstration. While waivers and modifications to those
rules have been made, it wasn’t until CMMI’s advent that the budget neutrality requirement was
negated (for its own demonstrations).
Budget neutrality is an important component for ensuring fiscal and managerial discipline in the
conduct of federal health care demonstrations. Still, CMS can and should be part of a discussion
that involves longer-term creative thinking about solutions to the challenges facing Medicare and
Medicaid.
The recently-canceled Part B prescription drug payment demonstration is a case in point. Certain
value-based strategies, such as those employed through pharmacy benefit managers, can be of
service in controlling taxpayer-funded health programs. However, when government agencies
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rather than private actors attempt to set prices, the result can be a failure to appreciate the
advantages of drug therapies in avoiding costlier testing, surgeries, and hospital stays. A National
Bureau of Economic Research study put a fine point on this equation, concluding that every
dollar spent on prescription drugs leads to a $2.06 reduction in overall Medicare expenditures.
The Congressional Budget Office has also observed that simple policies designed to increase
utilization of drugs that patients should take (but don’t for a variety of reasons) can pay off too.
For every 1 percent increase in prescriptions filled for Medicare participants, spending on
medical services within the program falls by 0.2 percent. Even higher payoffs may be possible
for those with chronic conditions.
There are parallels to this situation throughout government, whereby bureaucratically directed,
command-and-control mechanisms are intended to produce better fiscal outcomes but instead
produce unintended consequences. The Independent Payment Advisory Board (IPAB), also
created by the Affordable Care Act, is another example of an entity whose parameters focus too
narrowly on remedies that ultimately do not take a longer view on potentially much greater cost
savings. The result is a reliance on anti-market, anti-patient schemes such as price controls and
rationing.
In the final analysis, CMS’s new direction is an opportunity to reintroduce long-term cost-benefit
analysis not only to demonstrations but also to other federal health policies. For instance,
telehealth programs could over the long term provide access to preventative care that obviates
the need for much more expensive taxpayer-funded treatments many years from now.
Unfortunately, CBO’s scoring outlook toward telehealth may not be sufficiently farsighted to
capture such effects.
3) Open Up the Process.
CMS is to be commended for recognizing that broader and more frequent input from
stakeholders and neutral observers alike can be helpful in designing demonstrations and
correcting their flaws as they are underway. How should such a framework function? In NTU’s
view, at least two essential elements would be:
•

•

•

Greater use of economic analysis from agencies such as the Office of Management and
Budget and its Office of Information and Regulatory Affairs (OIRA). To be certain,
health care policy often involves highly technical and specialized observations. On the
other hand, OIRA has often provided solid guidance in designing federal information
collection activities that inflict less of a burden on those subject to new rulemakings.
A more nimble and adaptable framework for feedback. If demonstrations are to be
limited in scope and duration, it is critical that parties outside government be able to offer
timely advice and evaluation of data as it is being accumulated. Strong periodic review
processes as demonstrations are occurring could (with proper safeguards against
premature conclusions) help to contribute toward their refinement.
Creative adaptation of successes. One category of the RFI’s potential models involves
program integrity – an area with major potential to reduce the burdens of many federal
programs on taxpayers. In the Medicare space, for example, the Recovery Audit
Contractor (RAC) program has been successful in returning to the Treasury more than
$10 billion in improper payments. Though CMS has been under constant pressure to
curtail the RAC process, NTU is especially supportive of its expansion since it involves
3

no initial taxpayer outlay to function properly. Tools such as these could be fashioned for
other uses rather than limited or discarded.
In closing, we wish to point out that this RFI could, depending upon how public responses are
internalized, have an influence well beyond CMS. A forthcoming paper from NTU’s research
arm will explore in-depth how CBO’s flawed judgments regarding the future budgetary impact
of CMMI’s initiatives. By essentially assuming that the vast powers undergirding CMMI’s
projects as compared to previous demonstrations will constantly expand on success across
administrations and without regard to stakeholder input, CBO has concocted a bizarre
policymaking dilemma for Congress. Using a circular logic the budget agency assumes
hypothetical, massive savings from CMMI that are part of a policy baseline. Any attempt by
Congress to modify CMMI’s mission or create programs of its own that CMMI might
contemplate for a future demonstration are “scored” as an increase in federal outlays.
CMS is hardly in a position to change CBO’s scoring conventions. Nonetheless, this experience
is still relevant to the RFI. For the sake of government-wide innovation and cooperation between
the legislative and executive branches in controlling Medicare and Medicaid outlays, it is vital
that CMS clarify and limit CMMI’s prerogatives. In addition, other executive branch agencies
can provide valuable input to the Innovation Center’s operation that will maximize desirable
outcomes both for patients and for taxpayers. Finally, it is important that the new direction CMS
intends to take is informed by solid analysis and constant evaluation.
Some 40 years ago, National Taxpayers Union’s Task Force on Health Care released a report
that observed:
Government intervention in the health care delivery process throughout the course of this
century is the major cause of high prices and inefficiencies in the health care industry
today. Twentieth-century medicine has been regulated by government to such an extent
that it has failed to respond to the needs and demands of twentieth century America.
Nearly two decades into the 21st century, the statement above has even greater relevance. The
regulatory and other reforms proposed in the report were aimed at encouraging “competition and
innovation, and thus lower prices and better care.”
Our members are encouraged that CMS’s new direction could, properly designed and
implemented, bring about the positive changes they have sought in the past and – more fervently
than ever – hope to effect for the future. Accordingly, we hope these views are useful as you
continue to define CMS’s role in transforming health care policy. Our staff stands ready to assist
you with these urgent steps forward. Thank you for your consideration.
Sincerely,

Pete Sepp, President
25 Massachusetts Ave NW Suite 140 ➢ Washington, DC 20001 ➢ Phone: (703) 683-5700

➢

Fax: (703) 683-5722

➢ Web: www.ntu.org
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NATIONAL WELL HOME
NETWORK
TO:

Cen ers for Medicare and Medicaid Services (CMS)

FROM:

Nancy Rocke

Eldridge, CEO, Na ional Well Home Ne work

S even J. Horowi z, Presiden and CEO, Sain Elizabe h Communi y
DATE:

November 20, 2017

RE:

Tes ing A Medicare Advan age Plan Par nership wi h Afordable Housing
o Improve Care Coordina ion for Low-Income Older Adul s and
Individuals wi h aDisabili y; and,
Tes ing A Mul i-Payer Pool as an al erna ive o Fee-For-Service (FFS) or
Medicare Advan age (MA) Plans.

Thank you for he oppor uni y o provide feedback on anew direc ion for he CMS
Innova ion Cen er. We believe ha by incen ivizing Medicare Advan age (MA) Plans
o enroll groups of low income seniors and individuals wi h adisabili y living in
afordable housing proper ies, CMS’s guiding principles of choice, pa ien -cen ered
care and da a-driven care will be achieved for Medicare and Medicaid’s highes cos
popula ion. By embedding care managemen eams wi hin senior housing CMS will
increase Consumer-Direc ed Care, crea e informed Prescrip ion Drug consumers,
and bring Men al and Behavioral Heal h suppor s o people a he mos efec ive
loca ion: where hey live.
In addi ion, we believe ha CMS’s Innova ion Cen er should go beyond Fee-ForService (FFS) and MA plans. By es ing amul i-payer paymen approach funded by
public and priva e payers CMS can evalua e how o increase par icipa ion in da adriven, volun ary care managemen programs designed o increase choice, improve
care quali y and reduce cos . Amul i-payer pool will preserve consumers choice of
providers and insurers.
We know ha afordable housing organiza ions in California, Georgia, Illinois,
Massachuse s, Maryland, Michigan, Minneso a, New Jersey, New York, Ohio,
Oregon, Pennsylvania, Sou h Carolina, Tennessee, Texas, Vermon , Virginia, and
Washing on are prepared o conduc small scale es s of a“place-based” Medicare
Advan age plan or amul i-payer approach. If successful, hese paymen
in erven ions could be rapidly scaled a he hundreds of federally assis ed
afordable housing communi ies across he coun ry.
Sain Elizabe h Communi y (SEC) in Rhode Island is pilo ing he Suppor And
Services a Home (SASH) model in Providence a alarge HUD Sec ion 202
communi y where nearly 100% of he residen s are dually eligible. Emergency

Services has documen ed 111 visi s o his residen ial communi y in jus one year.
There is asignifcan oppor uni y o reduce avoidable u iliza ion among his high
need popula ion by embedding he SASH care eam on si e. SEC would welcome
he oppor uni y o es apaymen model a his loca ion.

Over wo million individuals aged 65 and over live in publicly subsidized housing
proper ies loca ed in urban, suburban and rural communi ies across he coun ry.
Findings from several s udies conduc ed by The Lewin Group/LeadingAge research
eam and funded by HUD, DHHS/ASPE and he MacAr hur Founda ion, indica e ha
over 70 percen of hese elderly residen s are dual eligibles, have fve or more
chronic condi ions, are aking mul iple medica ions and incur higher Medicare and
Medicaid expendi ures han heir dual eligible peers living in he communi y bu no
in subsidized congrega e environmen s. This congrega e housing se ing, herefore,
provides aunique pla form for iden ifying low income older adul s wi h various
heal h care risks and arge ing a range of preven a ive, chronic care managemen ,
care coordina ion and ransi ional care services o delay or avoid high cos
u iliza ion including emergency depar men and hospi al visi s and nursing home
placemen . In addi ion o he economies of scale ofered by many low-income older
adul s living under he same roof, many of hese HUD and/or s a e subsidized si es
have housing-based service coordina ors dedica ed o helping hese residen s age
successfully in heir communi ies.
Over he pas decade, LeadingAge has documen ed agrowing number of senior
housing plus services programs designed o provide wellness services and service
coordina ion. The mos ambi ious is he Suppor And Services a Home (SASH)
model ha was developed in Vermon . Curren ly over 140 HUD 202, USDA Rural
Developmen Sec ion 515, ax credi and public housing au hori y buildings are par
of he SASH ne work and are direc ly linked o he medical homes and ACOs ha
were crea ed by he s a e’s heal h care reform ini ia ive. Originally par of he 8s a e Mul i-payer Advanced Primary Care Prac ices (MAPCP) demons ra ion program,
each proper y has aservice coordina or and par - ime wellness nurse per 100
residen s dedica ed o assessing he service needs and goals of individuals who are
willing o par icipa e in he program, developing individual and communi y-wide
heal hy aging plans and engaging in evidence-based preven ion and heal h
promo ion ac ivi ies, heal h moni oring and coaching and care coordina ion wi h
primary care providers and o her heal h and social services providers. Findings
from afour-year evalua ion of his program, conduc ed by he LeadingAge and RTI
research eam and funded by ASPE/HUD, has found promising resul s including an
ongoing, s a is ically signifcan reduc ion in he grow h of Medicare expendi ures
for he SASH par icipan s rela ive o non-SASH par icipan s and ano her con rol
group in New York.
SASH incorpora es all six of CMS’s guiding principles. SASH is aPa ien -Cen ered
model ha is volun ary, pro ec s provider choice, and provides he ools and
informa ion consumers need o make decisions ha work bes for hem. For
example, SASH has increased advance direc ives by 40%. SASH focusses on Men al
and Behavioral Heal h by par nering wi h men al heal h agencies on programs such

as he Zero Suicide ini ia ive. Very low-cos in erven ions have led o areduc ion in
sys olic blood pressure for 70% of he SASH Hyper ension Managemen par icipan s.
These fndings and promising resul s from several o her s udies, including as udy of
mul iple senior housing proper ies ha par nered wi h UPMC in he Pi sburgh area
(Cas le, 2009), led HUD o fund a $15 million randomized con rol rial of aservice
coordina or/wellness nurse model in 40 HUD 202/ ax credi proper ies in 7 s a es.
The Lewin Group, LeadingAge and he Na ional Well Home Ne work are curren ly
assis ing HUD in implemen ing his RCT. ABT Associa es has been awarded he
independen evalua ion con rac for his hree-year demons ra ion.
One of he challenges o scaling his model is he lack of sus ainable fnancing for
his program. While HUD and/or housing opera ors curren ly suppor service
coordina or posi ions in approxima ely 40 percen of housing proper ies na ionwide,
here is no such funding for nurses nor is he service coordina or suppor sufcien
for he level of service coordina ion provided in programs like SASH or he HUD RCT.
SASH was able o access Medicare funding for heir eams during he demons ra ion
period and he s a e has con inued o provide suppor hrough aCMS-approved All
Payer Model. LeadingAge is curren ly working wi h LTQA and several Senior Care
Organiza ions (Medicare Special Needs Plans for dual eligibles) in Massachuse s o
explore he po en ial for SCOs o pull resources o fund ahousing- based
demons ra ion. LeadingAge has also had discussions wi h anumber of managed
care plans and ACOs abou he po en ial for hem o par ner wi h senior housing
proper ies o more efcien ly and efec ively manage he care of heir Medicare
benefciaries living in heir proper ies.
We agree wi h LeadingAge ha here is grea po en ial for afordable senior housing
proper ies o par ner wi h Medicare Advan age Plans o improve care coordina ion,
address social de erminan s of heal h and reduce cos s for he Medicare program.
Las year he Bipar isan Policy Cen er Senior Heal h and Housing Task Force
recommended ha he Cen ers for Medicare and Medicaid Services (CMS) launch an
ini ia ive ha coordina es heal h care and long- erm services and suppor s (LTSS)
for Medicare benefciaries living in publicly assis ed housing o es he po en ial of
improving heal h ou comes of avulnerable popula ion and reducing heal h care
cos s. The Na ional Well Home Ne work would like o see CMMI suppor a arge ed
demons ra ion o explore how Medicare Advan age Plan benef s could be expanded
o cover awellness/service coordina ion func ion for elderly and younger disabled
residen s of afordable housing. Several op ions could be explored including
coverage for individuals enrolled in Advan age Plans or ahousing-based benef ha
would be arge ed o he proper y as a whole hrough amul i-payer approach.
We would welcome he oppor uni y o discuss hese new direc ions wi h CMS, HUD,
LeadingAge, afordable housing providers, o her s akeholders and benefciaries.
SASH was designed in collabora ion wi h Medicare benefciaries living a he pilo
si e and many housing providers such as Sain Elizabe h Communi y have he
capaci y o bring benefciaries o he able o design new paymen models.
Thank you for he oppor uni y o provide feedback.
Nancy Rocke

Eldridge, CEO

S even J. Horowi z, Presiden and CEO

Na ional Well Home Ne work
80 Rivermoun Terrace
Burling on Vermon 05408

Sain Elizabe h Communi y
2364 Pos Road, Sui e 100
Warwick, Rhode Island 02886

Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
November 20, 2017

RE: Innovation Center New Direction Request for Information (RFI)

Dear Acting Deputy Administrator Bassano,
We appreciate the opportunity to comment on the direction of Center for Medicare
and Medicaid Innovation (CMMI) and the future of Alternative Payment Models
(APMs). naviHealth has significant experience managing post-acute care on behalf of
both risk-bearing health systems and Medicare Advantage plans. Through these
partnerships, naviHealth has helped deliver improved functional recoveries, reductions
in readmissions, and reductions in post-acute medical expense. As one of the largest
conveners in BPCI since 2013, naviHealth partners with 50 hospitals across the country.
As an experienced partner of Medicare Advantage plans, naviHealth currently
manages post-acute care for approximately 2 million members nationwide.
Through this experience, we have seen the positive impact that APMs can have on
patient-centered care and provider alignment. We are strong advocates for the
continued testing of APMs and look forward to our continued partnership with CMMI.
naviHealth’s results to date in Bundled Payments for Care Improvement (BPCI)
demonstrate the remarkable success of APMs, specifically bundled payments,
including:
•
•
•

Annual savings of more than $80 million – more than 8% (or $2,000) per 90-day
episode;
Reduced post-acute care spending by more than 10%; and
Reduced facility-based post-acute care stays and hospital readmissions.

Large-scale bundled payments initiatives have many benefits, beyond financial,
including aligning providers across a continuum of care, including specialty physicians;
empowering physicians and patients with cost and quality of care transparency; and
incentivizing marketplace innovation and technology development.

210 Westwood Place, Suite 400
Brentwood, TN 37027

www.navihealth.com

We also know the challenges of adopting new approaches to healthcare delivery and
the significant investments required to do so successfully. Through our experience we
have found that there are many requirements for successful implementation of APMs.
We appreciate the opportunity to raise these issues and request that CMMI strongly
consider the following when developing new models.
Transparency and Quality of Information
We understand the many complexities that are inherent in adapting a legacy claims
processing system for APMs. However, we must stress the importance of timely and
accurate data and information. Rapid, reliable data enables care redesign and new
interventions to improve care and outcomes. When errors are identified, we ask that
CMMI be more transparent during the resolution process. Accurate data must be
delivered consistently and accurately, so that providers trust the information that they
receive.
We also ask that CMS rethink its approach to announcing new models and policies. We
understand that there are processes to approve new rules and programs. However, we
believe that CMS could release information much earlier in the process, even during the
planning phase, to allow for greater understanding and preparation. We encourage
CMS to increase transparency and opportunities for feedback. Providers and
stakeholders are necessary partners in implementing new models and should be
consulted during the development of models.
Pricing Methodology
CMMI initially designed APMs that reward providers who demonstrate improvement
over time. More recently, CMMI has started to adapt APM payment methodologies to
also reward providers who perform better than others in their market. We believe that
both types of incentives are necessary to support the participation of range of
providers.
Early adopters in bundled payment models and ACOs have been improving on their
own historical baseline for several years. As time goes on and performance improves,
the opportunity to continuously improve upon one’s historical baseline dwindles. For
high performers, this moving baseline quickly becomes an unattainable target.
Therefore, APMs must also reward for achieving external metrics.
While prices must be reasonably set, they must also be transparent. APMs should not
have pricing methodologies that allow significant changes in the target prices or
thresholds during the performance period. Predictable prices are necessary for

210 Westwood Place, Suite 400
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planning, accepting financial risk, and paying providers. Further, the lack of
transparency impedes trust and engagement. Adjustments for utilization trends or feefor-service payment changes should be made in advance of the performance period
and should be fully explained to participants.
Transitions and Overlap
Again, as an early APM adopter, we have witnessed the vast growth of APMs across
healthcare. We understand the difficultly in providing solutions for providers at all levels
of experience and readiness, from those who are still in the early phases of preparation
to those who have deep experience working in APMs. APMs should be designed to
support providers who are new to APMs and those who have been participating for
years.
One method to ensure fairness for early adopters is securing precedence within and
across APMs. Providers who are first to take downside risk for a set of patients or services
should retain precedence in that market. CMMI has utilized this type of policy in BPCI
through its first-in-time precedence rule. Those who entered the program in a risk
bearing arrangement first, will continue to manage those episodes in BPCI as long as
they participate. The first-in-time rule protects providers’ investments in care redesign
and is essential to maintain engagement. We believe that it is appropriate to continue
the well-established first-in-time precedence for early adopters.
We believe that a similar policy should be applied across models as well. The current
BPCI-ACO overlap policy gives bundled payment participants precedence over ACOs
during a BPCI episode period. It allows both bundled payment models and ACOs to
co-exist, which encourages the use of multiple, complimentary APMs to improve
patient care and outcomes. All BPCI participants bear downside risk for all BPCI
beneficiaries for a targeted period of time. CMS should maintain the BPCI-ACO overlap
policy for new bundled payment models, which encourages the use of multiple,
complimentary APMs to improve patient care and outcomes.
Fraud and Abuse Law Waivers
CMMI’s authority to waive legal restrictions is an essential tool to remove unnecessary
burdens in the implementation of value-based care. We encourage CMMI to give
additional flexibility to allow APM participants to gainshare with physicians, including
allowing timely incentive payments. Currently, physicians and clinicians may have to
wait nearly two years for their incentive payments. We would like the flexibility to incent
improved performance in real-time.
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Through our experience in BPCI, we know that participants and providers need
additional clarity to fully employ the waivers that are granted through APMs.
Participants in APMs need better explanations around all fraud and abuse waivers,
including gainsharing, steering, networks, and beneficiary incentives. BPCI providers are
hesitant to utilize many of the waiver for fear of violating federal fraud and abuse laws.
These concerns place strain on provider engagement and slows implementation. CMS
and enforcement agencies should provide clear direction and limits around use of
waivers to alleviate provider concerns.

APMs are very complex and difficult to implement. We welcome the opportunity to
work through challenges with CMMI to remove administrative burdens and generate
efficiencies. We thank you for this opportunity for feedback and your continued support
of value-based care.

Best regards,

Clay Richards,
CEO, naviHealth

210 Westwood Place, Suite 400
Brentwood, TN 37027
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Nebraska Health Information Initiative (NeHII) Response to Centers for
Medicare & Medicaid Services: Innovation Center New Direction
(429625)
NeHII History, Background, and Alignment to CMS/CMMI New Directions
As the designated statewide health information exchange for Nebraska, the Nebraska Health
Information Initiative (NeHII) is eager to respond to this opportunity to provide feedback to CMS
regarding innovative solutions for many the designated focus areas identified by the Innovation Center.
As CMS/CMMI are aware, the burden on providers for collecting and reporting data for a variety of uses
is great. NeHII has demonstrated, as have other states that have built successful state-based Health
Information Exhange (HIE), that this burden can be reduced on providers, performance improvement
towards alternative payment models, Medicare expenditure can be reduced, and interoperability is
achievable if the preponderance of connectivity to an HIE is present in a given market and data is shared
without hindrance from activities such as data blocking. NeHII was pleased that CMS had incorporated
HIE language in the Advancing Care Information Activities segment of QPP and advocates for the
continued support of HIEs by CMS as the accessibility and portability of data is a paramount factor of
successful transformation and cost efficiencies.
NeHII supports CMMI supporting initiatives that also facilitate the following points:
Interoperability: CMS must support the HIEs in combating data blocking. Sharing data limited to when a
business case suits the health system does not support data exchange.
Data portability: The Health Information Exchange and initiatives such as Patient Centered Data Home
(PCDH) support the patient/consumer in achieving a single source of truth for data in the health
information exchange.
Data democratization: through supporting statewide HIEs CMMI/CMS can support the access to data,
and data analytics whether a provider is employed in a large urban health system or an independent
frontier clinic. Access to population data is necessary for patient safety, continuity and cost efficiency.
As background, we will begin with the history of the exchange which will set the stage for why we are
best suited to respond to the RFI on behalf of NeHII participants and stakeholders across the state.
Discussions calling for the need for a statewide electronic exchange of health information system
started in 2005 and a group of diverse stakeholders scheduled regular meetings to begin that effort.
The Omaha Chamber of Commerce and the University of Nebraska backed the early project discussions
because they saw the emerging concept of health information exchange as the fuel to create more jobs
for healthcare professionals resulting in added economic development and stop the brain drain that was
occurring to other areas of the country. A consultant was hired who developed a business plan and RFI
in 2006. Five vendors responded to the RFI and set the stage that a hybrid federated model using a
Master Patient Index (MPI) and a Record Locator Service (RLS) would be the best approach. The
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securing of seed capital to offset the significant start-up costs of such an entity, as well as the
organizational structure for the newly conceived concept of a statewide health information exchange,
rather than a common electronic health record, stalled the progress.
In 2007, a decision accelerator was held at one of major health systems and a broad base of
stakeholders concluded the NeHII concept needed to move forward. A new consultant, Deb Bass, was
hired and she drove the process for a 501(c)3 nonprofit collaborative organizational structure and
secured start-up funding support from the Omaha major health systems and BCBS of Nebraska. The
Articles of Incorporation and By-Laws were approved in May 2008. Next steps included a vendor
agreement which was finalized with Axolotl for the HIE platform in late 2008 and implementation plans
called for data exchange to begin in March 2009.
ARRA and HITECH passed in January 2009, and initially, minimal attention was given to the bill as NeHII
was in the middle of a full-blown HIE implementation between four health systems and a payer with
data exchange to start in February. Once the pilot was functioning well, NeHII had a conversation with
partners at the State of Nebraska through the Nebraska Information Technology Commission(NITC) to
work with them in securing a portion of the $6.8 million that was awarded to Nebraska. In
conversations with the Governor’s Office, the NITC was named as the state-designated entity to manage
the funding and NeHII was designated as the statewide integrator for HIT. From that point on NeHII has
worked diligently to fulfill the HIT needs of all potential stakeholders in Nebraska and used innovative
solutions to make that happen.
Examples of those innovations include:
1) funding a consultant to develop one of the first APD applications in partnership with Nebraska
Medicaid and LTC for HIE supported activities to encourage hospital and provider adoption support;
2) in 2011, NeHII was the first HIE that incorporated a Prescription Drug Monitoring Program into the
HIE. NeHII users could access the med history query button in the HIE to access a complete medication
history tab made available from Surescripts Pharmacy Benefit Manager(PBM) feed in the HIE;
3) NeHII worked diligently with the State’s Division of Public Health to send data to the state
immunization registry and support other automated reporting functions to DHHS such as syndromic
surveillance reporting;
4) created a payer access solution sorting payer data based upon a daily eligibility file and date limitation
to support HIPAA minimum requirements
5) developed a Readmission report that is sent daily to hospitals using the admission discharge and
transfer(ADT) messages available from the HIE to assist the hospitals in managing and then avoiding
readmission penalties;
6) NeHII was one of the first HIEs to send event notification to a home health agency and PACE Programs
in Iowa and Nebraska
7) a payer event notification report for admissions and discharges as payer’s covered members moved
across the care continuum.
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8) NeHII collaborated with a social determinants services partner to implement a single sign-on
solution and data integration between the services partner and an integrated delivery network so
that daily readmission reports, including all discharges from the health system to any participating
NeHII hospital within thirty days, are sent, and readmission notices are automatically created and
routed for follow-up to clinic providers, population health coaches or designated clinic team
member(s), including employed & independent providers. Seven-day follow-up and thirty-day
follow-up appointments are also a requirement for the notification.
NeHII’s innovative strategies have also been identified and supported by a number of federal agencies
via different grant programs such as the ONC Interoperability grant, the CDC’s Prevention of Drug
Overdose Program and the DoJ’s Harold Rogers grant funds to support the implementation and added
functionalities for the PDMP program, in addition to the multiple years of approved HITECH funding
cycles from CMS. NeHII’s success has led to conversations with the VA, IHS, and DoD to access and
share the information found within the HIE.
As one of the founding members of the Strategic Health Information Exchange Collaborative or SHIEC,
Deb Bass serves as one of the original board members to what has become a national association of
more than 54 HIEs. NeHII was an early participant in the Patient-Centered Data Home or PCDH network
which is a national network using ADTs and zip code tables to track consumers as they travel across the
country.
As we look to the future, NeHII is excited to be the first state to mandate the reporting of all filled
prescriptions to the state-operated PDMP to provide healthcare professionals with a free med
reconciliation tool beginning January 1, 2018. With this requirement, NeHII will support the prevention
of drug overdoses through the abuse of opioids, but also examine the cause of adverse medical events
and identify prevention strategies of the costly occurrences.
Most recently, NeHII partnered with the Iowa Healthcare Collaborative (IHC) to deliver Transforming
Clinical Practice Initiative (TCPI) activities to more than 775 clinicians across Nebraska.
NeHII is also moving forward as a quality payment support tool for providers in Nebraska by pursuing
QCDR and then Qualified Entity initiatives. Given the history of innovation and success of NeHII, there is
compelling evidence to support the role of state-based HIE’s as a foundational element of program
design, program integrity, and participation in CMMI and CMS initiatives.

Focus Area 1: Guiding Principles & Expand Opportunities for Advanced
APMs
NeHII Alignment to guiding principles or Expanded Opportunities for Participation in
Advanced APMs
NeHII is aligned to supporting and increasing opportunities for eligible clinicians to participate in
Advanced APMs. As the facilitator of data exchange in the state of Nebraska, NeHII is currently focused
on transforming data into usable, actionable information that supports providers in managing
populations and succeeding in models such as CPC+, MSSP, and ACOs.

3

The alignment of HIEs with the data needs of clinicians using emerging models exposes a need for more
comprehensive data to be delivered to clinicians, regardless of their location. NeHII advocates for data
democratization and data equity amongst providers whether a provider is aligned to a large health
system, rural critical access hospital or a frontier clinic and has demonstrated this through utilizing ONC
funding to provide access to HIE query and PDMP data to all licensed healthcare professionals in
Nebraska.
NeHII has chosen to pursue QCDR, Qualified Entity and population-focused analytic activities to facilitate
advancing data utilization via population health management opportunities including supporting care
coordinators in ACOs, clinicians in rural clinics and Critical Access Hospitals, as well as preparing and
equipping the clinicians with data analytics and performance improvement support.
The alignment of delivery system reform and payment reform while supporting data portability has
afforded NeHII the insight into challenges of the delivery system and payment reform. Data acquisition
is difficult. However, the data available in a single EHR for a single patient represents a small percentage
of the health story of an individual. Thus the need for HIE data is palpable.
HIEs play a salient role in data sharing and connecting data that is relevant and actionable for patients
and their care teams, this evolution technology is made possible through alignment with APMs and
other emerging payment models.
Choice and competition in the market: NeHII believes expanding data sharers across the state
maintains the competitive market for multiple EHRs in the region. By facilitating data sharing, providing
value-add services such as analytics, quality reporting and participating in TCPI, NeHII has aligned with
the support system providers need to be successful in current and emerging APMs. NeHII support staff
will assist clinicians to understand data and performance and be successful in risk-based contracts plus
achieve population health management activities utilizing data that is usable and actionable.
Provider Choice and Incentives: NeHII believes that by supporting providers in APM models we will
support the independent and rural clinician in being as successful as their urban peers in APMs. NeHII is
utilizing TCPI grant and HITECH funding to expand the reach of HIEs to the clinician office settings.
Benefit design and price transparency: NeHII is pursuing qualified entity activities, as well as advancing
analytic capability by incorporating claims and additional data sets to begin testing a cost/price
transparency application, which would be the first consumer-facing application NeHII offers.
Small Scale Testing: The population of the state of Nebraska is 1.8 million, the mix of urban, rural, and
frontier locations allows for multiple test sites and data acquisition challenges. The Omaha market,
includes academic medical centers, community hospitals and a mix of many other delivery systems
connected to NeHII. By connecting all critical access hospitals, a focus on large clinic practices in the
urban markets and rural clinics aligned to CAHs would allow for a small demonstration project using the
HIE. This would also facilitate a leap forward in interoperability, particularly in expansive geographic
locations.

What Expanded Opportunities for Participation in Advanced APM model designs should
the Innovation Center consider that are consistent with the guiding principles
The accessibility of data is a challenge for many clinicians, often data is trapped in disparate EHRs,
resides outside of health systems or traditional places of healthcare. Supporting HIEs to align with
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delivery system and payment reforms, via supporting activities like HIE pursuits of QCDR, QE and PDMP
enables the HIE to assume the burden of transforming the data captured in an EHR to be normalized,
validated and delivered to provider and patient through a common platform.
NeHII’s goal is to provide accessible data and spread an analytics platform to all clinicians in Nebraska;
this democratizes data in a way that the tools and knowledge necessary to succeed in value based/riskbased payment models are available to all clincians regardless of health system alignment. CMMI
supporting the HIE role in data sharing and value-based care is the infrastructure for interoperability and
patient-centered data access that will drive transformation and bend the cost curve because this
solution will cause the predictive analytics to move to prescriptive analytics and impact behavioral
change to consumers before they are diagnosed with a chronic illness.

NeHII suggestions on the structure, approach, and design of potential Expanded
Opportunities for Participation in Advanced APM models? Please also identify potential
challenges or risks associated with any of these suggested models.
NeHII advocates for continued programs such as TCPI, CPC+, PCMH, and Chronic Disease Management
(CDM) programs, as NeHII has learned through TCPI work, that providers require the foundation of
PCMH and CDM to be successful in APMs. An observed consequence of incentivizing the APMs has been
a rapid progression to APM although time spent on a foundation of practice transformation, and
focused on data-driven decision making could have yielded better performance.
These foundational programs like TCPI and PCMH provide the framework and training that providers
need, especially those in rural access areas that have seen less value-based contracting or faced less
market driven pressure to move in that direction. This technical assistance provides the “crawl, walk,
run” progression of learning and support while developing an overall strategy for the clinic or hospital to
reach APMs.
Many providers are still incentivized and are focused on fee-for-service models. Fear of market revenue
loss by changing their care approach to a PCMH-style model, including training staff on population
health management and care coordination is often verbalized and a source of frustration in all market
types. The transitional period of 2016-2018 is optimal for programs like TCPI and PCMH as it provides an
opportunity to test new care models while avoiding the risk that an APM presents.
NeHII knows that in order for these programs to gain buy-in by providers, we must articulate value and
demonstrate the elements of programs like TCPI and PCMH will pay off when APMs are underway for
the organization. In the meantime, credit under other MIPS categories (such as the TCPI High-Weighted
designation in the Improvement Activities category) are a major selling point for providers to participate
and a frequent topic that begins discussions of further value. MIPS credit in some fashion for
participating in these programs ensures that the providers will see short-term benefits with MIPS, in
addition to the long-term benefits of future success in APMs.
Many of the challenges will be related to the gaps in data. NeHII as the non-profit trusted entity with
established connections across the state is the best positioned entity to address the challenge.
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What options might exist beyond FFS and MA for paying for care delivery that
incorporates price sensitivity and a consumer-driven or directed focus and might be
tested as a model and alternative to FFS and MA?
An optimal model that would highlight both the HIE and team based care through is participation in a
“community care record” demonstration project, where a population of patients opts into this model
and the entire delivery team agrees to share data health system/clinician-patient- payer, so that
comprehensive decisions can be made. All parties would be incentivized to participate. NeHII already
demonstrated success with this approach when the HIE implemented the Integrated Community Project
using the ONC Interoperability Grant funding in Nemaha, NE connecting the hospital, nursing home,
primary care clinic and pharmacy using HIT.

How can CMS further engage beneficiaries in development of Expanded Opportunities
for Participation in Advanced APM models and participate in new models?
NeHII has set forth on working with stakeholders on a community care plan which has led to a
discussion on a standard health record. We believe that a community care record, enabled through an
HIE platform is the answer to patient and clinician struggling with disparate EHRs and Patient Portals. An
HIE is the data aggregator and whether you are a patient or a clinician, knowing that the HIE can safely
and effectively house data which:
•
•
•

Can be recalled on demand from any point of care
Data points are consistent from HIE to EMR
Data that is relevant to most healthcare decisions is highlighted

Is a solution that could bring more clinicians to the point of preparedness for Advanced APMs, as well as
raise their hand regarding ideas for emerging models.

FOCUS Area 2: Consumer-Directed Care & Market-Based Innovation
Models
NeHII comments on the guiding principles or Consumer-Directed Care & Market-Based Innovation
Models?
NeHII agrees to the guiding principles identified by CMS. To support the guiding principles, NeHII
supports the following core components of consumer-directed care:
•
•
•
•

Transparency in cost and quality metrics to empower consumer decisions for healthcare options
Exploring, supporting, and promoting innovative models that support primary care access (e.g.,
CPC+ or Direct Primary Care)
Innovation in technology (i.e., HIEs supporting data portability and a comprehensive record of
care for consumers and clinicians
Interoperability – sharing of information across different healthcare systems, payors, and other
key stakeholders (both clinical and claims data) is the way forward for bending the cost curve,
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and an HIE that is vendor agnostic and the trusted data governance entity is a viable solution to
achieve a place for data, cost and clinical care to be understood.
NeHII believes that a regional/statewide HIEs supporting the pursuit of cost transparency, and clinical
care will be the model that bends the cost curve, reduces the burden on providers and payors for quality
reporting and ultimately reducing the administrative burden overall.
NeHII alignment to Consumer-Directed Care & Market-Based Innovation Model designs should the
Innovation Center consider that are consistent with the guiding principles?
NeHII has pursued QCDR status and is establishing the infrastructure to ingest claims data and pursue
Qualified Entity through which several key metrics on cost and quality can be publicly reported. This
promotes data-driven consumer decisions on healthcare options through transparency.
•
•
•

NeHII plans to support MIPS (through QCDR), APMs (ACOs, CPC+, etc.), Direct Primary Care, and
other innovative models by building advanced analytics infrastructure in the region.
Interoperability – Currently, over 60+ organizations participate in NeHII with over 3.4 Million
patient records. More than 68% of the beds are participating in the state of Nebraska.
Innovation in Technology – NeHII has been leading innovation in technology – examples include
state wide readmissions reporting, patient event subscription reporting, Prescription Drug
Monitoring Program (PDMP), etc. Apart from these, NeHII is building advanced analytics
infrastructure to build descriptive, predictive, and prescriptive analytics using the available data
as well.

Focus Area 3: Physician Specialty Models
Physician-Focused Payment Model Technical Advisory Committee (PTAC) Recommended
Models
Do you have comments on the guiding principles or Physician Specialty Models?
NeHII supports opportunities for specialty providers to serve as the primary source of care through
enabling access to the data generated at a multitude of care facilities. NeHII collects data from all
aspects of the care continuum and serves as a valuable resource for physicians as they engage with
Nebraska Medicaid and the federal Medicare alternative payment options.
Choice and competition in the market: The use of NeHII by specialty providers supports choice and
competition in the market by allowing all who provide care to the patient to view a comprehensive
medical record for the patient. Providers within a health system and independent, specialty providers
all have access to the patient data, regardless of where it was generated.
Patient-centered care: NeHII believes that by supporting providers in Physician Specialty Models, patients
can choose the specialty provider who best meets their needs or is geographically located close to their
residence rather than the specialty provider who is affiliated with a specific health system. The availability
of the complete medical history through NeHII levels the playing field for patients to choose any provider
regardless of EMR, health system affiliation or location. They will be free from the chains that previously
forced them to seek care at certain providers and/or hospitals.
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Benefit design and price transparency: NeHII is pursuing qualified entity activities by incorporating
claims and additional data sets to begin testing a cost/price transparency application which would be
the first consumer-facing application NeHII offers. This tool will support physician specialty models, as
well as advanced APMs as mentioned above.
Small Scale Testing: NeHII’s relationships will both urban and rural healthcare providers and members
of the entire continuum of care fosters the ability to test new payment models on a small scale. As
previously mentioned, NeHII has recently focused on the full integration of a rural community through
NeHII facilitated conversation and data sharing amongst a critical access hospital, the independent
physician clinic, the local pharmacy and a skilled nursing facility. These discussions and subsequent data
exchange solutions exemplify the opportunities for small-scale efforts that can be vetted, scaled up and
repeated throughout the state.
What Physician Specialty Models designs should the Innovation Center consider that are consistent with the
guiding principles?
NeHII advocates the use of model designs that reimburse specialty providers for limited episodes of care
based on value; however, specialty must focus on care coordination agreements facilitating
communication and if no PCP is evident, the specialty care team facilitates the selection and handoff to
a PCP care team.

NeHII supports the use of physician specialty models that continue to support the ability
of the patient to seek care at the facility and with the provider of their choosing.
Facilitating patient and family engagement avoids the reliance on narrow networks and
narrowed choices which may impact access.
A free market approach would support choice and competition and allows an ever-increasingly mobile
population the ability to receive appropriate care. This model requires data sharing, a commitment to
reviewing patient data before ordering duplicative testing and shared decision-making models with
patients and families.
This kind of model could facilitate the benefits of appropriate care seen in Integrated Delivery Networks
(IDNs) without the need for widespread consolidation.
This approach requires optimization of the health information exchange through activities such as PCDH
to ensure all care facilities can view the entire patient health history and gain an understanding of when
the patient received the requested care and if subsequent care is appropriate to prevent overutilization.
This would continue to promote the interoperable exchange of health information and accelerate the
transformation and cost of the current system.
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How can CMS further engage beneficiaries in development of Physician Specialty Models and participate in
new models?
NeHII believes the best way of engaging beneficiaries in the development of Physician Specialty Models
is to collect information regarding the barriers to successful outcomes and the challenges to adhering to
the physician-directed treatment plan through town hall type forums and online engagement platforms
that allow for thoughts and stories to be captured.
While many responses may be unique to the specific patient’s situation, social platforms that allow for
an exchange of ideas, when properly monitored, can be rich sources of ideas and lead to healthier
populations.

Focus Area 4: Prescription Drug Models
What Prescription Drug Model designs should the Innovation Center consider that are consistent with
the guiding principles?
Prescription Drug Model designs should be easily and readily accessible. Interoperability and integration
into the health information exchange, electronic health record, and pharmacy software systems
integrate into increasing provider use. Prescription Drug Monitoring Programs (PDMPs) collect and
report information on dispensed controlled substances, which is a good initial step. Taking that
information and adding all dispensed prescriptions will provide a comprehensive medication history to
use as a tool in the medication reconciliation process. This can be taken one step further by
incorporating e-prescribing data to correlate and link the date when the medication was prescribed to
when the prescription was dispensed or picked up by the patient.
Do you have suggestions on the structure, approach, and design of potential Prescription Drug
Models? Please also identify potential challenges or risks associated with any of these suggested
models.
Prescription Drug Monitoring Programs (PDMPs) have been operational for years, and are now active in
nearly all states. These programs collect and report information on controlled substance prescriptions
that have been dispensed. Several states also collect information on “drugs of concern” which are not,
in many cases, listed as controlled substances. By using the existing PDMP infrastructure which is
already in place, it is possible to collect information for all prescriptions dispensed. This information
typically includes data on the patient, the prescriber, the drug, and the payment type. This information
can create a comprehensive medication history, which is a valuable tool in the medication reconciliation
process.
Many of the challenges will be related to the gaps in data. NeHII as the non-profit trusted entity with
established connections across the state is the best positioned entity to address the challenge.
What options might exist beyond FFS and MA for paying for care delivery that incorporates price
sensitivity and a consumer-driven or directed focus and might be tested as a model and alternative to
FFS and MA?
The practice of electronic prescribing can be a powerful tool for the clinician. As the provider is eprescribing a medication for the patient, that patient’s PBM or payer formulary can be incorporated,
thus displaying the formulary products and costs for the treatment medication to select the most cost-
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effective medication therapy and preventing “sticker shock” when the patient picks up and pays for the
prescription.
How can CMS further engage beneficiaries in development of Prescription Drug Models and/or
participate in new models?
CMS can support HIEs facilitating the PDMP work, beyond opioid management, to include all medication
history as to be a step in the right direction towards accurate medication reconciliation. Further,
transparency with regard to providing a list of the prescription drugs with the patient cost and
alternative medications within that therapeutic class would give patients and the providers valuable
information to make better-informed decisions both clinically, as well as in conjunction with patients.

Focus Area 5: Medicare Advantage (MA) Innovation Models
NeHII comments on the guiding principles or Medicare Advantage (MA) Innovation
Models?
NeHII has pursued registries, QCDR, Qualified Entity in pursuit of enabling the achievement of better
outcomes. The inclusion of statewide HIE work, initiatives supported by the ONC, should be integrated
into the Value-Based Insurance Design as this enables beneficiaries to choose plans that share data in
the interest of quality cost and safety that is transparent to both patient and clinician. If MA offerings
are required to submit claims and clinical data to one repository, (Medicare and commercial claims,
coupled with clinical data), the transparency and pricing information could be achieved. In the context
of NeHII clinical, medication and claims will be aggregated by one entity, agnostic to EHR vendor, health
system or payor with the vision for true data portability and bending the cost curve.
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Focus Area 6: State-Based and Local Innovation, including Medicaidfocused Models
Do you have any comments on the guiding principles or State-Based and Local Innovation, including
Medicaid-focused Models?
NeHII supports State-Based and Local Innovation, including Medicaid-focused Models by enabling
appropriate access to the data generated at a multitude of care facilities throughout the care
continuum. NeHII’s work with hospitals, clinics and managed care organizations throughout the state
helps the organization serve as a valuable resource for Medicaid providers as Nebraska completes its
first year of use of the MCO model. Integrating HIE usage into state-based contracts would be a way to
ensure data exchange and care coordination data used is a combination of clinical and claims data and
used as an enlightening additional data element.
What State-Based and Local Innovation, including Medicaid-focused Model designs should the Innovation
Center consider that are consistent with the guiding principles?
NeHII supports model designs that reward Medicaid providers for participating in health information
exchange. Not only do providers benefit from sharing their data with the entire care continuum for
Medicaid patients, but they also can reduce cost and provide a higher quality of care by using the data
shared with them. Health information exchange benefits are only achieved when the shared data is used
by the downstream care providers. NeHII believes that model designs that encourage the use of the
shared data and reporting of that use through the health information exchange will reduce the reporting
burden on the provider.
Do you have suggestions on the structure, approach, and design of potential State-Based and Local
Innovation, including Medicaid-focused Models? Please also identify potential challenges or risks associated
with any of these suggested models.
NeHII suggests the incorporation of health information exchange into the structure and design of StateBased and Local Innovation, such as incentivizing states to include state-wide HIE participation for MCO
contract awardees.
Many of the challenges will be related to the gaps in data. NeHII as the non-profit trusted entity with
established connections across the state is the best positioned entity to address the challenge.

What options might exist beyond FFS and MA for paying for care delivery that incorporates price sensitivity
and a consumer-driven or directed focus and might be tested as a model and alternative to FFS and MA?
NeHII supports establishing the statewide HIE model that is also QCDR and Qualified Entity as the source
of truth for cost and clinical quality; this will allow for care management and care coordination, as well
as visibility on claims that would allow for population-based cost analysis and population-based
payments.
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How can CMS further engage beneficiaries in development of State-Based and Local Innovation, including
Medicaid-focused Models and participate in new models?
NeHII believes the best way of engaging beneficiaries in the development of State-Based or Local
Models is to ease the burden of data collection on providers, payers and health systems by supporting
HIE adoption in the ambulatory/outpatient clinic settings.
The barriers to successful outcomes and the challenges to adhering to the physician-directed treatment
plan from the patient perspective is only understood when all parties in a care team understand
utilization, care provided, risks, and social determinants of health. NeHII believes much improvement in
patient and family experience, cost, and quality could be achieved simply by insights into data for
patient and clinician.

Focus Area 8: Program Integrity
What Program Integrity model designs should the Innovation Center consider that are consistent with the
guiding principles?
NeHII advocates for a CMMI demonstration project that incentivize data sharing to Statewide
Public/Private partnerships, HIEs that are supporting central data repositories, active in analysis and
providing insights, supporting local workforce development in data science and providing insights to
patients, clinicians, and health systems agnostic to EHR vendor, patient location, provider alignment, or
to payor of healthcare.
Programs would see more participation if CMMI clarifies providers’ requirements for participation in the
Quality Payment Program or eligibility for the specific program. NeHII would support a provider model
that would allow for a two-year transition from TCPI to MSSP to ensure once in a program a clinician can
sustain the model. Clinicians and support staff need training to get the most useful reports out of their
EHR and learn more about HL7 and QRDA III files as these are necessary to contribute to reporting
mechanisms, and many entities want to participate in CMMI work but get stuck at this data aggregation
stage. As the QPP Help Desk assists with questions on MIPS, there could also be immediate support for
clinicians to be walked through each EHR in order to pull the necessary report for whichever CMS or
CMMI program they choose. The diversity of EHRs and the reporting options per EHR can limit a clinician
team’s ability to show value through data reporting.
Programs should open grant reporting options to include methods that providers are already utilizing,
such as QRDA III and flat files rather than manually submitting numerator/denominator values for time
periods different from the typical report. Clinicians are less inclined to be engaged in CMMI projects if
the data collection method requires training or extended efforts beyond the typical reporting routine for
quality measures. If data collection can double for multiple requirements, this will encourage
participation and evidence-based feedback for CMMI on clinician quality improvement. CMMI could
promote its programs more direct-to-clinicians, as experience has shown some healthcare entities
purchase third-party services for technical assistance, MIPS consulting and other QPP support that is
already provided through CMMI programs. Many times, this is due to lack of awareness of the CMMI
program before finding a vendor to fill that need.
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Additional comments or suggestions related to the future direction of
the Innovation Center
The model and vision that NeHII has adopted are facilitating data portability, data democratization in a
way that all providers, metropolitan health system or frontier clinic will have access to the right data, at
the right time, for the right patient.
Easing the burden on providers by facilitating change in practice, keeping deadlines and thresholds in
place because moving them deescalates the urgency for transformation and the visibility of the true cost
of health expenditure to the country. Focus on the tools providers need to facilitate change, promote
data democratization, support modernization of HIPPA, support competition in EMR vendors that do not
create monopolies and support data portability as too much consumer data is locked inside one or two
EMR vendors and the patient nor their community providers have limited insights into that data.
Collectively, NeHII staff have spent many years working with vendors-both willing and difficult data
sharers, facilitated clinician access data, incorporate performance improvement activities into practice
and invested in support of CMMI activities. A foundational barrier to success or entry of many CMMI
programs is access to data, the difficulty in obtaining data and what to do with data once it is obtained.
NeHII advocates for more active support from HHS/CMS to combat data blocking, active
nonparticipation from a health system in a market where the greater proportion of health systems are
data sharers is data blocking.
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November 15, 2017
Amy Bassano
Acting Deputy Administrator for Innovation and Quality
Acting Director, Center for Medicare and Medicaid Innovation
Mail Stop WB-06-05
7500 Security Boulevard
Baltimore, MD 21244
Dear Ms. Bassano,
Nemours Children’s Health System (Nemours) appreciates the opportunity to provide comments on the
Center for Medicare and Medicaid Innovation’s (Innovation Center) Request for Information (RFI) on a
new direction. We offer input on how new models can improve the health of the pediatric population.
Nemours is an internationally recognized and integrated children’s health system that owns and operates
the Nemours/Alfred I. duPont Hospital for Children in Wilmington, Delaware, and Nemours Children's
Hospital in Orlando, along with major pediatric specialty clinics in Delaware, Florida, Pennsylvania and
New Jersey. Established as The Nemours Foundation through the legacy and philanthropy of Alfred I.
duPont, Nemours offers pediatric clinical care, research, education, advocacy and prevention programs in
the communities we serve. The Nemours promise is to do whatever it takes to treat every child as we
would our own. We care for more than 400,000 children each year and are committed to making familycentered care the cornerstone of our health system.
The Innovation Center has the potential to catalyze models that significantly improve the health of
children. Pediatric providers are innovating, and like their adult-focused counterparts, they need support
to bring these innovations to scale and to sustain them. We believe that the Innovation Center should play
a critical role in supporting and spreading effective existing and emerging innovations designed with
children and pediatric providers/health systems in mind that improve health and reduce costs while
meeting the needs of the patient and family. Consistent with our mission, we support the Innovation
Center’s goal to “foster an affordable, accessible healthcare system that puts patients first.”
Nemours believes there is great opportunity to address the needs of the pediatric population through
models focused on Medicaid and the Children’s Health Insurance Program (CHIP). Children represent
nearly half of all enrollees in Medicaid, and Medicaid therefore has great potential to drive innovations
impacting the pediatric population. For all of the relevant focus areas set forth in the RFI, as the
Innovation Center considers its new direction, we ask that you specifically test pediatric models through
the Medicaid and CHIP programs. Additionally, we ask that you consider the regional nature of pediatric
care. Children cross state lines because they live near a state border or have a specialized need that is best
treated outside of their home state. Furthermore, national shortages of pediatric specialists cause many
children, particularly those with complex medical conditions, and their families to travel across state lines
to access appropriate specialty care. As a result, we encourage the Innovation Center to consider model
tests that are responsive to the regional nature of pediatric care, including testing alternative payment
models designed specifically for the pediatric population.
Nemours appreciated the Innovation Center’s RFI for pediatric alternative payment models earlier this
year, and we hope the Innovation Center will move forward with a request for proposals in this area.
Additionally, we see great opportunity to advance the needs of the pediatric population within the focus
areas set forth in this RFI. We offer the following comments in response to the specific questions posed in
the RFI and have also replied through the web form.

Focus Area #2: Consumer-Directed Care & Market-Based Innovation Models
Nemours recognizes the importance of placing individual consumers and patients at the center of health
care models. We are especially interested in ensuring that parents of children, particularly young
children, have the information and power to make informed decisions about their children’s health care
needs and treatments. There is a significant need to make the health care system more navigable and
transparent, as CMS suggests, for these parents in particular and consumers in general. Therefore, we
would suggest that testing new models of payment for care that meets consumer demand is equally
important. Not only can consumer-driven care models improve patient satisfaction, but Nemours also
believes there is significant opportunity to improve outcomes and reduce health care costs.
Models of care for pediatric patients are not often considered as options for increased savings, with the
exception of children with complex medical needs. Therefore, more should be done to ensure that parents
have the information to choose the most appropriate provider for their children’s health needs. In
addition, investing in health and wellbeing before a child becomes ill could avert future costs associated
with acute or chronic illness. This is especially true for Medicaid and CHIP, wherein pediatric patients
may be beneficiaries for multiple years, thereby creating the potential for these programs to realize a
return on investment in prevention and early intervention.
Meeting the needs of consumers means that we need to provide high quality care in the places where
children and families live, learn and play, not just within the four walls of the health care system. For
children enrolled in Medicaid and CHIP, CMS should test models in which access to services is expanded
to those places – schools, child care sites, at home and in the community – through the use of 21st century
technology like mobile apps, telehealth and remote patient monitoring. In order to achieve CMS’ goals of
increased transparency and enhance the consumer experience, we recommend packaging digital health
tools in a single model to make health care more navigable.
At Nemours, we are working to build access points and service lines that meet our patients and families
where they are. For example, we are developing tools and processes to help schools and childcare
programs easily access Nemours’ unique health resources for educators, parents, and students. A pilot
project between Head Start, Early Head Start, a Federally Qualified Health Center (FQHC), and Nemours
is underway to streamline communication, enhance health care and health information access, and
improve health outcomes among participants. In addition, we will soon launch a telehealth consultation
model for parents to review their preschooler’s early literacy development in order to promote reading
success as a long-term strategy for improving adult health literacy capabilities and health outcomes across
the lifespan. Most closely aligned with a potential test model are the two projects outlined in more detail
below.
Nemours is in the process of piloting a model of care for medically complex children leveraging our
partnerships with existing home nurse programs to bring routine specialty care visits into the home
instead of unnecessarily requiring the family to travel to the medical center because we know that often, a
majority of the costs are post-discharge, in post-acute or home health care. To accomplish this, we will
leverage our telehealth infrastructure and deploy remote patient monitoring devices that will allow our
physicians to listen to heart and lung sounds and look into the child’s ear. We have chosen children with
complex conditions that require more than one specialist and who have demonstrated high utilization,
principally through emergency room visits and admissions. We will test this model and have data to
report at a later date. We expect to find lower utilization due to early detection and intervention and
subsequent cost reduction. We also believe that by helping the children get better in their home setting,
we will increase patient and family satisfaction.

We are also building an app that integrates all of Nemours’ digital assets including telehealth, the patient
portal, and education with the goal of simplifying the user experience of navigating the healthcare system
and providing patients and families tools they need in order to better manage their care through the types
of digital technology they are using every day in other aspects of their lives. Our first test group will be
children with asthma as this chronic condition is the number one cause of emergency room visits and
admissions. We want to support families in the management of this chronic condition between visits,
whether it’s routing them to the appropriate level of care at the right time or supporting the relationship
between the patient and provider so there is a better understanding of what’s happening with the patient in
real-time. We believe and will test our theory that focusing on improved outcomes and partnering with
families in their management by utilizing these innovative tools will result in reduced costs while better
meeting the needs of consumers. We anticipate having test data to report in 2018 and would happy to
share with CMS and the Innovation Center.
The pediatric asthma model (which in the future we plan to apply to additional chronic diseases) depends
upon the use of remote patient monitoring (RPM) devices to monitor our patients and analyze acute
episodes in real-time. RPM can be used for many disease states, and has the potential to prevent or
shorten acute episodes of care. In 2016, AHRQ published an overview of the evidence for various
telehealth interventions, including remote patient monitoring (RPM).1 As is typical in many areas of
children’s health, researchers found that telehealth applications within pediatric cancer and chronic
pediatric health conditions are areas not well represented in the research. However, one of their major
findings was that sufficient evidence exists to support the effectiveness of RPM in patients with chronic
conditions. The review found 49 studies that showed either potential benefit or positive benefit to the use
of RPM for respiratory disease. With regard to cost and utilization, 24 studies found potential benefit for
patients with mixed chronic conditions and 7 studies found benefit, while 23 found potential benefit for
patients with respiratory disease.
In addition to the large number of studies that examine RPM in adults with chronic conditions, several
studies have examined the use of RPM on younger cardiology patients. For example, a 2016 study
examining RPM in young patients with cardiac implantable devices found that the small number of alerts
that required physician review were recognized 76 days prior to the next scheduled appointment.2
Additionally, most of the patient-initiated transmissions proved to be non-issues after physician review,
effectively avoiding unnecessary hospital admissions. Similarly, a 2014 study of pediatric patients with
cardiac implantable devices also found that RPM allows for timely identification of arrhythmias with
great accuracy, potentially allowing fewer clinical visits.3 Overall, RPM within pediatric cardiology
improves care, increases patient satisfaction, and allows for the timely identification and resolution of
problems.4 More broadly, RPM programs can reduce costs associated with transportation and time off
from work for family members, and reduced clinic time for providers.4
To build on these promising early findings, Nemours suggests testing a value-based payment model with
a small set of vanguard health systems and/or providers (e.g., remote home health) that encourage
prevention, early intervention and diversion of care to the most appropriate venue using telehealth, remote
1
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patient monitoring and access to care in non-traditional settings for children with chronic disease. As it
currently stands, the business case for meeting consumer needs is woefully underdeveloped due to policy
barriers that affect providers’ ability to be reimbursed for 21st century care. The greatest challenge we face
right now is that telehealth reimbursement policy varies widely across states, and Medicare and many
Medicaid/CHIP programs do not allow reimbursement for at-home visits using RPM. In our comments
related to Medicaid, we propose a test model to address many of the policy barriers impacting telehealth.
With relation to RPM, in states where Medicaid does reimburse for RPM, the restrictions for RPM use are
so great that RPM programs cannot reach scale. Only 21 state Medicaid programs currently reimburse for
RPM in some fashion; however, the requirements and restrictions for RPM vary significantly across
states.5 Some states restrict the clinical conditions or symptoms which can be monitored or limit the
information that can be collected, for example.
The Innovation Center could work with providers to test a payment model with a vanguard set of health
systems on the cutting edge of consumer-focused care that addresses the needs of consumers and builds
evidence and best practices to support similar models across the nation. Such a payment model could
focus on pediatric chronic disease management using a suite of digital health tools including telehealth;
remote patient monitoring; direct message or other secure messaging with the child’s care team; text
message reminders for visits, health maintenance, environmental alerts (e.g. for asthma patients);
reimbursement for connections between health care and other settings (e.g. schools, child care) to ensure
coordinated care. Partner sites should be reimbursed for facilitating visits, and providers like school
nurses or other clinical professionals who routinely participate in a child’s care should be considered as
part of the child’s care team.
Caring for children, Nemours sees significant opportunity in the Medicaid and CHIP programs for
consumer-driven care, as outlined above. While we do not recommend that the Innovation Center
prescribe a specific payment model to accompany the proposed model above, we do believe in
collaborating with States to come up with different models that are feasible and sustainable. We also
believe that a risk-based or value-based approach makes the most sense for consumer driven care that is
focused on chronic disease management, lower utilization and prevention as a primary pillar of care.

Focus Area #6: State-Based and Local Innovation, including Medicaid-focused Models
Nemours is supportive of the inclusion of demonstration models that are designed to advance innovation
for the Medicaid population. In particular, Nemours recommends inclusion of policies within the
guiding principles of value-based payment models in Medicaid and CHIP that:
 target the pediatric population;
 address underlying social determinants that have a major impact on the health of the child and
family;
 leverage innovations in consumer-focused technology and digital health tools including
telehealth, remote patient monitoring, and precision medicine to help families better partner with
their health care providers to improve their health.
There is a strong rationale for testing value-based payment models to improve the health of children and
families through a holistic, community-based approach that leverages technology and recognizes the
multi-faceted determinants of health. Decades of research concludes that social factors (e.g.
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socioeconomic status, education, housing, transportation, access to food, etc.)6 have a powerful impact on
health, especially in childhood.7 It is estimated that medical care is only responsible for 10 to 15 percent
of preventable mortality in the United States.8
Additionally, research has shown that the foundations of good health take root in the earliest years9 and
that children with health problems in early childhood have poorer long-run health, a higher likelihood of
being on social assistance, and lower educational outcomes.10 “Developmental, behavioral, educational
and family problems in childhood can have both lifelong and intergenerational effects. Identifying and
addressing these concerns early in life are essential for a healthier population and a more productive
workforce.”11
Given what we know about the importance of the early years and social determinants to lifelong health,
Nemours recommends that the Innovation Center test models that incentivize states and localities to
address the health needs of children and families by connecting health care with other providers in the
community to address the social needs impacting health. With advances in remote patient monitoring
and telehealth (as described below), partners across the community – from schools to early care and
education to community-based organizations – can work with health care providers to empower
families to become more active participants in their health and the health of their children. CMS can
play a powerful role in catalyzing these partnerships. Additionally, in testing these models, we
recommend that CMS simplify reporting and data collection requirements for awardees so that they are
not discouraged from applying due to overly burdensome (and therefore costly) requirements.
As noted above, Nemours recommends that the Innovation Center provide flexibility to states and
communities to test value-based models that focus on Medicaid and CHIP beneficiaries, particularly the
pediatric population, based on local needs. In particular, we recommend testing the following three (3)
model designs. (Numbers 1 and 2 are described in more detail in the next section).
1. Telehealth –The use of technology is growing in healthcare as the opportunities for cost
reduction and better outcomes are demonstrated. However, Medicaid and CHIP lack
policies and guidance needed to facilitate the use of technology and instead, restrict the
ability of providers to utilize these tools despite the growing demand among consumers.
Among these new tools are telehealth and remote patient monitoring in the pediatric space.
The Innovation Center should consider testing a pediatric telehealth model for Medicaid
enrollees.
Nemours’ experience with telehealth is consistent with the overarching goals of improving care
while reducing costs and meeting consumer needs. In 2014, Nemours launched a pediatric
6
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telehealth program and now provides telehealth services across six states in over 29 specialties,
including a 24/7 on-demand pediatric care, into community health system partners, primary care
clinics, schools, cruise ships and in the home with plans to expand care into the home as remote
monitoring devices mature in the pediatric market space. Through this program, Nemours has
demonstrated high quality care, cost-savings, and reductions in unnecessary, high-cost utilization,
primarily for children with low-acuity conditions.
Since 2014, we have collected data on telehealth encounters and have also conducted multiple
surveys to understand the demand for and impact of telehealth services. We have found that:





Sixty-four percent of parents polled have used or plan to use telemedicine within the next
year for the child.
Fifteen percent of parents have tried these services, but a strong majority is receptive to
online doctor visits for common childhood ailments and routine well-child visits. Compared
to a similar study conducted by Nemours in 2014, parents’ use of online doctor’s visits, while
still relatively low, has grown by 125 percent.
Among parents who have tried an online doctor visit for their child, 97.5 percent rated the
experience as equal to or better than an in-office visit.

Regarding Nemours’ program, we have found that:
 Patient families rate the service of the provider at 5 out of 5 stars 94 percent of the time
and rate the platform 5 out of 5 stars 92 percent of the time, with an average wait time
under 5 minutes.
 The periods of highest utilization were afterschool hours from 4pm to midnight, which
are predominantly outside regular business hours.
 As part of a Press Ganey pilot that Nemours participated in, Nemours’ score for
“likelihood to recommend” was 88.5, putting the program in the 95th percentile.
 A majority of those who have already had an online doctor visit for their child also
looked to telemedicine for more immediate care than waiting for an in-office visit (53.4
percent) or for an after-hours medical opinion (52.3 percent).
Since the launch of Nemours’ 24/7 on-demand service, survey respondents reported that they
would have gone to the following if the 24/7 on-demand telehealth service was not available, 25
percent to emergency room, 34 percent to urgent care center, 27 percent to primary care and 2
percent to retail health center. The diversion of care to a lower acute virtual setting has cost
saving implications as estimated in a study conducted by HealthCore Inc. and LiveHealth Online
earlier this year12. Retail Health Centers, Urgent Care Centers, Emergency Rooms and primary
care office visits were estimated to be $36, $153, $1735, and $162 more expensive than virtual
visit episodes, respectively, including medical and pharmacy costs. There is great potential for
Medicaid to realize some of these cost savings through a model tested at the Innovation Center
that focuses on meeting the needs of consumers where and when they seek out services.
2. Accountable Communities for Health for Children and Families – Prevention, early
intervention, and empowering families to better address the needs of children are at the core of
optimal child health and well-being. An Accountable Community for Health is a structured
collaboration among health care, public health, and other partners (e.g. schools, community-based
human services agencies) to improve health, safety and equity within a defined geographic area
12
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through comprehensive and coordinated strategies.13 An ACH for Children and Families
(ACHCF) seeks to optimize health trajectories of children and their primary caregivers in a
geographic area (in this case Medicaid and CHIP beneficiaries) while reducing the total cost of
care for that population over time.14 ACHCF models (especially models enhanced by telehealth
and other consumer digital tools) have the potential to help health care and social services
providers connect families with the services they need (e.g. food, housing, transportation, job
placement, child care placement, etc.) at the right time and at the right place in the home or in the
community in order to improve outcomes for children and families.
3. Closed Loop Community Care Coordination Systems to Connect Beneficiaries with
Services and Close the Feedback Loop – One critical element of an ACHCF is a closed loop
community care coordination system that helps ensure that individuals are referred to and obtain
the medical, behavioral, and social services they need across sectors without duplication,
including ensuring that the referring provider is notified when services are rendered. The
Innovation Center could test value-based payment models to both catalyze and sustain bidirectional, “no wrong door” closed loop systems that 1: identify/surface individuals in need of
service; refer them to needed health or social service providers; 3) close the feedback loop to
notify the referring provider when services are rendered; 4) rate the service provider in a
transparent way; and 5) track outcomes. A few basic tenets to consider in model design include
the following:
A. Testing of closed loop community care coordination systems should be completed as
part of a larger ACHCF model, as well as independently to address the needs of
communities in varying stages of readiness for integration.
B. Payment models tested should account for:
 Upfront costs of implementing these systems; and
 Ongoing costs needed to sustain and maintain the systems, including the
costs of navigators who perform the connections to services.
C. Model tests should include either pre-post comparisons or a control community to
help determine the impact of addressing health-related social services on the health
care costs and utilization of the child and family.
D. Model test should be flexible, recognizing that states, communities and providers
may have some combination of the 5 elements listed above in place already and may
need to mix and match systems according to local needs and assets.

To support the above models, Nemours recommends that CMS encourage and provide states with the
flexibility (through waivers or other authorities) to braid funds from different federal, state and private
sources to achieve common goals, with a focus on simplification in reporting processes. In doing so, the
Innovation Center would help catalyze public-private partnerships that incentivize local innovation to
meet the needs of families and communities.
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Model Design & Structure
1. Telehealth
A large portion of the Nation’s pediatric patient population are Medicaid enrollees. In each state,
telehealth is defined, regulated and reimbursed differently by Medicaid and other payers, resulting in high
administrative and transaction costs for pediatric telehealth programs. Furthermore, pediatric telehealth,
much like pediatric health care in general, faces unique challenges and opportunities when compared with
its adult population counterpart. For example:
 Pediatric patients who are covered by Medicaid experience a variation in covered telehealth
services, depending upon their state, a barrier that does not exist for the Medicare population.
 Effective pediatric care requires pediatric specialty providers, and many patients are located in a
different state than their doctor(s). The existing licensure compact has not demonstrated efficacy
as providers must still obtain a license in each state and the cost for multiple licensures is in fact
higher through the compact.
 State Medicaid fee schedules sometimes restrict the ability to bill and receive reimbursement for
site origination fees. This is a significant barrier that does not exist in the Medicare program.
Yet, as previously mentioned, when used appropriately, telehealth can deliver convenient, high quality,
low-cost care that benefits patient families, payers and health systems. We believe there is an opportunity
for the Medicaid program to reap cost-savings and promote better health outcomes for children by
working with states to provide additional opportunities and flexibility to expand coverage for pediatric
telehealth services. Nemours recommends a test model outlined below.
CMS Demonstration Pilot to Explore Opportunities in Pediatric Telehealth
To help ensure high quality care for all Medicaid enrolled children, we recommend that CMS launch a
pilot program wherein a group of states – likely in the same region – would agree to develop and test a
coordinated approach that addresses the principal barriers (for example, licensure and reimbursement
disparity) with an evaluation based on access to care, quality of care, patient/family satisfaction and costsavings.
Such a pilot would provide multi-state licensure portability for Medicaid providers in that region and a
standard reimbursement policy (e.g. covered services, geographic requirements, payment parity, fee
schedules), of course allowing for reimbursement rates appropriate for the respective states. The
demonstration could also provide the option to focus on targeted services for high cost conditions, such as
asthma, diabetes, kidney disease and others, and could explore best practices and policy related to remote
patient monitoring.
2. Accountable Communities for Health for Children and Families
Nemours commends the Innovation Center for testing an Accountable Health Community model. An
ACHCF model could serve as a more flexible next generation model that is focused on addressing the
unique needs of children and families, through a less restrictive model design that is initially tested in a
vanguard set of communities (3-5). An ACHCF model test that is rooted in community and beneficiary
engagement could entail the following core principles:


Communities should not be required adopt a specific payment model but rather should
have the flexibility to work with payers and their states to develop and test a payment
model, so long as it is value-based. By initially testing a portfolio of payment designs that span

the range of options from pay for performance to bundles to outcomes tied to full capitation (in a
limited number of communities), the Innovation Center would gain knowledge that would help to
inform a larger-scale test in the future. For example, the Innovation Center could test models in
which a Managed Care Organization (MCO) and ACH are separate entities, as is the case in
Washington state, as well as a structure in which there is one risk-bearing entity (as is the case
with Oregon’s Coordinated Care Organizations (CCOs)) that includes the MCO and ACH as
partners within the CCO. Health care costs and outcomes could be tracked for each structure and
used as a basis for comparison.


As noted above, states should have the flexibility braid various funding sources (through
waivers or other authorities), and communities should be encouraged to leverage funds
from public and private sources. In cases in which braiding of funds occurs, CMS project
officers should collaborate with other funders to create joint data collection and reporting
requirements to ensure an undue burden is not placed on communities. Coordination needs to
occur at the funder level to ultimately maximize impact and integration at the community level.



CMS should ensure that awardees explore a mix of short-term, intermediate and long-term
outcomes metrics to track progress and outcomes for the health and wellbeing of child and
family for a geographic region. This should explicitly include a process wherein the state,
community partners and other stakeholders mutually agree on metrics, based on local needs.
Especially if non-CMS funding sources are supporting an awardee, the awardee should be
encouraged to track metrics that go beyond health care (e.g. kindergarten readiness, food security,
etc.).



The Return on Investment timeframe for an ACHCF should be seven to ten years, given the
focus on preventing and opposed to reducing disease, and optimizing health. Older adults are
a costlier, sicker population than children, and therefore achieving cost savings in the short-term
is a more reasonable proposition for the older population. As a result, adjustments need to be
made regarding the expected timeframe for results.15



CMS should consider inclusion of a set of core elements for an ACHCF model. A
framework can be found here.



CMS should ensure that a model tests whether a stand-alone ACHCF would achieve the
scale and eventual cost savings needed for success or whether an ACHCF should be
embedded in a broader ACH (with some shared infrastructure, data sharing, and so on, but
distinct payment models and metrics) to achieve financial sustainability. Both models should
be tested and studied.

Beneficiary Engagement
Especially for community-focused models, beneficiary engagement is critical. Below are two suggestions
for how CMS could help to engage beneficiaries to participate in new models.
- Provide preference to applicants that include a focus on engagement of CMS beneficiaries in
model design as part of their application submission to the Innovation Center. This could include
beneficiary input in the application itself.
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-

Provide incentives to awardees that have high levels of engagement and satisfaction from
community residents who are CMS beneficiaries.

Focus Area #7: Mental and Behavioral Health Models
Nemours strongly supports and encourages the Innovation Center to focus on demonstration programs
related to mental and behavioral health. We would also suggest specific inclusion of Medicaid/CHIP
models that address the needs of the pediatric population within this focus area.
Research has shown that the foundations of health take root in the earliest years. Adverse childhood
experiences occurring in early childhood can have lifelong consequences, impacting physical and mental
well-being and leading to high-cost behavioral health and related conditions. For example, traumatic
experiences such as abuse or persistent poverty can disturb neurobiological systems that guide physiological and behavioral responses to stress and permanently increase the risks of disease.16 Toward that
end, in general, we suggest that the Innovation Center test models to build resilience within families and
communities, starting in the early years.
Additionally, we are supportive of CMS’ potential focus on opioids. Within the opioid portfolio, we
believe that an area of particular focus should include Neonatal Abstinence Syndrome (NAS).
NAS is a drug-withdrawal condition in newborns caused by prenatal exposure to addictive illegal or
prescription drugs.17 NAS babies exhibit a wide range of symptoms within the first few days of life,
including irritability, gastrointestinal dysfunction, feeding difficulties, respiratory distress, neurologic
problems, high-pitched and excessive crying, tremors, and temperature instability.18, 19, 20, 21, 22 Affected
babies require extended time in the hospital and more complex treatment options than babies born without
NAS. In 2012, the average length of stay (LOS) for NAS babies was 16.9 days compared to 2.1 days for
normal birth babies.23
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abstinence syndrome. Addiction science & clinical practice, 9(1), 19.
22 Jones, H. E., & Fielder, A. (2015). Neonatal abstinence syndrome: Historical perspective, current focus, future directions.
Preventive medicine, 80, 12-17.
23 Patrick, S. W., Schumacher, R. E., Benneyworth, B. D., Krans, E. E., McAllister, J. M., & Davis, M. M. (2012). Neonatal
abstinence syndrome and associated health care expenditures: United States, 2000-2009. Jama, 307(18), 1934-1940.

From 2000 to 2012 in the United States, the incidence of NAS increased nearly five-fold, from 1.2 to 5.8
per 1000 hospital births, and costs have also risen 23, 24, 25 The average total costs of care for a NAS-related
birth at hospital discharge increased significantly from 2000 to 2012, starting at $39,400 and increasing to
$66,700 (inflation-adjusted). Pharmacological interventions, a common approach for treating babies with
NAS, can increase the cost of care even more, ranging from $86,900-$100,000 in 2012. This is a stark
contrast compared to the range for an uncomplicated term baby, which was $3,400 - $3,600 in the same
year. 25 Recent data shows that from 2009 to 2012, the combined total hospital charge for NAS across allpayers nearly doubled from $732 million to $1.5 billion with 80% covered by Medicaid. Medicaid
payments to hospitals for NAS during the same time period increased from $564 million to $1.2 billion.25
Medicaid is currently paying for more than 80% of all NAS-related cases.26 The increasing prevalence
and costs associated with NAS present an opportunity for the Innovation Center to work with providers
and communities to improve care, improve health and reduce costs to Medicaid.
NAS is a complex issue that requires a multi-faceted clinical and community response that addresses the
needs of the mother and the baby. Since there is great potential to improve care, reduce LOS and
ultimately reduce costs to the health care system through a focus on improving NAS treatment
approaches, Nemours recommends that CMS work with providers to facilitate the testing of valuebased payment models under Medicaid and CHIP for the mother-baby dyad. This could include early
identification, standardized pharmacological and non-pharmacological protocols for the baby, mental
health and parenting supports for the mom, and supporting connections (via a navigator) to social services
(e.g. food, housing, job placement, transportation, etc.) for the mom and baby prior to discharge
Nemours recommends the following guiding principles and key components for testing NAS valuebased payment model designs.
Encouraging Collaboration: A comprehensive response to opioid abuse requires collaboration
among many sectors beyond health. As such, it is important that CMS encourage awardees to
work with public health and other community agencies regarding partnering on consistent and
reliable methods for coding and collecting data as well as comprehensive approaches to
prevention, treatment and early detection of NAS. This includes promoting awareness of NAS
and prenatal substance use through education of women of child-bearing age regarding the
impacts of drug use on a baby, as well as screening women of childbearing age during routine
medical visits once rapport and trust is established. While CMS has an important role to play in
terms of catalyzing value-based payment models for NAS, it is one piece of a larger community
and state-based approach. Awardees should be encouraged to connect with other partners to
develop comprehensive approaches, leveraging other federal, state and private funds.
Comprehensive approaches should include working with other stakeholders in the community
who provide key services (e.g. housing, transportation, education, food services, etc.) as well as
child welfare agencies and local law enforcement to develop supportive, non-punitive approaches
that address the mental health and social needs of the families, as described below.
Standardizing care and treatment: The Government Accountability Office (GAO) recently
published a report recommending standardized approaches for screening and treating NAS24

NIH National Institute on Drug Abuse. “Dramatic Increases in Maternal Opioid Use and Neonatal Abstinence Syndrome.”
https://www.drugabuse.gov/related-topics/trends-statistics/infographics/dramatic-increases-in-maternal-opioid-use-neonatalabstinence-syndrome
25 Patrick, S. W., Davis, M. M., Lehmann, C. U., & Cooper, W. O. (2015). Increasing incidence and geographic distribution of
neonatal abstinence syndrome: United States 2009 to 2012. Journal of Perinatology, 35(8), 650-655.
26 Newborn Health: Federal Action Needed to Address Neonatal Abstinence Syndrome. (2017, October 4). Retrieved October 4,
2017, from The Government Accountability Office website: http://www.gao.gov/assets/690/687581.pdf

affected babies.26 Effective standardized protocols can include NAS evaluation and treatment,
scoring practices (used to screen newborns and to determine the appropriate course of treatment),
as well as pharmacologic (e.g. buprenorphine, methadone or morphine) and non-pharmacologic
interventions (e.g. breastfeeding, soothing, cuddling, swaddling, etc.) that are evidenceinformed.26, 27 Hospitals with rigorous weaning guidelines (to help babies wean off opioid
dependence) have seen lower health care utilization and improved outcomes such as shorter
treatment time, reduced LOS and lower rates of adjunctive therapy.28 Value-based models
focusing on NAS should test the range of evidence-informed treatment protocols.
Building resilience for mothers and families by focusing on social services connections,
mental and behavioral health and parenting support: Linking families with needed mental,
behavioral and social services should be accounted for in value-based payment models for NAS.
Often, even when NAS surviving babies are discharged from the hospital, mothers find
themselves without the resources and support needed to care for their babies. A 2015
investigation by Reuters found that many babies die after being discharged from the hospital. For
75 percent of these cases, the mothers caused the deaths for various reasons related to neglect.
When asked in retrospect, many of the mothers wished for social services interventions.29
As a result, in addition to the treatment options outlined above for babies with NAS, Nemours
recommends the following three-pronged approach to support the mother (which is necessary
to ultimately support the baby’s health and well-being):
1) Connections to social services – As described above, it is critical that connections are made
to a range of social services providers (e.g. housing, food, transportation, financial
counseling, etc.). Initiation of connections should begin as soon as possible, even in the prenatal period. A comprehensive model should include a navigator (e.g. social worker, care
coordinator or community health worker) who actively connects the mother with these
services and follows up post-discharge and who is coordinating with the services the mom
may be receiving at a Medication Assistance Treatment (MAT) center. Note: Innovation
Center funds would not support the actual provision of the service but rather the connection
to the service.
2) Mental and behavioral health supports - Mothers of NAS babies could also benefit from
programs that address their mental and behavioral health needs. For example, Thomas
Jefferson University Hospital in Philadelphia, PA has a program that provides a 12-week
mindfulness-based parenting intervention for mothers on medication-assisted treatment
(MAT) for opioid use disorder. Results show that participating mothers’ stress levels
significantly decreased after the intervention.30 There are other programs across the nation
that provide crisis stabilization beds and counseling for recovering moms. By helping
mothers cope with stress better and addressing their mental health needs, these types of
interventions can help change the potential course of trauma and improve both children’s and
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families’ lives.
3) Follow-up parenting supports in the home - There is growing body of evidence-based
research suggesting that improving parenting skills and competencies can help support a
child’s health and development.31 One example of an evidence-based parenting program is
the Nurse-Family Partnership (NFP). The program trains nurses to conduct regular homevisits to first-time, low-income mothers starting at pregnancy and continuing through the
child’s second birthday. Results from the program showed significant reductions in negative
outcomes such as pregnancy complications, childhood injuries, and developmental
challenges.32 Similar in-home support could be provided to moms and NAS babies, postdischarge.
Given the complexities of NAS at all levels from conception to post-birth, Nemours recommends that
CMS consider testing a variety of payment models to support the comprehensive model described
above. This could include bundled payments that start at the time of NAS identification and extend at
least 6 months post-discharge to track outcomes during the critical post-discharge period. Components of
the bundle are described above (pharmacological and non-pharmacological treatment options for the
baby, in addition to mental and behavioral health support for the mom, connections to social services,
with follow-up from a navigator, and parenting supports). Another payment model that could be tested is
pay for performance, with outcomes that include survival rates for the baby, health care utilization and
spending. Furthermore, CMS could test a hybrid model such as a monthly case-management fee for NAS
babies. In the longer-term, CMS could also work with awardees to track developmental outcomes for
NAS babies to determine if interventions had any impact on these outcomes over time. These payment
models should be coordinated with broader prevention and early detection strategies that states and
communities are pursuing so that the model is leveraging the other services and supports available but not
paying for them and most importantly, is ensuring a coordinated and comprehensive response that has
great potential to improve outcomes and reduce Medicaid costs.
Beneficiary engagement is critical for both clinical and community models. Below are two
suggestions for how CMS could help to engage beneficiaries to participate in new models.
- Provide preference to applicants that include a focus on engagement of beneficiaries in model
design as part of their application submission to the Innovation Center. This should even include
beneficiary input in the application. With NAS, this is particularly challenging given the stigma
and legal issues that women could face. Input from opioid-addicted women is critical, and
awardees should be encouraged to solicit it.
- Provide incentives to awardees that have high levels of engagement and satisfaction from
community residents who are Medicaid beneficiaries, as well as philanthropic foundations,
MATs, state health departments, Healthy Start, and other community partners.
Conclusion
Nemours stands ready to assist the Innovation Center in any way possible to advance sound health policy
that improves access and outcomes for all children, including those who are enrolled in Medicaid and
CHIP. We look forward to continued work with the Innovation Center, and thank you in advance for your
consideration of or recommendations. We would welcome the opportunity to meet with you to discuss
31
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our recommendations in more detail. Please do not hesitate to have your team reach out to Daniella
Gratale, Director, Office of Child Health Policy and Advocacy or Katie Boyer, Manager of Policy &
Advocacy with any questions or requests for additional information.
Sincerely,

Daniella Gratale, MA
Director, Office of Child Health Policy & Advocacy
Nemours Children’s Health System

November 20, 2017
Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244

Response to Request for Information
Centers for Medicare & Medicaid Services: Innovation Center New Direction
We thank CMS for sharing its vision for a new direction for the Innovation Center, and for
embracing stakeholder input and ideas as a key part of the Center’s evolving focus.
Netsmart provides electronic health records (EHRs) and associated health information
exchange (HIE) and analytics solutions that are powerful, intuitive and easy-to-use. Our
platform provides accurate, up-to-date information which is easily accessible to care team
members in behavioral health, social services and post-acute care. We make the complex
simple and personalized so our clients can concentrate on what they do best: provide much
needed services and treatment that support whole-person care.
We urge the Innovation Center to implement a pilot program to award health IT incentives to
behavioral health, substance use treatment and post-acute providers for the adoption of
interoperable EHR technology that enable them to share clinical data with hospitals and
primary care physicians, and more significantly, to use that technology to improve the quality
and coordination of care.
Focus on At-Risk Populations
Such a program could enhance interventions and provide additional resources to providers
directly engaged in improving the lives of those impacted by the disorders mentioned in the
RFI Potential Model #7, Mental and Behavioral Health Models…mental illness, opioid and
other substance use disorders, and the growing number of persons with dementia.
These populations have significantly higher rates of comorbidity and mortality than the
general population as discussed further below.
Mental Illness
Persons with severe mental illness experience extremely high rates of mortality and
morbidity; in fact, comorbidity between mental and medical conditions is the rule rather than
the exception. People with schizophrenia or bipolar disorder are up to three times more
likely to have three or more chronic medical/surgical conditions compared with persons
without those mental disorders. In the Medicaid/Medicare context, it’s estimated that fully
one-third of the 9 million dually-eligible beneficiaries have a primary diagnosis of severe
mental illness.

An earlier study published in a Centers for Disease Control and Prevention (CDC)
publication, Preventing Chronic Disease, found that patients/consumers served by state
mental health systems die 25 years sooner than other Americans, while experiencing
elevated levels of morbidity.1 In context, the available data show that people in the U.S. with
mental illnesses such as schizophrenia and bipolar have average life expectancy similar to
the citizens of sub-Saharan African nations, who lack access to clean water and
vaccinations against preventable communicable diseases.
Opioid and Other Substance Use Disorders
Drug overdose deaths and opioid-involved deaths continue to increase in the U.S. Deaths
from drug overdose are up among both men and women, all races, and adults of nearly all
ages. More than three out of five drug overdose deaths involve an opioid.2
Overall, people with substance use disorders die as much as 20 years earlier than others of
the same age from cancer, cardiovascular disorders, HIV/AIDs and STDs, injuries, and
many other illnesses.3 More than 100,000 people in the U.S. die annually of alcohol or drug
related causes, making it the fourth leading cause of preventable death, according to the
CDC.4 Medically ill inpatients who also have alcohol or drug disorders have a greater
increased risk of rapid re-hospitalization after discharge, and higher healthcare use and
costs.5 Patients with illnesses such as diabetes or cardiovascular disorders who also have a
substance use disorder use healthcare services 2-3 times more often than their peers with
just diabetes or heart problems … and the cost of care is similarly much higher.6 Untreated
alcohol or drug use during pregnancy dramatically increases risk of poor birth outcomes,
neonatal intensive care use and greater infant and maternal healthcare use.
Alzheimer’s Disease/Dementia7
Alzheimer’s Disease is the sixth leading cause of death in the U.S. More than 5 million
Americans are living with Alzheimer’s, and by 2050 this number could rise to as high as 16

Colton, CW & Manderscheid, R.W. (2006) Congruencies in increased mortality rates, years of potential life lost, and causes of death
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2 Rudd RA, Seth P, David F, Scholl L. Increases in Drug and Opioid-Involved Overdose Deaths — United States, 2010–2015. MMWR
Morb
3 Neumark YD, Van Etten M, & Anthony JC (2000). “Alcohol dependence” and death: survival analysis of the Baltimore ECA sample from
1981 to 1995. Substance use & misuse, 35(4), 533-549.
4 2013 Mortality Multiple Cause Micro-Data Files. Detailed Tables for the National Vital Statistics Report “Deaths: Final Data for 2013.”
http://www.cdc.gov/nchs/data/nvsr/nvsr64/nvsr64_02.pdf; Centers for Disease Control and Prevention. Alcohol-Related Disease Impact.
Atlanta, GA: CDC. Stahre M, Roeber J, Kanny D, Brewer RD, Zhang X. Contribution of excessive alcohol consumption to deaths and
years of potential life lost in the United States. Prev Chronic Dis 2014;11:130293. Mokdad AH, Marks JS, Stroup DF, Gerberding JL.
Actual causes of death in the United States, 2000. JAMA 2004;291(10):1238–45.
5 Boyd C, Leff B, Weiss C, Wolff J, Hamblin A, & Martin L (2010). Faces of Medicaid: Clarifying multi-morbidity patterns to improve
targeting and delivery of clinical services for Medicaid populations. Center for Health Care Strategies. Walley A, Paasche-Orlow M, Lee
EC, Forsythe S, Chetty VK, Mitchell S, & Jack BW. (2012). Acute care hospital utilization among medical inpatients discharged with a
substance use disorder diagnosis. J Addict Med, 6(1), 50-56. Bradley KA, Rubinsky AD, Sun H, Bryson CL, Bishop MJ, Blough DK &
Kivlahan DR. (2011). Alcohol screening and risk of postoperative complications in male VA patients undergoing major non-cardiac
surgery. J Gen Intern Med, 26(2), 162-169.
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million. Every 66 seconds, someone in the U.S. will develop the disease. Alzheimer’s kills
more people than breast cancer and prostate cancer combined. Since 2000, deaths from
heart disease have decreased by 14 percent, while deaths from Alzheimer’s disease have
increased by 89 percent. In 2017, Alzheimer’s and other dementias will cost the nation $259
billion. By 2050, these costs could rise to as high as $1 trillion. Fifteen million Americans
provide unpaid care for people with Alzheimer’s or other dementias. In 2016, these
caregivers provided an estimated 18.2 billion hours of care valued at more than $230 billion.
Interoperability and Coordinated Care
We applaud CMS for including the language in the RFI: “…improving mental healthcare
provider participation in Medicare, Medicaid, and CHIP through models that enhance care
integration and/or utilize episode payment.” (emphasis added).
The optimal way to treat mental illness and substance use disorders is to couple it with
primary care services – treating the “whole person” with comprehensive, multidisciplinary
services systematically combined to provide the best outcomes. Information technology
provides the vital link in this process by facilitating the exchange of authorized health data
between care providers. This provides clinicians with a complete picture of the person’s
health, enabling them to make fully-informed treatment decisions.
Providing coordinated, integrated care to these high-risk populations can enhance
outcomes, improve efficiency and lower costs across the entire healthcare spectrum.
Netsmart provides the nation’s largest national health information exchange connecting
behavioral health, social services and post-acute providers with their health systems and
community provider partners. The network allows more than 560,000 providers across
25,000 organizations to share information with each other, enabling whole-person care for
more than 25 million individuals. The Netsmart network leverages open application program
interface (API), including Fast Healthcare Interoperability Resources (FHIR) to promote safe,
secure, quick integration.
Here are examples of providers utilizing this network for integrated care despite using
disparate EHR systems:
--A regional behavioral health center and a hospital system in south Florida use a secure,
integrated electronic referral process for persons seeking treatment in the emergency
department for mental health issues. This has resulted in more timely referrals and faster
transition from the emergency room to appropriate care; and $2 million in cost savings from
the average two-hour reduction in patients’ time spent in the emergency room.
--A Federally Qualified Health Center (FQHC) and a behavioral health provider in Oregon
exchange Continuity of Care Documents (CCDs) to facilitate a “no wrong door” access
model for every encounter, regardless of where the patient presents. This process keeps
both systems in sync on patients’ behavioral health and primary care diagnoses and
treatments. As a result, clinicians from both provider organizations can view up-to-date
information and collaborate on care, enabling them to provide better continuity of care and
more coordinated care.
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--Implementation of an electronic referral system between an inpatient mental health facility,
outpatient mental health provider, 211 information hotline and regional hospital in western
Florida resulted a faster process for patient care; real-time referrals and status visibility;
improved workflows and efficiencies for all agencies; and inclusion of a major community
resource (211 system) to embrace more persons needing services.
--Integrated workflow enables a New York county-based home health provider to send
patient information from the point of care to a Regional Health Information Organization
(RHIO). This furnishes multiple providers with a complete, longitudinal view of patients’
health records for whole-person care.
--A continuing care retirement community (CCRC) in Pennsylvania connects to a health
system and HIE network for continuity of care, automating key phases of the referral
process and improving transitions of care.
Significant Funding Deficiencies vs. Acute Care
Despite the growing body of data supporting the need for increased services and
coordinated care, human services and post-acute providers have for decades received
significantly lower levels of funding and reimbursement rates than their primary/acute care
counterparts. This lack of parity is exacerbated by the substantial increase in demand for
services, largely driven by the broad-based impact of the nationwide opioid crisis.
Community-based behavioral health providers, substance use disorder treatment facilities,
psychiatric hospitals and post-acute providers (home health, hospice, skilled nursing
facilities and continuing care retirement communities) must be able to adopt health
information technology at roughly the same rate as hospitals and doctors nationwide.
Otherwise, care coordination across the spectrum of human services, primary care and
long-term post-acute care will rapidly become impossible. This compromises quality of care
and further increases cost of care for some of healthcare’s most at-risk, expensive
populations.
Recommendation
In alignment with Potential Model #7, Mental and Behavioral Health Models, Netsmart
recommends that the Innovation Center implement a pilot mental health and behavioral
health payment model with incentives for the adoption of EHR technology, and use of that
technology to improve quality and coordination of care through the electronic exchange of
health information. The resulting care coordination, streamlined processes and workflow
would also align with the Innovation Center’s goal of reducing Medicare and Medicaid
spending.
Two bipartisan bills have been introduced in Congress recommending the creation of such a
pilot program by the Innovation Center. Cong. Lynn Jenkins (R-KS) and Cong. Doris Matsui
(D-CA) introduced H.R. 3331 in the House; and Sen. Rob Portman (R-OH) and Sen.
Sheldon Whitehouse (D-RI) introduced the Improving Access to Behavioral Health
Information Technology Act (S. 1732), the Senate counterpart to H.R. 3331.
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We also recommend that any new ONC or CMS behavioral health or post-acute EHR
certification standards be linked to availability of the health IT incentives associated with the
Innovation Center pilot program above. This provision would further facilitate connectivity
and integration of behavioral health and post-acute providers for coordinated care.
Thank you for the opportunity to provide input and comment on the Innovation Center’s new
direction.

Sincerely,

Kevin Scalia
Executive Vice President
Netsmart
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
7500 Security Boulevard, Baltimore, MD 21244
Via email: CMMI_NewDirection@cms.hhs.gov
Re: Request for Information
Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
We at NEHI, the Network for Excellence in Health Innovation, are pleased to submit the
following comments in response to the Request for Information noted above.
NEHI is a national nonprofit, nonpartisan organization composed of stakeholders from across
all key sectors of health and health care. Its mission is to advance innovations that improve health,
enhance the quality of health care, and achieve greater value for the money spent. NEHI consults
with its broad membership, conducts research, and publishes thought leadership to advance these
objectives.
Based on our work, NEHI sees particular opportunities for the CMS Innovation Center in
Focus Area #4, Prescription Drug Models, as well as in initiatives described below that would cut
across several focus areas, including #1-3 and #5-7 (Expanded Opportunities for Participation in
Advanced APMs, Consumer-Directed Care & Market-Based Innovation Models, Physician Specialty
Models, Medicare Advantage Innovation Models, State-Based and Local Innovation, including
Medicaid, and Mental and Behavioral Health Models). We group our recommendations into two
sections, below.
I.

Focus Area # 4: Prescription Drug Models

As you noted in your August 30, 2017, statement on the Food and Drug Administration’s
approval of Novartis’ Kymriah CAR-T cell cancer therapy, that treatment is just one of a continuing
stream of highly innovative, high-cost new therapies that will enter the market in coming months
and years. The U.S. health care system must develop and operationalize new and innovative ways
to pay for these therapies that will assure access to the appropriate patients, while also
safeguarding the affordability and long-term sustainability of publicly funded health programs and
the system overall.

1

CMS and the Innovation Center now have an important opportunity to advance the
development of innovative payment models, particularly in the realm of value-based or outcomesbased contracting. Over the past two years, NEHI has convened expert stakeholder panels to
consider the benefits and limitations of these types of contracts for biopharmaceuticals. Our
stakeholder groups included several commercial health insurers, pharmacy benefit management
companies, and biopharmaceutical manufacturers that have all participated in a growing number of
such contracts executed in the last few years. We published the conclusions of our research in two
white papers released this year, (“Rewarding Results: Moving Forward on Contracting for
Biopharmaceuticals,” March 2017
[https://www.nehi.net/writable/publication_files/file/rewarding_results_moving_forward_on_valu
e_based_contracting_for_biopharmaceuticals_copy1.pdf], and “Value-based Contracting for
Oncology,” October 2017
[https://www.nehi.net/writable/publication_files/file/nehi_vbconcology_final.pdf]).
Nearly all of NEHI’s stakeholder experts stressed to us that innovation in value-based or
outcomes-based contracting is inhibited by key regulatory constraints at the federal level. These
constraints deter both manufacturers and payers in several important respects, including by
discouraging them from making the internal investments in data collection and analysis needed to
support the most innovative payment models.
As a result, our overarching recommendation is that the Department of Health and Human
Services, CMS, CMMI, and other relevant agencies should coordinate on the design of an initiative
that will allow eligible entities to develop and test diverse models of prescription drug payment. To
that end, new regulations and/or safe harbors in existing regulations, as well as new agency
guidance, may have to be issued, as detailed below. These regulations and guidance should be
flexible enough to allow for meaningful experimentation with innovative payment models identified
by payers and manufacturers – both within and outside of government health programs – according
to parameters set by CMS, the Department of Health and Human Services, and various HHS
agencies.
NEHI offers more detailed recommendations in the white papers cited above. They can be
briefly summarized as follows:


Define value-based contracts: The agencies should invite stakeholders to establish a
consensus on a definition of value-based contracts eligible for appropriate regulatory
forbearance in enforcement of federal law and regulation.



Create flexibility under current government pricing regulations: CMS should create
appropriate flexibility within government pricing regulations to support value-based
contracting found eligible for regulatory forbearance, such as money-back, or no-charge
guarantees, made by manufacturers to payers. It is especially important that CMS take this
step, since the rules of drug price reporting and rebates owed to government health
2

programs means that price-setting among other, non-government (commercial) insurance
programs is integrally related to price-setting in the government programs. However, recent
legal analyses have suggested that CMMI’s authority in this regard is not entirely clear
(Sachs, Bagley, Lakdawalla 2017). To provide clarity and expedite a coordinated federal
strategy on innovative prescription drug payment models CMS should issue an advisory or
other guidance that clearly states its understanding of CMMI’s authority in this regard and
release it for public comment.


Create a safe-harbor for value-based contracts within Anti-Kickback Statute enforcement:
The U.S. Department of Health and Human Services’ Office of the Inspector General should
promulgate appropriate safe harbor protection under the Anti-Kickback Statute to allow
manufacturers and health care payers to engage in qualified value-based contracts.



Finalize communication guidelines: To encourage negotiation and execution of value-based
contracts, the U.S. Food and Drug Administration should finalize guidance on
communications between manufacturers and payers over economic information about
drugs, including communication before these drugs are approved by FDA. The agency should
also work with stakeholders to consider allowing some protections for similar
communication about off-label drug uses.



Actively encourage proponents of new payment models to include patients and patient
communities in the design and evaluation of new models. NEHI’s research has found broad
agreement that, in many disease states and medical specialties, metrics of cost and standard
patient outcomes measures do not fully encompass patients’ definition of value. For
example, to the extent that alternative payment models prove most attractive for use with
high-cost therapies that place a financial burden on patients and their families, CMS should
make inclusion of patient-centered metrics a priority for new payment models. We
particularly suggest that CMS help to engage the broader stakeholder community in
developing a common set of patient-centered and patient-focused measures in oncology
care that could become part of value-based or outcomes-based contracts for oncology drugs.

II.

Expanded Opportunities for Participation in Advanced APMs; Consumer-Directed Care &
Market-Based Innovation Models; Physician Specialty Models; Medicare Advantage
Innovation Models; State-Based and Local Innovation, including Medicaid; and Mental
and Behavioral Health Models

As noted above, our second set of recommendations apply broadly across several categories
that you identified and about which you sought feedback: Expanded Opportunities for Participation
in Advanced APMs; Consumer-Directed Care & Market-Based Innovation Models; Physician
Specialty Models; Medicare Advantage Innovation Models; State-Based and Local Innovation,
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including Medicaid; and Mental and Behavioral Health Models. We derive these recommendations
from a specific project in which NEHI is engaged, which we call “Health Care Without Walls.”
The fundamental premise of our project is that, if it were up to technology alone, the
nation would already have a much more distributed system of health care, outside of conventional
institutional settings, than we do currently. For multiple aspects of health care that do not require
“laying on of hands,” but that are essentially about exchanges of information, care could reasonably
have moved to more distributed and virtual settings, as information exchange has done throughout
the rest of the economy and society. The fact that it has not is not due to the technology –
technologies such as telehealth have existed for decades – but is rather about a range of other
issues that stand in the way, including reimbursement/payment, regulatory issues, human factors,
the orientation of the health care work force, and more.
NEHI believes that more distributed health care system holds the potential to drastically
increase access, particularly in clinically underserved areas of the country; greatly increase
convenience for patients; democratize knowledge throughout the health care system; and possibly
lower costs, especially if more distributed or virtual forms of care delivery supplanted other care
and enabled the removal of much of the friction in the health care system. To state the potential in
the boldest terms, it should be possible for a cancer patient on Kodiak Island, Alaska, to have access
to the state-of-the-art knowledge available in urban cancer centers thousands of miles away; to be
served, at least to some degree, by clinicians in those centers; and to have payment and other
modalities support that care. Equally, it should be possible for those suffering from severe and
persistent mental illness in rural areas of the United States to have remote consultations with the
top psychiatric specialists familiar with these conditions many miles away, with additional care
supported by clinicians in local areas. These models would be the ultimate in patient-centered
health care for the 21st century.
NEHI further believes that opportunities now exist for the federal government broadly to
spur the movement of care into these more distributed directions, including in the Medicare and
Medicaid programs, and in particular, through encouraging innovation in Medicare Advantage, the
various types of Medicare Accountable Care Organizations, and other advanced alternative payment
models. For example, it is not sufficient that the telehealth benefit under Medicare is limited to
rural Health Professional Shortage Areas and CMS defined telehealth originating sites, or able to be
delivered under a waiver by participants in the Next Generation ACO model. As an initial step, the
telehealth waiver should be extended to all Medicare Shared Savings Program ACO tracks, and to
other advanced alternative payment models as well. In addition, although most state Medicaid
programs will reimburse for aspects of telehealth, each state policy contains qualifiers, limitations,
and restrictions.
To the extent that any federal barriers may also impede testing of telehealth approaches in
the Medicaid program, CMS should issue guidance clarifying its interest in seeing telehealth
approaches move forward. And as noted above, in both Medicare and Medicaid, telehealth should
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be seen as a particularly important opportunity to support mental and behavioral health care, and
substance use disorder treatment in particular.
Beyond telehealth, NEHI strongly believes that CMS and the Innovation Center should also
examine, propose, and test other potential payment models that would support more distributed
provision of care where clinically useful and appropriate. For example, the Hospital at Home model
pioneered by clinicians and researchers at Johns Hopkins Medicine has been shown in various
research studies (including a National Demonstration and Evaluation Study at several Medicare
managed care sites and at a Veterans Administration Medical Center) to result in high-quality care
at lower cost and greater patient satisfaction than comparable inpatient acute care (see, for
example, http://www.aha.org/advocacy-issues/affordability/caseex/johnshopkins.shtml).
Recently, the Physician-Focused Payment Model Technical Advisory Committee created
under the MACRA law recommended that the Secretary of Health and Human Services implement
the Hospital at Home-Plus model developed by the Icahn School of Medicine at Mount Sinai health
system in New York (see
https://aspe.hhs.gov/system/files/pdf/255906/MtSinaiHAHReportSecretary.pdf). The PTAC found
that “there is a need for a Medicare payment model to provide home-based hospital-level acute
care for carefully selected patients,” and to promote “integrated and coordinated care by delivering
acute and post-acute care in the home and using the same team of providers to direct care in both
phases.” PTAC noted the need to strengthen patient safety safeguards through formalized training
for participating providers, and also recommended improvements in proposed payment
methodology (i.e., “setting the value for the DRG-like bundled payment and adjusting the payment
for quality.)
We at NEHI concur with the PTAC that the Hospital at Home-Plus model should be
implemented, and expeditiously, as one important step in the progression to a more distributed
system of health care. However, we very much hope that HHS, CMS, and the Innovation Center do
not stop there. We also recommend that the Innovation Center announce new rounds of Health
Care Innovation Challenges to spur development and testing of other distributed care models, and
unleash the creativity of the health care system and technology providers as the technological bases
for care provision continue to expand.
Finally, with respect to your interest in state-based and local innovation, we hope that the
Innovation Center will maintain its interest in the Accountable Health Communities model and other
efforts to bridge the gap between clinical care and community services, not just within Medicare but
within the Medicaid program as well. As you well know, a large and growing body of literature
shows that health-related social needs are a primary contributor to the health care utilization of the
sickest and most costly people within the U.S. health care system, and particularly in Medicare and
Medicaid.
NEHI is currently supporting the hospitals and health systems in Boston, Massachusetts, in
carrying out their first-ever planned joint community health needs assessment under the Affordable
5

Care Act in 2019. In creating a state-of-the art data platform to support this joint assessment, we
will build the capability for these health systems to better understand the social and economic
determinants of poor health and the connection to avoidable health care utilization, and to take
steps to work with partners address at least some of Boston residents’ social needs. Coupled with
MassHealth’s (Medicaid’s) planned Accountable Care Organization program scheduled to begin in
January 2018, the stage is being set for far greater attention to providing integrated health care and
social services aimed at improving health and containing costs.
We at NEHI heartily encourage you and the Innovation Center to expand on such efforts to
encourage “bridging” activities within Medicare and Medicaid. Additional Innovation Challenges
may be warranted. In addition, there will be ongoing needs to build on the experience of the
Medicare Coordinated Care Demonstration projects and to test innovative arrangements between
states and the federal government in caring for dual-eligible populations. Unleashing the creativity
of states, localities, and local health care and social services providers in addressing the social needs
of these populations, as anticipated in Massachusetts and supplemented by our work at NEHI, will
be a critically important area requiring leadership at the highest levels of CMS and CMMI.
We thank you for the opportunity to contribute NEHI’s insights and wish you well as you
contemplate and plan New Directions for the Innovation Center.

Kind regards,

Susan Dentzer
President and Chief Executive Officer, NEHI
(Network for Excellence in Health Innovation)
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Response to Request for Information: Centers for Medicare &
Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The Network for Regional Healthcare Improvement (NRHI) appreciates the opportunity to
respond to the Request for Information (RFI) seeking a new direction for the Centers for
Medicare & Medicaid Innovation (CMMI). NRHI is a national organization representing
more than thirty Regional Health Improvement Collaboratives (RHICs) and state-affiliated
partners with footprints extending into twenty-five states, Guam, American Samoa, and the
Commonwealth of the Northern Mariana Islands. All RHICs share a common mission: to
improve health in communities across the U.S. through an active and engaged
network. Within their communities, each RHIC is working to transform the health care
delivery system and achieve the Quadruple Aim: (1) improving the patient experience of care,
including quality and satisfaction; (2) improving the health of populations; (3) reducing the
per-capita cost of health care; and (4) enhancing clinician and staff satisfaction.
Accordingly, we support CMMI’s mission to test and develop innovative payment and
delivery models that can improve quality while reducing costs, and believe we are uniquely
positioned to provide input on a new direction for the Center. NRHI members have forged
successful partnerships with the Centers for Medicare & Medicaid Services (CMS) on a
variety of other initiatives. For instance, our network includes: eight of the eighteen Medicare
Qualified Entities (QEs); five Quality Improvement Organizations/Networks (QIOs); five
Health Information Exchanges (HIEs); and three are Qualified Clinical Data Registry
(QCDRs). Ten of the RHICs currently are or have been Choosing Wisely grantees, and three
are Practice Transformation Networks (PTNs) in the Transforming Clinical Practices
Initiative (TCPI). Nine of NRHI’s members are partners in the Agency for Healthcare
Research and Quality’s (AHRQ) Centers of Excellence for Patient Centered Outcomes
Research. NRHI itself partners with CMS as a Support and Alignment Network for the TCPI,
with eight members serving as faculty. Finally, two members provide the direct technical
assistance in six states under NRHI’s Quality Payment Program Small Practice, Underserved,
and Rural Support (QPP-SURS) contract and others are working directly with CMMI model
participants such as the Comprehensive Primary Care (CPC) Initiative. We hope that we can
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leverage our experience in these and other programs to provide insight and guidance to the
CMMI, and look forward to new opportunities to potentially partner with the Center.
I.

Guiding Principles

NRHI generally agrees with the principles outlined in the RFI but believe that models should
also address three additional issues outlined below.
1. Adopt a Multi-stakeholder Approach
While we understand that existing CMMI models focus on Medicare payments, we urge
the Center to adopt a broader focus and promote multi-payer and multi-stakeholder
approaches. To truly evaluate improvements in care and cost savings, assessments need to
be made across payers—simply shifting costs to other sites of care or reducing quality for
other stakeholders is not true improvement. By adopting more comprehensive models, CMMI
can coordinate drivers to improve care quality, address population health concerns, and
generally reduce fragmentation in our nation’s health care system. Another benefit of this
approach would be that CMMI could adopt innovative models that are already being tested in
other markets and then find ways to expand these initiatives, taking a bottom-up approach to
developing models.
A multi-payer approach would also help to address provider burden and the lack of alignment
in reporting requirements. As noted by the Government Accountability Office (GAO),
current quality and other measures differ across payers, state, and regional health care
programs. These differences create administrative complexity for providers and result in
quality information that is not comparable. 1 Establishing uniformity in measure reporting
across payers would allow the health care delivery system to reduce these burdens and more
clearly focus on improving quality. It would also align with the CMS’ new meaningful
measurement framework that is seeking to make reporting requirements more streamlined.
To move toward aligning models and their reporting requirements, entities would need to
establish a common set of core measures. To do this, access to data about other care settings
and payers as well as the ability to combine and evaluate this information is needed. RHICs
can help address both of these problems, serving as both a data source and facilitator in using
this information. As a data source, regional claims databases offer a more comprehensive set
of data from more payers in a particular market, as compared to national databases. RHICs
are also better at aggregating this information and can provide technical assistance to help
interpret this data across payers and care settings to help inform participants. Similarly, the
extensive experience RHICs have working within their communities would make them

1

See GAO Report: HHS Should Set Priorities and Comprehensively Plan Its Efforts to Better Align Health
Quality Measures. October 2016. Available at http://www.gao.gov/assets/690/680433.pdf.
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appropriate partners to assess existing measures and identify those that are trusted and
meaningful across providers, payers, employers, and consumers.
NRHI and RHICs are already beginning this work. Through a partnership with the National
Bureau of Economic Research (NBER) and Harvard University in a study funded by the
AHRQ, we are analyzing insurance claims data across states to calculate a common set of
quality and costs measures to establish consistency of system and measure definitions. CMMI
could further elevate this ongoing work to assist in developing multi-payer and stakeholder
models.
RHICs are also facilitating innovative models such as the CPC and CPC+ programs. For
example, in southwest Ohio and northern Kentucky The Health Collaborative (THC) managed
the reporting and dissemination of best practices for CPC participants. THC aggregated claims
data across nine different participating plans and produced a single actionable report that
could demonstrate measurable outcomes. In this role, THC could also provide forums for
discussions between payers and practices to ensure attainment of project goals. These tools
would be essential for the development of multi-payer models and could encourage a focus on
population health as well as establish more comprehensive views of both cost and quality of
care.
2. Disseminate Best Practices and Lessons Learned
CMMI should also develop a clear way for successful models to share information so that all
model participants can benefit from lessons learned and best practices. Currently, findings
from CMMI models are often only disseminated at the end of a performance period or after a
model has ended. This prevents models from sharing insights while they are working to
improve care. Instead, we would urge CMMI to establish a learning network that could
facilitate models and allow participants to benefit from each other.
CMMI should leverage the HealthDoers Network (HDN) an initiative of NRHI. One key
component of the HDN is an online platform that brings together health care stakeholders to
connect, collaborate, and accelerate care improvements. This network creates a bi-directional
channel to exchange ideas, share opportunities across regions, overcome barriers, and identify
common needs to facilitate collaborative solutions. We would encourage CMMI to consider
ways it could use this network to improve transparency and advance model findings.
To further facilitate the exchange of information, the HDN could serve as a coordinator of
these discussions—helping to highlight common themes, distilling relevant information, and
developing partnerships across stakeholders to better identify findings. Even more
specifically, facilitating collaboration at the local level is one of the most effective means of
accelerating the development of best practices. The HDN has developed very successful
methods to intensify collaboration at the local level. Having access to this local insight will
enable CMMI to learn from the grass roots innovations occurring in communities that are
working to improve health and will provide opportunities for scaling true innovation.
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3. Improve Model Feedback And Evaluations
Model participants also need assistance in evaluating their performance and helping to
identify areas of improvement. Often models are only provided retrospective administrative
claims data, which represents services that have already been provided rather than point-ofcare information. Comprehensive data along with clear feedback is necessary for practices to
effectively evaluate if they want to participate in delivery reforms, identify areas of
improvement, manage risk, and reduce costs. Similarly community wide data coupled with
the ability to evaluate this information are necessary to make strides towards improving
population health.
To overcome data and feedback barriers, CMMI should leverage existing RHIC
networks. RHICs have access to transformative data (claims, clinical, patient experience, and
community-wide data), and the analytic capabilities to mine, measure, and report on
performance. Indeed, five NRHI members lead health information exchanges (HIEs), eight
are Qualified Entities (QEs), and others operate as Qualified Clinical Data Registries
(QCDRs). In these roles, many RHICs have access to not only Medicare but multi-payer
claims databases and can assist in measuring and analyzing this information to address the
quality and cost of health care across payers. RHICs can therefore serve as a neutral thirdparty data aggregator to help access data and then use this information to measure and
improve performance for CMMI models. We therefore urge CMMI to consider building upon
this existing framework to enhance the information and feedback provided to model
participants.
We also urge CMS to continue its efforts to focus on transparency and expand the availability
of data, which can then be used to develop and improve models. The agency has published
Medicare claims data for hospitals and physicians but we urge that this information be
expanded to include paid amounts by Medicaid and other governmental payers, such as the
Veterans Administration, Department of Defense, and Public Employee Benefit plans. We
understand this may require coordination across several different agencies, but encourage
efforts to continue to release relevant data, especially for higher volume services and
medications. This transparency will enable entities, like RHICs, to use this data to improve
decision-making by both clinicians and patients. Overall, NRHI members are committed to
transparency. By taking data and turning it into credible and reliable information about health
care quality and costs, RHICs have supported meaningful public reporting initiatives and can
assist in value-based payment efforts by CMMI.
II.

Focus Areas
1. Expanded Opportunities for Participation in Advanced APMs
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NRHI is very supportive of efforts that would expand participation in advanced APMs but is
concerned that small and rural practices may be left behind if CMMI does not provide
sufficient resources to these practices. 2 To encourage greater participation, we would
recommend that CMMI provide technical assistance and allow small scale testing of
models.
Transforming to an APM takes significant resources, time, and often requires expertise that is
beyond most clinicians knowledge base, including understanding of risk, analysis of complex
data, and navigating regulatory requirements. Rather than leaving practices to figure out these
challenges while also working to transform their daily operations, CMMI could offer technical
assistance to help both in the design and implementation of models. Technical assistance
could include help with analyzing data, financial support, as well as coordinating quality
reporting programs. Our experience has found that local support is often better at addressing
these challenges, having experience and the benefit of regional relationships. RHICs
therefore are well-suited to facilitate these efforts and already have significant experience in
providing technical assistance within the Merit-Based Incentive Payment System (MIPS) and
could build off of this work to further support efforts by CMMI.
Small scale testing is another option that would expand participation as it would allow entities
to take incremental steps to change their practice. Small scale testing would also permit
CMMI to test innovative models that may require further development before being
implemented more broadly. Specifically, this approach would allow CMMI to consider ways
to establish models that better align with the challenges faced by small and rural practices and
could target community level or regional health problems, which may increase interest for
participants who are looking to address the unique needs of their patient populations.
We also encourage CMMI to consider how virtual groups could be leveraged within APMs.
MIPS established virtual groups as an option for small practices to join together to streamline
reporting requirements. We believe that a similar function could be used to allow solo
practitioners and small practices to join together to share resources and accordingly facilitate
the development of APMs. In turn, this enables a virtual group of practices to share risk with
one another and gain sufficient volume of patients for any one payer so that they now can
receive the payment necessary to sustain their efforts. We welcome the opportunity to further
discuss this option with CMMI and consider ways that NRHI could help small, rural, and
other practices identify partners and opportunities to collaborate.

See Harold D. Miller. Center for Healthcare Quality and Payment Reform. Why Value
Based Payment Isn’t Working and How to Fix it.. October 2017.
Available at
http://www.chqpr.org/downloads/WhyVBPIsNotWorking.pdf
2
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2. Consumer-Directed Care
Successful models should also focus on innovative ways to improve consumer-directed care
by increasing transparency as well as coordinating patient medical data. While current models
are seeking to address care coordination, the patient is often left out of these efforts. CMMI
models should therefore incorporate ways to ensure patients are included and benefit from
innovative reforms.
An example that CMMI could promote within their models is establishing a patient centered
data home. The Office of the National Coordinator for Health Information Technology
(ONC) as part of the High Impact Pilots (HIP) Cooperative Agreement Program is working
with The Health Collaborative in Cincinnati, Ohio and members of the Strategic Health
Information Exchange Collaborative (SHIEC) to create and test a network of networks to
share data broadly. The Collaborative will designate an HIE as the “Data Home” for the
majority of a patient’s data according to the patient’s home zip code. When a patient
receives medical care outside of his or her “Data Home,” the “non-Home” HIE informs the
“Data Home” HIE of the event. With appropriate medical privacy safeguards in place, the
“non-Home” HIE now can query the “Data Home” for clinical records. When the patient
subsequently returns home and visits one of the medical facilities connected to his or her
“home” HIE, the provider can view the data from the “non-Home” HIE through the
established link.
Similarly HIEs in Nebraska, Nevada, and Utah have connected to exchange admission,
discharge, and transfer (ADT) notifications for patients living in one of the states but seeking
care in one of the other states. The connections between the Nebraska Health Information
Initiative (NeHII), HealtHIE Nevada, the Pittsburgh Regional Health Initiative (PRHI), North
Coast Health Improvement and Information Network (NCHIIN) and UHIN, the statedesignated HIE in Utah, are the latest step in implementing a Patient Centered Data Home™
(PCDH) solution, increasing care coordination by ensuring vital health records follow the
patient regardless of where treatment occurs.
In addition, we believe CMMI should leverage ongoing programs, like Choosing Wisely,
which ensures providers are engaging patients in decision-making about their care. Shared
decision-making allows patients to obtain the right care based on their specific needs. For
more information about this project, we would refer CMMI to the following resource. 3
These and other innovative efforts, such as patient advisory councils that identify patient
goals and ways to meet these needs, could be incorporated within CMMI models. This
would help ensure that patients are also seeing the benefits of new models and are
participating in these efforts.

3

Choosing Wisely. A Special Report on the First Five Years. Available at www.choosingwisely.org/wp-

content/uploads/2017/10/Choosing-Wisely-at-Five.pdf
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3. Physician Specialty Models
NRHI also supports CMMI’s focus on developing physician specialty models as we recognize
that certain specialties face unique challenges. To expand these models, we urge CMMI to
work with the Physician Focused Payment Technical Advisory Committee or PTAC. The
PTAC process avoids a top-down approach to developing new care models by allowing
providers to submit their own ideas for consideration. This process has invited models from a
diverse number of stakeholders, including a number of specialty-focused models. Proposals
then undergo a thorough evaluation process from independent clinical experts and
stakeholders to test the model design and evaluate its potential. While numerous stakeholders
have submitted innovative ideas, the post PTAC review process, including consideration for
implementation by CMMI, remains unclear. To encourage innovation, we believe CMMI
should work to leverage the PTAC. We recommend clarifying the review process as well
as allowing PTAC to provide technical assistance to model developers in order to
encourage new ideas to reform our nation’s health care system.
In addition, RHICs can facilitate specialty models based on our existing trusted relationships
with clinicians. RHICs are local conveners and on-the-ground implementers of delivery
system and payment reform and have established ties with different specialty practices as well
as other stakeholders. As an example, many RHICs are currently facilitating models in the
Comprehensive Primary Care (CPC) program. By using data driven solutions, RHICs are
able to risk-stratify patients, identify gaps in care, and assist all parties in working together to
improve quality and reduce costs. MyHealth Access Network was selected as the convening
organization for the CPC initiative. Through its efforts, the program facilitated the sharing of
cost and performance data. As a result, all-cause hospital admissions dropped significantly,
with the cost of care for Medicare patients decreasing by seven percent in year one and five
percent in year two. This saved Medicare $10.8 million over two years and improved the use
of preventive care services.
4. Mental and Behavioral Health Models
NRHI also supports efforts to develop models focusing on mental and behavioral health as
this is an area where there are significant concerns about patient access, care quality, and costs
to the health care system. Many ongoing projects at the state and local level are working to
directly address these problems and have made significant improvements for patients. Below
we have highlighted some examples of the innovation occurring in this area and urge CMMI
to find ways to support and further expand on these efforts.
• The Care of Mental, Physical and Substance-use Syndromes (COMPASS) project,
which includes ten partners across eight states, is working to create a collaborative
care model focusing on depression outcomes, diabetes control, and hypertension for
complex patients. The model employs the use of a consultative group, consisting of a
care manager, psychiatrist, and primary care doctor, who meet to review patients,
assess progress, and recommend necessary changes to care plans. The model has
improved quality measures and decreased hospitalizations as well as emergency
department visits.
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•
•

•

•

The Pittsburg Regional Health Initiative is working to establish a statewide learning
network for Medicaid patients at medical homes and Medicaid managed care
organizations to facilitate integrating behavioral health into primary care.
Minnesota Community Measurement has worked to establish patient-reported
outcome measures for depression care. These measures have shown to improve
mental health screening. In particular, statewide adolescent mental health screening
improved from 40 percent to over 60 percent after one year.
The Massachusetts Health Quality Partners has found significant gaps in addressing
patient goals and is working to improve performance by integrating social workers to
assist physicians in identifying barriers and offering resources to address issues such
as food insecurity and housing.
The Wisconsin Collaborative for Healthcare Quality is working to facilitate integrating
behavioral health into primary care, serving as a resource for stakeholders to develop
toolkits, facilitate learning, and enhance networking related to improving collaboration
in this area. 4

Conclusion
RHICs are well positioned in their communities to advance the Quadruple Aim and provide
assistance to providers as they transition to value-based payment models. We appreciate the
opportunity to provide our comments to CMMI, and look forward to working with the Center
to help improve our nation’s health care system through the testing and adoption of innovative
care models.
Sincerely,

Elizabeth Mitchell
President and CEO

4

See also http://www.scattergoodfoundation.org/sites/default/files/Scattergood_APM_Final_digital.pdf
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November 20, 2017
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality & Acting Director
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244
via electronic submission
Dear Acting Deputy Administrator Bassano:
As a practicing physician specializing in neurology and geriatrics, I have witnessed firsthand the
difficulty in diagnosing and in care planning for patients with Alzheimer’s disease and dementia.
I would like to applaud CMS’s recent additional reimbursement codes to the Physician Fee
Schedule which allows for providers like me, to bill and be reimbursed for cognitive diagnosis
and care planning. I can attest to how empowering this is for providers to offer patient-centered
care while reducing costs and improving outcomes.
In addition to practicing clinically, I have also founded a dementia software system, Neurocern
Inc, that allows family caregivers and healthcare providers access to digital clinically validated
care plans. In 2016, Neurocern Inc was the first software vendor to assist healthcare providers
in billing for the CPT reimbursement code, G0505. Provider and family caregiver satisfaction
scores were over 90% and providers were able to use Neurocern to automate a care plan that
was individualized to each patient and their needs. Research findings from this pilot were
presented at an international research conference. Additional studies have shown that
individualized care plans for Alzheimer’s and dementia patients can help reduce cost and
improve healthcare outcomes. In one report, researchers have estimated at least $4,000 in
savings per person per year (1). Neurocern’s scalable model is currently being used by major
academic research centers and regional medical centers across the United States.
As the Centers of Medicare and Medicaid embark on a new frontier to evaluate projects for
innovation, I’d like to strongly encourage the group to consider Alzheimer’s disease and
dementia as a target area, as this vulnerable population has considerable savings opportunities
ahead with novel scalable projects.

As I recently emphasized on the TODAY show, caregivers play an enormous role in the day-today lives of those living with Alzheimer’s, and care planning is not a one-size–fits-all model.
Neurocern’s technology empowers beneficiaries with customized care plans, which can help
reduce cost and improve outcomes, and should be considered for innovation projects by CMS.
Please do not hesitate to reach out with any questions.

Kind regards,

Anitha Rao MD, MA
Board-Certified Geriatric Neurologist
CEO, Founder Neurocern
www.neurocern.com

References:
1. Facts and Figures 2017. Alzheimer’s Association.
https://www.alz.org/documents_custom/2017-facts-and-figures.pdf
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New Century Health is a 15 year old organization focused on management of specialty care, specifically
oncology and cardiology. Through payer agreements with some of the leading private payers like Aetna,
Humana, Anthem/Simply, United Health Group, , we manage the treatment of cancer and heart disease
patients in 43 states. In addition, we have partnered with OCM practices to help them better manage
their cancer patients.
For many years, our management strategies have included provider incentives as a key component to
reducing the cost of care. Our response to this RFI focuses on oncology and the lessons that we have
learned through both our own alternative payment programs and helping OCM practices. The OCM is a
good start, but we have several recommendations, outlined below, that could improve future programs
in oncology.

Scope

For payment reform efforts to achieve maximum impact, programs need to capture a “critical mass” of
physician and other staff’s mindshare. (We are particularly interested in seeing CMS programs grow as a
way to get providers more focused on new incentives.) Gaining that mindshare requires that a large
percentage of those clinicians’ (and affiliated non-clinicians’) daily activities are paid for through a
credible, understandable alternative payment program. The APM should be perceived as fair by
providers and providers should be focused on how they change the care they provide to patients rather
than how they bill or otherwise manipulate the payment system. We propose the following alterations
to the OCM program regarding the scope of patients and services that are covered.
1. Episodes should begin when patient care begins. We suggest that CMS identify patients with
either chemotherapy or radiation (broadly defined) and a diagnosis of cancer, but episodes
begin at the later of the first visit to an oncologist or 90 days before the start of chemo/rad,
whichever comes later. Attribution goes to the practice with the most E&M claims with a
diagnosis of cancer during the episode. Episodes would include advanced genetic testing,
surgery, radiation, and any other treatment that was part of the patient’s “total cost of care.”
1. CMS should differentiate between initial and ongoing cancer treatment. Initial episodes should
last 120 days, which should be long enough to capture the front-line treatment of the patients.
After that, patients could have “continuing care” episodes that would be 60 days and
presumably have lower target prices. The two episode types would have different target prices.
By using this method, CMS will create more clinically homogenous episodes by separating initial
episodes from continuing care episodes.
a. An example: A man is diagnosed with glioblastoma on June 1. He meets with an
oncologist on June 9. He then has surgery on June 20, starts radiation August 5, and
starts on temozolomide on August 12. He continues chemotherapy until October 5,
then starts another cycle November 7. He continues chemo until December 29. He

then decides to terminate active treatment, but changes his mind and restarts chemo
on March 2. He continues that cycle until March 28 and dies on April 10. This patient’s
initial episode starts on June 9 and ends on October 7. He then has continuing therapy
episodes for October 8-December 29, March 1-April 10.
2. The program should focus only on patients who are receiving active treatment. It should
exclude patients on adjuvant oral maintenance therapy, particularly for breast and prostate
cancer. While the number of patients on maintenance therapy is high, the percentage of the
clinician’s day spent on maintenance therapy is low and the opportunities for cost savings and
quality improvement are substantially different. Indeed, most of the cost for these patients is
unrelated to cancer.
3. Some costs are clearly unrelated to cancer and should not be part of a risk arrangement. (We
regularly exclude such costs from our risk contracts with payers.) Examples include trauma and
blood clotting factor payments for hemophiliacs.

Quality Measurement

MACRA requires that all Advanced Alternative Payment Models include quality measures within their
methodology. We agree that measuring quality is important, but there are several problems with the
current approaches.
•

•

•

•

Quality measures become the definition of quality within these programs. However, quality
measures often reflect what is measurable rather than what is important. For instance, the
primary purpose of chemotherapy is to extend life, but there are no quality measures in OCM
that measure whether the therapy achieves its primary objective.
Quality measures cover a very small portion of the total care process and are known in advance
to providers. Practices and larger health systems are incentivized to focus their resources on the
areas being measured rather than on the areas where they can most improve patient care.
Collection of quality measure data can be onerous and distracting. BPCI originally called for
collection of quality data through the “B-Care Tool”, but that requirement was suspended when
participating providers showed how long and expensive collecting the data would be. Similarly,
OCM practices have been overwhelmed by the data collection requirements in that program.
Biases in measures are not always contemplated. Some religious and ethnic groups are more
resistant to hospice care and practices treating more patients in those groups could be
penalized.

With these points in mind, we make the following recommendations:
1. Where possible, CMS should balance the meaningfulness and relevance of the measure with the
cost of data collection. Measures that can be calculated from administrative data alone should
be given priority as their cost of data collection is lowest.
2. CMS should not announce what specific quality measures it will use in advance of the
performance period. Rather, CMS, in cooperation with a Technical Advisory Panel, should
identify a “laundry list” of potential quality measures and randomly select a small number of
measures at the end of each performance period. This approach would both reduce cost and

cut back on “teaching to the test.”Quality scores should have the same impact on practices if
they show savings or have losses. The current OCM’s two-sided risk model reduces the
percentage of savings paid to practices with lower quality scores, but does not reduce the
percentage of losses if practices provide high quality care.

Risk and Reward

APMs that include downside risk need to consider the capacity of risk-bearing providers to absorb that
risk. While CMMI caps losses at 20 percent of total episode costs (after Winsorization) in both OCM and
BPCI, almost all community practices would become insolvent if they were faced with such results. We
understand that two-sided risk is a requirement of Advanced APMs in MACRA, so we crafted some
suggestions that could meet that requirement without threatening the delivery system.
1. Downside risk should be limited to a percentage of fee-for-service payments paid to the practice
rather than the total episode cost.
2. Medicare should consider shared savings/risk arrangements where practices might share a
percentage of the savings in exchange for Medicare sharing a percentage of the risk. Medicare
could also consider shared savings in exchange for reducing the discount that it requires
participating practices to produce before getting rewarded for savings.

Upfront Payments

We commend CMMI for its use of MEOS payments to provide working capital for practices to invest in
care improvement strategies and suggest that those payments be part of any future programs.
Particularly in a 2-sided risk program, those payments are really cash advances to fund new programs
that practices need to succeed. However, we suggest certain changes:
1. Because we propose eliminating many patients who are on maintenance therapy (and receive
fewer “enhanced services” than active treatment patients), future programs will need to
increase the payment amount to offset the lost revenue.
2. Billing for these services can be challenging as practices do not know which patients will
ultimately be attributed to them. We suggest that Medicare allow practices to bill for these
services as they do currently but Medicare should also reconcile what practices missed as part of
the reconciliation process.
3. If patients lose eligibility during an episode, e.g., the patient joins a Medicare Advantage plan,
the practice should still receive MEOS payments for when the patient was eligible for OCM.

Issues of Timing

A big problem with the current OCM program is the tremendous lag between when care is provided and
when CMMI reconciles Performance-Based Payments. The first OCM reconciliation is scheduled over 20
months after the program began. Psychological research has demonstrated the importance that
proximity of rewards and punishments to the behavior plays in the impact of the reward system. To
reduce that lag, we propose the following:

1. Reduce initial episode length to 120 days and continuing episodes to 60 days. We discussed the
clinical rationale for this proposal earlier. Here, we add that shorter episodes can be reconciled
sooner.
2. We understand that collecting and processing quality measure data can be a reason for delay.
To mitigate the necessary delay, we suggest a 2-step reconciliation process. In Step 1, Medicare
performs a financial reconciliation to show savings and losses. This could be done a few months
after the end of the performance period. For practices with savings, Medicare could issue Step
1 checks equal to the amount that a provider would be paid if it had the worst possible quality
score. For practices with losses, Medicare could similarly collect what the provider would be
paid if they had the best possible quality score. Step 2 would then include the quality score to
compute a final payment/collection.
These 2 steps could reduce the lag from the time that the first patient is seen until the first
reconciliation by half.

Final Thoughts

We applaud CMMI for taking the first step toward alternative oncology payment. OCM is a great chance
to learn what works and design better programs for the future. No one thinks OCM is a perfect
program, however, and there are clear ways that future alternative payment programs can benefit from
lessons learned.
Based on our experience with managing cancer treatment in Medicare Advantage programs and our
experience with the OCM program, we have proposed several ways that future value-based payment
programs in oncology can be improved. Many of these proposals are minor tweaks that will allow
physician practices to participate in the programs without adding onerous administrative burden or
excessive financial risk. Indeed, we propose expanding the scope of quality measure accountability
while reducing the data collection requirements for practices. We propose shared risk and reward that
does not pose an existential risk to community practices and poorly capitalized hospital-based practices.
Some of our proposed changes are bigger. In our experience, it is vital to get the entire practice
involved in alternative payment, so we suggest including radiation oncology as a triggering event. We
also propose distinguishing between episodes for “initial care” and “continuing care” as a way to more
closely align with the clinical reality of cancer treatment. As we talk with practices about OCM, we here
great concern about responsibility for costs that are clinically unrelated to cancer treatment, concern
that is disproportionate to the role that clinically unrelated costs play in the programs. We propose
eliminating services that are clearly unrelated to the cancer treatment in order to reduce barriers to
provider buy-in.
We have deliberately left target pricing methodology out of this response, but we would be remiss if we
did not mention its importance. Too much attention has been paid to revenue optimization and coding
rather than practice transformation, but that has been a rational response to the performance-basedpayment methodology in OCM. We have extensive experience pricing cancer care and would welcome
the opportunity to contribute to future CMS efforts in that arena as well.

Sincerely,

Andrew Hertler, MD, FACP
Chief Medical Officer

Stanley Forston, MD, MPH
Vice President, Strategic Programs

Ed Bassin, Ph.D.
Vice President, Clinical Analytics

Dear Centers for Medicare & Medicaid Services:
I am kindly requesting that the attached advocacy statement requesting that Licensed
Professional Counselors be strongly considered for Medicare / Medicaid reimbursement for
treating the tens of thousands of individuals seeking behavioral and addiction treatment.

Thank you.

Linda McQuilla-Jones, M.A., Ed.S., LPC
New Jersey Licensed Professional Counselor

CC: John A. MacDonald, J.D., M.A., N.C.C.
N.J.Licensed Associate Counselor
2016-17 Co-Chair, Policy and Legislation Committee, New Jersey Counseling Association
Board Member-at-Large, New Jersey Mental Health Counseling Association

These comments are directed toward the “Centers for Medicare & Medicaid Services:
Innovation Center (Innovation Center) New Direction”1 (retrieved from
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf) and the goals stated therein of “fostering an
affordable, accessible healthcare system that puts patients first.i” As described below and by denying
Medicare and other patients access to hundreds of thousands of Master’s Degree-trained and fully state
licensed clinical mental health and clinical addiction counselorsii , the current Medicare System operates
to 1) deny Medicare patients access to several hundred thousand highly-trained clinical mental health
and addiction practitioners; 2) acts as a barrier to patients accessing professional counselors specifically
trained in and state-licensed to provide treatment for substance use and co-occurring mental health
disorders; and, 3) artificially restricts competition, decreases patient choice, and increases mental
health and addiction treatment costs. The system does so by denying patients access to hundreds of
thousands of competent, highly skilled and highly trained mental health and addiction treatment
providers2 because these providers are improperly barred from billing Medicare for the costs of treating
Medicare patients.
The vast majority of fully-licensed addiction practitioners are Master’s degree trained and
licensed clinical alcohol and drug counselors. Given the current urgency of the opioid and addiction
crisis, it makes no sense that the current Medicare structure makes it impossible for these highly trained
mental health specialists to treat Medicare patients.
For the millions of patients currently receiving mental and behavioral health services from state
licensed professional counselors, the inability of their providers to get Medicare reimbursement forces
them to have to find new practitioners when they eventually transition to Medicare coverage. This
undoubtedly increases costs and decreases provider effectiveness as new providers will have to
effectively start from scratch. The new providers will have to explore their new patient’s life and
psychological history, earn their new patient’s therapeutic trust, develop a new treatment plan, and
apply the provider’s particular kind of mental health treatment modality.
Allowing hundreds of thousands of highly trained and highly skilled clinical mental health and
licensed clinical addiction counselors to receive Medicare reimbursement will be a major step towards
achieving the purposes of: Guiding Principle 1) of promoting “choice and competition in the market;” of
Guiding Principle 2) of reducing burdensome requirements and unnecessary regulations that prevent
hundreds of thousands of highly-trained clinical mental health and addiction practitioners from
providing cost-effective services to Medicare patients; of Guiding Principle 3, “Patient-centered care, ”
to “empower beneficiaries, their families, and caregivers to take ownership of their health and ensure
that they have the flexibility and information to make choices as they seek care across the care
continuum (bolding and italics added); of Guiding Principle 4, “Benefit design and price transparency …
to ensure cost-effective care that also leads to improvements in beneficiary outcomes; of Guiding

1

A quotations herein are taken from the New Direction document.
There are over 140,000 Licensed Professional Counselors who hold Master’s or Doctoral Degrees in clinical
mental health counseling nationwide. This writer does not know the number of Licensed Clinical Drug and Alcohol
Counselors nationwide. By way of example, in New Jersey there are 3,970 active and 663 application pending
Licensed Professional Counselors (http://www.njconsumeraffairs.gov/pc/Pages/meetings.aspx) and 2069 active
and 515 application pending Licensed Clinical Alcohol and Drug Counselors and 515 pending applications as of
August 25th, 2017 (http://www.njconsumeraffairs.gov/adc/Minutes/Alcohol-minutes-082517.pdf).
2

Principle 5, to “draw on partnerships and collaborations with public stakeholders and harness ideas for a
broad range of organizations and individuals across the country… .”
The Innovation Center indicates that it is interest in testing models in eight focus areas,
including: “Medicare Advantage (MA) Innovation Models” and “Mental and Behavioral Health Models.”
Such models should include an examination of the effect of allowing Medicare beneficiaries access to
mental and behavioral health services provided by fully-licensed clinical mental health and addiction
counselors. Denying Medicare patients access to hundreds of thousands of fully-licensed mental and
behavioral health practitioners would be antithetical to the Innovation Center’s observation that
“Consumer-directed care models could empower Medicare, Medicaid, and CHIP beneficiaries to make
choices from among competitors in a market-driven healthcare system.
The Innovation Center is considering testing models that would allow “Medicare beneficiaries to
contract directly with healthcare providers… .” Medicare currently allows Medicare beneficiaries to
contract with practitioners such as licensed clinical social workers, but prevents Medicare beneficiaries
to contract with the hundreds of thousands of highly trained, highly skilled, and fully-licensed clinical
mental health and licensed clinical addiction counselors. That barrier to Medicare and other
beneficiaries accessing clinicians should and must be removed if the Innovation Center truly wants to
achieve its stated purposes of driving “innovation, better quality and outcomes, and lower costs.”
“CMS is actively exploring potential models focused on behavioral health, including focus areas
such as opioids, substance use disorder, dementia, and improving mental health provider participation
in Medicare, Medicaid, and CHIP.” Allowing the hundreds of thousands of highly trained and highly
skilled clinical mental health and licensed clinical addiction counselors to treat the patients in these
programs by allowing these counselors to be reimbursed under these programs would be a major step
in improving mental health provider participation.
i
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CMS RFI Questions
(Note: If “yes” is chosen on the questions with a yes or
no response, a text box will open with room for further
explanations.)
Background
One of the most important goals at CMS is fostering an affordable, accessible healthcare system
that puts patients first. Through this informal Request for Information (RFI) the CMS Innovation
Center (Innovation Center) is seeking your feedback on a new direction to promote patientcentered care and test market-driven reforms that empower beneficiaries as consumers, provide
price transparency, increase choices and competition to drive quality, reduce costs, and improve
outcomes. The Innovation Center welcomes stakeholder input on the ideas included here, on
additional ideas and concepts, and on the future direction of the Innovation Center. Comments
will be received through 11:59 p.m. EST November 20, 2017.

Special Note To Commenters
Whenever possible, respondents are asked to draw their responses from objective, empirical, and
actionable evidence and to cite this evidence within their responses.
This RFI is issued solely for information and planning purposes; it does not constitute a Request
for Proposal, applications, proposal abstracts, or quotations. This RFI does not commit the
Government to contract for any supplies or services or make a grant or cooperative agreement
award. Further, CMS is not seeking proposals through this RFI and will not accept unsolicited
proposals. Responders are advised that the U.S. Government will not pay for any information or
administrative costs incurred in response to this RFI; all costs associated with responding to this
RFI will be solely at the interested party’s expense. Not responding to this RFI does not preclude
participation in any future procurement or program, if conducted. It is the responsibility of the
potential responders to monitor this RFI announcement for additional information pertaining to
this request.
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Please note that CMS will not respond to questions about the policy issues raised in this RFI.
CMS may or may not choose to contact individual responders. Such communications would only
serve to further clarify written responses. Contractor support personnel may be used to review
RFI responses.
Responses to this RFI are not offers and cannot be accepted by the Government to form a
binding contract. Information obtained as a result of this RFI may be used by the Government for
program planning on a non-attribution basis. Respondents should not include any information
that might be considered proprietary or confidential. This RFI should not be construed as a
commitment or authorization to incur costs for which payment would be required or sought. All
submissions become Government property and will not be returned. CMS may publicly post the
comments received, or a summary thereof.
In response to this Request For Information (RFI), which selection below do you most
closely identify?
Choose one of the following answers
•

Individual

•

Organization

*Please specify organization represented.
Organization Title: New York City Fire Department

Part 1:
Provisions of this RFI
Guiding Principles

While existing partnerships with healthcare providers, clinicians, states, payers and stakeholders
have generated important value and lessons, CMS is setting a new direction for the Innovation
Center. We will carefully evaluate how models developed consistent with the new directions can
complement what we are learning from the existing initiatives. The Innovation Center will
approach new model design through the following guiding principles:
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1.
2.

3.

4.
5.

6.

Choice and competition in the market – Promote competition based on quality, outcomes, and
costs.
Provider Choice and Incentives – Focus on voluntary models, with defined and reasonable
control groups or comparison populations, to the extent possible, and reduce burdensome
requirements and unnecessary regulations to allow physicians and other providers to focus on
providing high-quality healthcare to their patients. Give beneficiaries and healthcare providers
the tools and information they need to make decisions that work best for them.
Patient-centered care – Empower beneficiaries, their families, and caregivers to take ownership
of their health and ensure that they have the flexibility and information to make choices as they
seek care across the care continuum.
Benefit design and price transparency – Use data-driven insights to ensure cost-effective care
that also leads to improvements in beneficiary outcomes.
Transparent model design and evaluation – Draw on partnerships and collaborations with
public stakeholders and harness ideas from a broad range of organizations and individuals
across the country.
Small Scale Testing – Test smaller scale models that may be scaled if they meet the
requirements for expansion under 1115 A(c) of the Affordable Care Act (the Act). Focus on key
payment interventions rather than on specific devices or equipment.

The Innovation Center is interested in testing models in the following eight focus areas: (1)
Increased participation in Advanced Alternative Payment Models (APMs); (2) ConsumerDirected Care & Market-Based Innovation Models; (3) Physician Specialty Models; (4)
Prescription Drug Models; (5) Medicare Advantage (MA) Innovation Models; (6) State-Based
and Local Innovation, including Medicaid-focused Models; (7) Mental and Behavioral Health
Models; and (8) Program Integrity. However, the Innovation Center may also test models in
other areas.
Potential Models
Expanded Opportunities for Participation in Advanced APMs

In April 2015, Congress passed the Medicare Access and CHIP Reauthorization Act of 2015
(MACRA) that repealed the Sustainable Growth Rate formula for updating the Medicare
physician fee schedule, and replaced it with a series of fixed statutory updates and a Quality
Payment Program that includes the Merit-Based Incentive Payment System (MIPS) and
Advanced APMs. CMS administers the Quality Payment Program, and the Innovation Center
bears primary responsibility for development of policies and operations relating to Advanced
APMs. Eligible clinicians who are Qualifying APM Participants (QPs) for a year from 2019
through 2024 receive a lump sum APM incentive payment and, beginning for 2026, a
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differentially higher update under the Medicare physician fee schedule. Eligible clinicians who
are QPs for a year are also not subject to the MIPS reporting requirements and payment
adjustment.
CMS expects that the number of eligible clinicians choosing to participate in Advanced APMs
will grow over time. To facilitate this growth, CMS seeks comment on ways to increase
opportunities for eligible clinicians to participate in Advanced APMs and achieve threshold
levels of participation to become QPs. CMS has received feedback from the healthcare provider
community on the extensive and lengthy process that is required for a model to qualify as an
Advanced APM. CMS seeks feedback from stakeholders on ways the Administration can be
more responsive to eligible clinicians and their patients, and potentially expedite the process for
providers that want to participate in an Advanced APM. CMS also seeks guidance from the
stakeholders on ways to capture appropriate data to drive the design of innovative payment
models and strategies to incentivize eligible clinicians to participate in Advanced APMs.

Do you have comments on the guiding principles or Expanded Opportunities for
Participation in Advanced APMs?
•

Yes

•

No

What Expanded Opportunities for Participation in Advanced APMs model designs should the
Innovation Center consider that are consistent with the guiding principles?
ANSWER:

The current fee-for-service model to reimburse EMS providers is based solely on the
transport of a patient to an Emergency Department (ED). The result is that when someone
calls 9-1-1 for a non-acute event, there is a financial incentive for EMS providers to transport
them to an ED (the only way they will be reimbursed), when alternate care by EMS or other
providers may result in higher quality patient-centered care at a significantly lower cost.
Our model would split the bills: one bill for response and care; and one bill for transport.
Instead of penalizing EMS providers for providing other patient-centered care options, the
model would reward them for being innovative.
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*Do you have suggestions on the structure, approach, and design of potential Expanded Opportunities
for Participation in Advanced APM models? Please also identify potential challenges or risks
associated with any of these suggested models.
•

Yes

•

No

What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
ANSWER:

There is an opportunity to lower healthcare costs and improve patient care by empowering
EMS providers to adopt a service delivery model that more effectively evaluates, triages,
treats, and transports patients based on the level of care needed—instead of taking every
patient to an Emergency Department (ED).
This alternative care approach—which puts patients first—is likely to reduce the total cost of
care, improve outcomes, and reduce the burden on EDs.
How can CMS further engage beneficiaries in development of Expanded Opportunities for
Participation in Advanced APM models and/or participate in new models?
ANSWER:

One way they can do that is by bringing together a group of EMS providers (from different
parts of the country) and CMS officials to discuss alternative care options with the goal of
lowering health care costs, improving health care outcomes, reducing the burden on EDs, and
by putting patients first.
*Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
•

Yes

•

No
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PART 2:
Consumer-Directed Care & Market-Based Innovation Models

CMS believes beneficiaries should be empowered as consumers to drive change in the health
system through their choices. Consumer-directed care models could empower Medicare,
Medicaid, and CHIP beneficiaries to make choices from among competitors in a market-driven
healthcare system. To better inform consumers about the cost and quality implications of
different choices, CMS may develop models to facilitate and encourage price and quality
transparency, including the compilation, analysis, and release of cost data and quality metrics
that inform beneficiaries about their choices. CMS will consider new options for beneficiaries to
promote consumerism and transparency. For example, beneficiaries could choose to participate
in arrangements that would allow them to keep some of the savings when they choose a lowercost option, or that incentivize them to achieve better health. Models that we are considering
testing include allowing Medicare beneficiaries to contract directly with healthcare providers,
having providers propose prices to inform beneficiary choices and transparency, offering
bundled payments for full episodes of care with groups of providers bidding on the payment
amount, and launching preferred provider networks. CMS solicits feedback from patient and
consumer advocacy groups, the healthcare provider community, as well as experts in the
technology industry, and other stakeholders that can provide creative ideas on how to
operationalize these principles in models that best serve patients in terms of cost, quality, and
access to care.

Do you have comments on the guiding principles or Consumer-Directed Care & MarketBased Innovation Models?
•

Yes

•

No

What Consumer-Directed Care & Market-Based Innovation Model designs should the Innovation
Center consider that are consistent with the guiding principles?
ANSWER:
No Comment
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*Do you have suggestions on the structure, approach, and design of potential Consumer-Directed Care
& Market-Based Innovation Models? Please also identify potential challenges or risks associated with
any of these suggested models.
•

Yes

•

No

What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
ANSWER:
No Comment

How can CMS further engage beneficiaries in development of Consumer-Directed Care & MarketBased Innovation Models and/or participate in new models?
ANSWER:
No Comment

*Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
•

Yes

•

No

PART 3:
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Physician Specialty Models
Physician Specialty Models

•

The Innovation Center is interested in increasing the availability of specialty physician models to
improve quality and lower costs and engage specialty physicians in alternative payment models,
especially for independent physician practices. One potential option may be to include specialty
physician management of a defined population of beneficiaries with complex or chronic medical
conditions, including multiple chronic conditions. This may include the specialist serving as the
primary source of care and providing care coordination for medically complex beneficiaries.
Another option may be paying healthcare providers for limited episodes of care based on quality
measure performance and competitive pricing. For cancer care in particular, a model could test
full prepayment for Medicare and Medicaid beneficiaries, with care provided in collaborative
networks, possibly incorporating elements from the existing Oncology Care Model. CMS solicits
feedback from the provider community, patient and consumer advocacy groups, and other
stakeholders regarding their best ideas for new physician specialty models and appropriate
quality measures.

•

Physician-Focused Payment Model Technical Advisory Committee (PTAC)
Recommended Models

In addition to creating MIPS and Advanced APMs, MACRA also creates incentives for
physicians to participate in Alternative Payment Models (APMs), including the development of
physician-focused payment models (PFPMs). Section 101(e)(1) of MACRA creates the
Physician Focused Payment Model Technical Advisory Committee (PTAC). PTAC makes
comments and recommendations to the Secretary on proposals for physician-focused payment
models submitted by individuals and stakeholder entities. The Secretary may choose to
recommend Innovation Center testing of models recommended by PTAC.

Do you have comments on the guiding principles or Physician Specialty Models?
•

Yes

•

No
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What Physician Specialty Models designs should the Innovation Center consider that are consistent
with the guiding principles?
ANSWER:
No Comment

*Do you have suggestions on the structure, approach, and design of potential Physician Specialty
Models? Please also identify potential challenges or risks associated with any of these suggested
models.
•

Yes

•

No

What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
ANSWER:
No Comment

How can CMS further engage beneficiaries in development of Physician Specialty Models and/or
participate in new models?
ANSWER:
No Comment

*Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
•

Yes
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•

No

PART 4:
Prescription Drug Models

CMS wants to test new models for prescription drug payment, in both Medicare Part B and Part
D and State Medicaid programs that incentivize better health outcomes for beneficiaries at lower
costs and align payments with value. Models that better align incentives and engage beneficiaries
as consumers of their care can continue to improve patient outcomes while controlling drug
costs. Models that contemplate novel arrangements between plans, manufacturers, and
stakeholders across the supply chain, including, but not limited to innovative value based
purchasing arrangements, and models that would increase drug pricing competition while
protecting beneficiaries’ access to drugs are of particular interest.

Do you have comments on the guiding principles or Prescription Drug Models?
•

Yes

•

No

What Prescription Drug Model designs should the Innovation Center consider that are consistent with
the guiding principles?

ANSWER:
No Comment

*Do you have suggestions on the structure, approach, and design of potential Prescription Drug
Models? Please also identify potential challenges or risks associated with any of these suggested
models.
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•

Yes

•

No

ANSWER:
No Comment
What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?

ANSWER:
No Comment
How can CMS further engage beneficiaries in development of Prescription Drug Models and/or
participate in new models?
ANSWER:
No Comment

*Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
•

Yes

•

No
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PART 5:
Medicare Advantage (MA) Innovation Models

CMS wants to work with Medicare Advantage (MA) plans to drive innovation, better quality and
outcomes, and lower costs. CMS seeks to provide MA plans the flexibility to innovate and
achieve better outcomes. CMS is currently implementing an MA plan model, the Medicare
Advantage Value-Based Insurance Design (VBID) model, that provides benefit design flexibility
to incentivize beneficiaries to choose high-value services; but this model could be modified to
provide more flexibility to MA plans and potentially add additional states. More generally, CMS
is interested in more models in the MA plan space and regulatory flexibility as necessary for
purposes of testing such models. CMS is potentially interested in a demonstration in Medicare
Advantage that incentivizes MA plans to compete for beneficiaries, including those beneficiaries
currently in Medicare fee-for-service (FFS), based on quality and cost in a transparent manner.
CMS is also interested in what additional flexibilities are needed regarding supplemental benefits
that could be included to increase choice, improve care quality, and reduce cost. Additionally,
CMS seeks comments on what options might exist beyond FFS and MA for paying for care
delivery that incorporate price sensitivity and a consumer driven or directed focus and might be
tested as alternatives to FFS and MA.

Do you have any comments on the guiding principles or Medicare Advantage (MA)
Innovation Models?
•

Yes

•

No

What Medicare Advantage (MA) Innovation Model designs should the Innovation Center consider that
are consistent with the guiding principles?
ANSWER:
No Comment
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*Do you have suggestions on the structure, approach, and design of potential Medicare Advantage
(MA) Innovation Models? Please also identify potential challenges or risks associated with any of
these suggested models.
•

Yes

•

No

What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?

ANSWER:
No Comment

How can CMS further engage beneficiaries in development of Medicare Advantage (MA) Innovation
Models and/or participate in new models?
ANSWER:
No Comment

*Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
•

Yes

•

No

PART 6:
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State-Based and Local Innovation, including Medicaid-focused Models

States play a critical role in innovation and delivery of high quality care. CMS wants to partner
with states to drive better outcomes for people based on local needs. CMS and the Innovation
Center have worked with states on a variety of initiatives including the State Innovation Models,
Innovation Accelerator Program, Strong Start and Medicaid Incentives for the Prevention of
Chronic Diseases Model. These efforts and a variety of successful State-led models provide
lessons learned for advancing innovation. Through this model focus area, States could drive
reform and innovation. Healthcare providers and states would work with CMS to develop statebased plans and local innovation initiatives to test new models. Models would vary based on the
needs and goals of each state for improving care and lowering costs, but could include providing
states with more flexibility for multi-payer reforms as well as increasing opportunities for
physicians serving Medicaid and CHIP populations to participate in value-based payment
models. Models specific to Medicaid populations would also be considered. CMS would rely on
authority under sections 1115 and 1115A of the Act in developing and implementing such
models.

Do you have any comments on the guiding principles or State-Based and Local Innovation,
including Medicaid-focused Models?
•

Yes

•

No

What State-Based and Local Innovation, including Medicaid-focused Model designs should the
Innovation Center consider that are consistent with the guiding principles?
ANSWER:

The current fee-for-service model to reimburse EMS providers is based solely on the
transport of a patient to an Emergency Department (ED). The result is that when someone
calls 9-1-1 for a non-acute event, there is a financial incentive for EMS providers to transport
them to an ED (the only way they will be reimbursed), when alternate care by EMS or other
providers may result in higher quality patient-centered care at a significantly lower cost.
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Our model would split the bills: one bill for response and care; and one bill for transport.
Instead of penalizing EMS providers for providing other patient-centered care options, the
model would reward them for being innovative.

*Do you have suggestions on the structure, approach, and design of potential State-Based and Local
Innovation, including Medicaid-focused Models? Please also identify potential challenges or risks
associated with any of these suggested models.
•

Yes

•

No

What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
ANSWER:
No Comment

How can CMS further engage beneficiaries in development of State-Based and Local Innovation,
including Medicaid-focused Models and/or participate in new models?
ANSWER:

If CMS or a State based Medicaid system could guarantee that during a pilot period, a local
EMS agency (ex. FDNY) would be given the same level of Medicaid reimbursement that it
typically receives—which is tied directly to transporting patients to an ED—while the EMS
provider adopts an alternative care service delivery model, one that more effectively
evaluates, treat, triages, and transports patients based on the level of care needed, instead of
taking every patient to an ED.

Response to the CMS Innovation Center RFI
FDNY EMS Reimbursement Reform and Patient-Centered Health Care and Innovation Pilot Concept

We expect the benefits from an alternative care model—one not centered wholly on
transporting patients to an ED—to include:
•
•
•
•

More innovation;
Improving patient outcomes;
Reducing costs, particularly ED-related downstream costs;
Putting patients first by providing patient-centered care.

*Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
•

Yes

•

No

PART 7:
Mental and Behavioral Health Models

CMS is actively exploring potential models focused on behavioral health, including focus areas
such as opioids, substance use disorder, dementia, and improving mental healthcare provider
participation in Medicare, Medicaid, and CHIP through models that enhance care integration
and/or utilize episode payment. CMS is interested in stakeholders’ views of the best payment
models and state and local interventions to improve care in these areas.

Do you have any comments on the guiding principles or Mental and Behavioral Health
Models?
•

Yes

•

No

Response to the CMS Innovation Center RFI
FDNY EMS Reimbursement Reform and Patient-Centered Health Care and Innovation Pilot Concept
What Mental and Behavioral Health Model designs should the Innovation Center consider that are
consistent with the guiding principles?
ANSWER:

No Comment

*Do you have suggestions on the structure, approach, and design of potential Mental and Behavioral
Health Models? Please also identify potential challenges or risks associated with any of these
suggested models.
•

Yes

•

No

What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
ANSWER:
No Comment
How can CMS further engage beneficiaries in development of Mental and Behavioral Health
Models and/or participate in new models?
ANSWER:
No Comment
*Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
•

Yes

•

No

Response to the CMS Innovation Center RFI
FDNY EMS Reimbursement Reform and Patient-Centered Health Care and Innovation Pilot Concept

PART 8:
Program Integrity

CMS is seeking comment on ways that CMS may reduce fraud, waste, and abuse and improve
program integrity. The costs and effectiveness of different approaches to program integrity could
be tested to help CMS find the ideal balance between burdens on patients and additional
workload created for the physician and effectiveness of the review. Such an approach could be
tested as part of a new model and/or be layered on top of other models.

Do you have comments on the guiding principles or Program Integrity?
•

Yes

•

No

What Program Integrity model designs should the Innovation Center consider that are consistent with
the guiding principles?
ANSWER:

Currently, EMS providers are incentivized to transport patients to Emergency Departments
(EDs), regardless of the needs of patients, because the current reimbursement model is tied
directly to transport. The Medicare ambulance benefit is considered a transportation benefit,
and without transport, there is currently no benefit.
This reimbursement model leads to too many trips to EDs, wasting resources and putting a
further strain on already overburdened EDs. We ask that the Innovation Center consider an
EMS reimbursement model that rewards innovation by reimbursing EMS for providing
response and care onsite, covering: response, triage, patient assessment, and treatment

Response to the CMS Innovation Center RFI
FDNY EMS Reimbursement Reform and Patient-Centered Health Care and Innovation Pilot Concept

and/or for transporting a patient to a non ED location. We’d like to split the bills: one bill for
response and care; and one bill for transport.
*Do you have suggestions on the structure, approach, and design of potential Program Integrity
models? Please also identify potential challenges or risks associated with any of these suggested
models.
•

Yes

•

No

What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
ANSWER:
No Comment

How can CMS further engage beneficiaries in development of Program Integrity models
and/or participate in new models?
ANSWER:

*Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
•

Yes

•

No

Response to the CMS Innovation Center RFI
FDNY EMS Reimbursement Reform and Patient-Centered Health Care and Innovation Pilot Concept

PART 9:
Are there any other comments or suggestions related to the future direction of the
Innovation Center?
•

Yes

•

No

Response to CMS Request for Information: Innovation Center New Direction Request:
Chronic Care Model
November 2017
As a patient-centered, integrated academic medical center, NYU Langone Health has
invested over 10 years in the planning and implementation of initiatives to support care
transformation and payment reform. NYUPN, LLC, the clinically integrated network of NYU’s
faculty group practice, hospitals, and voluntary physicians, was created in 2012 to contract and
enter into value-based payment arrangements. NYUPN implemented Medicare’s Bundled
Payment for Care Improvement (BPCI) initiative for three clinical episodes in October 2013, and
the Oncology Care Model in July 2016. NYUPN is currently managing care for more than
240,000 individuals with $1.5B in total annual spend under shared savings and risk arrangements
for commercial and Medicare Advantage plans. NYU Langone Health recently continued its
leadership in care transformation by creating the NYU Langone IPA to serve as the clinically
integrated network contracting for more than 100,000 Medicaid beneficiaries.
With this experience in mind, NYU Langone urges CMMI to develop an accountable
care model that specifically targets patient cohorts with chronic and medically complex
conditions. This model would attribute patients to a multi-specialty physician group rather than
just the PCP, which we believe will result in greater physician engagement in managing the cost
and quality of care of these complex patients. NYU Langone proposes a ‘chronic home’ model
which aligns with CMMI’s focus areas of increased participation in Physician Specialty Models
and Advanced Alternative Payment Models, with the following components:

a. Definition:
Multi-specialty physician model made of PCPs, psychiatrist, endocrinologist and
cardiologist, and other specialties, supported by a clinical navigator, which will address
both chronic disease and behavioral health innovation.
b. Attribution Methodology
We propose that Medicare beneficiaries would be prospectively attributed on a quarterly
basis to the specialist physician group. Providers will submit to CMMI a list of members
that qualify to enroll in the program, using diagnostic criteria and a plurality of their
related specialty care. Our proposed attribution methodology ensures a relationship
between the patient and provider truly exists, empowering the provider to pro-actively
and effectively manage the care of this complex patient population. A minimum of 500
total attributed lives across all disease states should be required for participation to
prevent variation due to low volume.
c. Disease Selection
CMS-Hierarchical Clinical Condition (HCC) category codes would be used to identify
cohorts of patients by condition (e.g. heart failure, diabetes, renal failure, cancer, COPD)
for inclusion. The CMS-HCC methodology is advantageous for a number of reasons –
namely that it does not require an inpatient admission to define the population and the
CMS-HCC grouper takes into account the relationship and interaction among multiple
clinical conditions, comorbidities, and demographic factors such as age, gender, and
Medicaid and disabled status to calculate a patient’s risk score. Offering health systems
the opportunity to select the conditions for inclusion allows for a phased approach to
implementation, similar to the Bundled Payment for Care Improvement (BPCI) initiative.
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Risk stratification of patients should occur to determine the intensity of services expected
to be provided.
d. Risk Arrangement
Upside only model for the first 3 years with the option of sharing risk post year 3 or
earlier.
e. Performance Calculations
Providers should be able to negotiate a percentage of premium arrangement with
performance outcome measures. The chronic disease episode would last at least 12
months; however, financial reconciliation would occur more frequently (e.g. semiannually) to ensure physician engagement.
f.

Monthly care coordination payments
CMMI would pay a monthly care coordination fee for providing enhanced services and
clinical navigation, similar to the Oncology Care Model’s MEOS payments.

g. Incentivizing physicians
Physicians will pass the APM requirement under MACRA for participating under this
program. Gainsharing waivers similar to those under the BPCI demonstration will be
provided to incentivize physicians to establish and utilize clinical pathways using
evidence-based guidelines, and to set goals for patients.
h. Timely data
To effectively operationalize the model, Medicare would need to provide monthly data
refreshes to providers for actionable and continual improvements to the program.
i.

Relaxation of current regulations as part of participation:
a. Allow providers to recruit new Medicare beneficiaries to the program
b. Relax regulations on telehealth or provide waivers
c. Allow providers to incentivize attributed beneficiaries for:
i. Keeping visits
ii. Undertaking certain tests and/or compliance with medications
iii. Wearing telehealth devices
iv. Checking in regularly with clinical navigator

NYU Langone Health appreciates CMMI’s consideration of these comments. If you
have questions, please feel free to contact Lily Pazand.
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Response to CMS Request for Information: Feedback Regarding CMMI Oncology Care
Model
November 2017

NYU Langone is currently participating in CMMI’s Oncology Care Model
(OCM). OCM episodes are triggered by the administration or prescription of
chemotherapy, which inherently results in chemotherapy accounting for the majority of
episode spend. It is difficult to realize any savings in an episode that is primarily
comprised of necessary drug treatment; thus limiting participants’ ability to effectively
incentivize and engage physicians to transform the quality and cost of cancer care. To
provide more opportunities to innovate cancer care, NYU Langone proposes restructuring the oncology care model to begin when the cancer is diagnosed as an
advanced stage illness (stage III or IV). The proposed model would be targeted to
transforming the end of life care of cancer patients, where much of the variation and
fragmentation in treatment occurs. The model should contain the below components for
these high risk cancer patients:
1) Risk stratification of patients similar to the current OCM model to
determine the intensity of services expected to be provided
2) Shared decision making to engage beneficiaries and their
families/caregivers in treatment choices
3) A plan of care for each patient that outlines goals of care, treatment, and
interventions
4) Care navigation to facilitate access to services and manage all care
transitions
5) Supportive care, including palliative care consultation, intensive symptom
management, and early hospice referrals
a. Attribution Methodology
We propose that Medicare beneficiaries would be prospectively attributed on a quarterly
basis to the oncology group. Providers will submit to CMMI a list of members that
qualify to enroll in the program, using staging and diagnostic criteria and a plurality of
their related oncology care. Our proposed attribution methodology ensures a relationship
between the patient and provider truly exists, empowering the provider to pro-actively
and effectively manage the care of their patient population. A minimum of 500 total
attributed lives across all cancer types should be required for participation to prevent
variation due to low volume.
b. Disease Selection
Participants will be able to select the specific cancer diagnoses they will manage under
this model, and be able to add cancer types in a phased implementation.
c. Risk Arrangement
Upside only model for the first 3 years with the option of sharing risk post year 3 or
earlier.
d. Performance Calculations
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Overall population cost reduction of 2% (as opposed to 4% in OCM) with performance
outcome measures that include, for example, reduction in inpatient use in the last 30 days
of life, increase in hospice use, and reduction in ED visits in the last 30 days of life. The
cancer episode would last at least 12 months; however, financial reconciliation would
occur more frequently (e.g. semi-annually) to ensure physician engagement.
e. Monthly care coordination payments
CMMI would pay a monthly care coordination fee for providing enhanced services and
clinical navigation, similar to the OCM Monthly Enhanced Oncology Services payments.
f.

Incentivizing physicians
Physicians will pass the APM requirement under MACRA for participating under this
program. Gainsharing waivers similar to those under the BPCI demonstration will be
provided to incentivize physicians to establish and utilize clinical pathways using
evidence-based guidelines, and to set goals for patients.
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November 20, 2017
Centers for Medicare and Medicaid Services
Innovation Center New Direction MAX Survey - Request for Information (RFI)
Next Wave is pleased to provide feedback to assist the Innovation Center to promote patient
centered care and to test market-driven reforms to drive quality, reduce costs, and improve health
outcomes. Our focus is on ways to predict, avoid, monitor, and correct unintended consequences
when implementing value-based payment (VBP) and advance payment models (APMs).
We are a health services research and consulting firm focused on the design, implementation,
and evaluation of health needs assessment, delivery, reimbursement, and quality measurement at
the local state and national levels. Our suggestions for future direction of the Innovation Center
are based upon:
 Serving on the Coordinating Committee of the National Quality Forum (NQF), Medicaid
Innovation Accelerator Project (IAP) for CMS
 Serving on the Unintended Consequences Group for the NQF Pay-for-Performance
Programs: Guiding Principles and Design Strategies report1 (excerpts attached)
 Primary technical support for preparation of a 10 County Community Needs Assessment
to focus state Medicaid reform in New York’s Delivery System Reform Incentive
Payment (DSRIP) waiver
 Evaluation of recent and imminent VBP/APM models (BPCI & CJR for hospitals, Knee
Arthroplasty episode costs and complex patient bonus for MIPS, and allowing knee
arthroplasty in outpatient settings) to identify potential unintended consequences
Unintended consequences have the very real potential to derail innovations over time.
Mechanisms giving rise to perverse incentives cut across multiple categories in the Innovation
Center MAX Survey RFI. For clarity, we present our overall comments, references, and specific
examples for clarity (high BMI, support at home after hospitalization or surgery) in this
attachment, with references in the MAX survey document submitted on-line as appropriate.
Our basic recommendation is for the Innovation Center to add a formal step to predict,
avoid, monitor, and correct Unintended Consequences to the design and evaluation
framework for ALL APM initiatives.
In order to implement the above, place priority on routine collection of data measures
needed to rapidly identify developing perverse unintended consequences and focus
quick action to correct them.
Please contact me for any questions or clarifications.
Sincerely,

John D. Shaw
President

616 Washington Court � Guilderland, NY 12084 � (518) 452-3351 � www.nextwave.info

Next Wave Comments: CMS Innovation Center MAX Survey RFI
A guiding principle critical for any APM design is to assure that incentives align with better
health and better care at affordable cost. This includes anticipating, avoiding, monitoring, and
correcting any unintended consequences of perverse incentives. Doing so will expand
opportunities for successful participation in advanced APMs to broader numbers and types of
providers - and accelerate implementation.
Each APM model will have a defined target population. If significant subpopulations exist with
materially high or low cost/quality/value metrics, a disproportionate mix of the subpopulations
across location, plans, providers, or groups will impact their viability. This is particularly true if
the subpopulations can be identified prior to enrollment or initiation of care. Incentivizing
provision of better health rather than patient selection (cherry picking/lemon dropping) will
broaden voluntary participation and success in APMs. Payment levels should therefore be tied
(direct, risk adjustment, etc.) to material subpopulations rather than an overall average
heterogeneous population.
APM design and routine real-time monitoring of unintended consequences are vital. Both
require data and evidence to identify and track these material subpopulations. Changing
payments from one-time fee-for-service encounters to bundles across an entire episode or time
period will require collecting new data measures that matter. For example, early bundled
payment and value models focus on hip and knee replacements for both hospitals and doctors.
Factors such as Body Mass Index (BMI) and support at home during the first postoperative days
are widely known to have significant impacts on episode costs and outcomes. However, they are
NOT routinely collected across all relevant episode claims for the encounter.
Characteristics and consequences of perverse incentives for participants in Bundled Payments
for Care Improvement (BPCI), Comprehensive Care for Joint Replacement (CJR), and Knee
Arthroplasty Episode-Based costs for MIPS value payments include:
 No APMs fully recognize patient BMI in payment and/or risk adjustments
o Either no adjustment is made at all, or cost impact is diluted across all patients
whether they receive joint replacement or not (e.g. HCC based risk scores).
 Patients with a high BMI (40plus) are 16% more likely2 to utilize higher cost SNFs (at
2.4 times the cost) or IRFs (at 4.2 times the cost) for post-acute care versus home health
care3
 There is significant variation by hospital in routine joint replacement patients currently
identified as BMI 40plus (morbidly obese) – ranging from 0% to 43.4% (10% of
hospitals under 4.9% of patients, 10% over 14.6% of patients)4
 Patients with a high BMI (40plus) typically require 2-person assistance in activities of
daily living (ADLs), adding approximately $30 per day to acute and post-acute care costs
 Patients in many locations live alone and do not have support at home – very few have 2
persons available. Recovery at home is not a safe option for these beneficiaries
 Hospitals and Physicians are advantaged or disadvantaged financially based on the BMI
and social supports of the patients they serve locally, and incentivized financially to
actively avoid complex/high need patients or penalized for serving them.
 Allowing Medicare payment for Knee replacements in outpatient settings5 will
exacerbate the above.
2

Comments reflecting the above were inserted into the first (Guiding Principles) and last
(Program Integrity) sections of the online MAX Survey. Note that Unintended Consequences
are cross-cutting and applicable to the other sections as well, however, we did not duplicate
them.

ENDNOTES
1

See excerpt attached, including the Unintended Consequences Small Group Report Summary Chart. It identified
patient selection as the greatest concern – it will happen, what to do about it is critical. To access the full final report
(published prior to 2008), please email info@qualityforum.org with your specific request.
2
Next Wave Analysis of 1.5 million DRG 470 Medicare FFY 2013-2015 claims
3
Merit-based Incentive Payment System (MIPS) Episode-Based Cost Measure Field Test Report, downloaded from
https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-Instruments/Value-BasedPrograms/MACRA-MIPS-and-APMs/MACRA-MIPS-and-APMs.html
4
Next Wave Analysis of 1.5 million DRG 470 Medicare FFY 2013-2015 claims – hospitals with at least 1 joint
replacement per week
5
Federal Register July 20, 2017, available at: https://www.gpo.gov/fdsys/pkg/FR-2017-11-16/pdf/2017-24067.pdf
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Conference participants identified many lessons that could
be learned from existing programs, despite the scant scientific
evidence available to date. It was noted that in general it is
important to implement programs that are situation specific
and that take into account local market issues, payer mix,
and patient case-mix; to consider unintended consequences;
to involve all stakeholders in designing programs, especially
those that focus on increasing consumer engagement; and
to structure incentives to promote the integration of care,
team responsibility, efficiency, and sustained continuous
improvement.
Many lessons also have been learned about feasibility related
to measurement and data collection for pay-for-performance
programs, given the healthcare system’s experience with
quality measurement more generally. Participants emphasized
the need for a common, national set of measures for pay for
performance; streamlined data collection that generates
measure results as a byproduct of care; neutral third parties
for collecting data to ensure trust and credibility in the results;
transparency of data; and timely feedback. Furthermore, to
achieve the overall quality improvement goal of pay for
performance and to ensure its benefits are enduring, the
healthcare system’s payment structure must be redesigned
to promote the delivery of high-quality care.

Unintended Consequences

As with any new financing strategy, pay for performance
may generate an array of perverse incentives, unintended
consequences, and other potential harms. For example, the
use of a competitive/tournament or target performance
model for incentives to promote or reduce the likelihood of
perverse incentives could have important effects on provider
behavior. Conference participants were asked to identify
recommendations to address the following:
n

n

the design characteristics that should be avoided in payfor-performance programs because they might be more
likely to lead to undesirable outcomes; and
the principles that should be put into place to avoid or
reduce the likelihood of unintended consequences.

PAY-FOR-PERFORMANCE PROGRAMS: GUIDING PRINCIPLES AND DESIGN STRATEGIES

Conference participants recognized
that many unintended consequences may
and are in fact likely to occur if programs
are not designed properly. For each unintended consequence they named, however,
they also suggested specific strategies/
design principles that could be implemented
to avoid or minimize the risk of potential
harms. The major unintended consequences
and accompanying principles that conference participants highlighted fell into
several broad categories: measurement,
cost and financing, incentive design, and
program structure.
Quality measures that are not well
developed could lead to spurious accuracy,
generating results that suggest a greater
degree of validity than actually exists. At
the same time, the development of a full
set of “perfect” measures that pleases all
parties will not be achieved in the short
term, if ever, and waiting for a perfect set
will delay action indefinitely. Yet among
the universe of existing measures, patient
risk selection, unreliable data collection,
and gaming are known to occur.
Thus, conference participants suggested
that to strike an appropriate balance (and
given the lack of statistical significance in
most ranking methodologies), it would be
important to avoid ranking providers and
instead implement the best available measures that have achieved multistakeholder
consensus. Existing measures can be used
if they are risk adjusted, particularly for
factors that could trigger patient selection
(e.g., major outliers, patient demographics,
adherence, health literacy); if data are
validated, such as against expected
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performance or aggregate-individual
provider performance comparison;
and if “payment for participation” was
used initially to encourage accurate data
reporting practices.
Many providers may resist participating
in pay-for-performance efforts if a case is
not made regarding whether and how the
programs will ultimately be cost-effective,
or cost-saving. Providers may believe that
other quality improvement strategies are
more cost-effective than pay for performance or view the return on investment as
minimal. As a result, some providers will
respond to the “forced investment” by
using resources to avoid implementing
such programs. To avoid these problems,
pay for performance should be implemented
over a multiyear timeframe, with the initial
costs of implementation offset by the anticipated long-term savings due to greater
efficiency. Additional research about the
value of specific measures also would be
useful, with a particular focus on how each
measure should be weighted overall.
Participants discussed the relative
merits of using a competitive “tournament”
model or targeted benchmarks for performance, but did not reach agreement on
which model would be best for minimizing
unintended consequences. While a tournament model may promote healthy
competition, it could discourage the sharing of innovations; participants suggested
designing programs that reward sharing
best practices and using brand recognition
and reputational incentives to encourage
providers to do so. Competition also could
generate complacency among the highest
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performers, unless benchmark/targets are
used and the bar for performance is raised
continually. Under both the tournament
and target models, however, the lowestperforming providers would have the least
motivation to improve, given the greater
amount of effort required to reach established goals. Conference participants
recommended providing technical assistance to the lowest-performing providers
in order to address this issue and also to
reward improvement and participation.
Details of the design of pay-for-performance programs are viewed as fundamental
considerations for avoiding unintended
consequences. For example, if payment
and provider control are not fully aligned,
the wrong entities may be rewarded. A
skewed focus on performance measurement to meet program goals also could
result in a loss of focus on other priorities
and opportunities for improvement.
Finally, a system that appears to unfairly
reward providers because of poor measure
design and/or non-alignment of incentives
and provider responsibility would lose
credibility with the public. To avoid these
pitfalls, pay-for-performance programs
must be evaluated and modified continually; data must be validated, transparent,
and audited; the system of reward and
responsibility must be transparent to all
stakeholders; and measures must reflect
patient outcomes and experience, team
coordination, and patient care coordination.

Healthcare Settings

Given the issues raised by Dr. Bagley and
others about the unique issues involved in
applying pay-for-performance initiatives to
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various types of providers, conference
participants were asked to consider the
potential differences between pay for performance in different healthcare settings—
such as inpatient and outpatient settings,
long-term care settings, community health
centers, and other settings. Participants
were asked to identify recommendations to
address the following:
n

n

n

whether guiding principles specific to
different care settings are needed and, if
so, what they would be;
whether there are cross-cutting pay-forperformance principles that can and
should apply to all healthcare settings
and, if so, what they would be; and
whether, over time, principles that are
specific to different care settings can or
should be eliminated.

Conference participants made the
primary recommendation that a high-level
set of guiding principles for pay for performance that applies to all healthcare
settings would be the most appropriate,
given the value of simplicity in having a
single set of principles. Such principles
should be overarching, but also should
be sensitive to the special missions of
individual care settings. The use of a single
set of principles would facilitate care coordination and communication across settings.
A broad set of principles should not,
however, preclude the use of different
measures or variable weighting of
measurement priorities in specific care
settings—that is, long-term care facilities
may use different measures and weight
patient experience more heavily than acute
care hospitals, which may in turn choose
to focus more on clinical quality and

Unintended Consequences of Pay for Performance – Small Group Report
Unintended Consequence Theme

Unintended Consequence
Some groups of patients will have
resource needs beyond payment levels or
mortality risks beyond risk adjusted
predictor – disincentive to treat.

Principles to Avoid or Reduce Impact

ID likely areas – Risk Adjust Where Possible
Process Measures less likely to trigger selection
Possible Exclusion of Major Outliers (e.g. AMI
transfers) at provider level, but still need to address
excluded cases (e.g. require Root Cause for each,
include them in community level aggregation, etc.)
Other Important Clinical Interventions
Include at least some outcome measures
Loss of Focus
(Get MORE of what you measure, likely
overlooked, underutilized
Weighting of outcome-process-structure measures
LESS of what you don’t - All stakeholders
(best=higher weight), update with better data
are busy. What do we really want to
Lose sight of Patient in focus on clinical
Include Patient Experience component in any
improve?)
payment for performance
Lose sight of coordination with other
Include Team Coordination component in any pay for
disciplines/caregivers
performance
Lose sight of coordination with other
Look at denominator – e.g. per episode for
levels of care/cross silo patient needs
admissions or surgery where Post Acute Care likely
Potential to focus on improving the
Embed true goals into measures, not just current
measures rather than improving care
means
Validate average levels of measures from data source
Measure may be influenced by other
Imperfect Data
with averages from clinical literature
issues such as definition, documentation
(Potential users skeptical, must be reassured
Need bottom up evaluation/feedback from providers,
that results are sufficiently valid to support
accuracy, coding, creep, gaming
coders, front-line-staff
Major underreporting (only 10-20% of
use.)
events reported) – distorts intended target Make first step “payment for participation” – with
formal evaluation of reasons for “Outliers”
Can the “right” MD be identified if
Look at measures for full “Team” vs. individual
multiple involved?
May need limited Policy Driven Measures,
Patient Adherence and Health Literacy
Evidence Based Measures Preferred, but
Demographic Adjustments, Measures of Patient
Confounds measures,
Incomplete
Particular risk for “Safety Net” providers
Adherence, Phase-in to provide time for refinement
(Insufficient evidence for desired measure)
Concern that cost of implementation
Evaluate Value of measures – formal look at costs
Cost Effectiveness
(Is this specific effort worth it?)
greater than value, or return is less than
and benefits
for other alternatives
Use as part of weighting for aggregate measures
Others Gaming, unfair if I’m not
Need auditing – convince all to TRUST gaming will
Perception of Fairness
Stakeholder making investment does not
not be rewarded
(Systems perceived as unfair focus attention
get return (I do work, you get rewarded)
Need transparent recognition of who invests, who
on the payment system itself rather than
gets return, dollars transferred between stakeholders
desired improvement actions)
NQF: P4P Programs: Guiding Principles and Design Strategies 3/1-2/2005 Focused Discussion for Health Care Leaders Next Wave, Albany, NY
Selection
(WILL occur – Measures not Perfect)

Unintended Consequences of Pay for Performance – Small Group Report
Unintended Consequence Theme

Unintended Consequence

Principles to Avoid or Reduce Impact

Rewarding Wrong People (Misalignment
of Payment and Control)
(Intent of pay for performance is to
highlight actionable interventions that will
improve outcomes. The actions and
responsible people need to match for it to
work.)

Wrong Parameters or Inaccurate data

Unwillingness to Share Best Practices
(Why should I share my secret to success?)
Complacency for Being “Best”
(Relax if at the top)
Doom Loop for Those at Bottom
(Too deep to dig out)
Forced Investment of Dollars that May
Not Exist
(If I can’t meet payroll, where is money to
collect more data and do improvements?)
Malpractice/Legal Liabilities
(Will pay for performance present new
risks for litigation?)

If “Tournament” competition, may want to
keep advantage
Why spend more effort if already at top

Validate measures with all stakeholders (including
direct care staff) – face validity as well as statistical
Model/evaluate impacts during phase-in period,
provide training
Explore ways to improve bottom facilities while
maintaining top (pay for maintenance) – e.g. use
BOTH level achieved and improvement,
Partial credit for commitment to improvement (e.g. in
6 months – and check if done),
More frequent updates to give credit for
improvements as they are made
Build in structural Commitment measures
Reward/recognize “sharing” (the power of “Brand”)
Pay for participation (pay for sharing)
Keep improvement orientation of benchmarks –
evolving standards – raise the bar, audits of process
Technical Assistance – available or maybe even
required
Do multi-year implementation plan, with explicit,
planned reductions from future savings to fund extra
up-front investment

Spurious Accuracy
(Perceived accuracy beyond statistical)
Perfect Enemy of Good
(Waiting to implement until measures and
data are highly valid and reliable)

Right Parameters but threshold effects of
time frame, cut points (90% vs. 95%),
number/type of thresholds introduce
perverse incentives

No revenue to be able to improve
Response to “forced investment” may be to
use resources to fight change rather than
implement improvements
Providers Sue because methodology faulty
Patients Sue because care in low tier facility
(similar to following clinical guidelines)
Patients Sue Plan if forced to go to bottom
tier facility
Presentation of results could imply a greater
degree of validity than exists
Tendency to avoid action until measures
and data accuracy is perfected – which will
never happen.

NQF: P4P Programs: Guiding Principles and Design Strategies

Validate Methodology with ALL stakeholders
Make sure patients have choice – even if at higher
co-pay

Avoid individual “ranking” that implies statistical
significance that may not exist
Implement best available by stakeholder consensus
Commit to framework of continuous improvement of
the pay for performance process itself

3/1-2/2005 Focused Discussion for Health Care Leaders Next Wave, Albany, NY

October 14, 2017

Response to the RFI from Centers for Medicare & Medicaid Services
COMMENTS ON THE FUTURE DIRECTION OF THE CMS INNOVATION CENTER

There is a considerable rationale to focus on bundled payment models for health care delivery. The
innovation efforts in the future should emphasize value creation for all stakeholders. Outcome,
satisfaction and cost are the essential components of value. (1) Improving value using bundled payment
models should seek innovation from a variety of components in the delivery process. The information
system used in bundled payment models will be a major determinant of efficacy to continuously
improve value. A list of components of health care delivery that merit innovation support were
presented by Porter and Lee (1):
1)
2)
3)
4)
5)
6)

Organize into Integrated Practice Units focused on disease states and not medical specialties.
Measure outcome and cost for every patient.
Bundled payment for care cycles (episodes of care).
Integrate care delivery systems.
Expand geographic reach.
Build an enabling information technology platform.

Innovative payment systems will need to exempt some regulations that are embedded in the fee for
service system for the purpose of discouraging fraud and abuse. Legacy regulations can impede
integrating care. Innovation in organizing care delivery must embrace new arrangements for integrated
systems and novel referral processes. Better ways to approach waste, fraud and abuse should be
addressed with future innovation efforts.
CMS recognized its limitation in supporting prospective payment delivery models in the request for
comment on the Comprehensive Care for Joint Replacement Model for Acute Care Hospitals Furnishing
Lower Joint Replacement Services (2). Their model used retrospective payments; restricted providers to
acute care hospitals and eliminated medical group centered innovation. Porter and Kaplan also
emphasized the need for an effective payment process for bundled health care; “The payment amount
should be contingent upon achieving good patient outcomes and provide a positive margin above the
actual costs incurred by efficient and effective providers.” (3) Prospective payment in bundled health
care should be an innovation goal.
The primary focus for innovation should be to continuously improve value in health care delivery. Value
is created from lower cost, better outcomes and patient satisfaction. It should not be viewed as zero
sum game. If value is not measured with parameters that are meaningful to all stakeholders, and if the
data are not transparent and reported in a timely manner; then providers will neither be engaged nor
respect conclusions. Similarly, consumers of health care will not be able to make informed choices
without timely, transparent and understandable value analysis. Therefore, the innovation agenda should
include the development of information technology that provides timely and meaningful data to all

stakeholders. When the information platform is robust, then every component of health care delivery
can contribute to continuous value improvement.
Information technology is the lynchpin to integrate the components of bundled payment health care
delivery. It is a priority for future innovation. The collection and reporting of data; accounting for costs
and supporting analysis is a mundane view of the technology that is needed. The information platform
should engage providers and allow measures of performance to be implemented or modified at any
time. Consumers should be served with timely information that compares costs and outcomes. Payers
need transparent reliable information to assess the adequacy of payment for bundled episodes of care,
and to implement prospective payment.

I have appended to these comments a White Paper entitled: Applying Advanced Procurement
Technology To Health Care Delivery. It addresses the feasibility of currently available information
technology to implement bundled payment systems that measure value; engage providers; and enable
all stakeholders to make timely and meaningful decisions as consumers and providers of health care.

Joel M. Lamon, M.D., F.A.C.P.
Director of Medical Applications, nGAP, Inc.

12434 Grandee Road
San Diego, California 92128-2124
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DIRECTIONS for the INNOVATION CENTER

COMMENTS on FOCUS AREA #7: MENTAL & BEHAVIORAL HEALTH MODELS

The un ersigne behavioral health a vocacy organizations, NHMH – No Health
without Mental Health, the National Association of County Behavioral Health an
Development Disability Directors, the National Association for Rural Mental Health,
an the American Association on Health an Disability, support a vancement of
ACOs to achieve the Triple Aim.
That sai , multiple systems of care which are moving towar PCMHs, ACOs an
prevention of 30 ay rea missions to hospital, are realizing that, as they o so,
many of the high-cost patients in their health systems have psychiatric-me ical comorbi ity, an that their health systems will have to integrate behavioral health in
or er to be successful.
Our comments an recommen ations follow on focus area #7 Mental & Behavioral
Health Mo els:
(A)Me ical-Behavioral Integration Part of Triple Aim:
As regar s healthcare elivery, the ACA is helping to push the U.S. health care
system in the right irection towar s achieving the Triple Aim, but it will be a long,
slow, ar uous process as veste interests remain which will oppose these changes
towar efficiency, higher quality care an improve access.
An important first step is to e ucate health systems, an me ical an behavioral
health (BH) clinicians, an a ministrators, on value-a e me ical-behavioral
integration of care elivery.
A further step woul be to create in-source me ical payment proce ures for
patients. In other wor s, BH care becomes a part of me ical benefits, an pai
from me ical ollars. There woul no longer be separate payers for me ical an
behavioral health services.
A future goal will be to consoli ate me ical an BH provi er networks an payment
proce ures (i.e. sunset manage behavioral health organizations).

That will allow for the process of step-by-step integration of value-a e me icalBH services to unfol , in inpatient, outpatient, an post acute care settings.
Inclu e in this care elivery innovation shoul be integrate case management for
complex, co-morbi , multiple chronic care patients.
(B)Current Mo els of Me ical-BH Integration Show Value, Yet Limite in Number:
Evi ence-base value-a e models of integrate care re limited in number.
However, the ones that are out there, clearly show value. More effective mo els
nee to be evelope , teste an
isseminate with incentives an supports to
allow for wi e-scale implementation.
Current mo els with evi ence of value in the outpatient setting are: TEAMcare,
collaborative care, targete BH interventions for focuse con itions, an me icalBH prevention.
TEAMcare an collaborative care mo els for epression, anxiety an substance use
isor er, as compare to usual care or enhance referral, have emonstrate
better clinical improvement for up to 4 yrs in a ults. There is however a high
variability in the eployment of this multi-facete , challenging innovation. But when
implemented with close fidelity to the multiple essenti l components, there is
improved medic l nd BH outcomes nd high p tient nd provider s tisf ction. The
collaborative care mo el has been shown to re uce annual cost $450 in first 12
months, $900 at 24 months, an $3,350 at 48 months.
The counseling or BH consultant mo el shows improve satisfaction among patients
an provi ers, but no long-term clinical improvement or cost re uction.
(C) Integrate Care Shows Value in Variety of Settings:
Current mo els in the inpatient setting are: proactive psychiatric consultation;
elirium prevention an treatment; routine "sitter" review; an complexity
intervention units (CIUs). All emonstrate health improving an cost saving
capabilities.
Current mo els in the emergency room setting inclu e: me ical an BH services
routine in me ical ER, an sunsetting of psychiatric ERs, lea ing to a 75% re uction
in BH a missions, shortening of me ical ER stays, an 25% re uction in costs.
Current mo els in the post-acute care setting: nursing home settings with support
for me ical an BH coverage.
An important conclusion from the accumulating ata on value from a ult integrate
me ical-BH care management, is that the necess ry components of integr ted c re
are: targeting of high-nee , high-cost patients; longitu inal care management
assistance; an a treat-to-target, measurement-base , multi- isciplinary me icalBH approach.
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The outcomes on the above are fewer hospital an SNF home ays; fewer ER
visits/a missions; higher home health an hospice costs; an equal mortality (E es
et al: JAGS, 62: 1954-61, 2014), but lower total health costs, an annual savings of
$1,300-$8,500 per patient (12%-17%) an that implementation cost can be
economically feasible, especially when enough patients are manage this way.
(D) Three Options Exist for Behavioral Health Care Delivery:
In elivering behavioral health services, we are face with three options:
(1)Status Quo: With resulting health outcomes of poor BH access, an nonexistent or elaye me ical illness improvement ue to untreate BH co-morbi ity,
with oubling to qua rupling of total health care costs* in co-morbi patients, e.g.
1 to 1.5 ay long ALOS, >$6M for sitters, 30% to 70% higher 30- ay rea missions,
an $22M+ in extra service elivery costs for hospital an
elivery systems
a mitting >100,000 patients/year.
(2)Buy Traditional BH: With resulting BH outcomes equivalent to Status Quo;
small impact on me ical sector health outcomes; an
oubling to qua rupling total
health, especially me ical, costs.
(3)Build BH into Medical: With improve health outcomes ue to BH access in
me ical setting, me ical-BH provi er communication/coor ination/consultation,
patient satisfaction, an increase inpatient an outpatient care coor ination with
better me ical an BH outcomes, an lower total health care costs now coming
from me ical benefits, e.g. gap closure on ALOS, sitter use, 30- ay rea missions,
an cost/net margin for general me ical patients with BH co-morbi ity.

(E)Recommen ations :
Firstly, that, given the above present situation an accumulating ata, CMS irect
the Innovation Center to set a firm new prioritize
irection towar s accelerating
the evelopment of a itional effective integrate care mo els in the me ical
setting (an v.v. – see para 3 below).
Secon ly, that CMMI seek to support an incentivize integrate care mo els that
will work in the real worl of clinical practice. This inclu es fin ing innovative, stepby-step approaches for behavioral health integration into small an me ium-size
practices, e.g. 5 clinicians or less, which constitute well over 50% of U.S. primary
care sites.
Nee are phase -in approaches that will allow for the stage a option of the key
components of outpatient integration for example foun in TEAMcare an
collaborative care. Without support an incentives, small an me ium size me ical
practices will be unable to achieve behavioral health integration in their resourceconstraine clinics. Supports an incentives must also allow for sustaining those
integrate care services.
3

Thir ly, while un er the above recommen e care elivery, many BH services will
likely be possible to be elivere in the me ical setting, at the same time, there has
to be recognition that patients with serious an persistent mental illness will still
have specialty BH services available to them, an their me ical care augmente in
an expan e me ical-BH setting when nee e .
Fourthly, we encourage HHS an CMS to convene the state an local
intellectual/ evelopmental isability a ministrators, an state mental health
a ministrators, to a ress integrate services an supports for persons with cooccurring intellectual an
evelopment isability an mental illness. State ID/D
systems have co-occurrence ata an examples of integrate
elivery.
CMS can continue to make a major ifference in assisting practices across the U.S.
to achieve behavioral health integration if it makes that goal one of its highest
strategic priorities.
Respectfully submitte ,

NHMH – No Health without Mental Health
NACBHDD – The National Assn of County Behavioral Health & Developmental
Disability Directors
NARMH - The National Association for Rural Mental Health
AAHD - American Association on Health an Disability

* (See Milliman Behavio al Integ ation Repo t, Ap il 2014).
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C A Nonprofit Kidney Care Alliance
November 20, 2017
Ms. Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
2810 Lord Baltimore Drive
Baltimore, Maryland 21244

Re: Comments in response to CMMI Request for Information on patient-centered care
and market-driven reforms
Dear Ms. Bassano:
On behalf of the Nonprofit Kidney Care Alliance (NKCA), thank you for the opportunity to respond to
the Innovation Center’s September 20, 2017, Request for Information (RFI) regarding strategies to
“promote patient-centered care and test market-driven reforms that empower beneficiaries as
consumers, provide price transparency, increase choices and competition to drive quality, reduce costs,
and improve outcomes.” We commend CMS for providing stakeholders with an opportunity for input
as CMS considers the development of new payment models and improvements to existing models to
achieve these goals.
The NKCA represents five nonprofit dialysis providers: Centers for Dialysis Care; Dialysis Clinic,
Inc.; Independent Dialysis Foundation, Inc.; Northwest Kidney Centers; and The Rogosin Institute.
Collectively, NKCA members serve approximately 20,000 end-stage renal disease (ESRD) patients at
more than 280 facilities in 30 states. Consistent with our belief that we can do more to keep patients
off dialysis, we also serve more than 5,400 patients with chronic kidney disease (CKD), with the goals
of avoiding or delaying the onset of ESRD and increasing the number of patients who can benefit from
kidney transplants. Approximately 85 percent of our patients are covered by Medicare, including
Medicare Advantage.
Notably, four of our five members also participate in the Comprehensive ESRD Care (CEC) Model
through CMMI. Collectively, we are responsible for nine ESRD Seamless Care Organizations
(ESCOs) across the country in both one-sided and two-sided risk models. Four of these ESCOs are
now in their second year of operation. Given this, NKCA believes we are uniquely positioned to offer
a useful perspective for the Innovation Center on effective strategies for refining the targets and
improving the success of the Center’s objectives
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CEC Model results from the first year were positive for all thirteen ESCOs. Each, in its own market, is
testing strategies for cost-effective improvements in patient care. The CEC model is yielding new
insights, practice patterns, and improved outcomes. We believe this success is in part attributable to the
voluntary nature of the CEC model, as well as the collaborative approach which CMMI has taken in
the CEC. Building on progress to date, we recommend, below, that CMMI consider additional
improvements in the CEC model.
Comments on the Innovation Center’s Guiding Principles
The NKCA commends the Innovation Center for the guiding principles set forth in its RFI and believes
that many relate directly to the delivery of improved care for dialysis patients and patients with chronic
kidney disease (CKD). Patient-centered care and competition in the dialysis market are critically
important in our sector, particularly given the high degree of market concentration that can limit
patient choice, diminish quality of care, and increase costs.
With respect to small-scale testing, we would observe that not only should demonstrations still be at a
scale such that they can satisfy the requirements under Sec. 1115 A—including the possible
certification by the CMS Actuary—but also that they encompass a sufficiently broad and diverse set of
providers. This was a critical aspect of CMMI’s implementation of the CEC model, i.e., the ability of
small dialysis providers to participate in the CEC model. We commend CMMI for taking specific steps
to enable participation of small providers.
Comments on Advanced APMs
With respect to the Innovation Center’s expressed interest in expanding opportunities for participation
in Advanced APMs and requests for comments on ways to increase opportunities for eligible clinicians
to participate in Advanced APMs, NKCA would like to offer the following comments.
ESCOs with two-sided risk can qualify as Advanced APM’s, and nephrologists and other clinicians
with whom they partner can then meet the requirements for Qualifying Participants (QPs). We
believe the opportunity to qualify as a QP is an important incentive in encouraging physicians to
participate in the CEC and other models. However, not all providers can bear the financial risk of a
two-sided model. Not only do participating entities make a significant up-front investment in
personnel, systems, and support, but the high cost of care in dialysis can mean that even a few
“outliers” can undermine an otherwise effective participating provider.
NKCA would also recommend that CMMI build on the current CEC focus on ESRD to include
chronic kidney disease (CKD) and transplant. By “going upstream” to address CKD earlier, CMS
could promote care that reduces the number of beneficiaries on dialysis—or at least delay it—as well
as leading to better outcomes for those on dialysis. At the same time, including a focus on transplant,
CMS can increase the number of patients who receive a transplant, including preemptive transplant.
Expanding the CEC to CKD and transplant would go a long way towards CMS principle #3, to
“empower beneficiaries …”.
We would also welcome the further expansion of the CEC model to include a third track with full
capitation for those organizations that can bear the financial risk, in which beneficiaries could enroll if
2

they so choose. Doing so would allow both for increased participation and drive additional innovation
in terms of cost savings and patient care. But the expansion of the CEC model should be considered in
an open and transparent process with stakeholder input and serve as a complement to, not substitute
for, efforts to increase participation through the existing one-sided and two-sided risk tracks.
Conclusion
Thank you for this opportunity to respond to the Innovation Center’s recent RFI. We would be glad to
discuss any of these comments in greater detail at any time. If you have any questions, please feel free
to contact Martin Corry.
Sincerely,

Martin Corry
Executive Director
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SUBMITTED VIA EMAIL: CMMI_NewDirection@cms.hhs.gov
November 20, 2017

Re:
CMS Innovation Center New Direction Request for Information (RFI)
Comment
Dear Madam/Sir:
On behalf of Northwest Portland Area Indian Health Board (NPAIHB), I write to
submit comments on the Centers for Medicare and Medicaid Services’ (CMS)
information Request for Information (RFI) on a new direction for the CMS Center
for Medicare and Medicaid Innovation Center (CMMI or Innovation Center),
issued on Wednesday, September 20, 2017. The NPAIHB is a Public Law 93-638
Tribal organization that advocates on health care issues for the forty-three
federally-recognized tribes in the states of Idaho, Oregon, and Washington. 1
BACKGROUND
The CMS Innovation Center develops new payment and service delivery models in
accordance with the requirements of section 1115A of the Social Security Act.
Additionally, recent federal reforms, including the Patient Protection and
Affordable Care Act, are pushing state actors toward value-based payment models
under which payments to providers will depend in part on metrics of quality and
efficiency.
The Innovation Center also plays a critical role in implementing the Quality
Payment Program (QPP), which Congress developed as part of the Medicare access
and CHIP Reauthorization Act of 2015 (MACRA) to replace the Medicare
Sustainable Growth Rate formula to pay for physicians’ and other provider
services. In the QPP, clinicians may earn incentive payments by participating in
Advanced Alternative Payment Models (APMs). In APMs, clinicians accept risk
for their patients’ quality and cost outcomes.
CMS is seeking feedback on a new direction to promote patient-centered care and
test market-driven reforms that empower beneficiaries as consumers, provide price
transparency, increase choices and competition to drive quality, reduce costs, and
improve outcomes.

1

A “tribal organization” is recognized under the Indian Self-Determination Education Assistance Act (P.L. 93638; 25 U.S.C. § 450b(1)) as follows: “[T]he recognized governing body of any Indian tribe; any legally
established organization of Indians which is controlled, sanctioned, or chartered by such governing body or
which is democratically elected by the adult members of the Indian community to be served by such
organization and which includes the maximum participation of Indians in all phases of its activities.”
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CMS has stated that it will carefully evaluate how models developed consistent with the new
direction can complement what we are learning from the existing initiatives. The Innovation
Center will approach new model design through the following guiding principles: choice and
competition in the market; provider choice and incentives; patient centered care; benefit design and
price transparency; transparent model design and evaluation; and small-scale testing.
The Innovation Center is interested in testing models in the following eight focus areas: (1)
Increased participation in Advanced Alternative Payment Models (APMs); (2) Consumer-Directed
Care & Market-Based Innovation Models; (3) Physician Specialty Models; (4) Prescription Drug
Models; (5) Medicare Advantage (MA) Innovation Models; (6) State-Based and Local Innovation,
including Medicaid-focused Models; (7) Mental and Behavioral Health Models; and (8) Program
Integrity. However, the Innovation Center may also test models in other areas.
In addition, CMS is seeking comments on the expansion of opportunities for participation in the
QPP Advanced Alternative Payment Model (APM). CMS administers the QPP, and the Innovation
Center is responsible for development of policies and operations relating to Advanced APMs.
GENERAL COMMENTS
Our member tribes are in the states of Idaho, Oregon and Washington. These states have all been
awarded CMS CMMI State Innovation Model (SIM) funding. Considering the significance of
Medicaid within the Indian health care delivery system, any large-scale efforts to change the
statewide system will have repercussions on our member tribes in Idaho, Oregon and Washington
and the American Indian/Alaska Native (AI/AN) population served by Medicaid. For these
reasons, we provide the following general comments for consideration:
Tribal Consultation
NPAIHB appreciates the opportunity to submit comments on the CMS Innovation Center informal
request for information. We note, however, that the public notice and comment period is not a
substitute for tribal consultation pursuant to the CMS Tribal Consultation Policy, dated December
10, 2015, and Executive Order 13175. In order for CMS to further engage with tribal beneficiaries
in the development of these models and/or participate in new models, the Innovation Center must
conduct meaningful tribal consultation with the Northwest tribal delegates and tribal health
directors through webinars, conference calls, and face-to-face meetings; and hold regular
informational webinars for tribes on new models. The federal government’s trust responsibility
provides the legal justification and moral foundation for Indian specific health policymaking—
with the objectives of enhancing their access to health care and overcoming the chronic health
status disparities of this segment of the American population.
Under the CMS Tribal Consultation Policy, CMS is to consult with tribes throughout all stages of
the process when developing a policy that would have a substantial direct effect on Indian Tribes.
Moreover, CMS shall:
• Encourage Indian Tribes to develop their own policies to achieve program objectives;
• Where possible, defer to Indian Tribes to establish standards; and,
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•

In determining whether to establish federal standards, consult with Tribal officials as to the
need for federal standards and any alternatives that would limit the scope of federal
standards or otherwise preserve the prerogatives and authority of Indian Tribes.

No other health care provider operates under the same level of complex and burdensome state and
federal regulations as those faced by the Indian health care provider (IHCP) on a day-to-day basis.
Their clinics provide services to a population with the highest health disparities with a per capita
personal health care expenditure that is over sixty percent lower than the United States population
expenditures. Yet many key stakeholders within the state system do not value the IHCPs’ level of
expertise and experience needed to provide services under these challenging conditions. The
assumption is often made that IHCPs “need guidance” or “outside expertise.” Until there is a
dramatic shift in the conversation - one in which outside players come to the table not only to
provide guidance to IHCPs, but to seek and act on guidance from IHCPs - the disconnect between
the state health care reform efforts and the Indian health care delivery system will remain.
Additionally, in any regional service delivery model, CMS/CMMI and state must require that
regional entities funded through CMS/CMMI conduct tribal consultation on policies/models
impacting tribes/IHCP; and be mandated to include tribal representation (at least one tribal
representative from each tribe in service area and selected by tribe) on governing boards of
regional entities.
Alternative Models or Standards
According to CMS, the Innovation Center is working in consultation with clinicians to increase the
number and variety of models available to ensure that a wide range of clinicians, including those in
small practices and rural areas have the option to participate.
We urge the Innovation Center to create alternative models or standards for participation of small
and rural IHCPs who have a health professional shortage.
Value-based Payment Models and Preservation of Fee for Service System
Our member tribes have voiced support for maintaining the fee-for-service system. Any changes
that weaken the fee-for-service system will be in direct conflict with the interests of IHCPs. While
states pursue the development of value-based payment models, Indian health care providers who
rely on the fee-for-service system must be able to opt out or be exempt from implementing valuebased payment models. At the same time, opportunities for tribes or IHCP to participate in value
based payment models without risk of losing revenue (that would be paid through the fee for
service system), or penalties, should also be a consideration in states in addition to preservation of
the fee for service system.
Currently, the AI/AN population faces a severe lack of access to non-IHCP providers. Tribal/IHCP
providers are concerned as to how value-based payment models might further diminish AI/AN
access to specialty care in both the fee-for-service system and the managed care system. Such a
system may represent a disincentive to non-IHCP providers for seeing AI/AN patients who have
the largest percentage of health and income disparities over any other population in most states.
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AI/AN patients tend to have multiple chronic conditions and a higher level of complexity.
Socioeconomic conditions that affect our patients make it more difficult for them to follow through
with treatment plans. If our patients are more complex and less compliant with care plans,
providers may choose not to accept them because it could negatively impact the reimbursement
these providers receive from these models. The lack of access to services coupled with non-IHCP
provider’s concerns over poor health outcomes of AI/AN may cause the managed care network to
become “even smaller or nonexistent for people covered by Medicaid.
As the rest of the health care system moves to value-based payment models, if tribes are still in a
fee-for-service structure, then the non-tribal health care system could find it outside the ordinary
course of business to provide care on a fee-for-service basis for tribal referrals. This could result
in less access to care for tribal referrals.
Recent studies regarding value-based payment models have revealed concerns that the CMS
Innovation Center must address for expansion of participation in existing and new models. The
implementation of value-based payment models within the Medicare system, for example, has
raised questions about whether such models could expand the quality gap between the care
provided to higher income and lower income patients. 2 Providers who receive lower incentive
payments or have payments withheld may be unable to fund quality improvement initiatives for
their patients. One study has shown that hospitals who care for larger minority groups and patients
with lower incomes performed worse than hospitals with affluent patients.3 Thus, the incentive
payments failed to eliminate or decrease health disparities. The study cautions vigilance to prevent
unintended consequences, such as reducing funding for the very providers that need the greatest
investments in quality, based on their patient populations’ inherent disparities. A system that
rewards quality and patient outcomes and penalizes providers and managed care plans who fail to
meet such standards has the potential to reduce AI/AN access to quality care.
NPAIHB does not believe that Idaho, Oregon and Washington state representatives have provided
enough information as to how value-based payment models will work with the fee-for-service
system and the Indian health system. There has been minimal to no conversations in our states
between tribes and the state representatives on whether incentives may or may not apply to tribes
or how they will affect American Indians and Alaska Natives (AI/ANs) who seek care.
NPAIHB is concerned that there will be unforeseen, unintended consequences on an already
underfunded and under resourced tribal clinics and the Indian health system. CMS and the states
must carefully monitor whether the value-based payment model redistributes resources away from
those providers serving populations with higher health disparities. Such efforts will reduce the
occurrence of inequitable care and barriers to accessing care.
Staffing and Funding
Tribes/IHCPs are concerned with the staffing and funding needed to participate in the payment and
service delivery models. For example, tribal clinics often lack the coordination with social services
programming. As the social determinants of health continue to play a large part in the health status
2

See “Will Value-Based Purchasing Increase Disparities in Care?” Andrew M. Ryan, New England Journal of Medicine. 369; 26,
p.2472.
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of AI/ANs, more coordination both staff and technology based, will be needed to accurately track
and record what contributes to the overall health of our people. Funding is needed to hire
additional staff and train existing staff to achieve the minimum capacity required to manage
individual and population health data, support the exchange of health information, and meet goals
of the models. Additionally, the Indian health system is plagued with difficulty in recruiting
qualified staff particularly in rural settings.
Payment and Service Delivery Model Metrics
Our member tribes currently report under the Government Performance and Results Act (GPRA).
GPRA is a robust system which requires federal entities to track and report performance measures
with annual targets. GPRA performance measures address a broad range of clinical services,
including care for patients with diabetes, cancer screening, immunization, behavioral health
screening, and other prevention measures.4 We are concerned with uncertainty as to the feasibility
of Tribes/IHCPs reporting under different performance measures.
Value-based payment model metrics should give more weight to quality improvement rather than
quality achievement to avoid punishing those providers who serve populations with higher health
disparities, particularly the AI/AN population. CMS must require states to involve tribes and
IHCPs in the development of core measures in states where tribes wish to participate in valuebased payment models.
CMS should exempt IHCPs from reporting under a set of core measures for purposes of receiving
federal or state funds. Instead, CMS should work with tribes and IHCPs to identify specific GPRA
measures that IHCPs may use in lieu of core measures.
Health IT Infrastructure
A major barrier to increasing care coordination and improve population health is that most IHCPs
utilize IHS’ “Resource and Patient Management System” (RPMS). RPMS is an antiquated and
inadequate health IT system for participation in the new payment and service delivery models.
Additionally, the lack of interface with non-tribal systems of care will mean that AI/AN data
collected by either the IHCPs or non-IHCP will not provide the full picture of an AI/AN patient’s
health outcomes and will not lead to improvements in patient care coordination.
Many tribal clinics lack the technology needed to support current and future needs, including, but
not limited to the following: practice transformation; value-based payment models; care
coordination, population health improvement, and reporting requirements.
CMS should partner with IHS in funding IHCPs to purchase commercial off-the-shelf health
information management systems that support the functionality required to manage individual and
population health data and meet payment and service delivery model goals. We recommend the
investment in a mechanism for IHCP systems to meet health information exchange needs and
interface with non-tribal systems.
Suggestions on Structure, Approach, and Design of Potential Models
4
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CMS should develop specific incentives that encourage providers to serve populations with
significant health disparities, particularly the AI/AN population. Additionally, CMS should take
steps to ensure the transition to value-based payment models will not adversely impact access to
care in the fee-for-service network. Tribes and IHCPs may have different definitions regarding
“quality care.” To most IHCPs, health care includes not only provider encounters, but also
“education and prevention provided by community health programs” and “connections to
community and tradition through cultural programs.” Many informants indicated the cultural
components of the Indian health care delivery system were missing altogether from payment and
service delivery model performance measures. If the CMS intends IHCPs to implement common
measures, cultural context and competency must be taken into consideration.
CMS should provide clear guidance to tribes and IHCPs that defines what value-based payments
are, what activities CMS and states are undertaking to implement the new system, and how
tribes/IHCPs may participate within that system. The information should be specifically tailored
to tribes and IHCPs and include analysis on the impacts of value-based payment models on the
Indian health delivery system and on AI/AN individuals.
CMS must provide a higher level of technical assistance and support to those providers who serve
populations with higher health disparities and engage Indian health care subject matter experts in
developing and delivering this assistance.
CMS and states should develop patient decision aids that are specifically tailored for IHCPs and
their patients. CMS should seek assistance from tribes, IHCPs, and tribal organizations in the
development of these aids.
Opportunities for Participation in Advanced APMs
During the 2017 Quality Payment Program (QPP) reporting year, there are no Advanced APMs
that IHCPs could consider and participate successfully in. NPAIHB is concerned with the lack of
opportunities for rural and health professional shortage area (HPSA) clinicians to participate in
Advanced APMs due to the proposed risk requirements at a time when CMS is attempting to
increase participation in APMs.
NPAIHB recommends that the nominal risk standard should be lower for tribes, to increase
participation in the Advanced APM track for various eligible clinicians who provide quality
services to under-served and HPSAs.
NPAIHB encourages CMS to work with IHS and tribes to ensure there is some alignment with the
Advanced APMs measure requirements with the established GPRA measures of which IHS is
mandated to report on. We recommend that CMS strive to make participation in Advanced APMs
streamlined and reduce the participation burden on clinicians, particularly for providers serving
patients in underserved areas such as Indian Country.
Finally, NPAIHB requests that CMS explore APMs that are population/provider based, or consider
other options for categorizing I/T/U health programs as APMs. We also believe that thresholds
should be lowered for APMs targeting eligible clinician populations.
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Mental and Behavioral Health Models
Many IHCPs provide physical and behavioral health services in an integrated system of care. The
goal of CMS and the states to provide integrated care is consistent with the Indian health care
delivery system: “Whole person care that encompasses physical, mental and spiritual care is an
approach that tribes have been using for a long time.” Ensuring non-IHCP providers share
information with IHCPs is key to the integration and coordination of care. For example, if IHCPs
know when non-IHCP providers have prescribed their AI/AN patients psychiatric medications,
IHCPs can better reduce contraindications or interactions related to the individuals’ physical health
care and produce improved health outcomes through coordination of care.
CMS and states should ensure that current managed care entity (MCE) agreements require MCEs
to collaborate with IHCPs and utilize IHCP expertise in care integration. Additionally, CMS and
states should ensure that current MCE agreements provide adequate IHCP care coordination
provisions that address the longstanding problems regarding lack of AI/AN continuity of care and
poor access to care. CMS should require providers who choose to contract with an MCE to
contract with fee-for-service clients as well. CMS should provide mechanisms and guidance to
move MCEs to better understand the Indian health care delivery system and to process claims
more accurately and efficiently. Such actions would increase IHCP and AI/AN participation in
the managed care system. We recommend that CMS work on efforts to revise 42 CFR Part 2 to
support automatic care coordination and Electronic Health Record sharing between medical and
behavioral health providers;
CONCLUSION
NPAIHB hopes that CMS, in the spirit of its partnership and shared interest in improving AI/AN
access to its resources and services, will work with our member tribes to advance access for AI/AN
patients and expand incentivized participation of IHCPs in the Innovation Center’s payment and
service delivery models. We thank you for this opportunity to provide our comments and
recommendations and look forward to further engagement with CMS on this important proposed
rule.
If you have any questions about the information discussed above, please contact Laura Platero,
Government Affairs/Policy Director.
Sincerely,

Andy Joseph, Jr., NPAIHB Chairperson
Colville Tribal Council Member

Not Dead Yet is a national disability rights organization that opposes legalization of assisted
suicide and works to ensure that life sustaining medical care is not withheld on a nonvoluntary basis. We am writing in response to the CMS Request for Information (RFI)
seeking insights on a new direction to promote patient-centered care and test marketdriven reforms that empower beneficiaries as consumers, provide price transparency,
increase choices and competition to drive quality, reduce costs, and improve outcomes.
We appreciate the commitment you have made, within the RFI and in media statements, to
putting patients first. We join the Partnership to Improve Patient Care (PIPC) in urging you
to match this commitment with concrete reforms in four key areas:
o
o
o
o

Defining a clear, consistent process for engaging patients and other
stakeholders in development and implementation of CMMI evaluations;
Defining and adopting detailed criteria for patient-centeredness in CMMI
evaluations;
Building on and strengthening the patient safeguards articulated in the RFI;
and
Pursuing demonstrations that embody these reforms and put patients at the
center of the health care.

Thank you for this opportunity to comment. We look forward to engaging with you in the
development, implementation and evaluation of alternative payment models.
-Diane Coleman, JD, MBA
President/CEO
Not Dead Yet
497 State Street
Rochester, NY 14608
708-420-0539 C
www.notdeadyet.org

Novartis Services, Inc.
One Health Plaza
East Hanover, NJ 07936
Leigh Anne Leas
US Country Head, Health Policy
Telephone +862-778-3284

November 20, 2017
VIA ELECTRONIC SUBMISSION
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201
Re:

Centers for Medicare & Medicaid Services: Innovation Center New Direction; Request
for Information

Dear Administrator Verma:
Novartis Services, Inc. is submitting this letter on behalf of Novartis Pharmaceuticals Corporation
(“NPC”), Sandoz Inc. (“Sandoz”) and Alcon Laboratories, Inc. (“Alcon”). We refer to NPC, Sandoz,
and Alcon collectively herein as “Novartis.” We appreciate the opportunity to provide comments in
response to the Centers for Medicare & Medicaid Services: Innovation Center New Direction; Request
for Information (the “RFI”) issued on September 20, 2017 by the Centers for Medicare & Medicaid
Services (CMS).
NPC researches, develops, manufactures, and markets innovative medicines aimed at improving
patients’ lives. We offer a broad range of medicines for cancer, cardiovascular disease, inflammatory
disease, infectious disease, neurological disease, eye disease, organ transplantation, respiratory
disease, and skin conditions.
Sandoz is a leader in generic pharmaceuticals and biosimilars, providing access to a broad portfolio
of high-quality, cost-effective prescription drugs. Sandoz launched the first biosimilar approved under
the new Biologics Price Competition and Innovation Act pathway in the United States.
Alcon is a leader in the research, development, manufacturing, and marketing of eye care products,
including surgical devices and vision care products.
Novartis’ mission is to discover new ways to improve and extend people's lives. We use sciencebased innovation to address some of society's most challenging healthcare issues. We discover and
develop breakthrough treatments and find new ways to deliver them to as many people as possible.

I.

Overview of Novartis Comments

Novartis appreciates CMS’ interest in stakeholder feedback on a new direction for the CMS Innovation
Center (Innovation Center), particularly the agency’s desire to move the Innovation Center toward
promotion of patient-centered care and to test market-driven reforms that, among other things, drive
quality, reduce costs and improve outcomes. We understand the need to move from a volume-based
to a value-based system and regard the Innovation Center as an important tool in that effort. We also
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appreciate the need to break the silos created by the various payment systems and, instead, move
toward a more unified system that aligns incentives and reduces costs.
As discussed more fully below, we are generally supportive of the guiding principles articulated for
designing new models and have provided a few additional principles for consideration (or for
incorporation within the proposed principles, as applicable). We appreciate CMS’ commitment to
establishing certain fundamental principles as it moves forward and believe it would be helpful to
formalize these principles in regulation or preamble text prior to issuing new models.
We are also generally supportive of models testing value-based pricing for drugs, as long as the
models have certain attributes, including that they are voluntary, limited in size and scope, and
implemented only after providing ample and appropriate opportunity for comment. We view outcomesbased pricing and indication-based pricing as potentially promising value-based tools if tested on
appropriate drugs and within a well-defined structure. As discussed more fully below, there are natural
challenges in testing certain prescription drug models, including issues around government price
reporting, meaningful and timely data exchange, and determining beneficiary cost-sharing amounts.
However, with sufficient stakeholder input and thoughtful design, we believe these challenges can be
overcome in many instances.
As an overarching comment, the Innovation Center should ensure that any model tested preserves
patient access to therapies and maintains affordability for beneficiaries. Access and affordability are
paramount as the agency tests ways to improve the current system. Any model that lacks these
components will not advance the system and will adversely impact beneficiaries. We look forward to
working with CMS as the agency sets a new direction for the Innovation Center and believe in the
potential that could come from these collaborations.

II.

Guiding Principles

We support CMS’ desire to establish certain fundamental guiding principles in designing new models.
In particular, we strongly agree that new models should be voluntary, reduce burdensome
requirements, and be tested on a small scale first. In abiding by the principle around “small scale
testing,” we encourage the agency to limit any new models both in terms of scope (e.g., number of
beneficiaries included) and duration. In addition, on the proposed principle around “benefit design and
price transparency,” we note that any initiatives to increase transparency should apply across the
spectrum of relevant stakeholders. Transparency should be aimed at improving the flow of information
to support both better clinical decision-making and healthcare spending without harming market forces
or chilling innovation. We also encourage CMS to formalize the guiding principles in regulation or
preamble text prior to issuing new models. We believe these principles are important to ensuring
predictability for stakeholders and will assist in gaining interest from the private sector.
Below are a few additional guiding principles (some of which may already be contemplated by the
proposed principles) applicable across a variety of models that we believe should either be more
explicitly articulated within the proposed principles or adopted as additional principles (as applicable):
•

Ensure beneficiary access to care – changes in reimbursement can impact incentives and
behavior. In developing new models, we encourage CMS to consider first whether the model is
likely to compromise beneficiary access to care. Innovative therapies are an important tool in
improving beneficiary outcomes and lowering overall costs. CMMI should ensure that any new
model maintains or improves access to such therapies. This issue of access to care underscores
the need to test on a small scale initially, which CMS has already identified as a guiding principle.
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•

Drive improvements in quality – any new model should maintain or improve quality. To that end,
we encourage CMS to use well-developed, scientifically sound, valid, reliable outcome measures
that can demonstrate improved quality. Alongside outcome measures, we encourage use of
thoughtful process measures that closely tie to the desired clinical outcomes whereby the
processes support achievement of the desired outcome. Such measures should also provide
meaningful and actionable information to providers so that they are able to identify how to improve
the quality of care they are rendering. Furthermore, we encourage use of measures that apply
across a wide patient population, both prevalent conditions and those less common, as a means
of evaluating quality and ensuring that patients of all types are receiving the best possible care. In
addition, any quality measures used should be consistent with applicable treatment guidelines
issued by relevant medical societies. If such treatment guidelines recommend certain therapies,
then the use of the treatment should count toward fulfilling the quality measure.

•

Seek sufficient stakeholder input – the specifics of any proposed model are important and
stakeholders need those details in order to provide CMS with a thoughtful assessment. We
encourage CMS to consistently solicit input from stakeholders through a meaningful process, such
as a request for applications or a proposed rule, before implementing any new model. CMS may
already contemplate doing this in connection with its principle around transparent model design.

•

Provide necessary waivers – certain new models may require waivers from existing laws. We
encourage the Innovation Center to consider the laws that need to be waived within the context of
any model design and to seek additional waiver authority where necessary. We caution, however,
that the agency’s waiver authority should not be used as a means to make de facto changes in
law (which could happen, for instance, if the waiver is applied on a nationwide basis).

•

Consider new model interaction with existing models – prior to implementing any new model, we
encourage the Innovation Center to consider how that model will interact with existing models
and/or other applicable payment reforms. Ultimately, overlapping requirements and increased
administrative burdens can impact quality of care. Combined implementation can also make it
difficult to test each of the individual models.

•

Preserve positive aspects of the existing Medicare and Medicaid programs – in designing new
models, we encourage the agency to retain positive aspects of the existing Medicare and Medicaid
programs, particularly those that foster market-based competition (such as the noninterference
clause) or ensure patient access to treatment (such as the protected classes policy).

•

Establish a consistent, predictable, and reliable mechanism for evaluating models - for new
models, we encourage CMS to provide interim reporting during the course of any demonstration,
provide transparency on the impacts observed, and include a process by which the demonstration
can be halted or restricted if harmful consequences are observed (e.g., measurably diminished
access to treatment). CMS may already contemplate taking many of these steps through its
principle around transparent model design and evaluation.

III.

Potential Models - Prescription Drug Models

Novartis has long supported moving toward value-based tools and looks forward to working with CMS
on implementing the most promising approaches in ways designed to ensure success. We have been
engaged both with CMS and the private sector on developing innovative approaches to pricing and
understand the challenges and opportunities associated with value-based models. We believe it is
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important to look into models that generate cost savings in a variety of settings, but always in a way
that ensures access to drugs without compromising care or affordability for beneficiaries.
On the issue of affordability, numerous studies have found a correlation between high cost sharing
and medication nonadherence.1,2 Nonadherence is associated with worse health outcomes for
patients and increased cost to the healthcare system as a whole. 3,4 The Innovation Center should
work to ensure that any prescription drug models tested do not exacerbate common barriers to
adherence, such as high cost sharing. Any prescription drug model should include an evaluation of
whether drug cost-sharing arrangements cause patients to forego, delay, or decrease adherence to
drugs, and whether that results in poor health outcomes and increased total health care costs.
As a general matter, for models where the Innovation Center is interested in testing value-based
pricing for drugs, we reiterate the importance of working with stakeholders to develop a voluntary
demonstration, limited in size and scope, and implemented only after providing ample and appropriate
opportunity for comment. In addition, as a broad comment, we recognize there may be some
constraints on the Innovation Center that present challenges in prescription drug model design, such
as limited waiver authority for certain laws (e.g., Medicaid best price, FDA rules relating to
manufacturer communication). This issue underscores the need to work collaboratively with outside
stakeholders to ensure the model is designed in a way that can be operationalized without unintended
risks.
Below we have highlighted certain models that we believe are the most promising and worthy of further
exploration, along with a few issues for consideration in each. Much of the information we have gained
in testing value-based models in the private sector is proprietary so our comments here are general in
nature. However, we would be happy to discuss these and/or any other drug models in more detail
with CMS at any time.

A. Outcomes-Based Pricing
In terms of models, we are generally supportive of outcomes-based pricing (assuming the guiding
principles discussed above are met). This model would essentially link price adjustments for a drug
or drugs to clearly defined patient health outcome goals. The use of this model is most appropriate
on a small scale – targeting only limited type(s) of drugs and/or providers to determine the implications
of the model before expanding it more broadly. There are a number of challenges in adopting this sort
of model, including, how government price reporting works within the context of the arrangement,
beneficiary cost sharing (which should be designed to ensure reasonable and predictable cost-sharing
amounts for the patient), and reliable and often sophisticated data exchange (sometimes between a
variety of provider types). In addition, we note this model may be difficult to implement at a provider
level – especially for small practices – as it may be challenging for certain physicians to take on the
associated risk, given that many of the outcomes influencing factors remain out of their direct control.
Despite the challenges, if structured thoughtfully and appropriately with significant stakeholder input,
1

Dusetzina SB, et al., Cost sharing and adherence to tyrosine kinase inhibitors for patients with chronic myeloid
leukemia. J Clin Oncol. 2014 Feb 1;32(4):306-11. Available at
https://www.ncbi.nlm.nih.gov/pubmed/?term=J+Clin+Oncol.+2014+Feb+1%3B32(4)%3A306-118.
2 Doshi JA, et al., Impact of cost sharing on specialty drug utilization and outcomes: a review of the evidence and
future directions. Am J Manag Care. 2016 Mar;22(3):188-97. Available at:
https://www.ncbi.nlm.nih.gov/pubmed/?term=Am+J+Manag+Care.+2016+Mar%3B22(3)%3A188-97.
3 Egede LE, et al., Longitudinal effects of medication nonadherence on glycemic control. Ann Pharmacother. 2014
May;48(5):562-70. Available at https://www.ncbi.nlm.nih.gov/pubmed/24586059.
4 Aurel O Luga and Maura J McGuira, Adherence and health care costs. Risk Manag Healthc Policy. 2014; 7: 35–44.
Available at https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3934668/.
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we believe this model is one that has the potential to maximize the value of the pharmaceutical for the
patient.

B. Indication-Based Pricing
In addition, as mentioned above, we view indication-based pricing as another promising value-based
tool if tested on appropriate drugs and within a well-defined structure subject to stakeholder feedback.
Fundamentally, an indication-based pricing model would evaluate how a therapy performs for one
approved indication relative to another approved indication. Under this model, in concept, CMS would
establish a baseline benchmark payment for the therapy, providing a higher rate of reimbursement
when the therapy performs better for a particular indication (relative to its other approved indications).
In initiating this sort of model, we recommend CMS select the specific drugs involved by soliciting
proposals from manufacturers on a voluntary basis. This will allow the market to determine which
drugs are most suitable, as not all drugs are. We underscore that this sort of model should be tested
on a small scale first – targeting only limited type(s) of drugs and/or providers and the agency should
determine the implications before expanding this concept more broadly.
As with outcomes-based pricing, this model comes with its own set of operational and implementation
challenges, including concerns around government price reporting and beneficiary cost-sharing. This
model would also likely require changes in coding (or creation of additional codes) and would need to
protect against abuse (e.g., providers buying the product for the lower priced indication but then billing
for the higher priced indication). However, if structured appropriately, indication-based pricing has the
capacity to lead to a more effective marketplace, one that provides greater access to drugs and
savings to CMS.

C. Medicaid Models
We appreciate CMS’ interest in testing models for prescription drug payment in State Medicaid
programs that incentivize better health outcomes for beneficiaries at lower costs and that align
payments with value. As mentioned above, we urge CMS to consider beneficiary access as a guiding
principle for evaluating any model (or waiver) especially with regard to the Medicaid population.
Limitations on access to drugs could adversely affect beneficiary health and lead to increased costs
to taxpayers. Every model (or waiver) that is approved for Medicaid should be designed in a way that
protects beneficiary access to prescription drugs, incentivizes better health outcomes, and aligns
payment with value. Additionally, we encourage CMS to follow a collaborative approach in working
with relevant stakeholders and focus on initiatives that drive value-based care while not restricting
access to medicines.

IV.

Conclusion

Novartis appreciates the opportunity to comment on the RFI. As provided above, we are generally
supportive of the guiding principles articulated for designing new models and appreciate the
opportunity to provide a few additional principles for consideration. We are also generally supportive
of models testing value-based pricing for drugs, assuming (among other things) the models are
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November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244

Dear Administrator Verma:
Novo Nordisk Inc. is pleased to have this opportunity to provide comments on the Centers
for Medicare & Medicaid Services (CMS) Innovation Center New Direction Request for
Information (New Direction RFI), released on September 20, 2017. Headquartered in
Denmark, and with nearly 5,000 U.S. employees, Novo Nordisk is a global health care
company with over 90 years of innovation and leadership in diabetes, obesity, hemophilia,
and growth hormone disorders. Novo Nordisk is committed to the goal of ensuring patients
have access to high-quality, affordable health care, and we applaud CMS for soliciting
stakeholder feedback on the new direction for the Innovation Center.
I. Overarching comments
Novo Nordisk would like to recognize the positive work of the Innovation Center in moving
forward with an expanded model test that will allow seniors at risk for diabetes to
participate in an evidence-based diabetes prevention program. The Medicare diabetes
prevention program (MDPP) expanded model found seniors can prevent or delay the onset
of type 2 diabetes by participating in a community-based diabetes prevention program and
save the Medicare program approximately $2,650 over 15 months.1 The MDPP clearly
illustrates the Innovation Center’s potential to bring effective, cost-saving new models of
care and prevention to our nation’s seniors and we look forward to working with CMS on its
successful implementation.
As the Innovation Center implements its new direction, we encourage it to consider new
demonstrations through a broad lens that looks across budget silos to a more holistic view of
cost and quality across the care continuum. Our healthcare system is interconnected and
demonstrations should be evaluated based on their impacts to the entire healthcare system
not specific areas. Additionally, we urge the Innovation Center to work with other health
1

Spitalnic P. Certification of medicare diabetes prevention program. Office of the Actuary at the Centers for Medicare &
Medicaid Services, March 2016. Available online: https://www.cms.gov/Research-Statistics-Data-andSystems/Research/ActuarialStudies/Downloads/Diabetes-Prevention-Certification-2016-03-14.pdf

agencies to address barriers that currently exist which impact innovative value-based
arrangements. Regulations needs to be modified outside of the Innovation Center to
facilitate broader use of these arrangements since the Innovation Center itself is limited in
its ability to address broader regulatory barriers impeding manufacturer and private payer
participation in value-based contracts. Finally, we encourage the Innovation Center to
preserve structural aspects of the Medicare and Medicaid programs that work well for
beneficiaries including market-based programs like the competitively bid Part D benefit. The
Innovation Center should build on these programs but avoid any policies that undermine the
success of these programs and/or limit access to needed treatments.
II. Comments in response to CMS’ guiding principles for the new direction of the
Innovation Center
Choice and competition in the market
Novo Nordisk believes CMS’ focus on choice and competition is important in the healthcare
marketplace and that model designs should ensure patients have access to innovative
treatments in a timely manner. We caution CMS against allowing financial incentives or cost
savings to subvert choice and competition in model development, since this may negatively
impact the patient/provider relationship and treatment plan. CMS’ intent to foster patientcentered care would be jeopardized if cost, as opposed to value – which incorporates factors
like patient outcomes, healthcare interventions avoided, overall savings to the healthcare
system, etc. – was the focal point.
Provider choice and incentives
Novo Nordisk supports the CMS principle that participation in model tests should be
voluntary and that burdensome requirements to participate should be reduced. We hear
from many healthcare providers that they already feel strained for time so ensuring model
tests eliminate burdens, do not interfere with the patient/provider relationship, and
maintain a provider’s decision-making authority is important to achieving buy-in and
participation. The Medicare Part B demonstration the Agency recently rescinded was in
direct conflict with this principle given that it was a virtually nationwide application and
based solely on financial incentives. It is imperative that any models tested by the Innovation
Center be true tests in that they identify a specific patient population and measure the
impact of the model or intervention on health, quality and cost improvement outcomes
relative to the usual standard of care or reimbursement.
Patient-centered care
Novo Nordisk prides itself on being a patient-centric company and we agree with CMS that
empowering beneficiaries, their families, and caregivers is critically important as we set off
to foster a more affordable, accessible healthcare system. In seeking patients to “take
ownership of their health”, CMS should ensure that patient feedback is sought out and
incorporated into model designs since patient buy-in is as important, if not more important,
than provider buy-in. Ultimately, patients are responsible for decisions made and actions
taken which impact their health. Ensuring patients are a valued and integral stakeholder in
the model design and implementation process is critical. As such, Novo Nordisk encourages

CMS to define a stakeholder engagement process as it relates to model development,
implementation and follow-up that includes beneficiaries, providers, and other stakeholders.
As an example of patient-centered care, the Innovation Center should consider model tests
related to medication adherence, including how pharmaceutical companies can support
adherence, to achieve the goal of improving health outcomes and lowering costs. Studies
suggest that adherence to glucose lowering agents resulted in a reduction in acute care costs
and resource utilization.2 For people with diabetes, non-adherence to medication can lead
to serious clinical consequences3 and poor adherence is also linked to increased healthcare
costs.4 Many factors influence and impact a patient’s ability to adhere to their medications
including age, social and psychological factors, education, complexity of medication regimen,
cost and negative treatment perceptions. Novo Nordisk suggests the Innovation Center
consider demonstrations testing novel approaches to improving medication adherence,
particularly for individuals with serious chronic conditions like diabetes. Improved
adherence to diabetes medications has the potential to slow the progression of diabetes
complications resulting in improved health outcomes and reduced costs. Similar to our
comments related to value-based contracts, regulatory hurdles must be addressed to
facilitate innovative medication adherence models involving non-traditional partners like
industry.
In Medicare, the savings of improved medication adherence, in the form of lower Parts A
and B spending, accrue to the Medicare program itself. Oftentimes, improved medication
adherence may result in higher prescription drug costs for Medicare prescription drug plans
(PDPs). The Innovation Center should explore demonstration tests that incentivize improved
medication adherence through a quality bonus or shared savings program for PDPs. Such a
program would enable PDPs to test new strategies and innovations and be financially
rewarded for meeting specified targets or quality measures. CMS could build upon existing
programs, like the Medicare Shared Savings Program and Pioneer ACO program which have
developed methods to measure savings for Medicare Parts A and B for patient populations
attributed to ACOs.
Benefit design and price transparency
Novo Nordisk supports efforts to improve benefit design and price transparency. We believe
efforts to improve transparency must apply to the entire healthcare system in order to
inform patient/provider decision-making and health insurance enrollment determinations.
Improving access to information and developing tools to aid in healthcare decision-making
will enable patients to make informed choices as it relates to their health and healthcare
spending. By prioritizing transparency in its guiding principles, CMS will help empower
patients to make informed decisions about their health and healthcare.
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Curtis SE, Boye KS, Lage MJ, and Garcia-Perez LE. Medication adherence and improved outcomes among patients with
type 2 diabetes. Am J Manag Care 2017:23(7);e208-e214.
3
American Diabetes Association Standards of medical care in diabetes: 2013. Diabetes Care 2013;36(Suppl 1):S11-S66. Doi:
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4
Breitscheidel L, Stamenitis S, Dippel FW, Schoffski O. Economic impact of complicance to treatment with antidiabetes
medication in type 2 diabetes mellitus: a review paper. J Med Econ 2010;13:8-15. doi: 10.3111/13696990903479199.

Transparent model design and evaluation
Novo Nordisk supports CMS’ guiding principle for transparent model design and evaluation
which will draw on partnerships and collaboration with a broad range of stakeholders. As
mentioned previously, ensuring all stakeholders have multiple opportunities to provide
feedback throughout the development, implementation, and follow-up phases of a model
test will benefit all participants and lead to more successful models. In addition, we
encourage CMS to ensure robust and transparent data assessments are used in the
development and evaluation of model tests.
Small scale testing
Novo Nordisk supports small scale testing of innovation models and expansion when they
meet requirements under Section 1115A(c) of the Affordable Care Act. Demonstrations
should represent “true tests” and not apply to nearly nationwide populations as some model
tests have previously proposed. Demonstrations should target specific populations and not
aim to make large-scale changes to program delivery since drastic changes to the existing
program could inappropriately impact patient access to necessary care and treatment. We
encourage CMS to define “small-scale” as it relates to the number of participating providers,
health systems, beneficiaries, geographic range, etc.
III. Comments in response to the proposed model focus areas
Novo Nordisk appreciates CMS’ inclusion of a broad range of potential focus areas for future
Innovation Center models and demonstration projects in the RFI. Our comments target the
following focus areas: (1) State-based and local innovation, including Medicaid-focused
models; (2) prescription drugs; and, (3) Medicare Advantage (MA) innovation models.
State-based and local innovation, including Medicaid-focused models
Novo Nordisk believes that states play a critical role in innovation and delivery of highquality care. Model tests at the state-level will provide insights into the unique models of
care that work well for specific patient populations or geographies, particularly in the
Medicaid program. A one-size-fits-all approach to healthcare has not been successful in
achieving enhanced quality and health outcomes, which is why state-based innovation
models are so important.
Novo Nordisk agrees with CMS that we should empower consumers to drive change through
their choices. In line with the focus area of “deliver therapies at lower cost”, CMS should
consider model tests that truly place the patient at the center and seek to reduce their outof-pocket costs. Novo Nordisk urges the Innovation Center to evaluate additional valuebased insurance design (VBID) models that test reduced or no cost sharing for high value
services and medications without limiting treatment options. Further, CMS should consider
testing various mechanisms to incentivize healthy behaviors and adherence to therapies,
including by allowing patients to “buy down” cost-sharing obligations through adherent
behavior and/or meeting specified clinical targets.

Prescription drug models
CMS expresses interest in testing new payment models for prescription drugs in both
Medicare (Parts B and D) and Medicaid. Novo Nordisk urges CMS to recognize in any model
the value that drugs and biologics provide patients, and that demonstration models that
place limits on a patient’s ability to access appropriate treatments, as done previously under
the proposed Medicare Part B Demonstration Project, will have detrimental effects on
patients.
Novo Nordisk believes the continued movement away from fee-for-service medicine and
towards a system that rewards value is essential to the transformation of our healthcare
system. The role of pharmaceutical products and related services (e.g., behavioral coaching)
in reducing the cost of care is well-documented. The Congressional Budget Office (CBO) has
recognized the relationship between increased spending on prescription drugs and offsets in
spending on other healthcare services.5 Similarly, a recent Express Scripts Report6 found
commercially insured patients who were adherent to their oral diabetes medications
experienced significantly fewer ER visits and inpatient hospitalizations, and spent almost
$500 less on total healthcare costs compared to non-adherent patients, potentially avoiding
more than $210 million in healthcare spending in 2016. However, we know that there is still
a substantial opportunity to reduce healthcare costs. For patients with diabetes, that starts
by increasing efforts around slowing the progression of type 2 diabetes, implementing
meaningful and sustainable lifestyle modifications, and boosting adherence to diabetes
medications. Value-based contracts could be designed to include all three things—but
current legislative and regulatory barriers prevent manufacturers from providing services
that may help address sustainable lifestyle modifications coupled with stronger adherence.
As the health care market shifts from payment based on volume to payment based on value,
providers and manufacturers have been engaging in discussions and contracts supporting
value. The goal of these engagements is to place an emphasis on reimbursing drugs that
drive improved patient outcomes rather than the volume of units sold. We are interested in
exploring value-based contracts, but we should note these arrangements are at an early
stage of development and many regulatory and technical issues remain unresolved. We
believe that unnecessary legislative or regulatory constraints on combining these products
and services in value-based payment models will limit their effectiveness, and may in fact
increase healthcare expenditures elsewhere, such as from additional hospitalizations,
physician office visits, surgical interventions, and/or more intensive supportive care. To
unlock the potential of value-based payment models that include the benefits of
pharmaceutical products and related services (such as a digital behavioral change program),
we believe that current regulatory barriers must be addressed. The Innovation Center should
coordinate with other federal agencies to address such barriers since demonstration tests on
value-based contracting may have implications and raise questions about similar contracts
developed outside the demonstration.
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CBO. 2012 (November). Offsetting Effects of Prescription Drug Use on Medicare’s Spending for Medical Services, available
at: https://www.cbo.gov/sites/default/files/112th-congress-2011-2012/reports/MedicalOffsets_One-col.pdf .
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Diabetes dilemma: U.S. trends in diabetes medication use, an Express Scripts Report, August
2017.

Value-based contracts must be defined in a manner to permit inclusion of the wide array of
therapeutic interventions, including pharmaceutical products and related services, to ensure
that patients and payers are able to realize the maximal value from their health care
purchases. The goal of such arrangements is to ensure that patients and payers are getting
value from their health care purchases and that the arrangements reward investment by
pharmaceutical researchers in valuable new drugs. Regulatory guidance must allow
physicians, hospitals, post-acute care providers, pharmaceutical manufacturers, health
plans, and pharmaceutical benefit managers (PBMs) sufficient flexibility to design new
payment models in ways that consider the disease state, target patient population, and
achievable quality and outcome targets for the arrangement.
Novo Nordisk asks that CMS provide detailed guidance to avoid any potential violation of
fraud and abuse laws when entering into value-based arrangements with payers. The
current state and federal laws were not designed with these types of arrangements in mind
and carry significant penalties if these arrangements are not structured appropriately. We
are concerned that the anti-kickback statute may be inadvertently implicated in certain
value-based arrangements between manufacturers and payers. We ask that CMS work with
the Office of Inspector General (OIG) to provide detailed guidance to clarify what types of
arrangements are allowed, including what manufacturers can offer as part of these
arrangements, and to develop safe harbors that can be used to ensure compliance with the
anti-kickback statute.
Novo Nordisk is committed to ensuring that we can enter into value-based arrangements in
a compliant way that ultimately results in delivering more value to the healthcare system.
There are a number of inefficiencies in the market today that can be addressed through
regulations and guidance which will enable testing of these innovative models. We ask that
the Department update and/or provide guidance and regulations that give stakeholders an
opportunity to comment. We ask that the Department consider defining value-based
contracts and including regulatory safe harbors in the guidance to alleviate and concerns
about fraud and abuse. Working with HHS agencies, like OIG and FDA, we believe that
greater transparency and more parameters and guidance around these arrangements will
result in better patient outcomes and less risk for fraud and abuse.
Medicare Advantage (MA) innovation models
CMS describes their desire to “work with Medicare Advantage (MA) plans to drive
innovation, better quality and outcomes and lower costs” as part of the Innovation Center’s
new direction. Novo Nordisk supports innovative models that improve beneficiary access to
high-quality, high-value MA plans and services; however, we caution that such
demonstration projects should not allow for increased flexibility related to the application of
utilization management tools for coverage of drugs and biologics. Such tools can apply
arbitrary limitations on a patient’s access to medicines and do not address gaps in care.
Application of these tools can result in negative health consequences for patients who are
unable to access treatments in a timely manner.
***

Novo Nordisk appreciates the opportunity to comment on this Request for Information for
the new direction of the Innovation Center. We support the Agency’s efforts to promote
patient-centered care and drive quality and improve outcomes. We strongly support
demonstration models developed from robust and transparent data assessments, that
employ broad stakeholder engagement in their development and implementation, are
appropriate in size and scope, and ensure that quality of care is maintained or improved
through patient guardrails. We look forward to working with CMS in fostering an affordable,
accessible healthcare system that puts patients first. If you have any questions, feel free to
contact me.
Sincerely,

Tricia Brooks
Vice President, Public Affairs
Novo Nordisk, Inc.

Novembe 20, 2017
Amy Bassano, Acting Deputy Administ ato fo Innovation and Quality
Cente fo Medica e and Medicaid Innovation
US Cente s fo Medica e and Medicaid Se vices
7500 Secu ity Bouleva d
Baltimo e MD 21244
CMMI_NewDi ection@cms.hhs.gov

Dea Ms. Bassano,
NovuHealth app eciates the oppo tunity to p ovide feedback th ough the info mal
Request fo Info mation f om CMMI ega ding patient-cente ed ca e and ma ketd iven efo ms that empowe beneficia ies as consume s, p ovide p ice
t anspa ency, inc ease choices and competition to d ive quality, educe costs, and
imp ove outcomes.
Specifically, NovuHealth has feedback elated to focusing on consume di ected
ca e and ma ket-based innovation models.
NovuHealth is a membe engagement and behavio change technology and
se vices company. Ou solutions combine behavio al analytics and data science
with pe sonalized communications and intelligent ewa ds and incentives (RI) to
help plans influence membe behavio elated to p eventive ca e and wellness.
Ou p og am has p oven to be ve y effective in engaging membe s in thei own
health, and helping CMS imp ove beneficia y ca e and educe cost.
We have substantial expe ience wo king with Medica e Advantage (MA)
o ganizations in developing, administe ing, and evaluating RI p og ams. Ou RI
p og ams have helped close quality gaps, imp ove membe expe ience and educe
healthca e costs fo health plans la ge and small.
While we have seen fi st-hand the efficacy of tying ewa ds to high-value health
behavio s in the paye space, we believe the e is still t emendous oppo tunity in
the p ovide space. We acknowledge the difficulty in mig ating f om FFS to valuebased ca e in the p ovide space; howeve , this t ansition is c ucial fo educing
system costs and app op iately ealigning incentives.
Based on ou expe ience, we believe th ee specific policy modifications will
facilitate this c itical t ansition.

1. Implemen a physician-based quali y consumer model. Physicians
become esponsible fo highe engagement with patients th ough p ice
t anspa ency and consume engagement. This allows healthca e

consume s to unde stand the t ue cost of ca e and assists consume s in
choosing lowe cost options. It also d ives a mo e consume -f iendly
app oach to healthca e that encou ages patients to mo e successfully
engage in thei t eatment plans.

2. Ins i u e s andardized quali y measures under MACRA. The cu ent
“menu” app oach allows p ovide s to choose which measu es to focus on.
These could be chosen based on convenience o ease athe than t ue
value to imp oving health. This change benefits beneficia ies because it
fo ces p ovide s to focus on the highest value behavio s. It educes costs
and eliminates complexity and ambiguity fo p ovide s.

3. Reward be er value choices by he beneficiary. P ovide
analytics/dashboa ds to demonst ate quality and cost of p ovide s and/o
facilities fo beneficia ies and then c eate engagement models that
encou age use of the tools and p ovide choice that feed into quality
measu es. Rewa ding beneficia ies fo choosing a highe quality o lowe
cost p ovide encou ages both p ovide s and beneficia ies to optimize fo
quality and lowe cost.
Thank you fo the oppo tunity to p ovide feedback on imp oving Medica e’s ability
to d ive quality and t anspa ency, while educing cost and confusion fo both
p ovide s and patients. I would welcome the oppo tunity to discuss fu the any of
the ideas p esented he e.
Since ely,
Tom Wicka, CEO and Founde

November 20, 2017
Seema Verma, Administrator
Centers for Medicare and Medicaid Services
200 Independence Avenue SW
Washington, DC 20201
Dear Administrator Verma,
On behalf of Oak Street Health, I am responding to CMS’s Request for Information (RFI) for the Centers for Medicare
and Medicaid Services: Innovation Center New Direction.
We started Oak Street Health in 2012 with a mission to “Rebuild Healthcare as it Should Be”. Our focus has always been
singular: provide the highest-quality care to Medicare beneficiaries in a completely value-based model. As a newer
organization, we have had the opportunity to innovate, to learn from other models, and to bring together the best
practices rooted in evidence-based literature that proves an over-investment in preventative, primary care coupled with
longitudinal patient management can drive meaningfully better outcomes for our patients. Those outcomes lead to lower
costs for them personally and the country as a whole by preventing unnecessary and sometimes wasteful spending.
We view this RFI as an opportunity to share our perspective on the successes and challenges we have faced building our
Medicare-only primary care organization. Our general findings are the following:
1. The majority of our healthcare in the United States remains mired in a Fee-for-Service (FFS) payment model,
which has created an unsustainable system where citizens pay more per capita than other developed nations and
achieve poorer health outcomes.
2. Without interruption, reliance on a FFS system will cause continued deterioration of the healthcare system as
unsustainable costs lead to downward pressure on payment rates and result in a drive for more visits with less
patient-value generated, more expensive downstream interventions, and ultimately higher overall costs for
patients and taxpayers.
3. To change the system, bold new demonstrations must be welcomed to encourage crossover innovation from
the private sector and a shift away from a FFS system to one focused on population health.
4. Novel approaches observed in Medicare Advantage and the Program of All-Inclusive Care for the Elderly have
proven that more robust preventative and intensive primary care models can have demonstrable impacts on cost
and quality, and there must be action taken to bring this innovation to Traditional Medicare beneficiaries.
5. Innovative models with substantial upfront primary care investments can create a virtuous cycle: meaningfully
improved outcomes will create large surpluses that can be continuously reinvested into patient care to create
even greater improvements to patient outcomes and further lowering cost.
To sustain Oak Street Health’s model economically, we enter into innovative, value-based contracts with Medicare
Advantage health plans that align our incentives around patient outcomes, and allow us to recoup those financial savings
so we can reinvest them back into our organization. Unfortunately, no such mechanism exists for Traditional Medicare
beneficiaries. Thus, we have faced a trade-off: subsidize the care of our Traditional Medicare beneficiaries through our
risk-based Medicare Advantage agreements, or turn away older adults in need because of their insurance status and
therefore forfeit our mission of service. To date, we have chosen the former.
In this response, we outline our thoughts on existing Innovation Center demonstrations and propose a construct for a
new Alternative Advanced Payment Model. Our proposal would leverage the advances observed in the Medicare
Advantage market to create a new, differentiated approach for Traditional Medicare. One that is modeled off marketdriven innovation yet practical to administer for CMS by incorporating the operating infrastructure already in place. With
such a demonstration, groups like Oak Street Health won’t ever have to face a trade-off between how we serve Medicare
beneficiaries, and our hope is that it will provide the blueprint for more groups to follow.
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THE NEED FOR INNOVATION
Healthcare delivery in the United States has become an increasingly complex, siloed industry that generates lower quality
outcomes at higher prices. Patients are challenged by lack of transparent information to make the best choices for their
needs, while provider dissatisfaction mounts through growing administrative overhead. Decades of regulation have
created incentive systems based on a FFS architecture, where ‘more’ is superior to ‘better’. These deep-seated structural
flaws have stymied true innovation and introduction of consumer-oriented models. Rather, they have led to high rates
of provider burn-out and consolidation by large health systems, which only exacerbates the challenge of making Medicare
financially sustainable through entrenched and convoluted incentive structures.
Our current model is unsustainable and a rapid movement towards value-based care is the remedy for our misaligned
ecosystem. Yet even the recent policy-enacted programs, like Accountable Care Organizations, rely on a FFS framework.
While these demonstrations are necessary to encourage an industry shift towards value-based care, true innovation is
flourishing in the private sector. Private payers and provider groups are partnering to bring patient-centric approaches
to markets across the country that result in higher quality outcomes at lower total costs across the continuum. The
Innovation Center is well-positioned to see these models firsthand and bring those best practices to the public sector.
Medicare Advantage (MA) has proven a ripe field for such models to develop through a combination of financial
alignment, real-time data, and high-performance networks. Because MA plans are paid a fixed monthly payment for each
member, they are incentivized to reduce unnecessary care and provide care more efficiently. Furthermore, because MA
plans compete for membership, they leverage innovative benefit designs coupled with provider engagement strategies to
attract and retain membership. The growth in MA enrollment is evidence of its popularity among Medicare beneficiaries.
Today, many MA plans are entering into value-based agreements with providers that align their incentives with those of
the health plan: provide better quality care at lower overall cost while maximizing patient experience and in turn share in
the financial reward. Innovative primary care models where provider groups take on full financial risk for the patient
populations have shown through outcomes, patient growth, and provider satisfaction that reengineering care delivery is
not only possible, but achievable in a short timeframe. We are an example of this model succeeding.
The results witnessed in these models outmatch what is currently capable in Traditional Medicare, made even more
pronounced by the fact that many of these models focus on the most complex patient populations. We must create
demonstrations that bridge the gap between newer, value-based systems in the private sector and legacy, FFS-entrenched
interests in the public sector. Our response to this Request for Information is to propose such a model be introduced.
OVERVIEW OF OAK STREET HEALTH
Oak Street Health is a rapidly growing company of primary care centers for adults on Medicare. Oak Street was built
from the ground up to excel in a value-based healthcare environment where a virtuous cycle of preventative, evidencebased medicine aligns the health of patients with the success of their healthcare providers and payers. Our economic
model is not tied to FFS, but rather focuses on population-based capitation through private insurance companies where
we bear the financial risk for the health services of our patients.
Since our first centers opened in 2013, we have expanded our footprint to 25 centers across Illinois, Indiana, and
Michigan. Tens of thousands of Medicare beneficiaries have voluntarily chosen to make Oak Street Health their medical
home because of the level of medical care and holistic support we are able to provide. Our model has lowered hospital
admissions and emergency department visits by over 40% compared to risk-adjusted benchmarks. We generate top marks
for quality across measures on outcome and cost, including those included in HEDIS. We also pride ourselves in our
patient satisfaction rates, with a Net Promoter Score that has exceeded 90% since we first opened our doors.
What makes our organization incredibly proud of these results is that we have done it successfully in some of the most
medically under-served, urban areas in the country. We build our care centers in high density primary care deserts and
serve a lower income, medically and socially complex older adult population. Half our Medicare population also qualifies
for Medicaid support (dual-eligibles). This population accounts for a disproportionate share of the Medicare and
Medicaid spend. In response to the enhanced needs of our patients, we have had to expand the notion of primary care.
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We have demonstrated a consistent impact on the quality of health outcomes, reductions in total healthcare costs, and
an unmatched level of both patient engagement and provider satisfaction. To deliver those results in a consistent and
scalable way, we developed a care model tailored to helping chronically ill adults manage their conditions and avoid
unnecessary medical care. We spend 3x as much on upfront, primary care than the average physician and offer our
patients access to a wide array of services and supports:
• Team-Based Care: Each patient is assigned to a multidisciplinary care team that will manage a patient panel of
up to 500. Compared to the status quo of primary care, our care teams see their patients more frequently and
spend significantly more time on each visit, which allows us to develop deeper relationships with our patients
that fosters trust, engagement, and assurance that we are appropriately meeting their individual needs.
• Structured Care Programs: We know that a one-size-fits-all approach to primary care is not the best method for
delivering best-in-class outcomes. Each of our patients is stratified based on their overall risk level, as informed
by data and provider judgment. That allows us to allocate our resources where they can have the highest impact.
For example, our highest risk patients will receive additional care management support between visits.
• Enhanced Services: Because we bear the financial risk for our population, we are driven to integrate programs
into the primary care setting that have proven to have an evidence-based impact on cost of care. We have
integrated behavioral health into our model, employing both psychiatrists and licensed clinical social workers to
support our patients that require intervention. We’ve integrated pharmacy, transportation, home based care and
community centers into our model, because each has represented a barrier for our patient population.
• Clinical Contact Center: We have developed our own call center that offers 24/7 live support for our patients.
Whether the patient has a question about their care plan or a question about their insurance benefits, our team
members are available to help address these issues.
The list of services goes on and will continue to expand. However, this model would not be economically viable in a FFS
system. Thus, we built our model on the other extreme end of the spectrum: we sustain our model by taking full financial
accountability for each patient’s total cost of care; this is often referred to as global risk or full capitation. We have entered
into these global risk arrangements with ten health plans, including the largest national payers, each of whom has
embraced innovative models like ours after observing the impact that we can have in patients’ lives.
At its core, Oak Street Health shifts spend away from unnecessary, life-altering acute events to provide resources our
patients need to improve their health and overall wellbeing. We are a mission-oriented organization and believe all
Medicare beneficiaries deserve access to this level of care. We’ve replicated our success across challenging markets like
Chicago’s south and west sides and Detroit. Our model lowers costs by upwards of 30% compared to the risk-adjusted
estimates, and we recoup the savings of these investments through our full risk arrangements with MA plans.
Our primary care centers serve both patients enrolled in MA and Traditional Medicare. We subsidize the cost of
delivering our model of care for both Traditional Medicare through value-based MA contracts, as FFS Medicare lacks a
mechanism that allows for robust savings based on the output of our care model. Longer-term, if we cannot find a way
that brings the economics closer to parity, we may at some point have to focus our resources to just MA.
The goal of the Innovation Center should be to introduce a demonstration that allows for this same level of investment
for Traditional Medicare beneficiaries. Below, we outline what we believe are the critical elements to make that
demonstration successful.
PROPOSED STRUCTURE OF A NEW ADVANCED ALTERNATIVE PAYMENT MODEL
We strongly believe that risk-bearing provider models are the most powerful tool today for effecting rapid change that
aligns with the guiding principles of the Innovation Center. When each avoided hospitalization results in financial
resources for the provider and broader resources for the patients, everyone wins. In our response to this Request for
Information, we provide broader context on Oak Street Health’s approach and seek to advocate for the Innovation
Center to create a new demonstration that to the greatest extent possible mirrors the precedent being set in the MA
market, but directly with CMS through a full risk primary care model.
We encourage the Innovation Center to seek out those models that are driving effective bottom-up change and to
introduce new demonstrations that incorporate the same elements into a top-down, policy-driven set of initiatives. The
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more that we can collectively design public programs that replicate the models in the private sector, the higher the
likelihood of success.
Working off existing templates and market-driven models that have demonstrated their success mitigates unforeseen or
unintended consequences, while allowing provider groups to leverage their staff, workflows, technology, contracts, and
other infrastructure to take advantage of them. We would propose that the Innovation Center propose a demonstration
that aligns with those models that have proven impacts on patient outcomes, healthcare costs, and provider engagement
in the private sector. In doing so, the demonstration can build off that success by leveraging established infrastructure
and blueprints: market-based reform.
In developing new advanced alternative payment models, the goals of the Innovation Center should be to:
1. Create a model where innovative organizations can bring to bear for Traditional Medicare beneficiaries successful
platforms used in other areas of healthcare, particularly Medicare Advantage;
2. Allow participants to invest meaningful amounts in innovative interventions and services geared toward improving
health outcomes, improving patient experience, and lowering costs;
3. Give participants the autonomy to determine what services and interventions will impact their patients and give
them the financial and administrative flexibility to implement them; and
4. Meaningfully increase quality and experience while lowering cost of care for Medicare patients, while enhancing
patient engagement by allowing patients to proactively select and participate in the model.
APPROACH: IDENTIFY SHORTCOMINGS OF CURRENT OPTIONS
The Innovation Center should first take stock of where past or existing models have fallen short of their much-needed
impact. From the perspective of an independent primary care group, we highlight the following as the fundamental flaws
in currently available Alternative Payment Models:
Limited Ability to Participate:
The Medicare Shared Savings Program (MSSP) and Next-Generation ACO (NGACO) programs both contain minimum
historical attribution thresholds that greatly limit participation from most independent physician groups and newer,
innovative companies. These requirements force those seeking to participate to either join or affiliate with a health system
or unofficial band of unconnected practices to apply. The Comprehensive Primary Care Plus (CPC+) model is another
example where size requirements were lower, but the model was limited geographically based on payer interest, not
provider interest. Moreover, the number of participants was capped.
In MA, provider groups of all sizes are afforded the opportunity to move into value-based care on their own paths and
timelines. This direct dialogue allows providers to focus on delivering the right set of tools and programs for their actual
population, rather than focusing externally on finding MSSP participants and negotiating down to a bare minimum set
of shared clinical initiatives across the ACO. The Innovation Center must develop models that allow for this direct
engagement with smaller, independent organizations.
Payment Model Does Not Fully Align Incentives:
In MA, provider groups are often given an annual opportunity to decide what level of risk is most appropriate given their
financial wherewithal and historical performance. With each passing year, the provider gains more experience in a valuebased care setting and that evolution of capabilities creates the comfort for providers to take on greater financial
accountability for patient care. The most sophisticated provider groups assume full risk from the health plan under
globally capitated models. Such is Oak Street Health’s approach, as this degree of financial alignment focuses the energy
of our providers, care teams, and support staff directly on delivering patient-centric care that results in high quality
outcomes at a lower overall cost.
Compared to full risk provider models in MA, both the MSSP and CPC+ fall far short of providing the right incentives
to make meaningful investments in patient care. Within the MSSP, the caps on savings and losses have dulled the
incentives to make significant change: the cap on savings limits gains for outstanding performance while the cap on losses
does not create a large enough incentive to change behavior. The CPC+ provides no incentive to lower the cost of care.
Neither program offers participants to switch “tracks” annually based on experience, even if those groups are willing and
ready to take more downside risk in exchange for an opportunity for greater shared savings.
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Inadequate financial incentives must be addressed in future Innovation Center demonstrations.
Practical Impact of Slow Cash Flows:
As provider groups take on more financial accountability in MA, the cash flow mechanisms evolve. Some providers
receive a fixed per-member-per-month amount to cover a robust set of primary care services based not on actuarial value
of FFS services provided but instead on the expected financial surplus based on past history, while others will receive a
global capitation payment based on a percent of the risk-adjusted premium the payer receives from Medicare and in some
cases Medicaid as well. Financial reconciliation of any shared savings or losses between the payer and provider will
happen on a more frequent cadence, typically quarterly. This allows providers to invest in extra resources for their patients
quickly, which leads to an ever greater positive impact on cost and quality in a virtuous cycle.
One significant flaw with the MSSP is that the financial reconciliation of shared savings or losses happens late in the year
following the performance year. That means participants wait an average of 18 months to understand their performance
and potentially receive their portion of the savings created. Only then can participants invest those savings in technology,
health coaches, or patient engagement activities, whose impact will take time to implement and likely extend well past
the duration of the program. This delay makes it extremely difficult to invest significantly upfront to drive results.
Impact on health outcomes is a long-term play, but to see more rapid change the Innovation Center must find ways to
accelerate the savings of successful innovators to allow for that investment.
Lack of Transparency and Data Limits Patient Intervention:
Unlike MA where a patient most often chooses a PCP, FFS and many of the Innovation Center demonstrations do not
have such voluntary mechanisms. In MA, the selection of a PCP is the mechanism through which provider performance
is measured and data exchanged. In existing Innovation Center demonstrations like the MSSP, providing historical claims
data on a passively attributed, transient population does not facilitate the ability to practice population health. This is not
only a data problem, but an attribution problem as well.
Oak Street Health’s patient growth has been 100% voluntary. Since 2013, over 35,000 patients have chosen us as their
medical home based on the scope of services we offer and the outcomes that demonstrate the efficacy of our approach.
When a patient chooses Oak Street, they are self-selecting into a unique model of care. That leads to more engagement,
which improves patients’ health and lowers their out-of-pocket costs, which leads to greater engagement from the patient
and financial savings for us that we can invest into even more services.
One reason our care teams have embraced MA is the degree of visibility we gain from this data, which is not currently
feasible for our Traditional Medicare beneficiaries. Innovators have built delivery models that rely on a transparent view
of who their patients are and where they are in the healthcare continuum based on patient choice, and then mechanisms
to get real-time insights into how they are consuming healthcare across the continuum. Oak Street Health has built data
warehouses and automated workflow modules that leverage daily and monthly reports provided by our MA payer
partners. We are able to track our population closely, intervene with urgency when necessary, and ensure that each
patient’s care plan is an appropriate reflection of their particular needs.
Any new demonstration must include ways to enhance patient choice through voluntary attribution and faster
deployment of data to the provider groups.
Existing Models Do Not Address Complex Populations:
Oak Street Health builds clinics from the ground up in communities where primary care access is limited. These
communities are often underserved, lower-income, urban neighborhoods with populations whose medical conditions
are often exacerbated by social determinants and other barriers to care. Half of our population is dual-eligible and we
have spent considerable time building out the capabilities needed for that population, including transportation services,
integrated behavioral health, and social services coordination and support.
In 2012, dual-eligibles enrollees accounted for 20% of Medicare enrollees, yet 34% of Medicare spending. Moreover,
these same individuals comprised only 15% of Medicaid enrollees but represented 33% of Medicaid spending. If the
Innovation Center seeks to create demonstrations that address meaningful challenges, it must consider how to
appropriately care for the populations whose needs drive an outsized share of the total healthcare spend.
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Broadly speaking, the rising incidence of chronic illness is a major cost driver for Medicare. Beneficiaries with 6+ chronic
conditions represent 14% of the Traditional Medicare population, but drive nearly half of expenditures. This calls for
more coordinated, interdisciplinary clinical models in Medicare FFS designed to better manage use of health care. Lack
of risk-adjustment in measuring total savings or losses will continue to focus ACO efforts on less complex patients.
Oak Street Health has the privilege of not only providing access where this is none, but offering an under-served
population an elevated model of care focused on being personal, equitable, and accountable. Without appropriate risk
adjustment, we would not receive sufficient financial resources to provide the level of care our population requires.
Targeted interventions for more complex patients require greater investments, both in medical care but also to address
social determinants that play a significant role in the patient’s health.
The Innovation Center should be encouraging the opposite by leveraging proven models like the CMS-HCC to accurately
capture the acuity of the patient and thus determine the predicted cost of care. By coupling risk adjustment with a fuller
financial alignment through broader risk-sharing, the Innovation Center can effectively cross-walk the innovative models
from the private sector to the public sector.
DESIGN: LEVERAGE MARKET-BASED PRECEDENT FOR AN ADVANCED PRIMARY CARE MODEL
The cost and quality of U.S. healthcare will not dramatically improve without changing financial incentives to better
address provider and consumer needs, to better promote primary care and engagement, and to address currently
conflicting incentives throughout the system. We encourage the Innovation Center to introduce a new Advanced
Alternative Payment Model that mirrors the partial- and full-risk primary care models that are succeeding in MA. This
demonstration would be unique from other programs the Innovation Center has rolled out, improving on their
shortcomings while integrating best practices from the private sector.
The model should incorporate the following six principles:
#1: Increased Financial Alignment
The model should not be built on a FFS chassis but rather leverage experience in other programs where performance is
assessed based on risk-adjusted total cost of care targets. The model should more fully align financial incentives for
physicians to enable a focus on implementing innovative programs that positively impact quality and cost, and provide
the payment model to help achieve those outcomes.
By providing a spectrum of risk-share options, the Innovation Center can introduce a model accessible to a wide array
of physician groups and allow these participants to advance their risk sophistication at their own pace. This type of
demonstration would bring provider-focused, team-based intensive primary care models to FFS Medicare, allowing
physicians and consumers to determine the care they need the most, and reducing visits to the emergency room and
utilization of higher cost health care settings.
Specific recommendations would include:
• Leverage CMS MA County Benchmarks to adjust for regional differences in total cost of care and setting
performance targets for participating providers, rather than using historical spend. These benchmarks reflect the
regional differences in the cost of care, and over time will be reduced if providers are competing for patients by
offering lower cost, high quality options.
• Develop multiple “tracks” and allow for participants to move between tracks each year. Create a path to taking
on greater levels of two-sided risk as an organization grows, allowing smaller and newer organizations to
participate at lower levels of risk, while allowing organizations that are ready to participate in more aggressive
risk models.
• At most advanced end of spectrum, mimic a global capitation arrangement where providers share in 100% of
the savings or losses for their population (no caps on gains or losses).
• Allow for providers to advance into more aggressive risk tracks based on size of attributed population and ability
to demonstrate adequate financial reserves, potentially through a letter of credit or evidence of stop-loss
insurance. This will ensure that only providers capable of managing the enhanced risk are able to participate in
the more aggressive risk tracks.
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#2: Facilitate Visibility into Population
The model should enhance ability of participants to target interventions by streamlining patient attribution.
Specific recommendations would include:
• Leverage prospective, patient-led attribution versus retrospective claims-based passive enrollment.
• Allow Traditional Medicare beneficiaries to choose their PCP in a manner that allows the provider to know who
is enrolled in their demonstration.
#3: Incorporate Full and Accurate Risk Adjustment
The model should incorporate risk adjustment to accurately depict the underlying acuity of the participant population,
which combined with the MA County Benchmarks can set appropriate cost benchmarks for the participating providers.
This deters “cherry-picking” and allows providers to introduce programs germane to their patient population. In this
manner, the model will avoid the limitations of the MSSP and NGACO programs where lack of risk adjustment
encourages providers to avoid higher need, complex populations.
Specific recommendations would include:
• Leverage the established CMS HCC model for prospective risk adjustment at patient-level in the same manner
that providers are accustomed to doing in MA.
#4: Provide Access to Actionable Data
The model should provide data on a real-time basis to the greatest extent possible to allow for targeted interventions and
clinical initiative development.
Specific recommendations would include:
• Simulate same reporting provided to MA payers on assigned population, including monthly eligibility and
utilization data, transmitted directly to the provider based on its attributed patients.
#5: Accelerated Reinvestment
The model should incorporate payment mechanisms that allow for meaningful investments in care resources while
allowing flexibility for organizations with different levels of capabilities to participate.
Specific recommendations would include:
• Provide a population-based payment (per-member-per-month) that allows advanced physician groups to deliver
care in a way that significantly impacts total cost of care and quality, with quarterly settlement of shared savings
or losses to allow participants to rapidly reinvest back into the model.
• The monthly payment should be set high enough that allows participants to invest in offering more and newer
services to their populations, but the delta between what the providers received and what services are provided
based on primary care claims analysis should be recoupable by CMS if the provider does not deliver high quality,
lower cost care. For example, set the monthly payment to 10% of the estimated total cost of care, knowing that
primary care typically accounts for 5% of total care services. By putting that delta fully at risk (5% in this case),
CMS can ensure that they and the taxpayers are not paying for low-value services and that bad actors are not
gaming the system. It also ensures that primary care providers are no worse off than had they been billing for
FFS outside of the model.
• After the monthly population-based payment has been either recouped through first-dollar savings or repaid out
of first-dollar losses, the participant and CMS should share in any residual savings or losses. Quarterly settlements
can be completed within 120 days of each quarter end based on a 90-day claims run-out, with final reconciliation
performed in the following calendar year.
• Coupling a meaningful monthly payment with more frequent savings/losses reconciliations would allow for
rapid and meaningful investments to be made in innovative interventions and services, and would give providers
autonomy to determine what will have the greatest impact on patient experience and costs.
• Incorporate quality measures that ensure providers are not rationing care, potentially by leveraging the same set
of measures MA plans use in their value-based arrangements (HEDIS).
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#6: Consumer-Oriented Flexibility
The model should acknowledge that providers are in the best position to develop models for their unique patient
population. The model should not be overly prescriptive in a set of care programs or services that all participants need
provide, but rather use financial risk and quality measures to measure efficacy of the program. It should provide
participants the ability to more directly engage their patients in the demonstration through novel, consumer-oriented
incentives. Enabling providers to communicate, educate, and incentivize consumers about various unique care models
will enable more consumer choice and a higher degree of engagement and connectivity between consumers and
providers. By further aligning the interest of the patient in following cost-effective care recommendations, the overall
success of the program could be magnified.
Specific recommendations would include:
• Allow flexible ways for providers to directly engage patients for enrollment.
• Allow advanced participants to create preferred provider networks to enhance care coordination and further
accelerate higher quality outcomes. Offer providers a full set of waivers from FFS payment rules that allow
provider to utilize incentives to drive improved results with the provider responsible for the cost of the
incentives, in addition to the set of waivers that have been leveraged in other CMMI demonstrations.
• Allow providers to offer direct financial incentives to their patients, either through offering supplemental
services with no charge or by sharing any savings the provider generates through the model.
RATIONALE AND ALIGNMENT WITH INNOVATION CENTER GUIDING PRINCIPLES
The model we propose above would be well aligned with the guiding principles of the Innovation Center and provide a
creative alternative to FFS and MA, available to provider groups of all sizes. Rather than develop from the ground up a
new demonstration that does so, the Innovation Center should recognize what is already working in MA and then
leverage that chassis as the basis for a new demonstration.
The model we propose seeks in large measure to replicate a full-risk physician group care and payment model utilized in
the private sector under which a payer shares risk with a physician organization reflective of the total cost and quality of
care for a patient population, with a focus on providing patient-centered, high touch care. This approach offers the
benefits of simplicity and a predictable budget to align incentives and encourage efficiency and high-quality care. It has
proven successful over time across markets and reflects a true population-based care and payment model.
Specifically, our proposed demonstration would be distinguishable from other demonstrations as follows:
• Physician-Led: The model is the only real physician-led program that would more aggressively align incentives
with physician groups to better manage care. Physicians are in the best position to manage and drive down the
total cost of care if given the right incentives. Current CMS programs have focused mostly on historic players
in the system that have less incentive to fully transform.
• Consumer Empowerment: The model allows consumers to opt-in rather than be assigned to a program based
on historic claims. Physician groups will educate and communicate with consumers, attracting them with better
benefits more tailored to their needs. If providers are given the flexibility to return a portion of the savings
generated back to the patient, either through enhanced services (such as a gym membership) or direct payment,
it will further facilitate consumer empowerment in the model.
• Health System Savings: The model is not built on the fee-for-service chassis, allowing physician groups to
deliver the intensive primary care and social supports necessary to reduce utilization of care in higher cost
settings, emergency department visits, and hospitalizations.
• Attractive to Innovators: Both traditional and new, innovative organizations would participate in the model,
allowing more aggressive change and savings to the system. Current programs have been over-engineered,
moved too slowly, and have focused on traditional health system participants rather than strengthening the
physician-consumer relationship.
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PROPOSED NEXT STEPS
Oak Street Health is a founding member of the Alliance for Innovative Primary Care (AIPC), a coalition of providers
and stakeholders focused on bringing better care to Medicare patients through innovative primary care delivery models
and social supports, while saving money and improving healthcare outcomes. In the AIPC’s own response to this RFI,
many of the same themes and objectives are echoed. Fundamentally, our organization stands alongside other innovators
in a shared vision for how market-based reform could be transported to Traditional Medicare for the benefit of all.
We encourage the Innovation Center to create small coalitions that are tasked with working closely with CMS and CMMI
on demonstrations of interest, especially those organizations that have successfully implemented advanced and
innovative models in the private sector. This ensures that providers and patients all have a say in the creation of new
demonstrations, particularly those that have already incorporated those principles into their models.
We invite representatives from the Innovation Center to come visit an Oak Street Health center to observe firsthand the
positive impact we are having on our patients and communities. We offer ourselves as partners to the Innovation Center
and advocates for more advanced primary care models that will continue to allow groups like Oak Street Health to deliver
higher quality care at lower overall costs.
It must not be overlooked that the private sector has fostered patient-centric models by giving provider groups the tools,
resources, and incentives to change, and giving patients the power to make their own decisions in how and from whom
they receive their care. The FFS fabric of our healthcare system is due for a material course correction if it aims to achieve
long-term sustainability. We are optimistic that this change can happen and appreciate the chance to share our thoughts
with the Innovation Center.

Sincerely,

Michael Pykosz
Chief Executive Officer
Oak Street Health
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Subject: The Centers for Medicaid & Medicare Innovation (CMMI)
Intoduction
The role of the Centers for Medicare and Medicaid Services is to provide administration
capacity for the Medicare program while working in partnership with state governments to
monitor and evaluate implementation as well as the distribution of Medicaid care (Jain, et al.
2010). It also provides an overseeing capacity role for multiple federal health care initiatives
inclusive of those that entail health information technology, for instance, the meaningful use of
incentive program for electronic health records (EHR). Medicare is a federal initiative that avails
health coverage for individuals at the age of 65 and above or those suffering from severe
disability regardless of one's income. On the other hand, Medicaid, as well as the Children's
Health Insurance Program (CHIP), avail free or low-cost health coverage to several millions of
Americans with the inclusion of certain low-income groups, families, pregnant women, children
as well as those with disabilities (Kaufman, 2011). The nation’s elderly and most vulnerable
citizens depend on Medicaid and Medicare for access to care but Medicare’s main trust fund is
projected to run out in approximately eleven years, and Medicaid is the second largest budget
item for states on average and is growing rapidly.
Since improving quality and reducing costs are imperative; The Patient Protection and
Affordable Care Act of 2010 (ACA) provided the Centers for Medicare and Medicaid Services
(CMS) with a variety of price reduction and quality improvement tools, therefore established the
new Center for Medicare and Medicaid Innovation (CMMI), this legislation of health care
reform was formulated by section 1115A of the Social Security Act to support testing innovation
in payments as well as delivery system, based models that present critical promise in sustaining
or bringing improvement in the quality of care provided by Medicare, Medicaid, as well as the
Children's Health Insurance Program and reducing per capita costs of care for the population
(DeVore and Champion, 2011).
Congress assigned the Innovation Center primely to evaluate new payment and delivery
models, and enforced the center with identification, development, assessment, support, and
distribution of new models that could reduce expenditure under Medicare, Medicaid or the
Children's Health Insurance Program in the same objective while improving or sustaining the
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quality of care. Furthermore, the legislation provided suggestions that laid out the 8 priorities
with the inclusion of multi-payer programs. The CMMI eight priority areas in which they intend
to test models are:
1.

Increased participation in Advanced Alternative Payment Models (APMs)

2.

Consumer-Directed Care & Market-Based Innovation Models

3.

Physician Specialty Models

4.

Prescription Drug Models

5.

Medicare Advantage (MA) Innovation Models

6.

State-Based and Local Innovation, including Medicaid-focused Models

7.

Mental and Behavioral Health Models

8.

Program Integrity Model
A clear message was set in motion by the Innovation Center that they are moving forward

with "a notion of urgency" to tackle the Triple Objective to address (1) improvement of the
personal experience towards care; (2) improvement of the populations health experience, as well
as (3) reduction of per capital expenses of care for the masses (Jain, et al. 2010). Ten billion
dollars was appropriated by the Affordable Care Act every decade into perpetuity even as this
contribution every ten years is representative of the main commitment of expenditure with only
nearly 0.1 percent of the expenditure for Medicare and Medicaid for lower in comparison to most
organizations towards the commitment to research as well as development.
The Innovation Center is constantly soliciting ideas to better the organization itself and
seeking new payment and delivery models for it to test. Members of the public can share ideas
on both topics through a portal located on cms.gov. The Innovation Center is set up to accept
innovative payment and delivery reform ideas, feedback, and suggestions from the public to
better health outcomes and reduce expenditures.
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Principles
In order to maintain the partnership with the healthcare providers, states, payers,
clinicians and stakeholders have created the important lessons as well as values. CMMI is
focusing on maintain the new direction for the Innovation Center and evaluate how models can
be expanded with new directions that should complement what existing initiatives can provide to
the organization (Centers for Medicare & Medicaid Services, 2016). New model designs in the
Innovation Center through the guiding principles are as follows:
•

Competition and choice in the market – Promote the competition that is actually based on
costs, quality and outcomes.

•

Provider incentives and choice – focusing on maintaining the voluntary models with
reasonable and explained control groups as well as focusing on comparing the
populations and to reduce the requirements and unessential regulations that allow
physicians and providers to focus on giving high quality healthcare to its patients.
Provide health providers and beneficiaries the information as well as tools they might
need to produce the decisions that work best for them (Alley et.al, 2016).

•

Patient centered care – Empowering the caregivers, beneficiaries and families to take
health ownership as well as to make sure that they must have information and flexibility
to make such kinds of choices. They might seek care across the continuum.

•

Price transparency and benefit design – using data driven to the insights with the
intention to make sure the cost-effective cost that might lead to improve the outcomes
regarding beneficiary (Centers for Medicare & Medicaid Services, 2016).

•

Transparent model evaluation and design – Making the collaborations and partnerships
ideas with the public stakeholders from a wide range of individuals as well as
organizations across the country.

•

Small scale testing – the scaled testing models if they meet the requirements for the
development for expansion under the 1115 A(c) of the Affordable Act. The focus is on
the key interventions payment instead of the particular equipment or devices.

While testing the models, the Innovation Center is interested to focus on eight areas such as:
physician specialty models, Prescription Drug Models; Medicare Advantage (MA) Innovation
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Models; State-Based and Local Innovation, including Medicaid-focused Models; Mental and
Behavioral Health Models; and Program Integrity. Conversely, these test models can also be
tested by the Innovation Center (Szanton, Wolff, Leff, Roberts, Thorpe, Tanner and Gitlin,
2015).
Patient Models
Advanced Alternative Payment Models (APMs)
On January 1, 2011, baby boomers in the United States became eligible for Medicare;
this demographic fact changed the heart of healthcare reforms; consequently, The Affordable
Care Act not only expanded access to healthcare services but also had several implementations to
reduce costs and improve health outcomes.
Considering these dramatic changes, Congress passed the Medicare Access and
Children's Health Insurance Program Reauthorization Act of 2015 (MACRA), which later
replaced The Medicare Sustainable Growth Rate (SGR) formula for health care provider
reimbursement. MACRA combined parts of the Physician Quality Reporting System (PQRS),
Medicare Electronic Health Record (EHR), and Value-based Payment Modifier (VBM) incentive
program into one program called the Merit-based Incentive Payment System (MIPS), the second
path MACRA created is the alternative payment models (APMs). These models are incentives
fundamental changes in the healthcare reimbursement system.
Advanced Alternative Payment Models (APMs) are tools of payment reform that embody
quality and cost of care into reimbursement rather than a traditional fee-for-performance
structure. APMs are a subset that let practices earn more rewards in exchange for taking on risk
related to patient outcomes, APMs are also one of two payment ways under the Quality Payment
Program that will be used to regulate Medicare Part B payment adjustments. The Advanced
APM path is to encourage providers to go the furthest in delivering high quality, coordinated,
and efficient care. APMs are known as a structure of payment reforms that integrate quality and
overall cost of care into positive transformation instead of the novice fee-for-service structures. It
also provides an augmented incentive for payment to avail increase quality care that is costefficient and could be utilized to a clinical ailment, a care episode or section of the population
(DeVore and Champion, 2011).

5

Advanced APMs allow practices to earn revenue for taking on the individual risk
associated with the outcomes of their patients. For instance, a practice could receive an incentive
payment of 5 percent by extending into patient care improvement and engaging in risk based on
an Advanced APM. Some of the Advanced Alternative Payment Models include;
•

Comprehensive ESRD Care - Two-Sided Risk

•

Shared Savings Program (Track 2 and 3)

•

Comprehensive Care for Joint Replacement Payment Model

•

Next Generation ACO Model

•

Oncology Care Model - Two-Sided Risk
One of the disadvantages of Advanced Payment Models is that whereas bundled funds

could lead to penalization of doctors for necessary services beyond their control, they are
particular variations among patients that affect the general costs a provider holds no approach to
preventing or control (Jain, et al. 2010). For example, certain cancer patients can experience
grave complications from chemotherapy medication which could not have been foreseen by the
provider and would require treatment and tackle side outcomes. Therefore, in such a case, the
expenses for these specific tests and procedures would not be founded on a bundled payment
system.
Market-Based Innovation Models and Consumer-Directed Care
During the past decade, a new state program's wave has been produced and led to the
initiation of directing home-based services to consumers. These model-driven services have been
mainly introduced to cater for the chronic-impairment patients. In addition to the models that
were developed earlier for physically-disabled young adults, adoption of consumer-directed and
market-based models is now being employed on all-age recipients with the state, foundation and
federal support, (Benjamin, 2001). While using these models, the responsibility of decision
making on key services has shifted to healthcare professionals to the respective recipients.
Today, policymakers have started receiving evidenced research regarding the impact consumerdirected and market-based services have on the healthcare system, (Benjamin, 2001).
In the Consumer-Directed Care and Market-Based Innovation models, innovation can be
brought in the delivery of healthcare which can result in more convenience, effectiveness, and
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cost-control for the consumers who will, in turn, be more empowered, (Herzlinger, 2014). For
instance, through offering high-deductible insurance and low-cost, the consumers can gain
spending control over the personal healthcare costs, (Herzlinger, 2014). Also, the healthcare
service provider can be more user-friendly, just like complex products are made user-friendly for
the convenience and ease of the consumers (Herzlinger, 2014). According to a study by the
American Medical Association in 2003, the average American has to wait for an average of 3
weeks before he can get an appointment, and then for up to 30 minutes to see the doctor
(Herzlinger, 2014). In more severe cases of chronic illnesses which require several medical
fields, the patients have to travel from one facility to another to get their treatment, which is a
hassle (Herzlinger, 2014).
The Centers for Medicaid and Medicare Innovation can develop models to encourage the
transparency of quality and price, which will educate the beneficiaries about the cost data and
quality metrics so that they can make better and informed decisions on their own (Morse, 2017).
For example, the beneficiaries could decide to be a part of an arrangement that may allow them
to save money when they choose less-costing options or an option that gives them incentive
when their health gets better (Morse, 2017).
As a test, the healthcare service providers can be directly contracted by the Medicare
beneficiaries so that providers can themselves let the consumers know the prices they offer and
giving the consumers transparency about their rates (Morse, 2017). The providers can also
propose payments in bundles for full care, and different providers can bid on several payments
and launch a preferred provider networks (Morse, 2017).
The concerns regarding the long-term care costs are now at the federal level.
Additionally, the policymakers of different states that receive services based on home-care
models are seen as cheaper ones. Basing on the fact that consumer direction eliminates or
reduces the case managers and home-care agencies need, the costs of services are most likely
lower, (Benjamin, 2001: American College of Physicians, 2009). Furthermore, the 1999
Olmstead decision by the Supreme Court has increased the pressure possessed by the states to
put into consideration approaches that are diverse in the provision of community services and
placements to disabled persons. Moreover, of recent, since front-line workers have been scarce,
there has been an increase in the employment of new strategies in a bid to recruit healthcare
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providers on a long-term basis, (Benjamin, 2001). For instance, the attraction of workers to home
care jobs with low pay can be eased in situations where recipients hire friends and family
members as employees.
Policymakers are subjected to challenges as a result of interest expansion in consumer
direction. During the implementation of consumer-directed and market-based models, the
policymakers have first to understand the difference that exists between agency homecare/traditional models and alternative approaches available, (Benjamin, 2001). Secondly, the
policymakers should weigh the advantages and disadvantages of the new models basing on the
modest evidence only since diffusion of programs has mostly out-spaced research regarding the
impacts of the given application. Thirdly, the programmatic issues involved must be put into
consideration. These may include who to be allowed to self-direct, how to achieve quality
assurance, if consumers should hire family members, how quasi-medical activities will be
managed, and the extent to which the costs are lower, among others, (American College of
Physicians, 2009).
The debate regarding the implementation of consumer-directed and market-based models
is also complicated by the disagreement of employing family members as healthcare providers.
The federal regulations of Medicaid do not allow the paying of family members, (Benjamin,
2001). Additionally, the extent of which reimbursement of family members with public money
varies from one state to another. In some states, the list of the relations that are excluded is long.
The list may include grandchildren, in-laws, and grandparents. However, as far as the personal
assistance of Medi-Cal program is concerned, the recipients are free to hire for help. This does
not exclude the family members and friends, (Benjamin, 2001). In California, the state
regulations allow the use of states funds to employ and pay family members to the recipients of
the program, (American College of Physicians, 2009). In programs where the recipients need to
recruit their care providers, it is advisable that the hiring choice be unlimited. Additionally,
situations, where the labor market is tight, require recipients employ maximum latitude during
recruitment. Practically, the disabled persons employ more family members compared to other
categories of helpers, (Benjamin, 2001).
From the above discussion, it is realized that market-based and consumer-directed models
give the responsibility of worker's performance to the recipients. In such situation, when the state
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established the available worker's registries, it must arrange training to guide the consumers on
the way they can self-direct. However, the public role is tied to the provision of such resources to
the recipients rather than resolution of problems in line with the performance of workers.
Physician Specialty Models
The availability of the specialty physician models is increasing in the Innovation Center
with the intention to enhance lower costs and quality as well as to engage the specialty
physicians in alternative payment models specifically for the independent physician practices.
One of the potential options that might include in the specialty physician management of
beneficiaries of the population with chronic or complex medical conditions consists of some
chronic diseases (Polite and Miller, 2015). This includes the primary source of care such as
specialist services and provides the coordination for complex beneficiaries medically. The other
option can be healthcare providers for the limited care episodes based on the competitive pricing
and quality measure performance. For the cancer care, the model could test for the prepayment
for Medicaid and Medicare beneficiaries entirely with the care provided in networks as well as
incorporate elements from existing Oncology Care Model. CMMI seeks the feedback from the
patient, provider community and consumer advocacy groups as well as from stakeholders to take
the best ideas for new suitable/appropriate physician specialty models measures (Centers for
Medicare & Medicaid Services, 2016).
Physician-Focused Payment Model Technical Advisory Committee (PTAC) Recommended
Models: Additionally, with the intention to create Advanced APMs and MIPS, MACRA
generate some sort of incentives for physicians with the plan to take part in Alternative Payment
Models which include physician-focused payment models’ development. According to the
section 101(e)(1) of MACRA, the sections generates the model technical advisory committee
(PTAC) which produces recommendations as well as comments by the stakeholders and
individuals’ entities. On the other hand, the secretary selects to recommend the testing models
from Innovation Center recommended by PTAC (Bergman, Laviana, Kwan, Lerman, Aronson,
Bennett and Hu, 2017).
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Prescription Drug Monitoring Program Models
This model is a statewide database that dispenses the certain prescription drugs and tracks
filling them to control the opioid addiction. In data stores the prescription information of the
patient with the intention to monitor misuse or abuse. The practitioners such as physicians,
pharmacist, and physician-extenders are being alerted by the system if they detect any suspicious
activity. The policies are to discourage the doctor shopping that is now increasingly becoming
imperative across the country (Centers for Medicare & Medicaid Services, 2016).
CMMI wants to test new kinds of models in both Medicare Part B and Part D for the
prescription drug payment and State Medicaid programs that incentivize the better health results
at lower costs for beneficiaries so that they can align payments with value. Some of the models
can align incentives in a better way and engage the recipients as to take care of the consumers
who can continue to enhance patient results while controlling the cost of the drug (Centers for
Medicare & Medicaid Services, 2016). Across the supply chain, models that contemplate the
novel arrangements among manufacturers, plans and stakeholders are not limited to innovate
only based on the value of purchasing the provisions. These models would increase while
protecting the beneficiaries and drug price competition where access to the drugs is of interest
mainly (Centers for Medicare & Medicaid Services, 2016).
The CMMI should focus on Physician Specialty Models by helping physicians create a
culture of improvement by embracing an organized and corporate-wide method to improve
patient care. Building teams of frontline clinicians who develop measures to support strategic
plan to reduce harm and improve care, first in regard to adverse drug events and later in service
of reducing global injury, financial debt, and mortality rates.
Medicare Advantage (MA) Innovation Models
The Medicare Advantage Innovation Models plans to offer varied plan benefit design that
fall into the clinical categories recognized by CMMI. These categories are congestive heart
failure, diabetes, past stroke, coronary artery disease, chronic obstructive pulmonary disease and
combinations of these categories. CMMI allow benefits for the people with dementia and
arthritis. In accordance of Centers for Medicare & Medicaid Services (2016), the organization
changes to make benefit design with the intention to reduce the cost sharing and offer additional
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services with the intention to target people who can never receive benefits even if it’s less or
have to pay high cost sharing instead of the people who are considered as an outcome of the
model.
CMMI wants to function to drive the innovation with the intention to get better quality
and outcomes with Medicare Advantage (MA) plans. CMMI seeks to provide plans to maintain
the flexibility as well as to accomplish better results. Currently, CMMI is implementing the MA
plan model such as the Medicare Advantage Value-based Insurance Design Model (VBID) that
gives the flexible benefit design with the intention to give flexibility to the Medicare Advantage
plans and add potential and additional states. Generally, CMMI is more interested in the models
for the purpose of testing such kinds of models in the Medicare Advantage plan space as well as
emphasize on regulatory flexibility (Centers for Medicare & Medicaid Services, 2016). The
organization is interested in demonstrating the Medicare Advantage as well as incentivizes the
plans in order to compete for beneficiaries. These beneficiaries included in Medicare fee-forservice based on cost and quality in positive and transparent manner. Some of the additional
flexibilities can be examined in CMMI that are needed as the benefits and could include choice,
enhance quality care and reduce the cost. In addition, the CMMI seeks to comments on what
kind of option can be existed for paying the care delivery beyond MA and FFS. This might
incorporate the consumer driven or directed focus as well as price sensitivity that might be tested
as alternatives to MA and FFS (Centers for Medicare & Medicaid Services, 2016).
State-based and local Innovation including Medicaid-focused models
In the context of delivering high-quality care and innovation, the states play an important
role where CMMI wants to partner with the states with the intention to drive better and flexible
outcomes based on the needs of the individuals. CMMI has also worked with states in the past on
plans that include Strong Start, State Innovation Models, Medicaid Incentives for the Prevention
of Chronic Diseases Model and Innovation Accelerator Program (Centers for Medicare &
Medicaid Services, 2016). There are varieties of state-led models and efforts that provide the
lessons and has been learned to advance the innovation. To focus on the model area, States could
reform because, in CMMI, healthcare providers and states would work with the intention to
expand the state-based plans and local innovation plans so that they can test new models. These
models are mainly based on goals and needs of the state while enhancing the care and lowering
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the costs. These models could include states with flexibility and increase chances for multi-payer
reforms for physicians serving CHIP and Medicaid populations who take part in value-based
payment models. Some of the particular models to the Medicaid populations would be measured
where CMMI would depend on under sections 1115 and 1115A authority of the Act in
implementing and expanding such kinds of models (Centers for Medicare & Medicaid Services,
2016).
State-based and local Innovation including Medicaid-focused model attempt to improve
the outcomes by Medicaid, states offered an optimal partnership with the federal government to
achieve better health services that will enhance the quality of life, and lower costs. Each state
gets to index health coverage to its choice of degree of need.
Mental and Behavioral Health Models
CMMI is exploring potential models actively focused on behavioral health which might
include areas such as substance use disorder, opioids, dementia and enhancing the mental
healthcare provider participation in CHIP, Medicare and Medicaid through models that increase
the integration of the care or use the episode payment. Hence, CMMI is interest in their
stakeholders views and opinions regarding the best payment models as well as the organization
also concern about the local interventions with regard to enhance the care in such kinds of areas
(Centers for Medicare & Medicaid Services, 2016).
Resource Allocation
The Centers for Medicare & Medicaid Services face a challenge of providing safe and
quality healthcare services to all the patients with limited resource capacity. The first resource
allocates to all surgical requests whereas the second resource allocates surgeries based on
competitive bidding. The fair allocation of resources in Centers for Medicare & Medicaid
Services is the distribution of limited sources among competing clients (Centers for Medicaid &
Medicare Innovation, 2016).
Capital budgeting
The budget highlights diverse kinds of funding in Centers for Medicare & Medicaid
Services. There are future benefits versus spending on consumption and improve quality of life
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for the people. Some of the challenges that Centers for Medicare & Medicaid Services face in
budgeting for capital acquisitions, a basic solution would be by adopting the capital budget.
Congress work together with the intention to find out tools that encourage them to make
decisions based on capital budgeting (Skillman et.al, 2017).
Operational planning
The state should submit a detailed operational plan that explains the budgets and
activities for the model each year and gives the timeline for the significant milestones and
implementation for executing the plan. In Centers for Medicaid & Medicare Innovation (CMMI),
the operational plan should show how the applicant plans to implement activities to ramp up to
start within the year of receiving funding. Besides, the applicant should demonstrate that the
applicant has resources and track to record the model and report the progress during the
operation (Skillman et.al, 2017).
Plan effort to assess population health
The plan will cover the healthcare costs and will contribute to transforming the system
which includes changing the way to incentivize quality as compared to quantity. The National
Quality strategy may guide the CMS and HH programs, strategic plans for new initiatives. The
HHS action plan will reduce the racial and ethnic disparities where CMMI will achieve the
health equity while enhancing the data to better measure and analyze inequities across policies
and programs (Bergman et.al, 2017).
Plan for organization-wide implementation of quality improvement efforts
Quality improvement studies and projects aimed to make positive changes in Centers for
Medicaid & Medicare Innovation (CMMI) to affect the outcomes that can use Plan-do-study-act
model. This is one of the methods that has employed widely by the Centers for Medicaid &
Medicare Innovation (CMMI) (Bergman et.al, 2017).
LeapFrog and Institute of Medicine Patient Safety initiatives
The leapfrog informs the decisions related to the healthcare by giving the accurate
information and empowers patients as well as buyers to choose the right hospital. An individual
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can employ Leapfrog outcomes with the intention to compare the options they have and whether
to know about maternity care that can be taken to prevent errors. LeapFrog and Institute of
Medicine Patient Safety initiatives allow a person to select a safer hospital. They permit patients
to think that doctor is the only choice they can make to solve their solutions which also make
them healthy. Hence, selecting the hospital can be important because things like surgical errors,
infection rates, and patient injuries can be significantly varied in the hospitals only. The first step
is to find the best care for the patient and their families (Centers for Medicare & Medicaid
Services, 2016).
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CMMI RFI Survey – ONS Responses
Survey: submit comments online
Deadline: 11:59 p.m. EST November 20, 2017
Provisions of this RFI
Guiding Principles
While existing partnerships with healthcare providers, clinicians, states, payers and stakeholders have
generated important value and lessons, CMS is setting a new direction for the Innovation Center. We
will carefully evaluate how models developed consistent with the new directions can complement
what we are learning from the existing initiatives. The Innovation Center will approach new model
design through the following guiding principles:
1. Choice and competition in the market – Promote competition based on quality, outcomes, and
costs.
2. Provider Choice and Incentives – Focus on voluntary models, with defined and reasonable
control groups or comparison populations, to the extent possible, and reduce burdensome
requirements and unnecessary regulations to allow physicians and other providers to focus on
providing high-quality healthcare to their patients. Give beneficiaries and healthcare providers
the tools and information they need to make decisions that work best for them.
3. Patient-centered care – Empower beneficiaries, their families, and caregivers to take ownership
of their health and ensure that they have the flexibility and information to make choices as they
seek care across the care continuum.
4. Benefit design and price transparency – Use data-driven insights to ensure cost-effective care
that also leads to improvements in beneficiary outcomes.
5. Transparent model design and evaluation – Draw on partnerships and collaborations with
public stakeholders and harness ideas from a broad range of organizations and individuals
across the country.
6. Small Scale Testing – Test smaller scale models that may be scaled if they meet the
requirements for expansion under 1115 A(c) of the Affordable Care Act (the Act). Focus on key
payment interventions rather than on specific devices or equipment.
The Innovation Center is interested in testing models in the following eight focus areas: (1) Increased
participation in Advanced Alternative Payment Models (APMs); (2) Consumer-Directed Care &
Market-Based Innovation Models; (3) Physician Specialty Models; (4) Prescription Drug Models; (5)
Medicare Advantage (MA) Innovation Models; (6) State-Based and Local Innovation, including
Medicaid-focused Models; (7) Mental and Behavioral Health Models; and (8) Program Integrity.
However, the Innovation Center may also test models in other areas.

Expanded Opportunities for Participation in Advanced APMs
In April 2015, Congress passed the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA)
that repealed the Sustainable Growth Rate formula for updating the Medicare physician fee schedule,
and replaced it with a series of fixed statutory updates and a Quality Payment Program that includes
the Merit-Based Incentive Payment System (MIPS) and Advanced APMs. CMS administers the Quality
Payment Program, and the Innovation Center bears primary responsibility for development of policies
and operations relating to Advanced APMs. Eligible clinicians who are Qualifying APM Participants
(QPs) for a year from 2019 through 2024 receive a lump sum APM incentive payment and, beginning
for 2026, a differentially higher update under the Medicare physician fee schedule. Eligible clinicians
who are QPs for a year are also not subject to the MIPS reporting requirements and payment
adjustment.
CMS expects that the number of eligible clinicians choosing to participate in Advanced APMs will grow
over time. To facilitate this growth, CMS seeks comment on ways to increase opportunities for eligible
clinicians to participate in Advanced APMs and achieve threshold levels of participation to become
QPs. CMS has received feedback from the healthcare provider community on the extensive and
lengthy process that is required for a model to qualify as an Advanced APM. CMS seeks feedback from
stakeholders on ways the Administration can be more responsive to eligible clinicians and their
patients, and potentially expedite the process for providers that want to participate in an Advanced
APM. CMS also seeks guidance from the stakeholders on ways to capture appropriate data to drive
the design of innovative payment models and strategies to incentivize eligible clinicians to participate
in Advanced APMs.
Do you have comments on the guiding principles or Expanded Opportunities for Participation in
Advanced APMs?
The Oncology Nursing Society (ONS) is a professional organization of over 39,000 registered nurses and
other healthcare providers dedicated to excellence in patient care, education, research and
administration in oncology nursing. ONS members are a diverse group of professionals who represent a
variety of professional roles, practice settings, and subspecialty practice areas. Oncology nurses are
leaders in the healthcare arena, committed to continuous learning and leading the transformation of
cancer care by advocating for high-quality care for people with cancer.
ONS supports the new direction for the Innovation Center, or CMMI, and the proposed guiding
principles for evaluating, developing and testing new value-based models for payment and delivery of
care. ONS particularly appreciates the focus on patient-centered care. We strongly believe that
patients with serious illnesses, including cancer, should be empowered to make their own care and
treatment decisions. Patient-centered care is especially important given that cancer is becoming more
personalized down to the genetic level and precision medicine is enabling very targeted treatments.
Oncology nurses play a significant role engaging, educating and carefully listening to patients with
cancer, their families and caregivers to more clearly understand their unique care preferences
throughout their cancer diagnosis and treatment. We are pleased that CMMI is proposing a similar
patient-centered approach to its models.
ONS supports voluntary, small scale models that protect beneficiary access to cancer care delivery and
treatment and that allow for meaningful stakeholder engagement during model development to
minimize unintended effects. Oncology nurses provide valuable patient education in diagnosis,
treatment options and management of side effects through the continuum of a patient’s diagnosis, and

we appreciate the opportunity to collaborate and share our expertise as new models, particularly those
impacting patients with cancer, are proposed.
We applaud CMMI’s efforts and progress with implementation of the Oncology Care Model (OCM) and
support its aim to provide higher quality, better coordinated oncology care at the same or lower cost to
Medicare. We are glad that CMS has been able to utilize ONS oncology-focused quality measures and
our qualified clinical data registries (QCDRs) in the OCM. The ONS QCDR can assist institutions in
creating, measuring and reporting improvements in a simple integrated way (Pirschel, 2017). We look
forward to future collaboration on OCM and other cancer-focused models that CMMI may bring
forward. We believe that the OCM and lessons learned from its development and implementation
should serve as a model for others.
Citation: Pirschel, C. (2017, March 1). How the oncology care model is redefining quality care.
Retrieved from https://voice.ons.org/news-and-views/how-the-oncology-care-model-isredefining-quality-care
What Expanded Opportunities for Participation in Advanced APMs model designs should the
Innovation Center consider that are consistent with the guiding principles?
ONS is supportive of CMMI’s efforts to expand participation in advanced APMs. Specifically, ONS
supports expanding the Oncology Care Model to address other types of cancer and not just the
administration of chemotherapy. ONS would welcome additional models for cancer treated with
radiation and surgery as well.
Although ONS has not actively engaged with the Physician-Focused Payment Model Technical Advisory
Committee (PTAC), we encourage CMMI to seriously consider PTAC proposals for Advanced Alternative
Payment Models (APMs) that incentivize healthcare providers to ensure patient access to palliative care.
Specifically, we support PTAC proposals for the Advanced Care Model and the Patient and Caregiver
Support for Serious Illness Model. Patients with cancer and other serious illnesses benefit greatly from
access to an interdisciplinary mix of professionals that can help alleviate physical pain, psychosocial and
spiritual distress and improve their quality of life.
As an active participant in the Patient Quality of Life Coalition (PQLC), ONS supports model proposals
that advance palliative care, care coordination, advance care planning, chronic disease management,
and other topics relevant to expanding patient access to palliative care.
Citations:
See this link for more information regarding the proposed Advanced Care Model:
https://aspe.hhs.gov/system/files/pdf/253406/ACM.pdf
See this link for more information regarding the Patient and Caregiver Support for Serious Illness
proposal: https://aspe.hhs.gov/system/files/pdf/255906/ProposalAAHPM.pdf
Do you have suggestions on the structure, approach, and design of potential Expanded Opportunities
for Participation in Advanced APM models? Please also identify potential challenges or risks
associated with any of these suggested models.
Yes

ONS advocates for quality measures in cancer care models that are meaningful to patients. New cancer
models should incorporate appropriate metrics that consider beneficiary access to important cancer
care and support services, including those delivered by oncology nurses, as well as the quality of cancer
care delivery. Models must also consider beneficiary experience and impact on quality of life across the
continuum of their treatment, from diagnosis to remission.
Oncology nurses are a pivotal member of the cancer care and delivery team. As oncology-focused
models, including those addressing palliative and end of life care, are brought forward for consideration,
ONS encourages CMMI to ensure that developers consider the oncology nurse role and incorporate into
their models the views of this important stakeholder.
Citations:
See this link for more information regarding outcome based quality measures developed by ONS:
https://www.ons.org/practice-resources/qualified-clinical-data-registry
What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
No comments.
How can CMS further engage beneficiaries in development of Expanded Opportunities for
Participation in Advanced APM models and/or participate in new models?
Any alternative payment and delivery model that CMMI tests should assess how well it meets the needs
of the beneficiary. Beneficiaries, especially patients with cancer, should be allowed to provide input into
both the design and the evaluation of models that are significantly impacting their health outcomes.
Beneficiaries should be afforded opportunity to proactively choose participation in alternative payment
and delivery models. At the same time, beneficiaries should be given the opportunity to opt-out of
models they believe will impede their access to care or providers of their choosing. Additionally, models
should include ongoing assessments of patient quality outcomes.
Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
No comments.

Consumer-Directed Care & Market-Based Innovation Models

CMS believes beneficiaries should be empowered as consumers to drive change in the health system
through their choices. Consumer-directed care models could empower Medicare, Medicaid, and CHIP
beneficiaries to make choices from among competitors in a market-driven healthcare system. To
better inform consumers about the cost and quality implications of different choices, CMS may
develop models to facilitate and encourage price and quality transparency, including the compilation,
analysis, and release of cost data and quality metrics that inform beneficiaries about their choices.
CMS will consider new options for beneficiaries to promote consumerism and transparency. For
example, beneficiaries could choose to participate in arrangements that would allow them to keep
some of the savings when they choose a lower-cost option, or that incentivize them to achieve better
health. Models that we are considering testing include allowing Medicare beneficiaries to contract
directly with healthcare providers, having providers propose prices to inform beneficiary choices and

transparency, offering bundled payments for full episodes of care with groups of providers bidding on
the payment amount, and launching preferred provider networks. CMS solicits feedback from patient
and consumer advocacy groups, the healthcare provider community, as well as experts in the
technology industry, and other stakeholders that can provide creative ideas on how to operationalize
these principles in models that best serve patients in terms of cost, quality, and access to care.
Do you have comments on the guiding principles or Consumer-Directed Care & Market-Based
Innovation Models?
Yes
ONS supports efforts to give consumers more choice and transparency in health care options, including
costs of care, so they are fully informed to make health care decisions. Oncology nurses are very aware
of financial toxicity experienced by many patients with cancer who forego treatments they cannot
afford. We strongly support financial counseling for patients with cancer to maximize resources and
make wise decisions about their treatment. In addition to cost, consumers need to understand quality
trade-offs and that additional costs for patient navigation services, palliative care and social services can
improve health and well-being and save costs overall.
As reported in Health Affairs (Colligan et al., 2017), Medicare beneficiaries with cancer who participated
in oncology medical home and patient navigation models had decreased costs in the last ninety days of
life ($3,346 and $5,824 per person, respectively) and fewer hospitalizations in the last thirty days of life
(fifty-seven and forty per 1,000 people, respectively). The patient navigation model was also associated
with fewer emergency department visits in the last thirty days of life and increased hospice enrollment
in the last two weeks of life. These two models and a palliative care model received Health Care
Innovation Awards from CMS for reducing cost and improving quality of care for Medicare beneficiaries
with cancer. ONS agrees with the report that these promising results can inform the CMS Oncology Care
Model and other models that CMMI may propose for patients with cancer.
Citation:
Colligan, E., Ewald, E., Ruiz, S., Spafford, M., Cross-Barnet, C., & Parashuram, S. (2017). Innovative
oncology care models improve end-of-life quality, reduce utilization and spending. Health Affairs, 36),
433-440. doi:10.1377/hlthaff.2016.1303
What Consumer-Directed Care & Market-Based Innovation Model designs should the Innovation
Center consider that are consistent with the guiding principles?
Yes.
ONS supports consumer-directed care models that encourage the use of nurse navigators to help
patients with serious illnesses overcome barriers, including financial and insurance issues, complex
treatment decisions, transportation logistics and care coordination challenges.
Do you have suggestions on the structure, approach, and design of potential Consumer-Directed Care
& Market-Based Innovation Models? Please also identify potential challenges or risks associated with
any of these suggested models.
No comments.

What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
No comments.
How can CMS further engage beneficiaries in development of Consumer-Directed Care & MarketBased Innovation Models and/or participate in new models?
No comments.
Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
No comments.

Physician Specialty Models
Physician Specialty Models
The Innovation Center is interested in increasing the availability of specialty physician models to
improve quality and lower costs and engage specialty physicians in alternative payment models,
especially for independent physician practices. One potential option may be to include specialty
physician management of a defined population of beneficiaries with complex or chronic medical
conditions, including multiple chronic conditions. This may include the specialist serving as the
primary source of care and providing care coordination for medically complex beneficiaries. Another
option may be paying healthcare providers for limited episodes of care based on quality measure
performance and competitive pricing. For cancer care in particular, a model could test full prepayment
for Medicare and Medicaid beneficiaries, with care provided in collaborative networks, possibly
incorporating elements from the existing Oncology Care Model. CMS solicits feedback from the
provider community, patient and consumer advocacy groups, and other stakeholders regarding their
best ideas for new physician specialty models and appropriate quality measures.
Physician-Focused Payment Model Technical Advisory Committee (PTAC) Recommended Models
In addition to creating MIPS and Advanced APMs, MACRA also creates incentives for physicians to
participate in Alternative Payment Models (APMs), including the development of physician-focused
payment models (PFPMs). Section 101(e)(1) of MACRA creates the Physician Focused Payment Model
Technical Advisory Committee (PTAC). PTAC makes comments and recommendations to the Secretary
on proposals for physician-focused payment models submitted by individuals and stakeholder
entities. The Secretary may choose to recommend Innovation Center testing of models recommended
by PTAC.
Do you have comments on the guiding principles or Physician Specialty Models?
Yes
ONS supports expanding the use of physician specialty models that expand patient access to oncology
care services and palliative and end of life care. Oncology nurses are among the diverse mix of
professionals that work together to alleviate pain and suffering for patients with cancer and other
serious and chronic diseases. Palliative care is appropriate from the time of diagnosis throughout the
treatment and can ensure higher quality of life and reduced costs.

What Physician Specialty Models designs should the Innovation Center consider that are consistent
with the guiding principles?
Two proposals submitted to the PTAC, the Advanced Care Model and the Patient and Caregiver Support
for Serious Illness model, can solve a major gap in the care of medically complex/seriously ill/high-need,
high cost beneficiaries.
Citations:
See this link for more information regarding the proposed Advanced Care Model:
https://aspe.hhs.gov/system/files/pdf/253406/ACM.pdf
See this link for more information regarding the Patient and Caregiver Support for Serious Illness
proposal: https://aspe.hhs.gov/system/files/pdf/255906/ProposalAAHPM.pdf
Do you have suggestions on the structure, approach, and design of potential Physician Specialty
Models? Please also identify potential challenges or risks associated with any of these suggested
models.
Yes.
With regard to physician models, ONS wants to make sure that small practices and community
providers, particularly those treating patients with cancer, are not disadvantaged. Physician models
should not be structured in a way that discourages physicians from caring for sicker patients, including
those with cancer.
What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
No comments.
How can CMS further engage beneficiaries in development of Physician Specialty Models and/or
participate in new models?
No comments
Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
No comment.
Do you have any comments on the guiding principles or Medicare Advantage (MA) Innovation
Models?
Yes
ONS supports CMMI’s efforts to provide consumers greater choice and transparency in choosing
Medicare Advantage (MA) plans. Consumers need to clearly know how their plans address serious
illness, including cancer, and whether they include important oncology care services, including palliative
and end of life care. Palliative care needs to be better integrated into routine oncology care as it can
improve beneficiary health and well-being and reduce costly preventable inpatient hospital and
emergency room visits.

Citation:
Kaufmann, T. L., & Kamal, A. H. (2017). Oncology and palliative care integration: Cocreating quality and
value in the era of health care reform. Journal of Oncology Practice, 13, 580-589.
doi:10.1200/JOP.2017.023762
What Medicare Advantage (MA) Innovation Model designs should the Innovation Center consider that
are consistent with the guiding principles?
No comment
Do you have suggestions on the structure, approach, and design of potential Medicare Advantage
(MA) Innovation Models? Please also identify potential challenges or risks associated with any of
these suggested models.
Yes.
One concern of Medicare Advantage is that beneficiaries that enroll in a clinical trial must revert back to
fee for service to participate. ONS is concerned that there are limited opportunities already for seniors
with cancer to enroll in clinical trials, so we urge CMMI to design models that incent Medicare
Advantage beneficiaries, as well as all Medicare beneficiaries, to enroll in clinical trials.
What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
No comments.
How can CMS further engage beneficiaries in development of Medicare Advantage (MA) Innovation
Models and/or participate in new models?
No comments.
Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
No comments

Final Question

Are there any other comments or suggestions related to the future direction of the Innovation
Center?
Yes.
ONS appreciates the opportunity to provide feedback on the CMMI’s guiding principles and areas of
interest in this survey. ONS supports the mission of CMMI to increase the quality of healthcare and
reduce costs and is supportive of models to improve care for patients with serious illness, including
cancer.
ONS supports the transition from fee for service to value based care delivery models, particularly
because patients with cancer do not necessarily have better outcomes with more services. Future
models should incent the most effective treatment for patients with cancer.

We appreciate that ONS was able to actively participate in the Oncology Care Model process. We
encourage reaching out to stakeholders, including oncology nurses, early in the development process
through transparent sub-regulatory processes, including requests for comment and information.
We encourage model designs that have meaningful links to patient-centered quality measures,
particularly in cancer care models, and believe more needs to be done to encourage adoption of
palliative and end of life care.
Citation:
Kline, R. M., Muldoon, L. D., Schumacher, H. K., Strawbridge, L. M., York, A. W., Mortimer, L. K., & ...
Conway, P. H. (2017). Design challenges of an episode-based payment model in oncology: The Centers
for Medicare & Medicaid Services oncology care model. Journal of Oncology Practice, 13, e632-e645.
doi:10.1200/JOP.2016.015834

Suggestions:
1. Information campaigns to educate consumers on the risks of low activity,
poor diet and not pursuing preventive care. Ones that are personalized and
interactive and include blogs of populations of at risk-persons who made
lifestyle changes and are happier and healthier.
2. Site mining emerging technologies to reduce diagnostic testing in various
locations with multiple tools. Follow up on challenge winners such
as: https://sensing.xprize.org/
3. Posting of drug costs domestically versus international markets
4. Testing of international market drugs domestically
5. More mobile clinics in low income and rural areas
6. Work better with small firms who have innovations and offerings
especially in the DME area.
-Tracye Turner
Vice President and COO
Optimal Solutions Group, LLC

November 20, 2017
Amy Bassano
Center for Medicare and Medicaid Innovation
ATTN: CMMI New Direction – Informal Request for Information
2810 Lord Baltimore Boulevard
Baltimore, MD 21244-2613
Re: CMMI New Direction – Informal Request for Information
Dear Ms. Bassano,
The OPTIMISTIC project team, based at Indiana University, appreciates the opportunity to
comment on the Center for Medicare and Medicaid’s Innovation’s (CMMI) request for
information on its new direction. OPTIMISTIC (Optimizing Patient Transfers, Improving Medical
Symptoms: Transforming Institutional Care) is one of six Enhanced Care Coordination Providers
(ECCPs) currently participating in CMMI’s Phase 2 Initiative to Reduce Avoidable
Hospitalizations Among Nursing Home Residents.
OPTIMISTIC, led by clinician-researchers from Indiana University and other partners, placed
specially trained Registered Nurses in nineteen nursing facilities across central Indiana to
support and educate facility staff, enhance chronic disease management, reduce unnecessary
hospitalizations, and clarify residents’ goals of care. In the final evaluation of Phase 1 of the
Initiative, OPTIMISTIC was shown to have reduced avoidable hospitalizations of nursing home
residents by 32.6% annually and reduced total Medicare expenditures by nearly $13.5 million.
In Phase 2 of the Initiative, which began in October 2016, OPTIMISTIC has expanded to 25
additional facilities in Indiana to implement a new payment model, designed to treat six
commonly-hospitalized conditions in place at the nursing facility.
In response to the Request for Information seeking input on the new direction for CMMI, we
urge CMMI to leverage investments already made in the development of innovative care
models for geriatric patients. OPTIMISTIC is an example of a program that it would have been
difficult to initially develop and test in the marketplace, yet through the opportunity of the
CMMI Initiative we have designed a solution for addressing avoidable hospitalizations that we
are now focused on disseminating to other nursing facility residents. Scaling up care models is
not straightforward, yet, as the dominant funder of nursing facilities through both Medicare
and Medicaid, CMMI can play a critical role in promoting the spread of models that provide
benefit to beneficiaries. Following initial development and testing of models such as
OPTIMISTIC, CMMI should support scaling up these approaches to reach greater numbers of
frail older adults.

Our team of geriatric specialists, with expertise in the care of the dual eligible population,
carefully reviewed the RFI. We are particularly supportive of the principles of patient-centered
care and promoting opportunities for small scale testing. We agree that the lens of patientcenteredness should be applied to any innovative approach seeking to improve the care
experience to Medicare and Medicaid patients. Also, the opportunity for small scale testing at
the state level is particularly appropriate for models that are designed to improve access to
facility based skilled nursing care or long term care services and supports.
We appreciate the opportunity to comment on this RFI and would be pleased to expand on any
of our remarks.
Thank you for your consideration,

Dr. Kathleen Unroe, OPTIMISTIC Project Director
and the OPTIMISTIC Team

November 20, 2017
BY ELECTRONIC DELIVERY
Amy Bassano
Acting Director
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244

RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Acting Director Bassano and Administrator Verma:
Orexo appreciates the opportunity to submit its comments to the Centers for Medicare and
Medicaid Services’ (CMS’s) Request for Information (RFI) announcing the Agency’s vision for
the Center for Medicare and Medicaid Innovation (CMMI). We appreciate inclusion of opioid
use disorder treatment within CMMI’s focus areas, and applaud CMS and CMMI for recognizing
that our nation cannot stem the tide of the opioid crisis without an approach grounded in
innovation and urgency. We direct our comments and responses to the guiding principles, focus
areas, and specific RFI questions within the context of improving quality, access, and costeffectiveness for opioid use disorder treatment.
Orexo is a specialty pharmaceutical company focused on the research, development, and
commercialization of patient-adapted formulations offering superior medical benefit. Our
Zubsolv® sublingual tablets (CIII) are an advanced formulation of buprenorphine and naloxone
indicated for the treatment of opioid dependence as part of a comprehensive treatment plan.
Medication assisted treatment (MAT) for opioid dependence with Zubsolv® can be initiated in
an office-based setting by physicians trained and certified under the Drug Addiction Treatment
Act of 2000 (DATA 2000). 1 Zubsolv® is formulated to enable effective treatment with lower
doses of buprenorphine. Zubsolv is dispensed in child-protective packaging, and is available in
the broadest range of dosages to facilitate induction, titration, maintenance and tapering.
1

Public Law 106-310 (106th Congress)

Orexo US, Inc.
150 Headquarters Plaza, East Tower, 5th Floor
Phone +1 973-936-6900 Fax +1 855-879-3647
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Zubsolv also has the lowest commercially available dose of buprenorphine and naloxone so once
patients and clinicians determine that a taper schedule is clinically appropriate they can do so
using a tablet in child resistant packaging.

Background
Opioid dependence is a complex condition with a multi-factorial etiology that has been described
as a “progressive, treatable brain disease.” 2 An estimated 2.2 million Americans currently
struggle with dependence/addiction related to prescription opioid medications, with an additional
517,000 individuals addicted to heroin. 3 CDC estimates that 75% of individuals addicted to
prescription opioids will resort to heroin as a cheaper opioid source. 4
The economic impact of this epidemic is substantial; the societal cost in terms of lives lost is
jarring. According to the American Society of Addiction Medicine’s “Opioid Addiction 2016
Facts & Figures, drug overdose is currently the leading cause of accidental death in the US.
Each day, over 1,000 people in the U.S. are treated in emergency departments for misusing
prescription opioids. A recent report by the Agency for Health Research and Quality examining
data since the US health system transitioned from ICD-9 to ICD-10 codes confirmed that the
number of opioid-related hospital stays is substantially higher than previous estimates. The cost
burden falls largely on the Medicare and Medicaid programs.
Orexo applauds CMS and its recent announcement to afford greater flexibility to states as they
design models focused on increasing access to high-quality, clinically appropriate opioid use
disorder treatment. The Agency’s recent approval of demonstration waiver requests for New
Jersey and Utah demonstrate CMS’ commitment to delivering on its promise to act with the
urgency this epidemic demands.
Orexo firmly believes that our healthcare system is equipped with the necessary tools to reduce
overdose-related deaths, and to effectively treat opioid use disorder through evidence-based
medication assisted therapy (MAT). Innovative, holistic approaches are, however, essential to
drive those tools toward ensuring that individuals seeking recovery from opioid use disorder can
access proven, life-saving treatments. The guiding principles outlined in the RFI provide strong
guideposts for innovation in care delivery and payment models likely to improve opioid use
disorder outcomes. Our comments center on building upon those principles to foster models
that:
•

expand access to evidence-based MAT;

2

American Society of Addiction Medicine, Opioid Addiction Disease: 2015 Facts and Figures,
http://www.asam.org/docs/default-source/advocacy/opioid-addiction-disease-facts-figures.pdf
3
National Institute on Drug Abuse, “America’s Addiction to Opioids: Heroin and Prescription Drug Abuse,” May
2014, http://www.drugabuse.gov/about-nida/legislative-activities/testimony-to-congress/2015/americas-addictionto-opioids-heroin-prescription-drug-abuse
4
CDC Vital Signs, July 2014, http://w w w.cdc.gov/vitalsigns/opioid-prescribing/
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•

•
•

•

•
•

•

•

encourage States to take a holistic, multi-system approach to combatting the opioid abuse
epidemic that engages patients and stakeholders in education, healthcare, community
organizations, criminal justice, and prison systems;
incentivize clinicians by paying appropriately for their role in treating opioid use
disorder;
include successful tapering of MAT doses toward patient goal of abstinence from
medication as an improved outcome for purposes of clinician incentives and model
evaluation;
avoid risks that the “solution” will introduce or perpetuate diversion and abuse potential
or additional societal costs, e.g., growing problem of buprenorphine-based film products
as contraband, particularly in incarcerated populations;
address risks of accidental pediatric exposure to opioids and MAT products, including
use of child-resistant packaging;
deliver durable recovery by enabling patients and clinicians to choose the MAT product
that best suits their treatment goals from induction and maintenance, through tapering and
abstinence, when appropriate;
increase patients’ chance for recovery and reduce long-term costs to patients, families,
the workplace, the criminal justice system, and the healthcare system by delivering
effective treatment earlier in the addiction disease process; and
reduce or eliminate provider burdens that also introduce avoidable costs to payers,
including mandatory prior authorization requirements even for preferred products.

RFI Question #1: Do you have comments on the guiding principles or focus
areas?
Orexo strongly supports CMMI’s inclusion of behavioral and mental health models within its
priority focus areas, and urge the Center to continue its efforts to encourage opioid use disorder
treatment models. Similarly, Orexo believes that CMMI can play an important role in
combatting the opioid use epidemic by ensuring that broader models, including State Medicaid
transformation waivers, contain elements to increase awareness of opioid use disorder, educate
health care workers on high-risk behaviors, increase appropriate referral of patients to recovery
services, and encourage increased clinician participation as DATA 2000 waivered providers.
We urge CMMI to require that all opioid use disorder treatment innovation models are designed
to promote evidence-based care that includes appropriate use of MAT. 5 A study evaluating
Massachusetts’ Medicaid experience with MAT revealed that Medicaid patients receiving drugfree treatment (e.g., counseling services), suffered mortality rates 75 percent higher than those
receiving buprenorphine. Medicaid patients that received no treatment for their opioid
Summary report of AHRQ, Primary Care Models for the Treatment of Opioid Use Disorder: Scoping Review,
http://annals.org/aim/fullarticle/2589794/primary-care-based-models-treatment-opioid-use-disorder-scopingreview.
5
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dependence experienced twice the mortality rate experienced by buprenorphine patients. 6 The
study noted that:
Evidence does not support the belief that restricting access to buprenorphine
lowers Medicaid expenditures or reduces mortality. Spending could actually
increase if treatment shifted from buprenorphine to methadone, while a similar
shift to drug-free treatment might increase relapse events and deaths. . . .
Patients who find it difficult to access buprenorphine might not readily shift to
methadone or drug-free treatment. 7
We offer our responses and recommendations related to CMMI’s proposed guiding principles
below.
Choice and competition in the market -- CMS must urge State Medicaid programs to include
all MAT options on formulary and reduce the burden and costs associated with prior
authorization requirements.
Orexo strongly supports CMMI’s interest in promoting choice and competition. As you are
likely aware, SAMHSA, in conjunction with the National Institute on Drug Abuse (NIDA),
created the “Blending Initiative” in 2001 to reduce the gap between research results and their
impact on substance abuse treatment delivery. 8 The Blending Initiative offers a wide array of
treatment tools, including user-friendly training modules, intended to facilitate adoption of
research-based interventions into the clinical setting. These resources include MAT and provide
a framework within which payers and their participating providers can incorporate MAT into
health care delivery.
Unfortunately, current reimbursement structures, particularly in Medicaid, limit patient and
clinician choices with respect to MAT products, and are often so burdensome that clinicians
cannot maintain a financially viable opioid use disorder service within their practice if it includes
Medicaid beneficiaries. CMMI can improve access to treatment by encouraging models with
formularies that encourage competition, and reduce prior authorization requirements. Orexo
expects that States could also achieve cost savings -- Pharmacy Benefit Manager (PBM)
decisions to require prior authorization enable these entities to charge additional (and potentially
substantial) fees for processing the requests.
At least 44 states require prior authorization in order to obtain a prescription for
buprenorphine/naloxone for opioid dependence treatment, regardless of whether the clinician
prescribes a “preferred” formulary product. The criteria for approval varies by state, as do the
time periods required to actually process a request for approval. Delays in receiving timely
treatment are inherent and inevitable, and can lead to compromised patient outcomes.
6

R.E. Clark, et. al., “The Evidence Doesn't Justify Steps By State Medicaid Programs To Restrict Opioid Addiction Treatment
With Buprenorphine,” Health Affairs, 30, no.8 (2011):1425-1433.
7
8

Id. At 1431
See, http://www.drugabuse.gov/nidasamhsa-blending-initiative
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Typically, the complex initial prior authorization process is followed by reauthorization
requirements that are increasingly demanding with each reauthorization period. Just 4 states
(Vermont, Missouri, Rhode Island, and New Mexico) permit qualified physicians to prescribe
buprenorphine/naloxone without prior authorization. Unfortunately, many state Medicaid
programs impose a labyrinth of authorization, reauthorization, and documentation requirements
as an additional layer of paperwork beyond the federal oversight, documentation, and
compliance activities all MAT providers must perform. Prior authorization requirements can
include:
•
•
•

Initial authorization limited to 28 days, with prescribing provider maintaining and
submitting documentation on urine test results, counseling sessions, etc., and
authorization limited to 4 one-week supplies of product;
Monthly reauthorization with submission of additional documentation for next two
months; and
A maximum of 3 additional 6-month authorizations provided that a tapering program is
enforced at the eighteenth month of treatment, with providers required to submit a
tapering plan and additional documentation.

Clinicians utilizing MAT within their practices must complete training on appropriate
buprenorphine prescribing practices, and are subject to oversight to ensure adherence to
evidence-based care standards. The impact of these prior authorization requirements on
physician offices can be significant. As noted above, few state Medicaid programs provide
sufficient reimbursement to providers for performing the services required within the prior
authorization requests; the additional burden is a strong disincentive to physicians that can
severely constrict Medicaid beneficiary access to effective opioid dependence treatment.
Provider Choice and Incentives – CMMI could incorporate an analysis of each innovation
model’s impact on the opioid use disorder epidemic and favor models that address treatment
and recovery.
Orexo urges CMMI to invite State Medicaid agencies to submit waiver requests with strong
potential to increase access to MAT. We believe that expanding access to inpatient recovery
services is an important step toward improving care for individuals impacted by opioid use
disorder, and encourage CMMI to continue inviting and approving these waiver requests. For
many patients, however, office-based treatment is the best alternative.
We urge CMMI to approach both addiction-specific and more general transformation initiatives,
including Medicaid waivers, with the urgency required to reduce overdose deaths, and increase
patient access and referral to appropriate treatment options. This includes consideration of
whether:
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•

•

•

•
•
•

the model includes a sufficient network of providers able to deliver MAT, i.e., patients
seeking recovery through MAT can promptly access and continue treatment through
recovery;
any work requirements on Medicaid eligibility include guardrails to ensure that
individuals with opioid use disorder can achieve recovery and enter or re-enter the
workforce;
the model does not impose greater restrictions on MAT than on medications generally
(lifetime or treatment period caps, limited choices among FDA-approved treatments,
mandatory tapering, denial of treatment upon relapse or opioid use, etc.);
health workers are educated and trained on high-risk behaviors that indicate substance
abuse and the need for treatment or referral to a treatment provider;
MAT providers are discouraged, prevented, or prohibited from limiting MAT services to
cash-only payment;
for individuals receiving a rescue dose of naloxone, the overdose and rescue dose are
promptly included in the relevant prescription drug monitoring database, and the patient
is identified and referred for treatment.

Patient-centered care – CMMI should favor models with strong care coordination components
that utilize care planning strategies to encourage appropriate tapering and potential
withdrawal from MAT.
Successful addiction recovery requires that clinicians be sufficiently trained to identify high-risk
behaviors and drive timely interventions, and that jointly-developed care plans include patient
education and inclusion of titration, maintenance, and tapering phases with the goal of abstinence
from medications. This means that:
•
•

•

•

opioid prescribers and waivered providers must be trained to recognize high-risk
behavior indicative of medication abuse, misuse, dependence, or addiction;
clinicians treating patients through evidence-based MAT incorporate discussions of
titration and tapering into early care planning discussions and plan development, and
work toward the patient’s recovery goals;
limits on patient and provider medication decisions should be based upon scientific
evidence, designed to optimize successful tapering to medication abstinence, and/or
respond to a safety, diversion, or abuse potential concern; and
clinicians in specialties with a high reliance on opioids should be trained in detecting
high-risk behaviors and/or patterns, and, ideally, qualified to utilize MAT.

Benefit design and price transparency – Models should encourage patient/clinician care
planning from induction through tapering and medication abstinence; any model structures
that limit or direct elements of care should rely on scientific and clinical evidence. Any
price/cost-based limits should be transparent.
Orexo US, Inc.
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From a pure cost perspective, although PBM services are designed to reduce overall payer
medication costs, their contracted payment structures may deliver little benefit in MAT. PBMs
generally charge for:
•

•
•

•

•

•

Contracted services, including setting up the formulary (or making recommendations
on formulary placement), creating a network of retail, specialty and network
pharmacies;
Processing claims;
Add-ons to claims processing.
o PBMs charge additional fees for denied claims, and claims that require medical
review or documentation.
o Fees for processing prior authorization requests can be substantial.
Where a branded product offers a significant rebate, PBMs can generally shield the
details of the rebate (and true “cost” of product) from the payer.
o Even when contracts require that the rebate be passed to the payer, the contract
language often identifies the rebate in a way that applies to one of several rebates
paid, and the PBM often retains a significant part of the total rebate amount;
MAT generic products are subject to the same patient-specific variability as
psychiatric medications – different generics may not give the same effect as branded
products or even other generics. This can compromise recovery and trigger relapse;
Many states have passed (or are considering) legislation to increase transparency in
MAC pricing. CMMI should encourage these efforts as part of its innovation
strategy.

PBM decisions can also run at counter-purposes to patient recovery goals, as well as societal
interest in reducing diversion, particularly to contraband, and pediatric safety.
•

•
•

Utilizing per-dose medication cost as the sole measure of cost-effectiveness has resulted
in limited patient access to formulations that offer lower starting doses and greater dose
flexibility to enable tapering;
PBMs often decline to include products with child-resistant packaging on preferred drug
lists;
Increased attention has been drawn to the high “street value” of the brand most
commonly listed as “preferred,” and many states have encountered substantial difficulties
with film formulations of buprenorphine as smuggled contraband to incarcerated
populations.

CMMI should ensure that states retain their role in determining the products that best address
their unique situation, rather than have those decisions turn on the PBM’s ability to achieve
favorable financial benefits on high quantities of specific products across multiple states.
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When PBMs make recommendations that limit patient and clinician treatment decisions, and
particularly when their recommendations fail to address diversion/contraband or child safety
concerns, the PBM should disclose (within the public formulary discussion panel meeting):
•

•
•
•
•

What evidence did the PBM use to determine that product differences were not medically
significant, safer, or potentially impactful on longer-term costs (including potential for
successful tapering);
What is the price per prescription net of all rebates, price concessions, and other
discounts?
Does a market-share discount, including any multi-state agreement, with any
manufacturer impact the PBM’s decision?
What is the per-claim fee to the PBM for the formulary exceptions process?
What is the per-claim fee to the PBM for the prior authorization process?

RFI Question #2: What model designs should the Innovation Center consider
that are consistent with the guiding principles?
Models designs should be goal-focused and crafted to optimize patient, provider, and societal
goals to reduce opioid-related deaths, getting patients the treatment they need quickly, and
enabling patient-driven treatment plans through tapering and abstinence from medication.
Both the Agency for Healthcare Research and Quality (AHRQ) 9 and the Institute for Clinical and
Economic Review (ICER) 10 have examined MAT, its utility in treating opioid use disorder, and
potential models to combat opioid addiction. CMMI can play a key role in addressing some of
the areas of uncertainty AHRQ identified, including:
•
•
•
•
•
•
•

optimal methods for measuring quality of MAT care;
assessment tools to better individualize care;
optimal psychosocial components of MAT;
cost and cost-effectiveness;
methods for reducing diversion;
optimal methods for coordination and integration of care; and
the effectiveness of mid-level prescribing, newer MAT, and telehealth and telemedicine
approaches.

Orexo believes that a goal-oriented approach will enable CMMI to address both the opioid crisis
and the knowledge gaps in identifying optimal treatment approaches for opioid use disorder.
Common-sense goals that are likely universally shared among stakeholders include:
http://annals.org/aim/fullarticle/2589794/primary-care-based-models-treatment-opioid-use-disorder-scopingreview
10
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4822973/
9
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•
•

•
•
•

Address the opioid use disorder epidemic in a holistic manner, across societal functions
(e.g., individual, family, community, criminal justice system, health system)
Decrease the risks of harms
o Reduce diversion
o Combat MAT product use as contraband
o Avoid accidental pediatric exposure to opioids and MAT products.
Enable treatment early in the addiction disease process
Give patients the best chance of successfully starting treatment, maintaining sobriety, and
tapering MAT doses to eventual abstinence from medications
Return impacted individuals to productivity in the home and workplace.

Orexo urges CMMI to encourage innovation models that focus on integrating training and
education in identifying at-risk individuals, development of reimbursement models to support
MAT delivery, use of tele-education and telemedicine approaches for counseling and supportive
care as needed, and increased clinician participation in delivering MAT. Similarly, all forms of
MAT prescribing should include time educating the patient about induction, treatment, phases of
tapering, the need for counseling, referrals to counseling options, the need to show counseling
was done, and a treatment plan that relates to each of these steps in the treatment journey.
AHRQ’s examination of existing care delivery models identified four key components common
to all models: pharmacologic therapy, psychosocial services, integration of care, and education
and outreach. 11 Local factors likely determine the ideal model of care, and AHRQ noted that
combining elements of a variety of models may optimize success. Orexo encourages CMMI to
incorporate key learnings from these models, and increase clinician training and education on
key aspects of MAT care, including engaging patients in discussions on tapering goals, selecting
appropriate medications to meet those goals, and managing titrations and support services to
maximize tapering success.
A Massachusetts policy/practice option” designed to increase DATA 2000 physician prescribing
at capacity used a network of office-based addiction treatment programs called Clean Slate
Centers with licensed prescribers engaged part-time to prescribe MAT, review patient charts,
conduct group medical visits, and answer questions from staff regarding patient management.
Full-time clinical and supportive staff managed other aspects of care so that physicians could
increase their prescribing capacity beyond their main clinic. 12
Vermont focused on the use of technology and telemedicine to expand access to treatment. This
program used a computerized device called the Med-O-Wheel to help patients on treatment
waiting lists access some level of medication-assisted treatment. The device is for take-home use
and dispenses a single dose of buprenorphine for a limited three-hour window each day, making
it difficult for patients to abuse medication. The device has a transparent back allowing
http://annals.org/aim/fullarticle/2589794/primary-care-based-models-treatment-opioid-use-disorder-scopingreview
12
Id.
11
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physicians to monitor diversion. Vermont patients receiving buprenorphine through the Med-OWheel also received telephone-based monitoring and support to provide daily check-ins,
document patient cravings, and refer patients to other needed resources. Vermont sought to
increase provider willingness to deliver MAT through a DATA 2000 waiver by offering an
alternative safe delivery option that reduced physician diversion concerns. 13
Encourage criminal justice diversion programs and inmate MAT programs.
Both AHRQ and ICER noted that the criminal justice system is overwhelmed with opioid use
related offenders, and that alternatives to incarceration may increase recovery potential and
reduce recidivism. A variety of approaches have been utilized in the various states, with some
identifying potential participants at the pre-booking stage (identification and assessment for
treatment at law enforcement point of contact and before charges are pursued) and most relying
on post-booking diversion.
Orexo believes patients should have access to MAT when detained or in jails/prisons, just as they
have access to any other medication. This time should be used to counsel patients, and teach
them about tapering, so they are able to break the behavior cycles that accompany addiction.
We encourage CMMI to invite State and local innovation models that are either designed
specifically to address the treatment needs of incarcerated populations, or that incorporate nonviolent incarcerated individuals into a more global approach to the opioid epidemic. These
models should:
•
•
•
•

Enable post-release continuation of office-based MAT;
Incorporate components of evidence-based MAT, including counseling and support;
Avoid use of products that present corrections system contraband concerns (e.g.,
buprenorphine film); and
Rely on directly-observed administration of products that dissolve rapidly enough to
make diversion unlikely.

We also believe that pre-arrest diversion can present a unique opportunity for individuals
struggling with opioid use disorder. State and local innovations that include education and
training of individuals in education systems, law enforcement, and health systems to enable early
identification of individuals with high-risk behaviors can greatly improve overall response to
opioid use. Identification, however, is of little use unless there is a mechanism to identify
treatment options. Few resources currently exist that permit first responders and health care
workers to quickly identify one or more MAT providers able and willing to treat additional
patients. Moreover, the time period between high-risk patient identification and opioid use
disorder screening to an available MAT appointment time dilutes the impact of the diversion or
intervention. We urge CMMI to encourage models that, for example, authorize individuals
administering rescue doses of naloxone to also provide individuals with access to a limited set of
MAT doses until a DATA 2000 provider can evaluate the patient and develop a care plan.
13

Id.
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RFI Question #3: Do you have suggestions on the structure, approach, and
design of potential models?
All Payment Models Should Incorporate Opioid Use Disorder Considerations or Demonstrate
a Rationale for not Addressing Opioid Use and Addiction.
The current opioid use disorder epidemic reaches every age and socioeconomic group in every
community across the country. We urge CMMI to require that all State care delivery and
payment model requests contain elements to ensure that hospitals go beyond the short-term goal
of reversing potentially fatal overdoses and become active participants in the medical
community’s efforts to address this public health crisis.
Naloxone, indicated for the emergency treatment of known or suspected opioid overdose, has
become more widely available to first responders (as well as to families of individuals suffering
from opioid use disorder). To date, thousands of opioid overdoses have been reversed with
naloxone. In the United States, there are currently more than 100 programs that distribute
naloxone to opioid users in at least 15 states. Unfortunately, there is little, if any, coordination
between this life saving therapy and evidence-based MAT treatment to promote recovery.
Increased awareness of opioid overdose symptoms, coupled with more widespread availability of
“rescue” doses of naloxone have, and will continue to, save countless lives. An individual
confronted with a near-death experience requiring rescue therapy should have a profound
motivator toward recovery. The clinical and scientific evidence, however, clearly demonstrates
that motivation is a necessary, but insufficient indicator of opioid use disorder recovery. DATA
2000 was intended to move opioid dependence treatment into mainstream medical settings and
encourage individuals to seek and adhere to opioid treatment programs. 14 Evidence-based MAT,
including office-based buprenorphine treatment through a DATA 2000 qualified provider is
recognized as a cost-effective intervention that improves overall patient outcomes. 15
Orexo urges CMMI to encourage models that include incentives for appropriate screening,
prevention, and treatment of opioid use disorder, which includes ensuring that patients with an
opioid-related admission (including administration of naloxone or who have signs and symptoms
of opioid use disorder are:
•
•

14

15

Appropriately screened to determine whether they meet the criteria for an opioid
use disorder diagnosis;
Stabilized medically and cognitively and have sufficient psychosocial support to
enter recovery;

Public Law 106-310 (106th Congress)
See, R.E. Clark, et. al., “The Evidence Doesn't Justify Steps By State Medicaid Programs To Restrict Opioid Addiction

Treatment With Buprenorphine,” Health Affairs, 30, no.8 (2011):1425-1433.
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•
•

•

Identified in the State’s prescription drug monitoring database as having been
administered a rescue dose of naloxone;
Referred to a provider who can assess the need for and, if appropriate, initiate
office-based MAT with buprenorphine (or other evidence-based recovery
program) prior to discharge; and
Identified for follow-up contact.

Providers, allied professionals, and recovery coaches can all aid the transition of care from the
emergency room or inpatient setting to the home. We urge CMMI to encourage models that
incorporate disincentives for hospitals that discharge overdose patients without MAT or a
referral.
Orexo also urges CMMI to encourage innovations that prioritize addiction treatment knowledge
across all health disciplines. Adequate resources are needed to recruit and increase the number of
addiction-trained psychiatrists and other physicians, nurses, psychologists, social workers,
physician assistants, and community health workers and facilitate deployment in needed regions
and facilities. Similarly, providers in all sub-specialties should be trained to detect high risk
behavior, utilize opioid use disorder detection tools, and discuss treatment options, including
MAT.
Opioid Use Disorder Innovation Models Should Incorporate MAT Dose Tapering to Increase
Care Value and Cost-effectiveness
Orexo believes that reimbursement structures can have a substantial impact on patient outcomes
as well as the long-term costs of care for treating opioid use disorder. Historically, some payers
have applied absolute caps on treatment duration (e.g., lifetime cap of 2 years), while others
impose reauthorization requirements that are sufficiently burdensome and onerous to act as a
limit. Just as the factors contributing to and perpetuating a patient’s opioid dependence are
specific to the patient, there is considerable variability in the content, nature, and duration of an
effective treatment program. Orexo is unaware of any clinical practice guidelines or scientific
evidence recommending discontinuation of MAT after any definite time period. In fact, the
medical literature currently available strongly suggests that MAT be continued for a minimum of
2-5 years, and that for some patients, it is necessary to continue MAT indefinitely. Early
cessation of MAT (i.e., abrupt tapering or MAT cessation imposed upon, rather than embraced
by the patient) can be associated with relapse and treatment failure.
Tapering plans are also frequently included within coverage and prior authorization
requirements, often with very specific time periods for discussing and/or initiating a tapering
plan. Orexo is concerned that these requirements may have the unintended consequence of
reducing patient perception of “control” over recovery and precipitating relapse or treatment
discontinuation/failure. In fact, most addiction experts suggest that tapering plan discussions be
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initiated carefully and that the best approach, with respect to predicting sustainable recovery, is
patient-initiated tapering 16.
Orexo firmly believes, however, that tapering can and should be part of the treatment plan. For
health systems, the key is to empower patients and providers with the tools they need for
successful tapering and, ideally, transition to abstinence from medication. This means that
clinicians must be appropriately trained on how to incorporate tapering discussions into an initial
treatment plan, how and when to encourage patients to begin a tapering schedule and support the
patient for successful dose reduction, and appropriate dose tapering schedules. Just as
importantly, clinicians and patients must have access to products that facilitate the best chance
for a gradual, successful tapering schedule. Outcome measures for opioid use disorder models
will fail to capture value or care quality unless they include reporting and evaluation of tapering
and successful transition to abstinence from medications.
Orexo similarly urges CMMI to reject model elements that deny MAT coverage for patients
found to be using opioids. These coverage limits are clearly well-intentioned, but they may
unduly impede access to effective opioid dependence treatment through recovery. Relapse is
common in addiction to opioids or any other substance and is likely independent of the potential
effectiveness of a particular MAT regimen or the quality of clinician services. Addiction
specialists view relapse as part of the overall pattern of opioid dependence; the initial goal of
treatment is to increase the duration of each remission. 17
Similarly, patients engaged in opioid dependence programs are not immune from the surgical
and/or traumatic episodes that may actually require pain relief with opioids. These patients
should not be forced to choose between adequate pain management and long-term opioid
dependence recovery. We suggest that treating physicians, in concert with the patient’s recovery
team, are best positioned to address relapse (and/or use of appropriately prescribed opioid
medications) and the appropriate path forward. Given the understanding within the medical
community that abrupt cessation of buprenorphine or any other MAT is not only contraindicated,
but unethical, innovation models should not impose “denial” or “noncoverage” policies on
beneficiaries receiving MAT.
Models Should Not Rely Upon Injectable MAT Products as an Expedient to Reduce Clinician
Workload or Increase Patient Recovery Durability
ICER’s “Action Guide for Management of Opioid Dependence: Next Steps for Payers and
Policymakers” cautioned payers to “avoid indiscriminate use of naltrexone in individuals exiting
the corrections system.” 18 Similarly, the National Institute on Drug Abuse noted that:
Center for Substance Abuse Treatment. Medication-Assisted Treatment for Opioid Addiction in Opioid
Treatment Programs. Rockville (MD): Substance Abuse and Mental Health Services Administration (US); 2005.
(Treatment Improvement Protocol (TIP) Series, No. 43.) Chapter 7. Phases of Treatment. Available from:
https://www.ncbi.nlm.nih.gov/books/NBK64172
17
Id.
18
https://icer-review.org/wp-content/uploads/2016/01/FINAL-Payer-Action-Guide.pdf
16

Orexo US, Inc.
150 Headquarters Plaza, East Tower, 5th Floor
Phone +1 973-936-6900 Fax +1 855-879-3647

Page 14 of 16

[W]hile naltrexone has been recognized as an opportunity to support opioiddependent individuals at risk for relapse who are exiting the controlled
environment of the corrections system, it should not be used indiscriminately in
this population. Many individuals who are believed to be opiate-free are not, and
some individuals that exit incarceration with Vivitrol®, injectable naltrexone, are
likely to never return to treatment and will be at higher risk for overdose. 19
NIDA has evaluated various MAT options and concluded that naltrexone is typically associated
with poor patient compliance, and therefore has limited effectiveness in the treatment of opioid
dependence. NIDA did note, however, that Vivitrol® may be an effective alternative for patients
who have not committed to the decision to enter recovery through evidence-based MAT. Orexo
supports use of these products for the patient situations in which they might be of particular
benefit.
Similarly, two new physician-administered MAT alternatives are on the horizon. Orexo urges
CMMI to avoid relying on new treatment modalities as the primary point of “innovation.” The
FDA panel discussion on the physician-administered products was generally equivocal with
respect to the evidentiary basis supporting an opioid use disorder indication for these products.
We urge CMMI to evaluate the post-marketing REMS data and real-world experience with these
products before incorporating these new modalities into model tests so that the data on potential
care delivery and/or payment innovations are not compromised with the extraneous variable of a
modality not previously studied in real-world populations.
CMMI Innovation Models in Responding to the Opioid Use Disorder Crisis Should Explore
Innovation in Electronic Health Information and Similar Technologies
Orexo encourages CMMI to incentivize models that maximize the potential for technology to
improve patient outcomes. We believe that appropriate use of technology, including electronic
health records and prescription drug monitoring databases can reduce the systemic barriers and
“disconnects” that impede utilization of safe, effective, office-based MAT with buprenorphine.
These barriers include:
•
•
•

19

Lack of centralized means of identifying providers willing and able to treat
patients diagnosed with opioid use disorder;
Prevailing practice, within first responders, emergency departments, and even
inpatient facilities, to discharge opioid overdose patients when they are medically
“stable” rather than facilitating treatment toward recovery;
Limited information exchange to ensure that treating physicians are aware of a
patient’s prior overdose and use of naloxone;

http://www.drugabuse.gov/sites/default/files/p odat_1.pdf
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•

Insufficient coding mechanisms to reflect the breadth of services provided, and
the practitioner providing the service to generate data from which payers can
identify “best practices” leading to improved outcomes.

We urge CMMI to implement models that utilize information systems optimally, including:
•
•
•
•

•

Ensuring that naloxone administrations by first responders and providers are
incorporated into the EHR and prescription drug monitoring database;
Implementing inter-state operability of both EHRs and PDMP databases;
Facilitating inclusion into the EHR of naloxone rescue doses disseminated
(whether or not administered) to individuals impacted by opioid use disorder
and/or their families;
Coordinating with SAMHSA to supplement the database of office-based MAT so
that providers across settings can identify an office-based MAT provider for an
opioid use disorder patient. This information would include the MAT provider’s
ability to take new patients, participation in the patient’s third-party payer, and
services provided; and
Facilitating increased provider participation in DATA 2000 by enabling real-time
coordination with ancillary providers, including nurse practitioners, available to
augment MAT with patient-centered care management and psychosocial services.

CMMI Should Insist that Opioid-Use Disorder Treatment Models Incorporate Program
Integrity Measures.
As States develop strategies to combat the opioid epidemic, it is essential that innovation models
implement safeguards to encourage appropriate care to all patients. One important component of
any program integrity initiative in opioid use disorder treatment is to reduce or eliminate
provider reliance on cash payments. Pennsylvania recently took rather bold action with respect
to Medicaid providers in an effort to ensure that medication is used appropriately.
Pennsylvania’s changes include:
•

•
•
•

All ordering, prescribing or referring providers who are identified on claims must be
enrolled in the Medicaid program. (This will prevent current cash providers who are
not enrolled in the Medicaid program from having their prescriptions filled at the
pharmacy);
Providers who prescribe medication such as buprenorphine without evaluating the
patient can be disenrolled from Medicaid;
Encouraging Medicaid Managed Care Organizations (MCOs) to terminate poor
providers that do not meet certain quality metrics;
Referring high-volume providers with poor quality records to DHS Bureau of
Program Integrity for review and action.

Additional potential program integrity measures would include tracking the formulations
and brands identified as contraband in prison populations, and supplementing PDMP efforts
Orexo US, Inc.
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with inclusion of all MAT products and opioid overdose rescue treatments in the databases.
This would both reduce the potential for diversion and ensure that providers have a simple
mechanism for ascertaining whether a patient is in a recovery program for which
prescription of opioids or benzodiazepines would be contraindicated.

Conclusion
Once again, Orexo appreciates the opportunity to respond to CMMI’s Request for Information.
We are eager to work with CMMI as it crafts innovative strategies for addressing the opioid use
epidemic to ensure that individuals suffering from addiction or dependence have the best
possible chance for recovery. If you have any questions or need additional information, please
contact me or Saira Sultan at 202-360-9985.

Respectfully Submitted,

Robert DeLuca, RPh
President
Orexo US Inc.
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November 20, 2017

Via email: CMMI_NewDirection@cms.hhs.gov

Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244-8013
Subject: Innovation Model for Beneficiaries with Moderate to Profound Sensorineural Hearing Loss
that Qualify for Implantation of a Prosthetic Implant
Dear Ms. Verma:
Ototronix is pleased to submit our recommendations for a new CMS Innovation Center model to test
expansion of treatment options for Medicare beneficiaries with moderate to profound sensorineural
hearing loss. We believe this model fits within the New Direction guiding principles, and focuses on a
physician specialty (otolaryngologists) and patient population that have not previously been served by
Medicare innovation efforts.
Ototronix designs and manufactures advanced hearing technologies for the restoration of hearing. We
met with CMS in October to outline our recommendations; this letter seeks to provide additional details
on the scope of a potential model.
In brief, we propose a voluntary value-based model targeting beneficiaries that have moderate to
profound sensorineural hearing loss and that qualify for implantation of a prosthetic implant. The
model would ensure that: beneficiaries have more treatment choices for restoration of hearing;
physicians are rewarded for providing high-quality care to their patients at a lower cost; and Medicare
achieves cost savings through the use of an innovative payment model while promoting quality care.
The model would initially be small scale but it may be expanded if successful.
Sensorineural Hearing Loss: Treatment Options are Evolving
Sensorineural hearing loss (SNHL) results from damage to the hair cells of the cochlea or the nerve
pathways from the inner ear to the brain. SNHL occurs in 23% of the over 65 population.1 Severe to
profound SNHL impacts about 1 million individuals in the U.S.

1

See http://american-hearing.org/disorders/hearing-loss.
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Medicare currently covers certain devices that produce perception of sound by replacing the function of
the middle ear, cochlea, or auditory nerve and are indicated only when hearing aids are medically
inappropriate or cannot be utilized due to: congenital malformations; chronic disease; severe SNHL; and
contraindications to surgery.
These devices include cochlear implants (CI) for individuals with moderate-to-profound hearing loss in
individuals and are included as part of the Medicare prosthetic benefit. While hearing aids simply create
louder sound in the ear canal, CIs bypass the normal hearing mechanism as follows: a microphone worn
externally behind the ear picks up sounds; an external speech processor converts sounds to electrical
signals; a transmitter and receiver/stimulator forward the signals; and implanted electrodes stimulate
the fibers of the auditory nerve. The CI implantation surgery is relatively lengthy and the equipment is
expensive.
A newer option for beneficiaries with the potential to reduce costs and improve beneficiary satisfaction
for a subset of CI candidates is the MAXUM semi-implantable prosthetic middle ear implant (Maxum
MEI). The MAXUM MEI is not a hearing aid – rather, it is prosthetic middle ear implant that replaces the
function of the ear canal, eardrum and middle ear to enable the conversion of speech and sounds to direct
stimulation of electromechanical energy to the inner ear. It is intended to be used in patients that are eligible
for CIs and who have a PB max >60%.2 The Maxum MEI receives sound through a microphone, which
converts the sounds waves to electric signals which are processed by the processor and sent to the
transceiver coil. This coil converts the signals to electromagnetic energy, which causes the implant to
vibrate thereby directly stimulating the oval window and cochlea. The hair cells and nerves send
impulses to the brain that are interpreted as speech or sounds. Thus, like the CI, the Maxum MEI
bypasses the normal hearing mechanism (i.e., the eardrum). The Maxum MEI implantation process
takes approximately 1 hour, and as discussed below, offers the opportunity for substantial savings
compared to CI implants.
While there has been an evolution in the options available to beneficiaries with moderate to profound
SNHL, many patients are unaware of alternative devices to CIs. Part of this is due to lack of coordinated
care, but otolaryngologists also have no incentive to explore these options with the patients. In fact,
currently there can be disincentives with regard to the lack of availability of distinct coding for semiimplantable prosthetic MEIs. In addition, the clinical community questions whether the prosthetic MEI
is covered. The proposed innovation model would promote choice and competition in the market and
patient-centered care by ensuring that beneficiaries are empowered to select the best SNHL treatment
option. Minimally invasive MEIs have shown to provide equal or better outcomes to CIs and no residual
hearing loss, thus preserving the fine structures of the cochlea for potential future innovations. Semiimplantable MEIs also offer the opportunity for significant cost savings for Medicare, given the
significantly lower implant costs for MEIs versus CIs (~$10,000 vs. ~$30,000).

Proposed Innovation Model Design: Beneficiaries with Moderate to Profound Sensorineural Hearing
Loss that Qualify for Implantation of Prosthetic Implant
The proposed innovation model is described below:

2

PB max is a standard speech audiometry test that is used to evaluate the hearing potential for speech perception.
It is sometimes referred to as speech discrimination or maximum word recognition.
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Participation
The proposed model would be applicable to:



Beneficiaries with moderate to profound sensorineural hearing loss, and
Implant centers with otolaryngologists and surgeons qualified to provide both CI and MEI
evaluation and surgery (Designated Implant Center), with care coordination with audiologists to
provide programming and testing services.

CMS could establish limits on the numbers of beneficiaries/implant centers. Participation in the model
would be voluntary for beneficiaries and implant centers.
Candidate Evaluation and Qualification
Care would be coordinated by the Designated Implant Center with the audiologist, who would provide
testing and evaluation of the beneficiary, including:




Audiometric exam
Speech recognition with hearing aids
PB max

The beneficiary qualifies for:



CI if speech recognition ≤40%
CI or MEI if speech recognition ≤40% and PB max ≥60%

If a patient qualifies for a MEI based on these thresholds, the otolaryngologist would counsel the
beneficiary on the availability of the MEI alternative, and present his/her recommendation for the most
appropriate implant based on the patient’s individual circumstances. The beneficiary would select
whether to have CI or MEI surgery.



CMS would waive coverage restrictions to the extent necessary for beneficiary participation.
The standard fee-for-service (FFS) payment would be made for the testing/evaluation services.

MEI Surgical Procedure and Follow-Up
For beneficiaries who select MEI surgery, the implant surgery would be performed by the surgeon
affiliated with the Designated Implant Center


The surgeon would be paid the same FFS payment as currently paid for a CI implantation, until a
specific CPT code is established and RUC provides recommendations for work RVUs. In the
interim, appropriate coding would be established to facilitate claims submission.



The facility would be reimbursed for the MEI implant based on cost information that we provided
to CMS in our new technology APC application until claims data is available.

Care for post-surgery programming/fitting/implant activation services would be coordinated with the
Designated Implant Center otolaryngologist, as appropriate, and the audiologist, who typically performs
such services, and to the same extent as provided for CI procedures.
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Payment would be made on standard FFS basis at the same rates current paid for similar services
provided post-surgery for CI procedures.

Evaluation of Outcomes and Costs
Within 6 months of the MEI or CI surgery, the Designated Implant Center/otolaryngologist will conduct a
patient evaluation including the following components:




Patient assessment of speech recognition
Patient satisfaction measure (HCAHPS)
Overall cost of care, including medical procedures, implant costs, any treatment for
complications

Value-Based Payment
Value-based payment for MEI procedures would be conditioned on achieving:



Outcomes (speech recognition and patient satisfaction) that are at least equivalent to the CI
patients; and
Cost savings to Medicare that meet or exceed a designated threshold compared to the CI costs.

If these thresholds are achieved: (1) CMS and the Designated Implant Center would share in savings
based on the difference in implant costs; and (2) the Designated Implant Center and collaborators would
receive a value-based payment based on additional savings (reduction in complications, or readmissions
based on CI baseline) achieved by the Designated Implant Center and affiliated surgeons and
otolaryngologists.
The Designated Implant Center would be permitted to share savings with surgeons and
otolaryngologists that furnished services under the model under established Innovation Center
gainsharing waiver policies. This would encourage greater integration and care coordination among
practitioners.
***
This model would expand treatment options, improve care, and lower costs for certain Medicare
beneficiaries that qualify for cochlear implants. We look forward to working with CMS to make this
program a reality.
Sincerely,

Michael Spearman
Chief Executive Officer
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Via Electronic Delivery to: CMMI_NewDirection@cms.hhs.gov
11/20/2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Amy Bassano
Acting Deputy Administrator
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Request for Information on the New Direction for the Center for Medicare and Medicaid
Innovation
Dear Administrator Verma and Acting Deputy Administrator Bassano:
Otsuka appreciates the opportunity to provide comments on the Request for Information on the New
Direction for the Center for Medicare and Medicaid Innovation (CMMI). Otsuka America
Pharmaceutical, Inc. (OAPI) is a U.S.-based subsidiary of Otsuka Pharmaceutical Co. Ltd., a
multinational health care company committed to improving patient care by developing novel
medicines and digital health products. Otsuka has invested heavily in efforts to advance the quality of
life for patients with serious mental illness (SMI) and appreciates this opportunity to comment on a
new direction for the CMMI. Otsuka’s comments focus on the guiding principles outlined in the
Request for Information (RFI), potential future payment models, particularly for mental health
patients, and using CMMI as a vehicle to test new technologies in these models.
Otsuka appreciates that CMMI has outlined proposed guiding principles to inform stakeholders of
how payment models will be designed in the future. CMMI serves as a pathway to better integrate
physical and behavioral healthcare through innovative payment models. Such models should
incentivize providers to increase care coordination for mental health patients, as well as offer
flexibility to providers and payers to utilize novel technologies in treatment for this generally highneed, high-cost population. Such models require adequate reimbursement mechanisms to ensure
successful implementation and provider interest.

Guiding Principles
About one in five adults in America will experience a mental disorder at some point in their lives, but
despite the prevalence of mental health conditions, about 60% of those adults with mental health
illness did not receive mental health services in the previous year.i Serious mental illness costs the
US economy $193.2 billion in lost earnings every year.ii Compared to Medicare beneficiaries with
physical conditions, behavioral health patients have unique needs that often go unmet because they
are not well understood or are inadequately addressed. In addition to medical care, behavioral health
patients need other specialized care and social support to address co-occurring addiction disorders,
homelessness, and/or prior criminal records.iii A patient with a mental health condition may also have
to navigate stigma regarding their mental health, which may deter them from seeking care in the first
place, resulting in poor health.iv CMMI should develop appropriate guardrails for future payment
models, whether they are focused on behavioral health or incorporate the needs of behavioral health
patients. Failure to consider the specific needs for the behavioral health population may undermine
the effectiveness of any new models. Below, we have outlined a number of considerations for CMMI
as they relate to the behavioral health population.
CMMI must build behavioral health models that acknowledge and address patients’ special needs
and potential barriers to care. Behavioral health models should focus on:
• Expanding access to needed care, especially in areas where there are few or no behavioral
health specialists
• Advance efforts to integrate and coordinate physical and behavioral health to better address
and manage comorbidities
• Improve care quality for mental health patients and increase accountability for adequate care
across the healthcare system
In developing these models, CMMI must recognize that behavioral health issues are often
compounded with social challenges (e.g., substance abuse disorders, homelessness,
socioeconomic status, geographic, cultural, and/or linguistic isolation, no transportation, and more)
and/or chronic physical health conditions. These issues can create barriers to care and perpetuate
poor health outcomes and management for this population. With these complex needs, it may be
inappropriate to mirror existing model structures for future behavioral health models by focusing on
short-term cost reductions rather than increasing efficiency and improving outcomes across the
behavioral health care continuum. Instead, CMMI must design behavioral health models with a
holistic approach. CMMI must factor in the layered needs of this vulnerable population and target
more efficient healthcare spending through reductions in avoidable utilization of healthcare services
(e.g., emergency rooms visits, hospital readmissions) by delivering behavioral health interventions
before beneficiaries experience escalated health crises.
Additionally, given the health status variation and transient nature within the mental health
population, CMMI must account for these attributes when determining appropriate model size and
scope. We encourage CMMI to ensure that behavioral health models are tested by a sufficiently
large number of providers to produce and measure meaningful results. However, we do not support
mandatory models that force participation by providers who may not have the resources and
capabilities to adopt a new payment model.
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To move CMMI towards a more comprehensive and pioneering approach to innovation, new models
for behavioral health and other complex conditions should advance beyond narrowly defined “total
cost of care” calculations of resource utilization and calculate cost savings over a broader period of
time and across care settings. CMS is of course familiar with the EHR Incentive Program, where the
upfront costs to eligible professionals and the federal government of advancing innovation,
technology adoption, and care coordination were considered necessary and vital to reaping the
subsequent benefits conferred by a well-functioning Health IT environment. A net present value
calculation of the cost and benefits of EHR adoption over several years yielded substantial cost
savings and quality benefits substantially outweighing the upfront costs. CMMI should similarly look
toward incorporating new technology and treatment approaches into their models that can
demonstrate positive net present value over time. Behavioral health patients, for example, generally
require initial and ongoing interventions that are unlikely to create cost savings over a short duration
(e.g., 90 days or even one year) and may even increase immediate costs if furnished to patients
being treated for additional chronic or acute conditions. Increasing access or utilization necessarily
drives spending, meaning it’s often unrealistic to expect an immediate cost savings from a
new/additional treatment, technology, or intervention for a complex patient; net present value
provides a much broader assessment of benefits and savings over time.
Elements of specific payment models could be calculated to weigh value propositions such as:
• Does the model reduce consumption of other healthcare products and services in the short or
long-term?
• Does the model increase efficiency or the ability of the provider to effectively treat or manage
more patients within the same facility constraints?
• Will increased access, opportunity for earlier intervention, or treatment effectiveness reduce
the overall economic and social cost of disease?
• Will reduction of harm or enhanced disease mitigation provide faster recovery or greater
integration into a patient’s social environment, reducing cost of additional treatment or
psychosocial interventions?
Projections and assumptions for proposed payment models under net present value could be
measured against reportable outcomes to determine whether sufficient real-world evidence exists to
expand a model or pilot. These and other assessments of quality and value are necessary for
effectively evaluating new care models for patients with complex care needs (i.e., medical and social
supports) and unique challenges (i.e., treatment adherence challenges) like those with both physical
and mental health conditions. As such, adopting a “net present value” approach to judging cost
efficiency and savings would allow for the development of scalable and evidence-based approaches
to enhanced care and treatment coordination to produce overall cost savings and improved
outcomes.
Expanded Opportunities for Participation in Advanced APMs
By the third year of the Quality Payment Program under MACRA, more providers will become
eligible for MIPS, including clinical psychologists, clinical social workers, physical therapists,
occupational therapists, speech-language pathologists, and audiologists. These groups are likely to
treat, and may be primarily responsible for, complex patients with both physical and behavioral
health challenges. Otsuka encourages CMS to provide a path for these specialized providers to
participate in Advanced Alternative Payment Models (APMs) that incorporate the necessary medical
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and social supports complex patients require. To this end, CMMI should develop behavioral healthfocused Advanced APMs in line with our comments above and with broad input from the patient and
medical communities.
Physician Specialty Models
It is important that any new payment model incorporate and encourage innovation and the adoption
of new technologies that support improved outcomes and reduce long-term costs. To effectively
move healthcare payments from volume-based to value-based care without simply incentivizing
various forms of care rationing and cherry-picking, payment models must adequately test how new
technologies and treatment innovations impact patients and remove downstream or ongoing costs to
the overall healthcare system. To this end, Otsuka recognizes the vital importance of integrating
digital innovations into physicians’ treatment approaches and leveraging data to enhance patient
management in areas such as medication adherence.
Payment models should utilize, and appropriately incentivize, technologies that can provide patients
with access to specialists or expand effective treatment options through primary care providers—this
is especially critical in geographic areas where there are substantial patient access obstacles and in
behavioral health where access to specialists is broadly limited. For models to reach the promise of
transformed approaches to care they must incentivize providers to prescribe innovative treatments,
adopt new tools, and develop new approaches to incorporating data and coordinating care. We
submit that innovations should be reimbursed and/or incentivized in line with its value delivered and
the long-term stream of benefits to patients. Accepted approaches to calculating net present value,
along with discounting future costs and savings, provide an effective method for analyzing and
comparing treatment or technology approaches compared against baseline to determine whether a
proposed approach offers a positive net value. In contrast, current payment models attempt to
calculate and reduce the total cost of care over a relatively short care episode or timeframe,
providing only a limited view of costs while discouraging innovation, impacting treatment decisions,
and risking care disparities. An expanded consideration of value would allow CMMI and CMS to
develop clearer pathways to outcome and program goals while better defining the clinical and social
interests for the deployment of technology and innovation.
Prescription Drug Models
CMMI should define and implement guardrails for prescription drug models to help prevent any
potential adverse impacts on patients and participants, such as under the formerly proposed Part B
Drug Payment Model. Models should structure payments to adequately cover the cost of
administering therapies to enable providers to deliver needed treatment and ensure all patients can
continue accessing high-quality care. CMMI should create an environment that encourages the
healthcare industry to test innovative avenues for driving value-based care.
Otsuka requests that CMMI consider providing clear instructions for pursuing a value-based
contracting approach like the single product arrangement for Novartis’ gene therapy Kymirah. This
approach promotes new therapies that treat, and could potentially cure, a host of debilitating
diseases through a pioneer payment arrangement. Otsuka is interested in working with CMS in
further exploring the development of value-based payment models and arrangements for
groundbreaking treatments. Overall, value-based contracting under CMMI should allow flexibilities to
enable drug manufacturers, payers and providers to enter such arrangements.
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CMMI should further promote value-based care through arrangements that incorporate medication
adherence monitoring and support. Studies have shown that 50 percent of patients with chronic
disease do not take their medications as prescribed.v It is imperative that patients take their
medications at the right time and for the full course of treatment. Nonadherence can lead to poorer
health from unanticipated, avoidable side effects, complications, and even death. This area warrants
further exploration from CMMI and stakeholder partners as dedicated medication adherence
programs have shown promising results for patient health outcomes and significant savings across
the healthcare system. Most savings have been attributed to fewer doctor visits, emergency room
visits, hospital readmissions, and additional medications.vi Any such model must protect participants
from current regulatory barriers and create adherence safe harbors to support the appropriate use of
medicines through adherence and medication management programs.
Medicare Advantage (MA) Innovation Models
Otsuka supports models that incentivize innovative design and value-based care, such as the MA
Value-Based Insurance Design (VBID) model. We support models like MA VBID that provide payers
with flexibility to design benefits that promote the use of high-value clinical services through tailored
interventions for patients with complex conditions. These models should also continue to focus on
lowering barriers for patients to access needed care.
Otsuka appreciates the inclusion of Alzheimer’s Disease to MA VBID beginning in 2018. We would
also like to work with CMMI to broaden the demonstration to other neurological and behavioral
conditions that affect Medicare beneficiaries, particularly dual eligibles, like schizophrenia, bipolar
disorder, depression, and other conditions that make it difficult for patients with multiple morbidities
adhere to treatments for both physical and behavioral ailments.
State-Based and Local Innovation, including Medicaid-Focused Models
Through our close partnerships with mental health advocates across the country, we know the
integral role state and local entities play in innovation and the delivery of high quality care. Mental
health patients have individual care needs influenced by geographic and sociodemographic factors,
and their communities understand their needs best. Given that a significant number of individuals
with mental health conditions receive care through Medicaid, state and local community-based
health organizations should be partners with CMMI in developing any behavioral health centric
model.
Above all, these unique subpopulations require personalized, holistic treatments that come with
supplemental adherence support and social services. A state-based and/or local payment model can
give providers and payers the needed incentives to offer such services, particularly adequate
reimbursement and innovative tools and treatment to help providers and payers monitor high-risk
patients’ adherence and therapy effectiveness.
Mental and Behavioral Health Models
Otsuka appreciates that CMMI is exploring potential models centered on behavioral health and
improving mental healthcare provider participation. We support any models that enhance physical
and behavioral healthcare integration and/or utilize episode payment, as long as the episode window
is viable based on the condition(s) (i.e., extends beyond the current 90 days and potentially over the
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course of multiple years) and provides ample time to capture any potential cost savings likely to
occur over a longer duration of time.
Additionally, CMMI should consider incorporating behavioral healthcare components into the
structure of existing and/or new models. For example, CMMI should consider adding a mental health
monthly care management fee to CPC+ models. To aid in incorporating behavioral healthcare into
future models and programs, CMMI should expand engagement with industry stakeholders and
quality measurement entities to develop and integrate appropriate quality measures as another
metric of effectiveness across model components.
It is also important to utilize new technologies to enhance treatment adherence and health outcomes
for mental health patients and their unique needs. However, this remains challenging for behavioral
healthcare providers as there is no reimbursement mechanism for novel therapeutic software
devices or combination products that do not fit in the durable medical equipment or telemedicine
categories. It is important for CMMI to design demonstrations that use these innovative products to
test their effectiveness and develop an appropriate reimbursement mechanism to cover these
products in future regulation.
Finally, as CMMI considers future payment models, it is vital that the mental health patient
perspective is included throughout the development of each model.
Conclusion
In addition to Otsuka’s comments provided above, we have participated in the drafting of comments
for the Pharmaceutical Research and Manufacturers of America (PhRMA). As a member of this
organization, we support the comments made to CMMI submitted by PhRMA.
We look forward to working with CMMI as future behavioral health payment models are developed
and tested.
Sincerely,
Thad Flood
Director of Reimbursement & Policy
Otsuka America Pharmaceutical, Inc.
2440 Research Boulevard
Rockville, MD 20850

i

National Alliance on Mental Illness. Mental Health Facts in America. 2017. Available at:
https://www.nami.org/NAMI/media/NAMI-Media/Infographics/GeneralMHFacts.pdf
ii Ibid.
iii Ibid.
iv Hatzenbuehler, et al. Stigma as a Fundamental Cause of Population Health Inequalities. May 2013. Available at:
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3682466/
v Viswanathan, M., et al. Interventions to Improve Adherence to Self-administered Medications for Chronic Diseases in the
United States: A Systematic Review, ANN INTERN MED. 2012;157(11):785-795.
vi Ibid.
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575 Market St. Ste. 600
SAN FRANCISCO, CA 94105
PBGH.ORG
OFFICE 415.281.8660
FACSIMILE 415.520.0927

November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
RE: Request for Information CMS Innovation Center New Direction
Dear Administrator Verma:
Thank you for the opportunity to provide input on the future directions of the Center for
Medicare & Medicaid Innovation (Innovation Center) and, more broadly, on CMS’s work to
promote value throughout the health care system. This direction closely aligns with the
mission and goals that have driven our organization for more than 25 years. The Pacific
Business Group on Health (PBGH) is a purchaser coalition representing 60 public and private
organizations that collectively spend $40 billion each year purchasing health care services for
more than 10 million Americans. Our members share a passionate belief in the possibility of
transforming the health care system to be accountable for health outcomes, patient
experience, and spending, and in which consumers are motivated to make the best choices for
their individual health needs and providers are motivated to offer high quality, efficient and
appropriate care. PBGH and our members design and test innovative models ranging in size
and scope. Our programs and pilots have included:

1

•

Designing and implementing a nationwide Centers of Excellence program that offers
travel surgery and other care for joint replacements, bariatric surgery, and spine care;

•

Operating the California Healthcare Performance Information System, a database that
combines data on the health care experiences of more than 12 million people from
commercial health plans and Medicare to evaluate the quality and efficiency of
medical services in California;

•

Translating a pilot program to improve health outcomes and cost of care for complex
patients to support Medicare beneficiaries in five states;

•

Engaging thousands of physicians in California to redesign care and improve
measures of cost, quality, and patient experience as part of the CMS-led Practice
Transformation Network; and

•

Working with three hospitals to improve data, care delivery, and payment in a
comprehensive approach to reducing the rate of unnecessary cesarean sections. 1

For more information about these programs, see:
- Employer Centers of Excellence Network, http://www.pbgh.org/ecen
- California Healthcare Performance Information System, http://www.chpis.org/
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PBGH and our members have decades of experience designing, implementing, and scaling
these and many other innovations that aim to improve the quality, affordability, patient
experience, and outcomes of health care. In addition to our work directly with employers, we
have worked with CMS and other public sector stakeholders to support innovation and care
redesign for diverse populations. These experiences have reinforced our understanding of the
value of the Innovation Center as a key lever for CMS to improve care for Medicare
beneficiaries and to drive system transformation more broadly. We applaud CMS for
proactively seeking opportunities to improve health care value. We recommend that the
Innovation Center’s new direction include work to:
•

Articulate a clear vision that shows how the Innovation Center’s new direction will
lead to robust system transformation toward value-based payment and care delivery.
A clear and consistent signal from CMS will best enable providers, purchasers,
payers, and other stakeholders to invest in and commit to the infrastructure and
redesign needed for a high-value system.

•

Evaluate models transparently using a consistent set of outcomes to enable
comparison.

•

Ensure models have a sufficiently large and representative sample of participants so
evaluation results can inform the decision to scale a model.

•

Further adopt rapid-cycle innovation and evaluation. When models prove to achieve
better outcomes, better patient experience, and moderated costs, scale them quickly to
maximize their reach and impact.

•

Work with purchasers and other stakeholders to draw lessons from the private sector,
and to design and test aligned or collaborative cross-sector models. A greater degree
of alignment of payment models and incentives to improve care delivery offered by
payers and purchasers is a critical step in supporting real system transformation and
enabling successful models to take hold.

•

Build innovative models on a foundation of robust, patient-centered information that
includes the true outcomes important to patients, such as through condition-oriented
measure sets centered on patient-reported outcomes, patient experience, and
functional status.

•

Rapidly develop or implement robust information systems and performance measures
to support care redesign, consumer choice, and value-based payment.

•

Ensure that consumer-directed models including value-based insurance design
provide sufficient information about cost and quality, and effectively promote highvalue care.

- CMS-funded Intensive Outpatient Care Program,
http://www.pbgh.org/storage/documents/IOCP_Program_Summary1214.pdf
- Practice Transformation Initiative, http://www.calquality.org/programs/practice-transformation/tcpi-pti
- Maternity Payment and Care Redesign pilot,
http://www.pbgh.org/storage/documents/TMC_Case_Study_Oct_2015.pdf
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Below we offer more detail about these recommendations. In an Appendix that follows, we
share results and lessons learned from our experience testing innovative health care models in
specific markets with implications for the Innovation Center’s new direction and for CMS
more broadly.

Achieving a High-Value Health Care System
We strongly support the Innovation Center’s continued goals of more patient-centered care,
improved quality, reduced costs, and better outcomes. The Innovation Center has significant
potential to accelerate the transformation of our health care system through the testing and
spread of those payment and care delivery models that best improve care quality and
population health, and that effectively reward providers based on value.
Defining a Path to Value
While we understand the Innovation Center’s desire to take on a new direction and new
priorities, the initial ideas laid out in the RFI leave many questions about the overall pace of
system transformation and the role CMS anticipates taking in enabling and accelerating that
transformation. We urge CMS to clearly articulate its vision for how best to promote and
activate health care system transformation toward value-based payment and care delivery. As
part of that vision, CMS should discuss how existing promising models can work in
conjunction with the new areas that CMS may wish to test. The types of models identified in
the RFI represent important new areas of exploration, and they remain component parts of a
broader landscape and strategy. That landscape and strategy requires federal policymakers to
offer a clear rationale for the individual models and direction in order to promote adoption
and alignment of new models: payers and purchasers need to see a steady direction and
opportunity to align with CMS; providers need to understand CMS’s long-term direction so
that their investments and leadership can be well-founded and stable; and all stakeholders
need to feel confident that individual models will continue as long as they directionally
support overall system transformation.
While exploring new models and pursuing opportunities to increase provider participation in
Advanced APMs, we urge CMS to maintain the existing criteria for Advanced APMs. In
particular, we caution CMS not to weaken or waive the current nominal risk standard, which
is an important feature ensuring a model offers enough value to merit qualifying for the
MACRA-established Advanced APM bonus. At the same time, effective system
transformation requires accommodating providers at different levels of transformation
readiness by setting a clear path, providing resources for support, and creating incentives for
progress that encourage providers to move into the most high-impact payment and care
delivery models.
Selecting and Implementing Models
In our experience, there are many challenges in ensuring a model supports the triple aim of
better care, better experience, and lower costs. There are more challenges when trying to
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scale a pilot to be ready for broader provider participation and greater patient population
impact. The incentives of an APM need to represent a significant portion of a provider’s
revenue and patient panel in order to result in practice transformation and care redesign that
benefits all patients in a provider’s care, and to avoid situations where success in an APM can
be achieved through short-term add-ons or workarounds for small patient segments.
Achieving critical mass is a challenge for most payment and care delivery reform initiatives.
The Innovation Center should test strategies such as common financial incentives across
models and sectors, significant financial risk thresholds, and patient incentives to participate
in new models such as through discounted premiums. In addition, there is a lack of common
data infrastructure and information exchange that impacts the quality, patient experience, and
efficiency of care. Providers need real-time feedback to improve care delivery and rapid
information from other providers to coordinate care. The Innovation Center should invest in
and test strategies to improve information capture and availability within the models under its
purview going forward.
Evaluating Models
The evaluation approach taken by the Innovation Center is a significant improvement over
the previous CMS demonstration evaluation approach; still, we encourage the Innovation
Center to further adopt rapid-cycle innovation and evaluation. We urge CMS to strategically
design and invest in models in such a way that models’ outcomes can be effectively
compared and common themes found. That is, we must be able to evaluate models’ relative
performance in order to move from testing one model in one market at one time to spreading
successful models more broadly to promote system transformation. We encourage the
Innovation Center to consider a common set of metrics to evaluate the performance of all
APMs. In particular, the Innovation Center should adopt a core set of uniform outcome
measures for model evaluation. This would allow a variety of approaches to be tested and
compared to each other, without CMS micromanaging the care process or payment methods.
In addition, we encourage the Innovation Center to implement quasi-experimental evaluation
design to ensure the success of a model is not a byproduct of voluntary participation only by
those providers best positioned to succeed at that model. An approach emphasizing smallscale testing and voluntary participation in models may best support new ideas and wide
provider participation, but risk providing insufficient information about the potential for
success those models may have outside the narrow scope of a small pilot. We urge the
Innovation Center to ensure models have a large and representative sample of providers so
evaluation results are useful in deciding whether models should be scaled.
Similarly, we urge the Innovation Center to be fully transparent in the design and evaluation
of models to support wide participation. Providers and others need to understand exactly how
a model will work for their practice and how a model’s success will be assessed to make an
informed decision about participation. Full transparency in all matters related to APMs,
including details about the specific methodology for setting target prices and benchmarks for
each participant, may lead to shorter cycle times to refine program designs while also
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promoting greater understanding and trust in the technical aspects of any new payment
program.
Promoting Private Sector Innovation through Collaboration with Purchasers
PBGH and our members have been leaders in implementing innovations in transparency, care
delivery, benefit design, and provider payment in California and nationally. Together we
have piloted and implemented reference pricing, centers of excellence and bundled payments,
medical homes and accountable care organizations, a statewide joint replacement registry,
cesarean section reduction initiatives, and many others. We are eager to share the lessons
learned from our experience with the Innovation Center as you further define your new
direction and develop new models of innovation.
A significant challenge we have encountered in our previous experiences is in scaling
successful models beyond the scope of an initial pilot program. Large employers with
significant presence in a specific market have been able to work with the providers in that
market to design and implement innovative models, but even when these models show
success in improving patient health, experience of care, and moderating costs, it can be
prohibitively difficult to spread the successful model to other markets or regions. This
challenge exists in part because of the variety of payer and purchaser stakeholders that often
compose a provider’s business model. As such, a greater degree of alignment of payment
models and incentives to improve care delivery offered by payers and purchasers is a critical
step in supporting real system transformation and enabling successful models to take hold.
We need the Innovation Center to collaborate with purchasers in the design, implementation,
and evaluation of models. In particular, we urge the Innovation Center to work closely with
purchasers to find alignment on the patient populations targeted, particularly to consider the
health needs and cost drivers of a population broader than just those aged 65 and older; on
performance measures used within models; and on criteria for upside and downside financial
incentives.
We look forward to working closely with the Innovation Center in coming months to identify
promising models and opportunities to expand private sector models to Medicaid and
Medicare beneficiaries. We encourage the Innovation Center to solicit purchaser input
directly and to leverage existing vehicles to engage with purchasers, including the Health
Care Payment Learning and Action Network and Health Care Transformation Task Force.

Building on a Foundation of Performance Information
We applaud the Innovation Center for exploring new methods to foster an affordable,
accessible health care system that puts patients first. Together with our members, we have
explored many initiatives to empower enrollees as consumers, provide price transparency,
and increase choices and competition to drive quality, reduce costs, and improve outcomes.
For example, PBGH offered a Health Plan Chooser; using this tool, an employee could create
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a customized report card of health plan attributes that ranked health plans in order of
suitability for the employee’s needs to facilitate the employee’s selection of a plan. Through
this experience, we identified many of the most important features of a decision aid to help
individuals anticipate their likely health care needs based on their health status, weight
preferences for a health plan and provider, and understand the options available to them. 2
Purchasers believe that transparency and consumer choice are critical in managing health
care costs in the long term. For the most common health care decisions facing a consumer—
choosing a primary care or specialist clinician; a health insurance plan; a hospital, nursing
home, or other facility; or a medical treatment or test—there is woefully limited information
available to inform those decisions. 3 Inadequate and incomplete information on quality,
outcomes, and price is a major barrier to informed consumer decision-making, made worse
by the lack of high-value standardized measures across sectors and systems which would
enable meaningful comparisons.
Consumers need quality information that is relevant and sufficiently granular for the
decisions they face. To choose a provider, consumers need to be able to compare the quality
of individual providers, teams, and practice sites. They also need to be able to compare
different providers on the same aspects of quality to be able to make a meaningful choice—a
need best served by standardized measures. In addition, quality and value in health care goes
far beyond adherence to evidence-based clinical standards, and meaningful performance
measures must include patient experience of care, and clinical and patient-reported outcomes
of care. Payment models based on an incomplete definition of quality and value create
incentives that are misaligned with patient needs, driving practice transformation that is
inefficient or wasteful. We strongly urge the Innovation Center and CMS more broadly to put
patients’ information needs at the center by promoting measures that are meaningful to
patients, implemented in a standardized way across sectors and payers, and that allows for
comparison among providers and organizations. To promote standardization in the short
term, we encourage CMS to utilize the multistakeholder-developed core measure sets
available for use now, particularly for Innovation Center models such as the various ACO
programs. 4
Looking forward, CMS’s recently announced Meaningful Measures initiative is a significant
step in the right direction toward high-value information that can support care redesign,
2

Consumer Choice of Health Plan: Decision Support Rules for Health Exchanges, Installments I, II, and III. Pacific
Business Group on Health, December 2012.
http://www.pbgh.org/storage/documents/plan_choice_rules_consumer_decision_support_installments_i_ii_and_iii_
120312.pdf
3 For a discussion of existing tools and sources to support these decisions, see D. Lansky & S. Glier (2015). Using health
IT to engage patients in choosing their doctors, health plans and treatments. In M. Adela Grando, R. Rozenblum, & D.
W. Bates (Eds.), Information Technology for Patient Empowerment in Healthcare (pp. 39-57). Berlin/Boston/Munich:
de Gruyter.
4 For example, the Integrated Healthcare Association, PBGH, and other California stakeholders collaboratively
developed an ACO Meaningful Measure Set, which has been incorporated into statewide initiatives. This measure set
is similar to the Core Quality Measure Collaborative ACO and PCMH/Primary Care measures.
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consumer choice, and value-based payment. 5 If done right, this initiative can simultaneously
reduce provider burden and improve competition in a market-driven health care system. We
encourage the Innovation Center to take the spirit of this initiative even further and require
that all models include a strong performance measurement component. The ambiguous
requirement for Advanced APMs to have a quality component comparable to MIPS leaves
much to be desired, and as the Innovation Center contemplates new models we encourage
you to use a high bar to assess performance of participants and to evaluate models’ success in
driving value relative to each other. In some cases, it may be appropriate to include
requirements or incentives for reporting even when incentives are not tied directly to
performance. 6
Further, we encourage the Innovation Center to consider models and specific initiatives to
advance measurement science (e.g., attribution, risk-adjustment) and measure development in
order to define common patient-centered measure sets for a handful of patient populations.
Designing measure sets around patients, such as by condition, is the first step toward patientcentered performance measurement. A patient-centered measure set would comprise a
harmonized set of patient-centered measure concepts that provide performance information
that is meaningful to patients and that meet the needs of value-based payment and public
reporting in driving system-wide value. For example, we need outcome measures for shared
care planning (e.g., attainment of goals) and care coordination (e.g., good patient experience
through care transitions) in addition to outcome measures for care received (e.g., functional
status improvement). This approach is orthogonal to CMS’s current approach to measures,
which starts with clinical practice and physician specialty rather than with patients’ needs. 7
Such an investment in performance measurement would improve the ability of all payment
and care delivery models across our nation to drive true value for patients and other
stakeholders.
In addition to meaningful quality information, consumers need cost information—both the
full cost of care and the out-of-pocket costs they face directly—to be able to choose highvalue care. We caution the Innovation Center to design consumer-directed care models
carefully, and not to expose patients to increased financial risk without easily accessible and
meaningful performance information. Patients who have “skin in the game” may be seriously
harmed by the inability to distinguish between providers who are best at meeting their
5

Remarks by Administrator Seema Verma at the Health Care Payment Learning and Action Network (LAN) Fall
Summit, October 30, 2017. Retrieved from https://www.cms.gov/Newsroom/MediaReleaseDatabase/Factsheets/2017-Fact-Sheet-items/2017-10-30.html
6 For example, in the proposed Cardiac episode payment models, we recommended that CMS offer an incentive to
providers who chose to report on patient-reported outcomes for cardiac care through a small number of standardized
tools. This reporting can promote more standard use of these patient-centered tools and facilitate the development
and testing of patient-reported outcome performance measures, a priority measure gap.
7 For example, in the 2015-16 Measures Under Consideration list, a clinician measure entitled “Use of Preventive
Screening Protocol for Transplant Patients” was considered under the category of dermatology care. Rather than a
measure that assesses whether a dermatologist provides appropriate sun protection education to their panel of organ
transplant patients, we need a measure or harmonized set of measures to assess whether the population of organ
transplant patients are getting all appropriate care in a coordinated way.
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individual needs and those who would be worst at delivering such care. In addition, providerfacing payment arrangements may be negatively impacted by such consumer-facing
incentives, as consumers in high-deductible health plans are more likely to delay or forego
needed care. 8 Without nuanced benefit design to promote high-value care, consumer-facing
arrangements could decrease utilization of both low- and high-value services, impacting
patients’ long-term health and impeding provider efforts to support and manage population
health in ACO and other models.
We believe that such nuanced value-based benefit design is possible. Through the Employer
Centers of Excellence Network (ECEN), we work with employers to provide their members
access to the highest quality care for joint replacements, spine care, bariatric surgery, and
other services. This successful program combines a robust performance-based center
selection process, prospectively established bundled payment rates, and value-based benefit
design such as low or no consumer cost-sharing to offer the highest value to patients. 9 We
suggest a specific opportunity the Innovation Center could pursue in the Appendix: testing a
Medicare Centers of Excellence model, which could require any participating centers and
providers to report a core set of high-value measures to be eligible for the Center of
Excellence designation and corresponding beneficiary benefit incentives.

Thank you for the opportunity to offer our perspective on the Innovation Center’s new
direction and the best way to achieve our shared goals of an affordable, accessible health care
system that puts patients first. In the Appendix following this letter, we share results and
lessons learned from a number of programs and models that PBGH and our members have
tested along with implications and recommendations for CMS and the Innovation Center. If
you would like to discuss our recommendations or ideas, please contact Stephanie Glier,
Senior Manager.
Sincerely,

William E. Kramer
Executive Director for National Health Policy
Pacific Business Group on Health

8

A. Galbraith, S. Soumerai, D. Ross-Degnan, M. Rosenthal, C. Gay & T. Lieu, “Delayed and Foregone Care for Families
with Chronic Conditions in High-Deductible Health Plans,” Journal of General Internal Medicine, (2012) 27: 1105.
Retrieved from https://link.springer.com/article/10.1007%2Fs11606-011-1970-8
9 More information about the results of the ECEN program is included in the Appendix.
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Appendix

As noted in our letter, PBGH and our members have decades of experience designing,
implementing, and scaling various innovations in health care payment, delivery, and
transparency. In this Appendix, we offer the results of a selection of these innovations along
with implications for the Innovation Center and CMS more broadly.
Primary Care and Population-Based Payment Models
Improving care for patients with chronic diseases has long been a priority for virtually all
purchasers of health care: 40% of a typical large employer’s health care spending goes
towards caring for the 15% of employees with multiple chronic conditions. From 2009 to
2015 and in partnership with both private and public purchasers, PBGH piloted a care model
for the medically complex known as the Intensive Outpatient Care Program (IOCP). 10 IOCP
began as an employer initiative in partnership with Boeing, the California Public Employees’
Retirement System (CalPERS) and Pacific Gas and Electric Company (PG&E) and through
an Innovation Center award, was expanded to 23 medical groups in five states to include
patients enrolled in Medicare Advantage, Medicare FFS, dually eligible for Medicare and
Medicaid, and a small number of Medicaid-only beneficiaries.
This care management initiative aimed to improve outcomes for medically complex patients
by leveraging per member, per month (PMPM) payments to provide patients with trained
care coordinators and enhanced access to care. Care coordinators were embedded into
primary care physician practices and medical groups and were responsible for some of the
key functions of robust primary care: coordination between primary, specialty, and ancillary
services; tools for effective self-management; guidance throughout the development and
execution of a shared care plan; and connections to behavioral, psychosocial, and community
services. Demonstrating success both commercially insured and Medicare/Medicaid
populations, the model achieved a 21% reduction in cost of care for IOCP patients enrolled
for at least 9 months, a 3.6% increase in patient engagement, a 33% reduction in depression
symptoms, and a 4.1% improvement in physical health functioning.
Primary care should be foundational to every patient’s experience with the health care
system. Particularly for patients who are medically complex, robust primary care is an
essential component of high value care that produces good health outcomes and patient
experience. We strongly encourage CMMI to design and refine payment and care delivery
models to support a multi-disciplinary, team-based primary care model that serves as an
easily accessible first point of contact for patients’ concerns and questions and anticipates
patients’ health care needs, in addition to providing the functions of IOCP care coordinators
(listed above).

10

IOCP patients were identified through risk factors such as three or more chronic conditions, eight or more
medications, and recent hospitalizations and/or emergency department use and assigned a care coordinator.
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PBGH also leads the Practice Transformation Initiative (PTI), as part of the Innovation
Center’s Transforming Clinical Practice Initiative (TCPI), to support 4,800 clinicians in their
efforts to measurable improve patient care for over 3.5 million patients. PTI provides
participating health care organizations with quarterly performance reports (by organization,
site and clinician) and customized coaching on how to use data to improve quality, how to
build systems that capture data and generate reports, and how to prepare for participation in
alternative payment models. The program aims to improve health outcomes for 3.5 million
patients and save over $242 million dollars over four years. In our early analysis, the program
is already showing some success in improving diabetes management and reducing utilization
(i.e., ED visits, inpatient days, overscreening). We attribute some of the early success of this
program to our ability to build on the data requirements of California’s state-wide pay-forperformance program. In particular, participating stakeholders have been able to come to
agreement about a set of measures that are meaningful, parsimonious rather than
overwhelming, and that most providers are capable of reporting immediately.
Implications for the Innovation Center and CMS
•

Primary care is central in ensuring value is delivered for patients throughout the
health care system. The benefits of coordinated care and establishing a close working
relationship with the patient underlie the role of primary care as foundational for high
value care. We recommend that the Innovation Center promote and continue testing
primary care models even as it works to expand the availability of APMs for
specialists.

•

Our experience has shown that ACOs other population-based and primary carefocused models are successful in part because they keep the decision-making and
financial risk as close to direct patient care as possible. We urge the Innovation
Center to bundle financial risk with decisions about care delivery in the models it
tests.

•

Similarly, we support the testing of a variety of ACO models along the financial risk
spectrum to enable providers to gain experience and progress to taking more financial
risk tied to the care of their patient population over time. This must go hand-in-hand
with CMS and others offering resources and technical assistance to help providers be
successful in undertaking the significant work of adopting a value-based payment and
care model.

•

When offering models and programs, ensure that CMS’s technical assistance is
appropriately targeted to the model and participants’ needs. From our experience with
PTI, we would recommend:
o CMS should ensure participants in a model are connected to each other to
share how they overcome common challenges, share lessons learned and
success stories, and transparently share what information is being collected
from different participants – ideally in a standardized way. We encourage
CMS to be clear from the outset of a program what data collection is required
to participate in a model, and remain consistent about those requirements
throughout operation and oversight of the model.

Appendix: Primary Care and Population-Based Payment Models
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o Subcontractor roles and scope should be clearly defined to maximize value to
participants and CMS, and to avoid overlap and duplication. In addition,
requests made by CMS and its subcontractors during the oversight of a model
that go beyond the requirements of a model’s contract or participation
agreement should be limited. We have found that a nontrivial portion of grant
resources have been expended responding to such requests, rather than being
further invested in the practices at the core of the initiative.
•

Looking forward, we encourage the Innovation Center to test models that improve
care for high-need, high-cost patients such as those with multiple chronic conditions.
In particular, the Practice Transformation Networks and other primary care models
could be expanded to Medicaid programs.

Appendix: Primary Care and Population-Based Payment Models
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Measurement and Transparency Initiatives
PBGH is deeply committed to the collection and use of meaningful and actionable
information to support practice transformation, consumer decisions, and value-based
payment. We have undertaken several initiatives to provide tools and information to support
informed decision-making by consumers.
1) For almost a decade, PBGH provided a Health Plan Chooser that calculated an outof-pocket cost estimate for each health plan based on an individual person’s
demographics (e.g., geography, employer, individual or family plan) and anticipated
medical service use and medication intake. The Health Plan Chooser also allowed
users to identify high-priority conditions and provided information on the providers,
services and programs available to them through each plan. The Health Plan Chooser
was adopted by 7 members at its height and used by over 150,000 unique people each
year. Each year from user surveys, the Health Plan Chooser received a rating of over
80% on helpfulness in choosing a plan. Many of the lessons learned from our
experience informed the design of the Covered California plan chooser – for
example, the ability to understand relative out-of-pocket costs among potential health
plans is a critical to consumers and the Covered California plan chooser’s shop &
compare function was modeled directly off of PBGH’s Health Plan Chooser.
2) PBGH has also assembled the only multi-payer claims database in California under a
contract with the California Healthcare Performance Information System (CHPI), a
multi-stakeholder non-profit corporation. Using a set of 25 measures based on
administrative claims data, the MPCD combines quality data for more than 12 million
people from health plans and Medicare to evaluate physician performance. Through
this pioneering work, California is the first state to benefit from published
performance ratings at the individual doctor level enabling CA consumers to make
more informed healthcare choices and incentivizing CA doctors to improve the
quality of care.
3) PBGH administers the Patient Assessment Survey (PAS) which is an annual survey
that measures patient experience at the medical group level in California. PAS asks
questions on a variety of topics such as whether the patient accessed routine and
urgent care on a timely basis, spent sufficient time with and received attention from
their physician, and experiences continuity of care. PAS results are publicly available
online and comprise 20% of the physician pay-for-performance formula administered
by the Integrated Healthcare Association (IHA).
4) We have also worked to improve the collection and use of meaningful performance
information through standalone work and as a core component of our system
transformation and payment initiatives. For example, we have undertaken a
collaboration with the International Consortium for Health Outcomes Measurement
(ICHOM) to implement market-wide collection of standardized outcomes
measurement in two or three U.S. markets to support population-level uses of
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performance information, outcomes-based decision-making by providers, and valuebased payment. ICHOM was formed to drive value-based health care by defining
global standards for outcomes measurement and has, since its inception, developed
21 standard condition-specific measure sets representing 45% of the disease burden.
This project has a specific focus on PROMs implementation, seeking to overcome
barriers to tracking patients longitudinally and to identify measurement standards that
enable provider accountability based on statistically valid and effectively riskadjusted health outcomes data.
Implications for the Innovation Center and CMS
•

Alignment of measure requirements among payers and purchasers can reduce the
administrative burden facing providers while continuing to demonstrate how
providers or care models are performing. CMS should align program measure
requirements with other purchasers and payers as much as possible, relying on
existing measure sets developed with multistakeholder input in the short term (e.g.,
ACO measures used in California, Core Quality Measures Collaborative core sets,
ICHOM standardized sets).

•

The Innovation Center should give greater weight and attention to initiatives that are
built on multistakeholder collaboration. We have seen that the market does not
effectively or consistently create information and tools that support consumer choice
and provider competition without such multistakeholder collaboration.

•

In the Qualified Entity (QE) program, our experience has led to a number of
recommendations:
o Make QE data available more quickly. If data is unavailable until 8-9 months
after the end of the measurement period, the delay significantly inhibits the
ability to create a valuable product. One option to do this is to allow the QE
the ability to select the claims completion rate that might enable a shorter
turnaround timeline.
o Continue to work with QEs to find flexible solutions to the challenges
individual QEs face. For example, the CHPI results currently include
Medicare data only at the regional reporting level; individual clinician-level
reporting is only available for commercial data due to a policy decision not to
undertake review and corrections.
PBGH would like to extend our thanks to the CMS staff who work on the Qualified
Entity program. In the short tenure of the program, the staff and program as a whole
have been excellent, responsive, flexible partners.

•

Existing All-Payer Claims Databases (APCDs) and Regional Health Information
Collaboratives (RHICs) are prime candidates for offering evidence about whether
market-based innovations are working. These organizations are established, trusted
by various stakeholders, and have the information needed to assess new models’
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success. CMS should consider utilizing APCDs and RHICs to implement and
evaluate new market-based innovations.
•

Expand patient experience assessment programs to include Medicaid patients, with
information captured about individual clinicians and groups. While there is patient
experience information for Medicaid managed care plans that can inform state
enrollment policies (e.g., default enrollment is to the local plan with the highest
CAHPS score), patient experience at the clinician level is critical in driving quality
improvement, consumer choice, and value-based payment.

Appendix: Measurement and Transparency Initiatives
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Maternity Care
From 2012 to 2015, PBGH designed and managed an initiative to reduce the rate of
unnecessary cesarean sections in partnership with the California Maternal Quality Care
Collaborative (CMQCC) – a statewide perinatal quality collaborative that runs the California
Maternal Data Center. By providing access to rapid-cycle performance data, technical
assistance, and appropriate financial incentives, PBGH was able to support participating
hospitals in reducing their cesarean rates by an average of 20% in less than a year.
The three hospitals that participated in this pilot intervention were asked to enroll in the
California Maternal Data Center (MDC), which provided real-time performance feedback to
hospitals on a set of perinatal quality measures (e.g., failed induction rates, fetal concerns,
cesarean rates). Access to such data at the physician- and patient-level revealed large withindepartment variations and enabled hospitals to identify the “drivers” (e.g., practice behaviors)
contributing to high cesarean rates. CMQCC helped hospitals link the identified drivers of
high cesarean rates to specific QI activities by facilitating department-wide conversations and
offering an array of tools that the department could assemble into interventions tailored to the
hospital’s culture and its unique patient population. The final, critical lever in PBGH’s
intervention was to align hospital and physician payment incentives with the desired
outcome: reduced rates of low risk, first time cesarean births. All participating hospitals were
required to negotiate a blended case rate for deliveries that reimbursed physicians and
hospitals with a single rate regardless of delivery method (cesarean or vaginal). Without this
payment reform, participating hospitals would have faced a larger revenue loss for reducing
unnecessary cesarean sections.
Implications for the Innovation Center and CMS
•

Maternity care offers an immediate opportunity to test a cross-sector model.
Maternity care is a high priority for purchasers and for Medicaid programs; birth is
the most common reason for hospitalization in the U.S. The Innovation Center should
build on successful efforts to improve maternity care, such as spreading our pilot to
reduce unnecessary cesarean births.

•

Other promising models in maternity care include greater use of certified nurse
midwives and greater use of birth centers for low-risk births, such as the bundled
payment proposal submitted to the Physician-Focused Payment Model Technical
Advisory Committee (PTAC) earlier this year.

•

Patient experience specific to maternity care is a notable gap in performance
measurement; CMS should consider investing in more robust patient-centered
measurement of the full maternity episode including prenatal care, antepartum care,
and postpartum care through 6 or 12 weeks after birth.

Appendix: Maternity Care
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Employer Centers of Excellence Network
PBGH runs the Employers Centers of Excellence Network (ECEN), a program available to
large employers who want to provide their employees with high quality, high value surgical
care for hip replacements, knee replacements, spine care, and bariatric surgery. On behalf of
participating employers, ECEN selects top-tier facilities and negotiates a single bundled
payment rate for each specific procedure to be applied to all care associated with that
procedure including pre- and post-operative care. Our negotiated amounts save employers on
average 10-15% of what they would have paid under traditional fee-for-service, and the
prospective bundled payment gives physicians the freedom to provide services in ways they
think will achieve the best outcomes.
ECEN collects performance data on outcomes of care for all patients, including clinical
outcomes, patient-reported outcomes, and patient experience, to ensure that patients are
getting the care they need. Results have been striking. For one participating employer, less
than 1% of ECEN patients experienced re-admission due to surgical complications compared
to over 6% of patients who received care at their regular community hospital, and all ECEN
patients were able to go directly home after surgery, while over 9% of community hospital
patients needed care at a skilled nursing facility (SNF). Additionally, for this employer, 52%
of patients recommended for spine surgery by home providers were found by an ECEN
center of excellence to not be appropriate surgical candidates; savings from avoiding
unnecessary surgery alone are estimated at $1.3 million.
Implications for the Innovation Center and CMS
We strongly encourage Medicare to build on private sector innovation by exploring the
development of a Medicare centers of excellence (COE) program. We hypothesize that a
well-designed Medicare COE program would offer:
•

Better health outcomes than typically achieved by FFS providers;

•

Lower beneficiary expensed through reduced cost-sharing;

•

Program cost savings through more appropriate and higher quality care; and

•

Industry-wide quality and affordability improvements due to provider competition.

This approach does not necessitate complex changes in payment or quality oversight. For
instance, it may be possible to extend established programs like BPCI to minimize
administrative complexity. Key design elements of a COE program model include a
prospectively determined bundled price, very stringent quality criteria for selecting facilities,
qualification of individual clinicians (e.g., surgeons) within a facility, high expectations for
quality measurement and collaboration, and favorable benefit design to encourage patients to
choose a COE provider.

Appendix: Employer Centers of Excellence Network
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The following are our high-level recommendations for developing a COE program:
1. Identify specific procedures or conditions for which there is a high degree of
variation in quality outcomes, patient experience, and total cost of care.
2. Establish a set of criteria to distinguish consistently high performing providers.
3. Determine appropriate financial incentives for providers and patients.
4. Provide technical assistance to providers.
5. Conduct robust evaluations and monitor results, including patient experience and
patient-reported outcomes.
From our experience, the Innovation Center’s primary challenges are likely to be
development of criteria and processes by which COEs apply and are selected, and design of
appropriate patient cost-sharing incentives.

Appendix: Employer Centers of Excellence Network
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Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Re: Innovation Center New Direction—Request for Information
November 20, 2017
Page 5
_____________________________________________________________________________________

Continuing to support the FAI will provide time for a thorough evaluation of the impact of the different
state models on beneficiary outcomes and program costs.
Thank you for the opportunity to submit comments. If any questions arise concerning this submission, or
if I can be of further assistance by providing more detailed recommendations (especially since I was
responsible for one managed health plan’s integration of LTSS as part for the duals demonstration),
please contact me.
Sincerely,

Pamela Mokler
Pamela Mokler, MSG
MLTSS, LTC & Housing Innovation & Integration Consultant
Pamela Mokler & Associates

(Former Vice President of LTSS for Care1st Health Plan, an affiliate of Blue Shield of California, 20122017)

Submitted via: CMMI_NewDirection@cms.hhs.gov

Date: November 17, 2017

The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, Maryland 21244-1850

Re: Request for Information: Innovation Center New Direction
Dear Administrator Verma:
On behalf of PartnerRe America Insurance Company, we appreciate the opportunity to respond
to your request for stakeholder input on new ways the Center for Medicare and Medicaid
Innovation (CMMI) can promote patient-centered care and test market driven reforms. As a
reinsurer, we continually strive to live up to the promise of our name, PartnerRe. We combine
our risk expertise with a multidisciplinary approach that enables us to successfully respond to
changes in the economy, markets and regulatory environment, and provide solutions that help
leverage these changes.
I.

Guiding Principles

We support CMMI’s guiding principles and believe that competition, quality, price-transparency,
and outcome principles are pivotal to empowering consumers to guide their health care
decisions. We believe that CMMI’s models should be voluntary and small-scale in order to allow
models to be developed in ways that allow their strengths and weaknesses to be understood
before being applied on a wide-scale basis.
Key to these models should be consumers. Consumers should be able to easily access providers’
quality scores and the value of the services they receive. This information must be available to
consumers in a format that ensures consumers can understand it and at the same time
accurately portrays the services providers deliver.

In designing models consistent with the guiding principles, the Innovation Center should further
develop alternative payment models in a transparent manner which allows providers to fully
understand the goals and penalties of the programs.
Broadening the knowledge and appeal of Medicare Advantage (MA) plans is one way that to
bring about positive change for the consumers and improve costs. Consumers receiving services
under the fee-for-service model do not recognize how much additional value MA plans can offer
when services and pharmacy are bundled together. While Medicaid managed care has well over
70% of the market, MA plans represents only approximately 30% of the market. In order to
enhance delivery efficiency and value, MA plans should be further promoted.
Finally, state and local focused Medicaid programs best understand the unique needs of their
localities and population, and should be allowed to continue to deliver these services without
disruption.
II.

Model Designs

We believe that present Advanced Payment Model (APMs) concepts are positive, in that they
are based on the principles of correcting 1) waste in the current health care system and 2)
fragmented delivery of care among a series of primary care and specialty physicians. However,
some of the APM structures, namely ACOs, are very complex and could use revision. Too many
providers are discouraged from participating in APMs because they are too complex for
providers to be able to determine the financial criteria required by the model. The easier
models for providers to digest are bundled payments and capitation, versus complex models
like ACOs.
The ACO program utilizes an overly complex formula for attributing the beneficiaries and
computing the Benchmark. All programs with a retrospective beneficiary alignment should be
revised to only have prospective beneficiary alignment. ACOs are unable to manage unknown
populations.
Second, ACO providers are not given full transparency into their claims data, from which the
Benchmark is derived. The ACO provider should have the opportunity to thoroughly review
(and vet with an actuarial firm of their choice) the claims data of their attributed beneficiaries.
Beneficiaries should not have the ability to “opt out” of data sharing. If the beneficiary chooses
to opt out, then that beneficiary should no longer be part of the ACO beneficiary pool…again
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working toward the goal of full transparency, versus penalizing the ACO provider with secrecy of
information sharing.
Third, we believe that truncation should be removed from the CMS calculation in order to give
providers an opportunity to manage claims of all levels, and/or purchase provider stop loss from
the commercial marketplace. As an increasing number of complex pharmaceuticals are
delivered in an outpatient setting or physician office, ACOs should have the ability to partner
with reinsurers that can offer cost saving programs to manage these chronic and higher cost
patients.
Finally, we urge CMS to work to improve the timeliness of claims and beneficiary aligned data
sent to ACOs. As the ACOs seek to manage the costs for their beneficiaries, timely feedback of
metrics will allow the ACOs to hone in on key areas for performance adjustment. Without this
timely feedback, they ACO may be operating under the false pretense that they are performing
“well”, when in fact they are not meeting CMMI standards.
a) Pharmacy Model
As a reinsurer of health care providers and health plans, we have observed an increase in
specialty pharmacy spending which has outpaced all other areas of health care. Many drugs are
being used for off-label uses or given to patients without a clear diagnosis of the condition for
which the drug is intended to treat. Perhaps a program here is to pay bonuses for reduced
hospital admissions on chronic conditions. These payments could be made to the specialists, or
small bonus payments to patients for medication adherence.
b) Specialists Model
The Specialists model needs to be designed such that it rewards the specialists for providing
healthcare that is directly under the specialists control. For example, for orthopedic bundled
payments, orthopedic providers should not be penalized or rewarded for providing unrelated
services, such as diabetes specialty services. Unfortunately as health conditions are intertwined,
it is sometime difficult to separate the specialties.
An unintended consequence of these complex APM programs has been provider consolidation,
which is increasing at a rapid pace. Many consolidations are occurring as physicians and
hospitals try to develop interoperability of systems to improve patient care and save costs.
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However, as a result of some of these mergers, patient choice is being limited, and costs are
increasing.
III.

CMS Engagement with Beneficiaries and Model Development

The “new” healthcare system should be one focused more on delivering health versus one
focused on treating sickness. A health model should be one that consumers want to be
engaged in developing. The health model should focus on the well-being of mind and body. Key
to this model is a focus on mental health and substance abuse. Hospitals will continue to treat
those illnesses or surgeries that cannot be treated elsewhere, but the current infrastructure of
brick and mortar will need to be adjusted and repurposed.
State and local innovation models need to focus on holistic solutions—solutions such as
redeveloping food desert areas, i.e., communities that lack easy access to high-quality foods.
These programs should promote and encourage healthy eating and healthy lifestyles. Possible
initiatives could include SNAP cards providing bonuses for purchasing healthy foods and
partnerships with organizations that encourage healthy lifestyles, such as fitness clubs or
Weight Watchers.
IV.

PartnerRe Welcomes the Opportunity to Share its Ideas with CMMI

We welcome the opportunity share our knowledge to help design how models drive quality,
reduce costs, and improve outcomes. Thank you for your attention to this important matter. On
behalf of PartnerRe, we stand ready to work with you and the Administration on finding
solutions for Medicare and Medicaid beneficiaries.
Sincerely,
Tasha Barbour, CPA, MHSA, HIA, CPCU
Vice President, Market Leader Managed Care
913-871-7197
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November 20, 2017
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality and
Acting Director of the Center for Medicare and Medicaid Innovation (CMMI)
U.S. Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Innovation Center New Direction Request for Information (RFI) posted Sep 20, 2017
Dear Ms. Bassano:
Partners for Better Care (“Partners”) appreciates the opportunity to comment on the Innovation
Center New Direction Request for Information (RFI) on a new direction to promote patientcentered care. As a partnership of patient advocacy organizations and a diverse group of
healthcare stakeholders, including industry and payers, representing more than 100 million
people living with debilitating conditions, we support the Center for Medicare & Medicaid
Innovation’s (CMMI) goal of fostering an affordable, accessible healthcare system that puts
patients first. Partners is pleased to provide feedback on the informal Request for Information
(RFI) on a new direction to promote patient-centered care and test market-driven reforms that
empower beneficiaries as consumers, provide price transparency, increase choices and
competition to drive quality, reduce costs, and improve outcomes.
Partners for Better Care advocates for the next generation of health care based on key principles
of patient-centered quality care, availability, transparency and affordability. Our members –
including Aetna, AIDS United, American Liver Foundation, Amputee Coalition, Autism Speaks,
Christopher & Dana Reeve Foundation, The diaTribe Foundation, Genentech, Hemophilia
Federation of America, Juvenile Diabetes Research Foundation, The MAGIC Foundation,
Michael J Fox Foundation for Parkinson’s Research, National MS Society, National
Organization for Rare Disorders, National Patient Advocate Foundation, Novo Nordisk, Obesity
Action Coalition and United Cerebral Palsy – advocate for those in need based on expert
analysis, sophisticated services, and the experiences of the communities they represent.
Together, Partners goes a step further and proposes solutions to improve health care for all
Americans.
As you know, high-quality medical care is available in the United States, but many Americans
are unable to access the care they need. Many individuals and families coping with a chronic or
life-threatening condition live paycheck to paycheck, leading them to question when their health
is “bad enough” to justify the costs of treatment. However, there are innovative models that
would help people – including high-need patients with multiple chronic conditions and
functional limitations – receive care to improve outcomes and reduce costs.

CMMI’s new model design principles are laudable areas for collaboration and innovation, and
we believe the principle of patient-centered care to, “empower beneficiaries, their families, and
caregivers to take ownership of their health and ensure that they have the flexibility and
information to make choices as they seek care across the care continuum” is extraordinarily
important. Moreover, patient-centered care is not just critical in one category but for any and all
new models of care.
Based on extensive opinion research and policy analysis, Partners for Better Care members
worked together to establish a core set of principles contained in our nonpartisan Patient Charter
-- a broad roadmap for the next generation of health care, The Patient Charter starts with, “the
need for patients to have an active and formal role in health system transformation including
payment and delivery system reform; Systemic efforts to contain costs, assess the value of care
and treatment, and generate the best outcomes at a reasonable cost should be patient-centered.”
We firmly agree that improving quality and reducing costs are imperative for patients and the
health system, but that can only be accomplished when patients are included in the discussion
and development of those models.
We are pleased that patient-centered care is a principle through which the Innovation Center will
approach new model design, and we urge CMMI to take two additional steps. 1.) Patientcentered care must be at the top of the priority list and 2.) CMMI must ensure patientcenteredness is imbedded in all new models. To do this, Partners and its membership believe
patients must be at the table. As experts on patient-centered care, Partners and its members
would be pleased to serve as a resource to CMMI as it develops new models.
Partners for Better Care believes access to affordable, patient-centered care is critical and we
laud the effort you are leading to test new models of care. We will continue to participate
through discussions, recommendations, and analysis of proposed new models. Partners and its
members look forward to working with CMMI to ensure that changes to the health system work
for all Americans, especially those living with debilitating conditions.
If you have any questions or need any further information relating to our comments, please do
not hesitate to contact me.
Sincerely,

Mary Richards
Executive Director
Partners for Better Care
820 First Street NE, Suite 720 I Washington, DC 20002
www.partnersforbettercare.org
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November 20, 2017

Submitted electronically via:
CMMI_NewDirection@cms.hhs.gov
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
P.O. Box 8013
Baltimore, MD 21244-1850

RE:

Centers for Medicare & Medicaid Services (CMS): Innovation Center New Direction

Dear Administrator Verma:
The Partnership for Medicaid Home-Based Care (PMHC) is pleased to respond to your Request for
Information (RFI) regarding the CMS Innovation Center. We applaud you for soliciting ideas on
reforms that will have the ability and potential to empower beneficiaries as consumers, increase
choice and access, improve quality and outcomes, achieve savings and support program
sustainability, and strengthen transparency and program integrity.
PMHC was established with precisely these important objectives in mind. Our mission is to advance
the delivery of high-quality, cost-effective Medicaid home-based care and services. Our members
bring to this important quest their experience as home care providers, associations, managed care
organizations, and technology providers. While such a diverse membership is somewhat unique,
our members came together due to a shared commitment to support legislative and regulatory
efforts that improve the quality, accessibility, and integrity of home-based care and services in
Medicaid.
We would like to take this opportunity to offer for your consideration of ideas that we believe can
substantially improve the delivery of high quality, cost-effective care to Medicaid consumers.
Specifically, we believe that an innovative approach to home-based care can have a profound
impact on the Medicaid program, since home-based care has long served as a lower-cost, highquality alternative to institutional care. Of the eight focus areas highlighted in the RFI, our
comments and recommendations relate to the following three models referenced at the end of
Section II.A of the RFI:
2. Consumer-Directed Care and Market-Based Innovation Models
6. State-Based and Local Innovation, including Medicaid-focused Models
8. Program Integrity

Partnership for Medicaid Home-Based Care
November 20, 2017
Page 2 of 6

It is widely held that the Medicaid program is hampered by its outdated reliance on costly
institutional care. When Medicaid was established in 1965, placement of individuals in nursing
homes was made a default mandate due to the dearth of other options. Much has changed in the
last half-century, however, and the clinical and technological advances achieved since then have
made home and community-based care a clinically and fiscally superior alternative for many
Medicaid beneficiaries. Nevertheless, many of these advances remain under-utilized due to the
Medicaid program’s outdated design.
Empowering individuals to remain at home is paramount when providing true person-centered care
to those needing long term services and supports. According to industry and AARP estimates 89%
of American seniors prefer to receive care at home rather than in an institution.i And yet, the
healthcare system often gives consumers little choice in where they will receive their care.ii
Instead, it ushers people with disabilities of all ages toward institutions even if they could receive
comparable, less costly care in the comfort, security, and familiarity of their own home. As a result,
these conditions stand in sharp contrast to the Agency’s goals of empowering people with
disabilities to enjoy a better quality of life and enabling them to exercise freer choice as healthcare
consumers.
Archaic Medicaid rules still in use in many states continue to funnel people who desire
independence into more expensive and unwanted nursing homes rather than home-based care.
Today, states are obligated to provide nursing home care to anyone who needs that level of care
but no such default exists for home and community based services (HCBS). In fact, individual access
to HCBS is frequently restricted by different eligibility standards and enrollment limits. Providing
individuals with equal (if not preferred) access to home-based care over institutional care would do
much to advance person-centered care and align best with the focus of this RFI.
Fortunately, Medicaid already headed in this direction with the Money Follows the Person (MFP)
Rebalancing Demonstration Grant, which provided some institutionalized beneficiaries a
mechanism and funding for the long-term services and supports (LTSS) they need to live in their
own home. Unfortunately, the authorization for the MFP demonstration expired in September 2016
and without a reauthorization, states will lose any remaining funding for these services by 2020 and will
most likely have to suspend the efforts they have funded through this program to rebalance LTSS. As a
result, we would like to take this opportunity to recommend the Innovation Center conduct an
enhanced MFP pilot that incorporates certain additional elements that we believe break down
barriers to HCBS access.
Medicaid Modernization:
We propose that CMS utilize its authority to modernize the Medicaid program to improve
outcomes, consumer satisfaction, fiscal sustainability, and program integrity by adopting a
“HomeFirst” approach to placement. This person-centric approach would include programs that fall
into the following groupings, each of which will be discussed in more detail below:
•

HomeFirst Screening: improved mechanisms for identifying institutionalized individuals who
are suitable for HCBS placement.
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•

HomeFirst Placement: incentives and other mechanisms for ensuring individuals’ eligibility
for appropriate placement and the accuracy of the assessments performed for them.

•

HomeFirst Savings and Supports:
improvement of the Medicaid program’s fiscal
sustainability by maximizing savings and dedicating a portion of savings to housing and
other needed supports.

HomeFirst Screening:
We propose that CMS identify eligible individuals by instituting an independent and conflict-free
nursing facility resident housing preference survey:
•

All residents of nursing facilities are assessed on admission and periodically thereafter using
the Minimum Data Set (MDS) Assessment. Question Q1a on the MDS Assessment states,
“Resident expresses or indicates preference to return to the community.” In most cases,
however, the MDS is conducted by a licensed health care professional employed by the
nursing home, which creates a conflict of interest because every consumer who leaves
represents lost revenue for the nursing home. Consequently, nursing homes may do the
bare minimum when it comes to screening, documenting a potentially biased view of
whether a consumer can live in the community and not going out of their way to seek
resources that could aid in the transition.

•

To address this problem, PMHC recommends piloting a nursing facility resident housing
preference screening model that is conducted by an independent, conflict-free entity.

•

This important role can be played by MLTSS plan transition staff at Centers for Independent
Living (CILs), Area Agencies on Aging (AAAs), or other MFP Transition Coordination Entities
(TCEs) if MFP is reinstituted. TCEs, for example, are charged with helping eligible nursing
home residents transition to the community under MFP and help residents find a home,
plan residents’ moves, and ensure residents have the supports they need in the community.
Since TCEs are already familiar with the requirements for a successful transition, they could
provide a second opinion to serve as a check on the nursing home assessment.

•

Similarly, hospitals can fulfill the function described here. When nursing home residents go
to the hospital for planned or emergency care, hospital discharge planners can assess them
to determine if they are suitable candidates for a transition to the community, rather than
back to the institutional nursing home setting. As with the TCEs, this assessment can serve
as an important check on the nursing home’s assessment.

HomeFirst Placement:
In addition to improving the current screening process, the HomeFirst model also includes other
mechanisms to ensure that HCBS-suitable individuals are not institutionalized:
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•

PMHC recommends that CMS consider incentives to states for creating eligibility rules that
favor HCBS. This may include a more standardized approach to establishing income limits
that recognize costs associated with remaining in the community. For example, food,
utilities, tax, rent or mortgage, and repair costs are not borne by individuals who reside in a
nursing home and can vary widely from state to state.

•

PMHC also recommends incentivizing states to provide for HCBS presumptive eligibility.
State-funded programs like that of Washington State have yielded savings that far outweigh
the cost associated with unfunded care due to incorrect presumption of eligibility. One
possible mechanism was proposed by the Making Medicaid Work for the 21st Century
workgroupiii, which recommended in 2005 that Congress allow for a federal match for a
limited time of presumed eligibility (60 or 90 days) in order to incentivize states to
implement such solutions. Although the Deficit Reduction Act of 2005 and the Affordable
Care Act of 2010 gave states the flexibility to provide up to 60 days of presumptive eligibility
for HCBS, many states have not taken advantage of this option. Until that gap is closed,
delays in establishing an individual’s financial eligibility for Medicaid HCBS will continue to
result in the avoidable expense of nursing home admissions.

•

Finally, we recommend consideration be given to establishing a mechanism for ensuring
nursing home compliance with the screening process. For example, any nursing home
whose assessments on resident suitability for HCBS routinely fail to match the independent
evaluator assessments should be penalized. One option may be to reduce the Medicare
and/or Medicaid payments to that nursing home by a specified percentage or amount over
the subsequent calendar year, in a manner similar to the Medicare Hospital Readmissions
Reduction Program. This would incentivize nursing homes to conduct complete and
unbiased assessments while generating savings to the program, either through increased
use of lower-cost HCBS or by the amount of the cumulative fines. Just as important, it
would strengthen the integrity of the Medicaid program both by ensuring that these
assessments are conducted in an objective and accurate manner and by confirming that
costly nursing home care is delivered solely to those who are not suitable for noninstitutional placement.

HomeFirst Savings and Supports:
Finally, we believe HomeFirst would be an appropriate undertaking for the Innovation Center
because of the savings it would generate and the additional supports it would make available:
•

As documented in numerous analyses, HCBS delivers net savings when utilized in lieu of
institutional care. For example, AARP examined 38 HCBS studies from states across the U.S.
and concluded that increased use of HCBS correlated with improved cost containment and
reduced spending growth.iv The Medicare program has also experienced declining nursing
home costs, which analysts estimate has produced billions in savings due to substitution
with HCBS.v Home-based care is also associated with lower patient hospitalization ratesvi,
yet another driver of lower costs.vii
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•

Importantly, CMS itself has determined that home-based care generates net savings; the
recently-released Home Health Prospective Payment System (HHPPS) final rule documents
$378 million in savings due to “a reduction in unnecessary hospitalizations and SNF usage”
within the Home Health Value Based Purchasing Model.viii The Lewin Group recently
reported similar findings in an analysis for CMS of the Bundled Payments for Care
Improvement (BPCI) Initiative.ix Among Lewin’s findings is that hospital discharges to
nursing homes and other institutional facilities fell by a remarkable 61%, due to the BPCI
Initiative’s focus on delivering quality care in the most cost-effective settings available
(often in the community). We believe these savings are merely an indication of the cost
reduction that is possible and will be achieved if more consumers are enabled to transition
out of costly institutions and into home-based care.

•

In addition to improving the fiscal sustainability of government healthcare programs, in the
proposed HomeFirst model, savings would also be utilized to finance supports that facilitate
community placement. Many institutional residents cannot transition to the community
because they have no accessible, integrated housing available to them. To address this
issue, we recommend directing a portion of the savings into mechanisms, such as housing
tax credits and targeted vouchers, to enable more individuals to be able to obtain
affordable, accessible, integrated housing and return to and receive needed services at
home. This move will ensure that institutional residents can not only go to the community
but also stay in the community for years to come.

Looking Ahead:
Our HomeFirst strategy and the models that support it are consistent with each of the six guiding
principles of this RFI:
•

Choice and Competition in the Market. HomeFirst programs can (and should) be designed
in such a way as to empower and incentivize the beneficiary to consider the most efficient
use of the Medicaid dollar.

•

Provider Choice and Incentives. HomeFirst programs are designed to remove unnecessary
and archaic regulations that may limit choices.

•

Patient or Person-Centered Care. HomeFirst is founded on the principle that most people,
given the choice, would prefer to be cared for at home.

•

Benefit and Design Transparency. Our HomeFirst recommendations are designed drive
efficiencies in the delivery of long term supports and services which will not only benefit
Medicaid cost and quality but also Medicare, as HCBS programs demonstrated home care’s
favorable impact on acute care spend.

•

Transparent Model Design and Evaluation. As a member organization that represents
payers and providers alike, PMHC is keenly aware of the importance of collaboration and
partnership. This response represents a shared interest across a broad spectrum of
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stakeholders in improving the delivery of long term supports and services in the community
setting.
•

Small Scale Testing. We believe that HomeFirst recommendations could lend themselves to
smaller scale testing that could be scaled once evaluated.

PMHC welcomes the opportunity to engage with the CMMI to discuss these concepts further.
We also encourage the Agency to explore related improvements in data reporting and analysis. We
applaud the Agency for prioritizing Medicaid data reforms and believe one of the critically needed
steps is to expand the compilation and dissemination of annual analyses comparing outcomes, cost,
and satisfaction data relating to institutional and HCBS placement. We are confident this exercise
will further illuminate the clinical and fiscal advantages of community placement for consumers.
In closing, thank you again for this opportunity to share our ideas and perspectives. We are
confident that strengthening Medicaid consumers’ access to high-quality, low-cost, consumerpreferred home and community-based services will improve outcomes, increase satisfaction, and
significantly reduce program costs. We therefore hope this submission will be of value to you as
the Innovation Center’s New Direction is charted and stand by to serve as a resource in any way
needed.
Sincerely,

David J. Totaro, Chair

cc: Members, Partnership for Medicaid Home-Based Care
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November 17, 2017
Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-5524-P
P.O. Box 8013
Baltimore, MD 21244-1850
Dear Administrator Verma:
The Partnership to Improve Patient Care (PIPC) appreciates that the Centers for Medicare and
Medicaid Services (CMS) issued a Request for Information (RFI) seeking insights on a new
direction to promote patient-centered care. We are excited that stakeholders have an opportunity
to provide feedback on how CMS might test market-driven reforms that empower beneficiaries
as consumers, provide price transparency, increase choices and competition to drive quality,
reduce costs, and improve outcomes.
PIPC deeply appreciates the strong and prominent commitment you have made – both within the
RFI and in media statements – to putting patients first at CMMI. We now urge you to match this
commitment with concrete reforms in four key areas:
•
•
•
•

Defining a clear, consistent process for engaging patients and other stakeholders in
development and implementation of CMMI evaluations;
Defining and adopting detailed criteria for patient-centeredness in CMMI evaluations
Building on and strengthening the patient safeguards articulated in the RFI
Pursuing demonstrations that embody these reforms and put patients at the center of the
health care.

Since its founding, PIPC has been at the forefront of patient-centeredness in comparative
effectiveness research (CER) – both its generation at the Patient-Centered Outcomes Research
Institute (PCORI) and its translation into patient care. Having driven the concept of patientcenteredness in the conduct of research, PIPC looks forward to bringing the voices of patients,
people with disabilities, and their families to the discussion of how to advance patient-centered
principles throughout an evolving health care system. Over the years, PIPC has heard many
policy-makers commit to patient-centeredness; we have seen far fewer act on it. Getting beyond
token engagement of patients and people with disabilities will require a strong commitment from
this administration, and will result in policies that truly put patients first.
Many of the recommendations we make below build on a position paper we released last year on
CMMI and Alternative Payment Models, which we have attached for your reference.
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I.

Establish an open, transparent process for engaging patients and other
stakeholders in the identification, development and implementation of new
CMMI demonstrations.

First and foremost, we would like to reiterate from prior comments to the agency that we view
this as an opportunity for CMMI to forge a new path forward on engaging stakeholders,
particularly patients. Without patients and people with disabilities at the table, it will be
impossible to determine whether alternative payment models (APMs) drive patient-centered
care, meaning that they are built to achieve outcomes that matter to patients.
We urge you to review PIPC’s recent report entitled, “A Roadmap to Increased Patient
Engagement at CMMI” as reference for best practices for engagement. We reviewed the six
engagement strategies: (1) engaging with stakeholders early in the process; (2) holding public
meetings; (3) developing standards or guidelines for public engagement; (4) creating advisory
panels or workgroups; (5) making information readily available to public; and (6) formal
comment opportunities.1
We found that despite the progress that the Innovation Center has made in incorporating the
design elements for effective stakeholder engagement into some of it programs, a number of
Innovation Center programs feature limited stakeholder involvement and transparency. We
concluded that patient engagement must occur early in the model design process to positively
shape the direction of the Innovation Center’s proposals. Additionally, new models should be
tested and validated as meeting criteria for patient-centeredness before being considered for
widespread implementation. With patient engagement, new models could be introduced with
support and buy-in from the impacted patient communities that will be integral to their success.
Therefore, we recommend CMMI establish and consistently apply a clear process for seeking
input from patients, caregivers and other stakeholders early in the course of developing and
testing new APMs. This process should include:
•

•

•
•

Informal engagement of patients and patient organizations in the early development of
APMs, allowing for the generation and incorporation of patient perspectives into early
model designs. Patient organizations have the capacity to survey patients in their
networks to learn about their experiences, preferences and characteristics.
A mechanism for patients and advocates to proactively propose new model designs and
model elements to CMMI, particularly in a process designed to achieve consensus with
provider groups engaged in designing APMs;
Improved advanced communication about CMMI’s work plan for new model tests, as
modeled by the current RFI;
Formal opportunities for early input into potential model tests (e.g., through specific RFIs
and/or a design concept paper); and

1

See http://www.pipcpatients.org/uploads/1/2/9/0/12902828/pipc_cmmi_white_paper__a_roadmap_to_increased_patient_engagement_at_cmmi.pdf
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•

A mechanism for regular informal engagement with patients – as well as other
stakeholders – throughout the implementation process.

In addition to informal engagements, CMMI should consider formally convening patients and
people with disabilities to promote accountability for CMMI to make good on its commitment to
putting patients first. We believe the needs and perspectives of patients and people with
disabilities are equally important to those of physicians, who already benefit from a standing
CMMI advisory committee. A patient advisory panel or work group could, for example, provide
a leadership role in developing the criteria for patient-centeredness that is mandated by statute,
and evaluate the success of early demonstrations in meeting these standards.
II.

Codify criteria for patient-centeredness in CMMI demonstrations

Criteria for Patient-Centeredness
As you know, Section 1115A of the Affordable Care Act calls for evaluation of alternative
payment models (APMs) against “patient-centeredness criteria” – yet no such criteria have been
formally developed or publicly released for comment. Therefore, while patients and people with
disabilities have their own definition for the term “patient-centered,” it has no official definition
for policymakers. We would strongly urge CMMI to develop criteria for patient-centeredness, so
that there are clear standards against which demonstrations can be held to ensure that the needs
of patients are being put first.
Establishment of patient-centeredness criteria will provide a structured patient-focused
framework to guide the agency’s work and put patients first, thereby committing to clear
standards and safeguards for future models that will help protect access to care for patients. By
applying these standards, the Innovation Center would be building an infrastructure for patient
engagement that goes beyond a notice and comment period and that provides a model for all
payers seeking to achieve care that patients value. Criteria could include:
•
•

•

•
•

III.

Identify and test patient-centered quality and performance measures for use in CMMI
payment models;
Protect patients and people with disabilities by prohibiting application of costeffectiveness and quality-adjusted-life-years (QALYs) as the basis for coverage and care
decisions in APMs supported by CMMI;
Create robust mechanisms to protect quality and access for patients that are subject to
CMMI’s demonstrations, such as ensuring that initial demonstrations are limited in size
and scope as suggested in your guiding principles;
Ensure patients are fully informed when they are subject to a CMMI test, and are made
aware of mechanisms to opt out or seek assistance; and
Require use of decision-support tools (e.g., shared decision-making) that meet criteria for
patient-centeredness.
Build on and strengthen core principles in support of patient-centeredness
100 M Street, SE | Suite 750 | Washington, DC 20003 | PIPCpatients.org
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In general, we support the principles you have outlined. Below, we provide some guidance on
how your proposed principles can be translated into actionable criteria, and recommend that each
principle place greater emphasis on the role of the informed, engaged patient in achieving valuebased health care.
Market-based Reforms
Market-based health care insurance reforms require an effective public-private partnership. The
private sector can deliver on innovation. However, private market-based payers need
administratively-defined rules of the road and criteria for accountability to ensure they deliver
care that patients value. We urge CMMI to use its authority to ensure that its contracted entities
in the private sector deliver innovation that improves health care outcomes that matter to
patients.
We support competition based on quality, outcomes, and costs. To this end, CMMI must address
the immediate challenge that that patients and consumers don’t have access to data and tools that
would allow them to compare quality, outcomes and costs. To begin addressing this challenge,
patients should be educated about the factors driving their care. Most patients have little
information about their treatment options outside of what is covered by insurance despite that,
upon diagnosis, a patient is confined to the health insurance plan that they have until the next
enrollment period. The patient’s plan was likely not chosen in anticipation of having a serious
medical condition. Care planning that captures patient preferences over time and effective shared
decision-making would obviously increase the level of patient education about their treatment
options and impacts.
Therefore, if CMMI is to be true to principles of patient-centered care, they must require patients
and providers be informed of their participation in an APM, be informed of the financial
incentives driving their care, and the evidence base that supports those financial incentives. We
also have to consider society’s moral obligation to value the individual lives of patients and
people with disabilities, and therefore not to allow payers to dictate the terms of the “volume to
value” debate solely based on a treatment’s cost effectiveness. Only then can patients and
consumers effectively be self-advocates to question how a payment model may or may not be
driving them to care that they value.
Provider Choice and Incentives
We strongly support the language in this section of the RFI that asserts the principle of giving
“beneficiaries and health care providers the tools and information they need to make decisions
that work best for them.”
We were deeply troubled by CMMI proposals issued in 2016 that would have replaced
individual patient and physician choice about which treatment is most valuable to them with onesize-fits-all decisions by payers and government bureaucrats. We appreciate you have not moved
100 M Street, SE | Suite 750 | Washington, DC 20003 | PIPCpatients.org
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forward with these proposals, which would have seriously undermined patient-centeredness and
patient access to treatment options. Now it is vital to move forward with alternatives that support
patients, physicians and caregivers in the decision-making process, and to provide incentives in
care delivery and payment that enable those alternatives. We recommend that CMMI rename
this principle as “Patient and Provider Choice and Incentives” and build models that support and
test this critically important principle.
Patients and providers can and should be engaged collaboratively in the development,
implementation and evaluation of APMs. We hope that CMMI’s new direction fosters this kind
of collaboration so that new models represent consensus-driven reforms, including the patient
voice. Additionally, it is important to note that organizations representing patients and clinicians
often have robust clinical registries and networks that can be tapped for data on the real-world
impact of treatments and to identify the outcomes that matter most to patients. That kind of data
is invaluable to inform and prioritize your work.
We believe it is imperative that demonstrations foster a strong relationship between providers
and their patients that is aimed at achieving care that patients value. We wholeheartedly agree
that this starts by giving beneficiaries and healthcare providers the tools and information they
need to make decisions that work best for them. Cost and quality are vital components of a
process of shared decision-making, whereby the patient and provider can access information
about treatment options, the tradeoffs for achieving certain outcomes and the out-of-pocket costs
associated with each.
Patient-Centered Care
We agree that it is a priority to empower beneficiaries, their families, and caregivers to take
ownership of their health and ensure that they have the flexibility and information to make
choices as they seek care across the care continuum. A key consideration is how to avoid
standardized, one-size-fits-all models that undermine the patient voice in care decisions. I would
point you to an opinion published recently in the Washington Post about a son’s personal
experience with a bundled payment model governing his mother’s hip replacement.2 It
represented the stories I often hear from patients and their families, except that more often than
not, they are not even aware of being in a bundled payment model and therefore unable to
effectively be self-advocates.
We recognize that efforts to advance value-based health care are rooted in attempts to lower
health costs, without undermining health care quality. Yet, there is growing concern from health
care stakeholders that standardized care decisions create barriers to certain treatments for
individuals that don’t meet “average” thresholds, leading to increased costs when treatments fail
the patient. When patients cannot access treatments that work for them, our health care system

2

https://www.washingtonpost.com/national/health-science/when-his-elderly-mother-broke-her-hip-things-didnt-gowell/2017/09/15/e5339060-7317-11e7-9eac-d56bd5568db8_story.html?utm_term=.eb27eb19dc5e
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bears the cost of reduced treatment adherence, increased hospitalization and other acute care
episodes, as well as the societal costs of increased disability over time.
The fundamental question that CMMI should be asking is whether any proposed demonstration
aligns payment with personalized medicine. Today, there is little incentive to meaningfully
incorporate shared decision-making tools into health care when such tools may drive patients to a
personalized care decision that deviates from a predetermined standard of care for the average
patient. Yet, no patient is average, and CMMI has stated a commitment to put patients first.
In this age of personalized medicine, we can reduce costs by better targeting treatments shown to
work on patients with similar characteristics, needs and preferences, thereby avoiding the waste
of valuable resources on care that patients do not value and that ultimately raise premiums.
Providing patients with a pre-existing condition a therapy tailored to their individual needs early
in their disease process can prevent them from requiring more aggressive and expensive
treatments in the future. Additionally, there are opportunity costs associated with not providing
patient-centered care. Overall, providing truly patient-centered care is cost effective at the
population level.
Transparent Model Design and Evaluation
We strongly agree with CMMI’s focus on partnerships and collaborations with public
stakeholders as the foundation for developing, testing and evaluating APMs. Let patients and
providers partner with you to identify what models can and should be designed to achieve care
that patients value. Below, we will identify steps for CMMI to consider embedding engagement
in its model design and evaluation process.
Small Scale Testing
Today, there are too few patient-reported outcome measures being incorporated into quality
measurement for health systems and providers. Even process measures typically do not identify
whether patients were asked about their treatment goals and preferred outcomes, or whether they
were educated on all their treatment options and how they may impact outcomes that matter to
patients. Therefore, we look forward to CMMI testing smaller scale models that may be scaled
up if they meet criteria for patient-centeredness and the other requirements of the law. Small
scale testing could be extremely valuable to create an evidence base of effectiveness for patientreported outcome measures, shared decision-making tools and other decision aids, long-term
services and supports, etc. Ultimately, more health systems will incorporate their use if the
evidence shows them to be effective for improving health outcomes, thereby lowering system
costs.
IV.

Implement demonstrations that embody these principles and recommendations

Aligning with its principles stated above, CMMI could ease the transition from a one-size-fits-all
coverage mentality at the payer level to a patients-first perspective aligned with personalized and
100 M Street, SE | Suite 750 | Washington, DC 20003 | PIPCpatients.org

6

precision medicine by testing decision aids that are based on the best available evidence, and
working with PCORI to ensure that indeed those decision aids are evidence-based and clearly
articulate the limitations of the evidence. To foster effective use of evidence-based decision
support, benefit designs should be accountable for not seeking to limit access to certain care
options, but should instead drive care that is identified as most valuable to the individual patient.
We urge you to collaborate with the Patient-Centered Outcomes Research Institute (PCORI),
which is currently comparing the effectiveness of tools for dissemination of research findings,
and working to identify how to best implement shared decision-making tools. We also urge you
to look to PCORI and to the National Quality Forum to assist the agency in setting standards for
evidence-based decision-support and require their use in demonstrations (shared decisionmaking, patient education, clinical pathways, etc.) PCORI has the capacity and authority to
conduct evidence synthesis reviews that could then be translated into decision-support tools,
clearly articulating both the strengths and limitations of the evidence, and providing assurance
that the tool is capturing the best available evidence.
Additionally, PCORI’s contracted researchers are required to engage patients to identify and
measure their desired outcomes in comparative clinical effectiveness research, providing a
wealth of information about outcomes that matter to patients that could be made available to the
public and adopted in quality measurement and APM design and evaluation. The tremendous
federal investment in PCORI has great potential for informing health system transformation as
long as the evidence being generated is embraced by payers and used to ensure accountability for
achieving outcomes that matter to patients.
Conclusion
In closing, we believe that CMMI has a unique opportunity to change the culture of health care
to truly put patients first. Doing so requires significant engagement with patients. We have
learned from PCORI’s experience that changing the culture of research to be patient-centered
required them to mandate engagement, and to enforce it as part of their contracts with
researchers. Driving a culture of patient-centeredness in how we pay for health care will require
CMMI to similarly mandate and enforce engagement of patients in developing, implementing
and evaluating APMs.
Changing culture is not easy. But there are plenty of supportive health care stakeholders,
especially providers and patients. Provider burn-out is a topic that comes up routinely, and we
can do something about it by supporting providers to engage with their patients in a more
meaningful way. If you take the tough steps to change the culture of how we pay for care, i.e.
push back on the “fail first” mentality and support concepts like shared decision-making, we will
both achieve better outcomes for patients and make the practice of medicine more fulfilling and
appealing. Ultimately, patients, providers and payers will all win when patients get the right care
at the right time, thereby achieving outcomes that matter to patients and avoiding costly adverse
events.
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Thank you for soliciting our feedback. We look forward to helping CMMI pave the way for this
new direction.
Sincerely,

Tony Coelho
Chairman, Partnership to Improve Patient Care
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November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue SW, Room 445-G
Washington, DC 20201
Submitted via E-Mail: CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services – Innovation Center New Direction
Dear Administrator Verma:
The Patient-Centered Primary Care Collaborative (PCPCC) appreciates this opportunity to
provide input on a new direction to promote high-value, patient-centered care through the
Innovation Center. We strongly support the Administration’s stated goals of promoting
patient-centered care, empowering beneficiaries, and aligning payment to support improved
quality, reductions in total costs, and improved outcomes. We are encouraged by the ideas
outlined by CMS and urge the agency to use this opportunity to allay stakeholder concerns
about the possibility of slowing government leadership in the transition to value/outcomebased payment.
PCPCC strongly encourages continued CMS leadership in efforts to drive the shift to value,
while empowering beneficiaries through the support of reliable access to primary care. By
setting forth and maintaining a vision for high-value care, CMS can continue to incent
change and expand participation in both the public and private sector. We support CMS
efforts to leverage payment models from other public and private programs and assign
credit to clinicians and other providers participating in value-based models wherever due.
Finally, we encourage CMS to actively work toward an environment in which the
administrative burden on clinicians and other providers participating in value-based
payment is both manageable and consistent across all public and commercial payment
programs.
PCPCC Background and Vision for Primary Care
Founded in 2006, the Patient-Centered Primary Care Collaborative is a not-for-profit multistakeholder membership organization dedicated to advancing an effective and efficient
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health system built on a strong foundation of primary care and the patient-centered medical
home. Representing a broad group of public and private organizations – including payers,
healthcare clinicians and other providers, leading corporations and patient and consumer
advocacy groups – the PCPCC’s mission is to unify and engage diverse stakeholders in
promoting policies and sharing best practices that support growth of high-performing
primary care to achieve the “Quadruple Aim”: better care, better health, lower costs, and
greater joy for clinicians and staff in delivery of care.
In 2017, PCPCC published the Shared Principles of Primary Care (attached) – identifying
an ideal vision of primary care that builds upon advanced primary care concepts such as
the Patient Centered Medical Home (PCMH). These Shared Principles were developed by
stakeholders representing all aspects of healthcare and currently more than 260
organizations have signed on to support them. They are designed to move the United
States toward a vibrant future of person-centered, team-based, community aligned primary
care that will drive better health, better care, and lower costs. They also put an emphasis on
all stakeholders stewarding precious healthcare resources.
New Opportunity for Patient-Centered Innovation
PCPCC is pleased to see this opportunity for the Innovation Center to grow and evolve to
continue to meet the needs of patients and clinicians. We are particularly pleased to see an
increased emphasis on giving beneficiaries and providers the tools and information they
need to make decisions that work best for them as outlined in PCPCC’s Shared Principles
of Primary Care. We believe that empowered beneficiaries, their families, and caregivers
are best able to take ownership of their health with the support of reliable primary care
physicians and other clinicians. These clinicians should be accessible when needed, have a
continuous personal relationship with the patient, and have a team-based approach that
coordinates with other healthcare organizations. We believe that benefit and payment
designs promoting high-value care can and will support this vision of patient-centered
primary care.
PCPCC encourages CMS to continue its focus on the long-range vision of what our
healthcare system should be and what individual steps are needed to achieve that vision.
We should focus on long-term efforts to ensure every American has access to primary care
physicians and other clinicians in their community, that healthcare providers engage in
coordinated team-based care and preventative and population-based health, that patients
are engaged and active participants in their health and well-being and that payment
emphasize value – not volume in healthcare delivery. This ongoing vision is critical to
ensure continuity and stability in the approaches taken by the Innovation Center, as we
believe this continued leadership toward a defined goal is essential to health system
transformation.
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Drive Beneficiary Engagement
Actively engaging and empowering patients in their health and the prioritization of their
health should be an important part of any patient-centered care model. This engagement is
particularly important to transformation initiatives’ sustainability and impact. As described in
the shared principles, an emphasis on patient and family engagement must be an important
focus – with improved communication and guidance from the care team, patients are better
able to utilize high-value services and avoid low-value interventions.
As you proceed, we encourage mechanisms to ensure beneficiaries and their advocates
are involved in the development, implementation, and evaluation of these models. This
input could be collected through a consumer and patient advisory councils, beneficiary
involvement in Technical Expert Panels (TEPs), public feedback on proposed model
designs, public engagement, publicly shared data for each model, enhanced support via 1800-MEDICARE and State Health Insurance Assistance Programs (SHIPs), readability
testing of patient-facing content for each model; and through an APM Ombudsman.
We also encourage the expanded use of Patient Reported Outcome Measures (PROMs),
as the ultimate success of alternative payment models should consider the patient
experience alongside cost and quality. These measures must emphasize overall health and
wellness as episode-specific measures could lead to overutilization. They must also have
sufficient sample sizes and offer a longitudinal look at the patient care experience as new
models are tested by the innovation center and later implemented by CMS.
One interesting potential opportunity for patient engagement could be providing patients
with the opportunity to share in savings from these more efficient, high-quality care models.
This could be an important lever to both drive patient engagement, and also drive patients
to seek out high-value clinicians and services.
Expanded Participation in Advanced Alternative Payment Models (AAPMs)
PCPCC believes that there is an opportunity for the Innovation Center to play an even more
important role in driving progress toward value-based payment throughout the healthcare
system. As outlined by CMS, the Innovation Center should work to expand physician and
other clinician and provider participation in alternative payment models and test new
approaches for adoption in both the public and private sector. As part of this effort, CMS
should work to ensure that all clinicians in the patient care team have equal opportunity to
participate in future demonstrations and advanced payment models.
CMS can create these opportunities by ensuring that experimentation with value-based
payment is a compelling option for those confident in their ability to provide high-value,
patient-centered care. To encourage providers to take on real performance-based risk,
financial incentives must be meaningful and closely tied to patient outcomes.
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Additionally, CMS should continue efforts to encourage those not yet moving toward
performance-based risk (through either alternative payment models or Merit-Based
Incentive System (MIPS) incentives) by developing targeted efforts that emphasize
relatively low-risk, low complexity opportunities as pathways to value-based care. These
broad-based, low barrier-to-entry opportunities are critical to ensure that the entire
healthcare system takes steps to shift toward value. It will benefit neither patients nor the
broader healthcare system if we allow some to avoid a value-based environment and find
ourselves with two discrete healthcare delivery models in future years.
It is also important that CMS be strategic in the implementation of its shift to greater
emphasis on voluntary participation in alternative payment models. While some valid
concerns were raised with past mandatory models, voluntary participation could distort
outcomes and undermine efforts to evaluate the efficacy of models. Self-selection by
participants may reduce variation in measure performance across participants and
undermine the ability of CMS to extrapolate the effect of the model if expanded. Careful
selection of measures and participants will be necessary to address variation and produce a
meaningful effect that can ultimately continue to move us on the value path.
Finally, CMS must take care that efforts to drive value-based payment in specific physician
specialties do not undermine broader, more comprehensive health system movement
toward value-based payment. It is conceivable that a payment model based on specific
episodes of care or a similarly narrow event could prove too compelling (either in payment
or administrative simplicity) and lead to a balkanization of what should be a patientcentered, whole person approach to health with a strong primary care foundation. PCPCC
and its members believe that care must be coordinated, integrated, and comprehensive –
any episode-based model must emphasize in its performance criteria the need for this
episode to be fully aligned with the patient’s broader care team and across any settings of
care.
New Opportunities to Expand Participation in Advanced Alternative Payment Models
As previously noted, PCPCC believes that it is essential for the Innovation Center to focus
on broadening opportunities for AAPM participation through dynamic, attractive
opportunities for physicians and other clinicians and providers to take on financial risk and
demonstrate results. CMS has highlighted several very promising and innovative options
that PCPCC believes have the potential to elevate coordinated, patient-centered, high-value
care. These opportunities include: leveraging Medicare Advantage strengths, expanding
value based insurance designs (VBID), developing population health models that address
the social determinants of health, and developing models seeking to better integrate
behavioral health. The incorporation of successful models from Medicare Advantage (MA),
Medicaid, and commercial payers can expand participation opportunities for value-based
payment - increasing access for consumers, increasing participation by clinicians and other
providers, and allowing for more innovative value-based approaches by private payers. We
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encourage you to explore and facilitate outside models, including those in which traditional
Medicare is not a participant. PCPCC is encouraged by the recent announcement that
CMS will develop a demonstration project to test how risk-based Medicare Advantage
contracts might be included in the AAPM pathway.
PCPCC believes that the expansion of value-based insurance design (VBID) models, as
well as other managed care programs, have the potential to help drive care toward highvalue practices like patient-centered primary care. VBID is built on the principle of lowering
or removing financial barriers to essential, high-value clinical services and offers a path
forward to allow expanded access to affordable, comprehensive care. It is widely known
that access to skilled primary care is one of the highest-value pathways to improve patient
outcomes. PCPCC believes that any value-based insurance design model must recognize
and incorporate the critical role of primary and chronic care services in implementing a
value-based approach. Patient support from trusted primary care physicians and other
clinicians is needed to ensure the success of these models by explaining incentives to
patients and caregivers and by helping to steer patients toward the right high-value options
for them. The expertise and perspective of primary care is also needed to help identify
special situations in which the common high-value treatment is not the right treatment for a
specific patient. With these considerations, VBID concepts should be expanded for further
trial in MA as well as other managed care programs, both public and private.
PCPCC and many other healthcare organizations believe that the future of the healthcare
system will be a population-health based approach that supports high-value interventions to
address key social determinants of health. CMS should use the authority of the Innovation
Center to test additional models that allow health organizations to experiment with new
population health-based approaches. CMS should also expand efforts to test high-value
interventions designed to address the social determinants of health that drive up health care
costs and complexity. These interventions should include the patient’s care team,
counseling programs, community organizations and input from the patient’s family, when
appropriate. Without development and experimentation in this area, we will not be able to
address challenges related to home/shelter, food choices or lack of food, education, work
environment, and other factors that significantly affect health outcomes. Without effective
approaches to risk adjustment that compensate for these challenges, clinicians and other
providers cannot succeed in an outcome-based payment environment. These approaches
may also need to recognize special challenges for rural and underserved areas that need
additional support as well as special emphasis on tools such as telehealth needed to
improve patient outcomes.
PCPCC strongly supports CMMI leadership in exploring potential models focused on
behavioral health and the incorporation of behavioral health into existing models. We
believe that behavioral health is underaddressed in the health system – even while mental
health challenges, dementia, and substance use disorders drive a high percentage of health
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challenges in our nation. As you are aware, access to substance use disorder data remains
an obstacle to any successful behavioral health model. PCPCC encourages the Innovation
Center to consider models oriented around behavioral health integration with primary care.
Too frequently the physical ailments of patients are treated without an evaluation of
potential behavioral health challenges that could be related or causal. One particularly
strong model in this area is the PCMH PRIME in Massachusetts which seeks to provide
benefits to practices and their patients by supporting the use of evidence-based guidelines,
helping increase patient access to behavioral health care services, recognizing practices
that deliver comprehensive care by addressing both physical and behavioral health in the
practice setting, providing opportunities for practices to receive technical assistance, and
helping practices identify behavioral health issues before they become acute.
Build Upon Promising Models with Potential for Success
When considering new and innovative approaches to promote patient-centered care and
test market-driven reforms, PCPCC strongly encourages CMS to build upon and
incorporate lessons learned from current models.
PCPCC emphasizes the continued importance of primary care-driven models as primary
care continues to be a key opportunity for high-value, patient centered care. In November,
the Medicare Payment Advisory Commission (MedPAC) staff again reported on the widely
acknowledged shortage of primary care providers and the challenge of providing these
services – which are often labor intensive and require additional time to meet the needs of
the patient. PCPCC believes that value-based payment models emphasizing leadership by
the primary care team continue to be a significant opportunity to drive patient-centered,
high-value care. In keeping with CMS interest in exploring new opportunities, we would
emphasize that this model is compatible with a variety of alternative payment situations –
the critical element is keeping the primary care service provider as the coordinating and
integrating hub of a value-focused model.
Two models that PCPCC believes must remain key initiatives of the Innovation Center’s
future are the Comprehensive Primary Care + initiative and the Transforming Clinical
Practice Initiative (TCPI). CPC+ offers the potential of greatly strengthening the ability of
internists, family physicians, pediatricians, nurse practitioners, and other primary care
clinicians, in thousands of practices nationwide, to deliver high value, high performing,
effective, and accessible primary care to millions of their patients. While it is too early to
expect results, we believe that the success of this program will depend on Medicare and
other payers providing physicians and their practices with the sustained financial support
needed to transform their practices and achieve the quadruple aim. We also believe that
the TCPI is a critical tool to help clinicians transition to a more efficient, value-based
healthcare system. As you know, the decisions of millions of individual providers have the
potential to drive huge changes throughout the system. PCPCC has partnered with CMS in
the TCPI effort to support primary care and specialist care practice transformation efforts
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working with 120,000 clinicians across the country. In this effort, PCPCC has partnered
with the Choosing Wisely initiative to engage both patients and physicians at the point of
care when they are making decisions and can avoid wasteful or unnecessary medical tests,
treatments, and procedures. Choosing Wisely is an effort led by the American Board of
Internal Medicine Foundation in partnership with Consumer Reports.
Improve Programs and Processes
PCPCC appreciates CMS efforts to increase program effectiveness, reduce burdens on
patients, and reduce additional workload created for clinicians and other providers. As
noted, the right balance between financial incentives and additional burden is critical when
attempting to encourage greater participation in models that will ultimately benefit patients.
To support efforts that will drive increased engagement in value-based payment models, a
comprehensive look needs to be taken at reported measures for programs under traditional
Medicare, MA, Medicaid, and the commercial market. As you know, MA plans have Star
Rating incentive structures and risk agreements in place that drive substantial portions of
their revenues, many Medicaid programs have also invested heavily in bundled or global
payment initiatives, and a variety of approaches exist in the commercial market. CMS and
other appropriate agencies should work closely with clinicians and other providers to create
greater alignment of outcome measures across programs and the healthcare system and
reduce the complexity of engaging in alternative payment arrangements. The ultimate goal
of this effort should be to make participation in an alternative payment model under various
public and private payers a similar experience for any given clinician. Through closer
alignment and prioritization of measures (validated by a consensus body such as the
National Quality Form) it would be much easier for providers to participate in value-based
arrangements with multiple payers and significantly reduce administrative complexity. An
additional benefit of more closely aligned measures would be in the ability to consistently
track and collect quality improvement data longitudinally and across programs. We
sincerely appreciate work that CMS has undertaken to streamline measures thus far, but
emphasize that there is much more to be done. PCPCC strongly supports ongoing work by
the Core Quality Measures Collaborative to approve and implement core measure sets that
are aligned and harmonized across all payers.
The Innovation Center can work to develop a standard set of compliance and benefit
waivers to reduce administrative complexity for AAPMs. A standardized approach to
common challenges such as the use of telemedicine, possible complications to
collaboration under the physician self-referral (Stark) law, and other concerns could
significantly reduce the cost burden of participating in an alternative payment arrangement –
and would be particularly necessary if CMS were to allow commercial market APMs to be
considered under MIPS/AAPM criteria.
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Finally, PCPCC encourages CMS to continue work with key stakeholders to identify
opportunities to measure outcomes without special tracking effort on the part of the
clinician. Any opportunity to collect measurement data and evaluate outcomes without
creating significant additional burden on the clinician or other provider will both improve
workflow and make the innovation center research intervention more valid by reducing
additional factors that may influence clinician behavior.
Thank you for requesting input on a new direction for the Innovation Center. PCPCC and
its multisector members look forward to working with you to support new and continued
models that will drive higher-value care and improved patient outcomes. Please feel free to
contact Christopher Adamec, Director of Policy with any questions.
Sincerely,

Ann Greiner
President & CEO
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Shared Principles of Primary Care
Primary care is widely acknowledged to be essential for better health and wellbeing in the US
health care system and should be foundational to all health care systems worldwide (WHO,
2008) (IOM, 1994) (Starfield, 1992). Access to high-quality primary care can help people live
longer, feel better, and avoid disability (Commonwealth Fund, 2013).
Primary care has experienced significant changes in the way it is organized, financed and
delivered in response to greater demand for high-quality services, rising health care costs, and
increasing burden of disease across populations (Bitton et al 2016). Concepts such as the
Patient Centered Medical Home emerged to describe a more advanced model of primary care.
Based on lessons learned over the past decade and the continued rapid pace of change, the
time is right to revisit the future of primary care.
Realizing the ideal vision of primary care occurs faster when all stakeholders can speak with
one voice. These Shared Principles--developed by stakeholders representing all aspects of
health care-- are designed to move the United States toward a vibrant future of personcentered, team-based, community aligned primary care that will help achieve the goals of better
health, better care, and lower costs. Achieving this future requires a common vision as well as
appropriate payment, investment, training, workforce and other resources to support it.

1. Person & Family Centered
•

•

•
•

Primary care is focused on the whole person - their physical,
emotional, psychological and spiritual wellbeing, as well as
cultural, linguistic and social needs.
Primary care is grounded in mutually beneficial partnerships
among clinicians, staff, individuals and their families, as equal
members of the care team. Care delivery is customized based
on individual and family strengths, preferences, values, goals
and experiences using strategies such as care planning and shared decision making.
Individuals are supported in determining how their family or other care partners may be
involved in decision making and care.
There are opportunities for individuals and their families to shape the design, operation
and evaluation of care delivery.

2. Continuous
•

Dynamic, trusted, respectful and enduring relationships between
individuals, families and their clinical team members are
hallmarks of primary care. There is continuity in relationships
and in knowledge of the individual and their family/care partners
that provides perspective and context throughout all stages of
life including end of life care.
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3. Comprehensive and Equitable
•

•
•

Primary care addresses the whole-person with appropriate
clinical and supportive services that include acute, chronic and
preventive care, behavioral and mental health, oral health,
health promotion and more. Each primary care practice will
decide how to provide these services in their clinics and/or in
collaboration with other clinicians outside the clinic.
Primary care providers seek out the impact of social
determinants of health and societal inequities. Care delivery is tailored accordingly.
Primary care practices partner with health and community-based organizations to
promote population health and health equity, including making inequities visible and
identifying avenues for solution.

4. Team-Based and Collaborative
•

•

Interdisciplinary teams, including individuals and families, work
collaboratively and dynamically toward a common goal. The
services they provide and the coordinated manner in which they
work together are synergistic to better health.
Health care professional members of the team are trained to
work together at the top of their skill set, according to clearly
defined roles and responsibilities. They are also trained in
leadership skills, as well as how to partner with individuals and families, based on their
priorities and needs.

5. Coordinated and Integrated
•
•

•

•

Primary care integrates the activities of those involved in an
individual’s care, across settings and services.
Primary care proactively communicates across the spectrum of
care and collaborators, including individuals and their
families/care partners.
Primary care helps individuals and families/care partners
navigate the guidance and recommendations they receive from
other clinicians and professionals, including supporting and respecting those who want
to facilitate their own care coordination.
Primary care is actively engaged in transitions of care to achieve better health and
seamless care delivery across the life span.
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6. Accessible
•

•

•

Primary care is readily accessible, both in person and virtually
for all individuals regardless of linguistic, literacy,
socioeconomic, cognitive or physical barriers. As the first source
of care, clinicians and staff are available and responsive when,
where and how individuals and families need them.
Primary care facilitates access to the broader health care
system, acting as a gateway to high-value care and community
resources.
Primary care provides individuals with easy, routine access to their health information.

7. High-Value
•

•

•

Primary care achieves excellent, equitable outcomes for
individuals and families, including using health care resources
wisely and considering costs to patients, payers and the system.
Primary care practices employ a systematic approach to
measuring, reporting and improving population health, quality,
safety and health equity, including partnering with individuals,
families and community groups.
Primary care practices deliver exceptionally positive experiences for individuals, families,
staff and clinicians.

The vision outlined in these Shared Principles of Primary Care will result in excellent outcomes
for individuals and families, and more satisfying and sustainable careers for clinicians and staff.
It is a vision that is aspirational yet achievable when stakeholders work together.
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Innovation Center New Direction Response to the Request for Information
1.

Do you have comments on the guiding principles or focus areas?

PCG Public Partnerships agrees with the guiding principles set forth in this Request for Information and
commends The Innovation Center’s efforts toward seeking new approaches. We would recommend that
patient-centered care be modified to include people rather than patients and that the principles of personcentered thinking and practicing be at the heart of the each of the principles listed. We would also
recommend adding efforts to reduce health disparities and adopting health preventive strategies to the list
of principles.
We are in the business of promoting self-direction, a service delivery model focused on providing
individuals with choice, control, and flexibility to meet their needs. We currently are in 23 states and
serve over 100,000 individuals by helping them manage payments to their attendants (known as employer
authority), ensuring compliance with the proper payment of employment taxes and insurance, invoicing
payments for permissible goods and services, managing an individual budget (known as budget
authority), and supporting them throughout the self-directed experience. We strongly believe individuals
can be responsible to manage their long-term services and supports and can do so with economy and
conservatism.
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
Suggestion 1:
We recommend adopting a standardized approach to provide individuals with greater choice and control
though the use of self-direction and the individual budget design. This proposed model fits the following
guiding principles: 1) participant choice; 2) patient-centered care; and 3) transparent model design and
evaluation. While there are over one million individuals currently self-directing, models vary greatly
among states, many with limited quality oversight with no meaningful performance measures applied to
ascertain the value of the program. Our proposal suggests the testing of various design features to ensure
operations are standardized, managed efficiently, and appropriate quality measures are in place to
evaluate the program. While the model below discusses the results of the successful Cash and
Counseling Demonstration and Evaluation Program, most states have stopped short of completely
implementing this tested and successful model. This is evidenced based on a research project Public
Partnerships just completed showing saturation rates range from 3% to 96% of individuals who are
eligible to self-direct do elect this option. The average rate is about 10%, if we exclude California.
The individual budget design was first tested in the Cash & Counseling Program, a demonstration project
for Medicaid participants in fifteen states and first introduced in 1998. This demonstration was the
forerunner of self-directed programs. The random assignment research study is nationally accepted as the
most important social experiment conducted in the past several decades. The Program, sponsored by the
Robert Wood Johnson Foundation and the Federal Department of Health and Human Services, has had a
significant impact on expanding home and community services and supports to persons with chronic
illnesses. The evaluation, conducted by Mathematica Policy Research, rigorously evaluated health
outcomes, service use, caregiver reaction, quality of life, access to services and service costs by
1|Page

comparing the control group and the treatment group. Cash and Counseling is now seen in the industry as
the most individualized and flexible self-direction model, achieving the best results while managing costs.
Summary of findings from Mathematica Policy Research on the self-directed option:
✓ Allows greater access to services, particularly in rural and underserved areas.
✓ Expands the labor market by creating new opportunities for caregiver employment.
✓ Promotes cultural respect by matching individuals with attendants.
✓ Allows participants to be served by individuals they know and trust.
✓ Facilitates easier access to services, particularly on nights and weekends.
✓ Allows individuals to have greater control over their life in the community using an individual
budget.
✓ Cost savings can be realistically achieved.
✓ Avoids institutionalization by allowing attendants to be hired to assist caregivers with the burden
of caring for a family member in the home.
✓ Supports the deinstitutionalization of participants by providing paid supports to be available in
the home.
The following characteristics are embedded in a Cash and Counseling Program Design:
The participant:
• may hire staff to assist with meeting their assessed needs (Employer Authority).
• may purchase permissible goods and services (Budget Authority).
• may serve as the employer of record (Fiscal/Employer Agent Model)
• sets wages paid to direct service workers.
• is supported with information and assistance from Counselors to ensure proper choices
are made and his or her experience is a positive one.
• is provided Financial Management Services to process payroll, track budget balances,
manage invoices, and implement fraud and abuse strategies.
• may hire relatives including legally responsible relatives (spouses, parents of minor
children, and legal guardians).
• reviews and approves timesheets.
• may manage cash disbursements.
Initially, Cash and Counseling Programs were developed using the §1115 Demonstration authority.
Today, most self-directed programs are offered under a State Plan Option, a waiver (1915(c) or (i) or a
comprehensive § 1115 Demonstration. Federal legislation creating a Cash and Counseling Model under
the §1915(j) authority was effective in January 2007. The Community First Choice authority, offering
states an enhanced match of six percent was effective October 2011.
With the Cash and Counseling model properly implemented, individuals direct many or all the home and
community-based services, including selecting and managing direct services workers and managing a
budget to meet their long-term services and supports. An individual has choice and control over what
goods and services to purchase with a specified budget if such services are included in the personcentered series plan, and not otherwise covered by the program. Permissible goods and services typically
include items, goods, or services that:
• Are related to a need or goal identified in a state-approved, person-centered service plan;
• Increase independence or substitute for human assistance;
• Provide opportunities for community living and inclusion; and
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• Are accommodated within the individual’s budget without compromising health or safety
Suggestion 2:
Our second suggestion is to implement a Medicare self-directed design with an individual budget option.
At least one report has been published on examining the feasibility of adopting a Cash and Counseling
design in Medicare. This report can be found at: https://aspe.hhs.gov/system/files/pdf/177236/CMSCDBestPractices.pdf
At the time of the study, home health aide was the only service considered practical to adopt selfdirection. But even then, there were barriers with rate setting and bundled payments. With new activity in
the US Congressional House and Senate with the Community Based Independence for Seniors Act of
2017, there may be new hope to consider a Medicare self-directed option. The goal of the legislation is to
allow seniors to age in place and stay in their homes for as long as possible using community-based
services. The bill would establish a new Community-Based Institutional Special Needs Plan
demonstration program and would operating with five Medicare Advantage Plans as a test model.
Services would include: homemaker services, home delivered meals, transportation services, respite
services, adult day services and safety and other equipment not otherwise covered. As we have discussed,
many of the services listed above would work well under self-direction. In fact, individuals performing
these services could do so with less cost than traditional agency provided services. All the benefits listed
for Medicaid long-term services and supports would directly apply to Medicare beneficiaries. Public
Partnerships will be focusing time and attention to follow this new demonstration.
3. Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggestion models.
The following information applies to both Medicaid and Medicare services. The use of an Individual
Budget is a comprehensive way to provide individuals with a flexible allocation to purchase a range of
permissible goods and services to meet their personal care needs and enhance their independence.
However, less than one half of the programs in the nation offering self-direction include an individualized
budget to manage purchases. In some cases, the individual budget is limited to a small meal allowance or
the opportunity to purchase office equipment (copy paper, fax machines, and other small items). In
addition, in many programs, the required support of information and assistance is simply added on to the
tasks of the already burdened service coordination. This design has proven insufficient to properly
support the provision of information and assistance to participants and monitor the quality of services. In
fact, some service coordinators steer participants away from self-direction due to the extra labor that must
be expended to enroll the participant this service option.
During the Cash and Counseling Demonstration and Evaluation study, participants reported increased
safety, comfort, mobility, independence, and ability to perform tasks when using a budget. They spoke of
getting more for their money by comparison shopping and buying some items used. Permissible
purchases included: non-medical transportation, home owner’s insurance, paid holiday and personal leave
days for attendants, service dogs and their maintenance, home modifications (not otherwise covered),
assistive devices (not otherwise covered), technological aids (phones, computers, personal electronic
devices), and supports to provide participants the opportunity to engage in the community.
States have broad flexibility to create their own individual budgeting methodology. Promising practices
include the following:
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Individuals budgets must be adequate. Budgets must be ample to meet the needs of individuals by
offering sufficient funds to hire staff and make purchasing choices about permissible goods and services.
If budgets are not adequate, self-direction will become an unreliable service delivery option.
Individual budgets must be transparent. Participants and their families must be able to understand the
budget process, be informed of the amount that is authorized (typically, expressed in a monthly amount),
be informed of goods and services that represent permissible goods and services, and be able to initiate
changes expeditiously. Participants must be furnished information to clearly understand their budget
responsibilities and to manage budgets and expenditures. Knowledgeable and well-trained support staff
should be available to assist participants with questions they may have about budget authority and issues
that may arise with budget amounts and permissible expenditures.
Individual budgets must be flexible enough to accommodate changes in the nature, scope or intensity of
the services in the plan. Many programs allow participants to reallocate funds among services without a
prior change to the service plan, so long as the reallocation of funds is documented in the service plan.
While the State may not adopt this flexibility, the process must be able to adapt to changes quickly and
not present barriers to necessary changes in services and supports.
Individual budget amounts must be managed and monitored. Typically, the Financial Management
Services (FMS) entity is tasked with managing the individual budget on behalf of the participant. The
State notifies the FMS of the budget amount and transfers funds on behalf of the participant. An ideal
process shares the budget amount with the participant and the service coordinator in real time. Edits in
the system prevent premature depletion of the budget allocation. If services are under-utilized, the system
notifies the service coordinator and the situation should be resolved immediately to ensure health and
welfare. Ideally, the FMS can compare the timesheets and expenditures approved within the service plan
prior to making payments. While the list below highlights some common duties for an FMS managing the
individual budget the role is increasing to detect, prevent, and avoid fraud and abuse of funds. The lists
includes:
•
•
•
•

Maintaining a separate account for each participant’s participant-directed budget
Tracking and reporting participant funds, disbursements and the balance of participant funds
Processing and paying invoices for goods and services approved in the service plan
Providing participants and others with periodic reports of expenditures and the status of the
participant-directed budget

Individual budget amounts may be determined in a variety of ways:
•

•

•

Historical Costs: This method examines the service dollars spent over a past specific time; for
example, expenditures related to the participants in the previous fiscal year. This technique
maintains greater control over future expenditures but may not account for the current health
status of the individual. It also assumes past expenditures fully meet needs.
Per Capita Allocation: A set amount is calculated for each program participant. The amount is
typically expressed in an annual amount and monitored each month. While this method assures
decision-makers stay within budgeted allocations, it assumes all needs can be met within the
benefit limit.
Individual Assessment: Medical, mental, behavioral, and social needs are identified using a
standardized assessment instrument or process. The assessment results in a service plan. The
cost of the service plan is equated in monetary terms. The allocated amount results in a
participant’s budget and is typically expressed in monthly terms. It is common for the cost of the
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•

service plan to be discounted or reduced by a percentage (e.g., 10%). This covers the cost of the
self-directed supports of information/assistance and FMS. It also assumes that service plans are
rarely delivered 100 percent of the time. This method is straight forward and easy to understand.
A standardized tool must be adopted to ensure outcomes are consistent. It is a very personalized
approach one which makes it difficult to project expenditures. The Intellectual/Developmental
Disability community has been successfully using the Supports Intensity Scale (SIS) to allocate
resources for the past several years.
Regression Model: This model uses a variety of dependent variables and independent variables to
analyze past costs and project those for the future. For example, historic data, individual
characteristics and economic factors may be used to calculate a monetized budget amount.

Regardless of the method used to calculate the individual budget, this innovative option reflects a new set
of values, roles, and responsibilities. Other methods can be employed so long as they are based on
reliable cost-estimating methodology that is described in detail. Whatever method is employed, the State
must describe to CMS how the method is applied consistently to each participant who elects to direct a
budget. In addition, the waiver must provide that information about how the budget methodology is
publicly available.
4. What options might exist beyond FFS and MA for paying or care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative
FFS and MA?
We see the use of an individual budget in managing long-term services and supports in Medicaid and
Medicare to be an effective way to manage costs, make appropriate person-centered decisions, and
transfer more responsibilities and accountabilities to program participants. One innovative option to
consider is to determine the allocation for the budget amount and notify the participant of this amount.
These funds are used to pay direct service workers and purchase permissible goods and services. If there
are unused funds at the end of the month or year, the savings could be divided between the participant and
the Medicaid Program. Cash disbursements directly to participants are currently available under the
following Medicaid Authorities: Section 1115 Demonstrations, Sections 1915(j) and 1915(k) Authorities.
Medicare laws to provide cash to beneficiaries would need further investigation.
5. How can CMS further engage beneficiaries in development of these models and/or participate in
new models?
Self-direction has been a popular model with Medicaid beneficiaries and advocacy agencies with over one
million individuals selecting this option. When individuals are furnished sufficient information about the
model, informed-decisions can be made to determine the appropriateness of the model for the participants
and the degree of supports needed to ensure success. Each program design requires the support of
counselors or support brokers to provide assistance to the individual as he or she self-directs services as
well as financial support to manage individual budgets. These support systems are critical to the
successful implementation of a self-directed model.
6. Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
No Comment.
7.

Are there any other comments or suggestions related to the future direction of the Innovation
Center?
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Again, Public Partnerships commends the Innovative Center’s activities to pursue new directions. It will
be interesting to see the recommendations coming forward as a result of this request for information.
Public Partnerships stands ready to help in any way to develop new concepts and would like the Center to
consider expanding self-direction using the individual budget methodology in Medicaid and Medicare.
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November 17, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services (CMS)
Department of Health and Human Services
P.O. Box 8013
Baltimore, MD 21244-8013
RE: CMS Request for Information: Innovation Center New Direction
Dear Administrator Verma,
On behalf of the Pennsylvania Association of Community Health Centers (PACHC) we
appreciate the opportunity to provide comment on CMS’ Request for Information (RFI) on a new
direction for the Center for Medicare and Medicaid Innovation (CMMI). As a member of the
National Association of Community Health Centers (NACHC), we must also state that we fully
support and agree with comments that they have also submitted on this RFI.
PACHC is the primary care association representing nearly 50 Community Health Center
organizations operating nearly 300 sites to serve almost 700,000 Pennsylvanians. Nationally,
Federally Qualified Health Centers (FQHCs) play a critical role in the health care system,
serving as the health home to over 24 million people, the majority of whom live below the
Federal Poverty Level. In 2014, more than 2 million FQHC patients were Medicare
beneficiaries. With over 9,300 sites, FQHCs provide affordable, high quality, comprehensive
primary care to medically underserved individuals, regardless of their insurance status or ability
to pay for services.
Pennsylvania’s health centers serve as a safety net, as 92 percent of our patients have incomes at
or below 200 percent of the federal poverty level. In addition, the rural health clinics (RHC) we
represent provide essential primary care services in some of the most sparsely populated regions
of the state. In essence, the providers working in Community Health Centers are providing high
quality care to vulnerable individuals in need of access to care.
Health centers are consumer-driven and patient-centered organizations that serve as a
comprehensive and cost-effective primary care home for America’s most underserved
communities. In 2016, FQHCs served as the health home for over 26 million medicallyunderserved individuals, the majority of whom live below the Federal Poverty Level and face
multiple social and environmental factors which impact their need for health care and their

ability to access care appropriately. With over 10,000 sites, FQHCs are required to provide
affordable comprehensive primary care to these individuals, regardless of their insurance status
or ability to pay for services.
Role of Health Centers in Innovation
Health centers, through their mission, structure and programmatic focus, provide high quality
and cost-effective preventative and primary care to their patients. They have experience
managing not only their patient’s physical, oral, mental and behavioral health but also addressing
the economic, social, and environmental factors that directly impact patients’ health. These
social determinants of health are key components of a patient’s care, as they are often the root
causes of increased costs and poorer outcomes. Health centers’ focus and experience make them
a valuable partner in transformation efforts and a leader in driving innovation for our most
vulnerable populations.
Through the Center’s efforts to date, we are seeing a variety of innovative models take shape
across the country. In many instances, these models and initiatives have recognized the value
and experience that health centers provide to the system by supporting and advancing their
engagement in delivery system transformation; examples include: the Transforming Clinical
Practice Initiative, State Innovation Model grants, Medicare Shared Savings Program, Financial
Alignment Incentives for Dual Eligible, and Accountable Health Communities Model. In
addition to engagement in these and other efforts supported by the Center, health centers across
the country also collaborate with their state Medicaid agencies in broader value-based payment
initiatives and in FQHC-specific payment reforms that allow for more transformative use of the
medical home model. With these experiences in Medicare and Medicaid innovation and the
health center mission to provide high quality, comprehensive care, health centers can offer
valuable lessons and best practices to engage the safety net and our most vulnerable patients,
ensuring any transformation is appropriately capturing and positively impacting the whole
population.
As CMS looks toward a new direction for CMMI, we believe there are some important
considerations it should take into account.
There is no “one size fits all approach” to effective innovation. Health center
experience shows that there is no “one size fits all” approach to innovation and patients
and care team members have valuable experiences to contribute to these conversations.
We believe that CMS should incorporate flexibility when developing and implementing
new models or screening tools. We also recommend that both CMS and states fully
engage stakeholders in the development process, as this will promote successful
participation and implementation, especially among underserved populations who are
sensitive to research and data collection efforts.
Health centers and other safety net providers need the appropriate infrastructure,
timelines, and support to participate in innovation and should be included in any
new innovation models. While many are engaged in various stages of payment reform,
health centers and other safety net providers often point to challenges that currently limit
their ability to further engage in these efforts. These challenges can include limited
capacity, unrealistic timeframes, and a lack of alignment across efforts. Past experience
shows that due to limited capacity or resources, the safety net can be left behind when
new and innovative models are tested at the state or federal level. We believe without
inclusion in innovative models, a core set of patients and providers are left behind. We
encourage CMS to ensure that all providers have the appropriate resources, timelines, and

infrastructure they need to participate in these new models. We would also encourage
CMS to consider the unique challenges often faced by rural providers. For example,
difficulty affording an expensive internet connection can hinder practice transformation
goals for health centers in rural and frontier areas. Without a sound infrastructure, it is
difficult for providers to fully engage in these efforts at any level. We believe ensuring
the infrastructure is in place should be a core component of any strategy moving forward.
Policy changes may be needed to ensure provider participation. We welcome the
opportunity to work with CMS on policy changes to support health centers’ ability to
deliver care in ways that best meet patient needs and contribute to quality and cost goals.
For example, providing reimbursement for telehealth services or for multiple visits in the
same day will help encourage providers to increase their use of cost-savings technology
and to further integrate patient care.
In closing, health centers have always provided continuity amidst changes in America’s health
care system, serving as a safety net for the most vulnerable while continuing to innovate and
drive savings for federal and state budgets. PACHC appreciates the opportunity to submit
comments on this important Request for Information and thank you in advance for consideration.
PACHC’s member health centers and staff would be happy to provide any further information
that would be helpful.
Sincerely,
Cheri L. Rinehart
President and CEO
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Centers for Medicare & Medicaid Services: Innovation Center New Direction

We reco
end CMMI test and pro ote odels of care that provide co prehensive,
integrated health care that includes integrated edical, behavioral and oral health
services as well as access to appropriate social supports. For far too long, oral health has
been seen as separate fro physical health and not given adequate attention in the
develop ent of new pay ent and delivery odels1. However, addressing aperson’s oral
health needs is essential in ensuring i proved health outco es and is anecessary
co ponent of patient centered care. 1 We urge CMMI to place an e phasis on developing
odels that focus on treating the whole person and i proving integration of oral health
services into all aspects of health care.
Oral health integration requires recognizing that oral health is an integral part of overall
health and wellness. It necessitates that pri ary care and other edical providers take
responsibility for the oral health of their patients by providing education, and appropriate
services and referrals, and that pay ent and technology support integration eforts,
quality and integration. To that end, we reco
end CMMI pro ote the following
strategies:
 Integrate referral syste s, where all providers, including dentists, screen for general
health needs and refer to an appropriate provider, creating no wrong door for entry
into the health care syste 2
 Develop and enable shared electronic health records (EHR) syste s that enable
both dental and edical providers to easily view each other’s entries and
co
unicate directly. Arecent study showed that lack of access to integrated
infor ation technology is one of the leading barriers to oral health integration 3
 Co-locate services, better enabling integrated care delivery. Especially pro ising
are new odels where adental hygienist, dentist, or dental therapist works in a
pri ary care ofce or clinic or a nurse practitioner or physician assistant works in a
dental ofce2
 E bed oral health education in health sciences curricula, to prepare new workforce
for integrated care delivery3
 Include oral health in new pay ent and delivery odels 2
1

U.S. Depart ent of Health and Hu an Services. Oral Health in A erica: A Report of the Surgeon
General. Rockville, MD: U.S. Depart ent of Health and Hu an Services, National Institute of Dental
and Craniofacial Research, National Institutes of Health, 2000.
2
Chazin, S., & Crawford, M. Oral Health Integration in Statewide Delivery Syste and Pay ent
Refor . Washington, DC: Center for Health Care Strategies, 2016.
3
Hostetter, M., & Klein, S. In Focus: Integration Oral Health into Pri ary Care. Washington, DC: The
Co
onwealth Fund, 2015.
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November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
Re: CMS Innovation Center – New Direction – RFI
Dear Administrator Verma:
On behalf of the Personal Connected Health Alliance (PCHAlliance), we appreciate the opportunity to respond
to the Centers for Medicare and Medicaid Services (CMS) Request for Information on “Innovation Center New
Direction” (RFI). We applaud CMS for seeking input from stakeholders on development of innovation and new
directions for the Centers for Medicare and Medicaid Innovation Center (CMMI). We urge CMS, as it develops
the new direction for CMMI, to incorporate digital health and medicine whenever appropriate and measure its
impact on care. The authorizing statute for CMMI clearly identifies digital medicine, specifically home based
tele-health, remote monitoring and electronic monitoring among the approaches to be tested. Yet, the
approach and principles outlined in the RFI make no mention of digital medicine. We have serious (and
frequently communicated) concerns that connected health care, specifically digital tools for improving health
care is again not integrated into CMMI pilots. We offer our comments and recommendations to help enable
the use of evidence based telehealth and remote patient monitoring as tools to improve and enable patient
centered health care delivery.
PCHAlliance aims to make health and wellness an effortless part of daily life. The PCHAlliance, a non-profit
organization formed by HIMSS, believes that health is personal and extends beyond healthcare. The Alliance
mobilizes a coalition of stakeholders to realize the full potential of personal connected health. PCHAlliance
members are a vibrant ecosystem of technology and life sciences industry icons and innovative, early stage
companies along with governments, academic institutions, and associations from around the world.
To support its vision, PCHAlliance convenes the global personal connected health community at the annual
Connected Health Conference, the premier international event for the exchange of research, evidence, ideas,
innovations and opportunities in personal connected health. The Alliance publishes and promotes adoption of
the Continua Design Guidelines. Continua is recognized by the International Telecommunication Union (ITU) as
the international standard for safe, secure, and reliable exchange of data to and from personal health devices.
PCHAlliance accelerates technical, business, policy and social strategies necessary to advance personal
connected health through its flagship Healthy Longevity Initiative to promote lifelong health and wellness.

PCHAlliance was hopeful and excited about the work of the Innovation Center to bring modern, digital tools, to
the practice of medicine and delivery of health care. That CMMI would embrace and use it’s authority,
including waiver authority, to pilot connected care that improves quality and lowers costs. The authorizing
statutory authority for CMMI (42 U.S. Code § 1315a) provided clear direction to test models that incorporate
“home tele-health technology”, “use of electronic monitoring by specialists”, and use of “technology, such as
electronic health records and patient-

42 U.S. Code § 1315a - Center for Medicare and Medicaid Innovation
(B) Opportunities….
(2) Selection of models to be tested………
(v) Supporting care coordination for chronically-ill applicable
individuals at high risk of hospitalization through a health
information technology-enabled provider network that includes
care coordinators, a chronic disease registry, and home tele-health
technology. ……….
(xvi) Facilitate inpatient care, including intensive care, of
hospitalized applicable individuals at their local hospital through the
use of electronic monitoring by specialists, including intensivists and

critical care specialists, based at integrated health systems.
…………..
(C) Additional factors for consideration In selecting models for testing under
subparagraph (A), the CMI may consider the following additional factors:
………
(iv) Whether the model utilizes technology, such as electronic
health records and patient-based remote monitoring systems, to
coordinate care over time and across settings.

We urge CMS to Incorporate and Evaluate Remote Patient Monitoring and Digital Medicine in its Pilots:
Remote patient monitoring (RPM) (the ability to monitor patients’ medical conditions outside of traditional
care settings) and other forms of digital medicine are critical tools for the implementation of patient-centered
care. Numerous studies document the improved quality of care, patient engagement, and cost savings (see
Appendix A for overview of research and pilots). We urge CMS to include RPM and other digital medicine tools
as a component of many if not most of the focus areas noted in the RFI. We also urge CMMI to track the use
and outcomes associated with the use of RPM and other digital medicine tools. Specifically, we urge CMMI to
ensure that pilots in the following focus areas include RPM, and provide examples:
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Consumer Directed Care and Market Based Innovation Models
o Patient Self-Management for Chronic Disease via Remote Patient Monitoring/Connected
Health. Citations and publications of examples and pilots:
 University of Mississippi, Medicaid pilot on diabetes management, Poster Presentation
by K. Henderson, 2015 “How Mississippi is Leading the Way in Innovation
 Medicare Health Buddy Demonstration [Baker, et. al., “Integrated Telehealth And Care
Management Program For Medicare Beneficiaries With Chronic Disease Linked To
Savings”, HEALTH AFFAIRS 30, NO. 9 (2011): 1689–1697]
o Healthy Lifestyle Intensive Behavioral Counseling for Obesity
 Rathbone A, Prescott J, “The Use of Mobile Apps and SMS Messaging as Physical and
Mental Health Interventions: Systematic Review” J Med Internet Res. 2017 Aug
24;19(8):e295. doi: 10.2196/jmir.7740
Physician Specialty Models
o Post-surgery discharge: use of Remote Patient Monitoring to reduce re-hospitalization
 University of Virginia Medical Center; C3 Program (Care Coordination Center), Poster
found at: https://www.nationalreadmissionprevention.com/content/documents/casestudies/university-of-virginia-health-system.pdf
 Christus Health, RPM for post hospital discharge, pilot project
 Banner Health Pilot, overview found at:
http://incenter.medical.philips.com/doclib/enc/12931987/Forbes_May_3_2015_Bann
er_Philips_eIAC_program_lo_res.pdf%3ffunc%3ddoc.Fetch%26nodeid%3d12931987
o Heart Failure – Post-hospital discharge: use of Remote Patient Monitoring to reduce rehospitalization
 Partners Health Care, Center for Connected Health, RPM for Heart Failure Patients,
http://content.healthaffairs.org/content/33/2/194.full.html
 Care Beyond Walls and Wires: Remote Heart Failure Monitoring and Healthcare
Utilization Analysis in a Rural Regional Medical Center
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4365431/
o Sleep Apnea –
 Remote patient monitoring to improve patient engagement and outcomes, see
https://www.prnewswire.com/news-releases/resmeds-myair-significantly-improvesadherence-to-cpap-therapy-in-patients-with-sleep-apnea-300389805.html
 Telemonitoring to improve outcomes and adherence, see
http://www.atsjournals.org/doi/abs/10.1164/ajrccmconference.2016.193.1_MeetingAbstracts.A4186
Prescription Drug Models
o Medication adherence for defined set of chronic conditions to improve outcomes
 Medication Adherence and mHealth: The George Washington University and Wireless
https://www.ncbi.nlm.nih.gov/pubmed/?term=Mobilizing+Your+Medications%3A+An
+Automated+Medication+Reminder+Application+for+Mobile+Phones+and+Hypertensi
on+Medication+Adherence+in+a+High-Risk+Urban+Population
Medicare Advantage Innovation Models
o Flexibility to provide RPM as basic benefit

3



State and Local Innovation, including Medicare-focused Models
o Enable/promote home and community based care/Hospital at Home
 Presence Covenant Medical Center, Urbana, IL, Remote Sitter
https://www.chausa.org/publications/catholic-healthworld/archives/issues/september-15-2016/remote-sitter-aims-to-lower-fall-riskswhile-improving-staffing-efficiency



Mental and Behavioral Health Models
o MHealth and apps to manage anxiety and depression, see: Rathbone A, Prescott J
“The Use of Mobile Apps and SMS Messaging as Physical and Mental Health Interventions:
Systematic Review”, J Med Internet Res. 2017 Aug 24;19(8):e295. doi: 10.2196/jmir.7740
https://www.ncbi.nlm.nih.gov/pubmed/?term=Rathbone%20AL%5BAuthor%5D&cauthor=true
&cauthor_uid=28838887

It is particularly noteworthy that starting in January 2018 physicians may bill Medicare for time spent
reviewing biometric data (if time spent is a minimum of 30 minutes over 30 days), as an interim measure and
until new CPT codes approved by the CPT Editorial board complete the valuation process. The adoption of
new CPT codes for digital medicine, and specifically for remote patient monitoring, is welcome and further
validates the extensive literature and use cases listed above. We urge CMMIs new direction to follow the
statutory direction that was clearly delineated by Congress and adopt and direct RPM to be a component for
pilots in all the focus areas identified by CMS.
Thank you for your consideration.
Sincerely,

Patricia Mechael, PhD
Executive Vice President
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APPENDIX
Overview of Evidence on Successful Remote Patient Monitoring Programs:
Review of the extensive literature on remote monitoring, including review of decades of research and
publications by Department of Health and Human Services, has provided guidance on the use cases for which
remote patient monitoring can improve care. This overview focuses on pilots, programs and translational
research focused on the successful use cases – i.e. those that earlier research showed would and could provide
improved health outcomes.
Consistently the data shows that using remote monitoring to enable care management demonstrates
improved health, reduction in health care utilization, and lower costs of care, when targeted to patients with:
 Multiple chronic conditions, high utilizations/costs, risk factors for falls [Patients are identified through
claims and EHR data]
 Hospitalization for Congestive Heart Failure
 Hospitalization for Congestive Obstructive Pulmonary Disease
 Diabetes
Services provided associated with the positive results are
 Remote monitoring of patient vital signs/biometric data in their home for a minimum of 90 days
 Nurse/care manager review of biometric data
 Self-management education
 Care plan modification and early intervention when adverse trends in biometric data are observed
Medicare Coverage Currently Does Not Cover Remote Monitoring, But Does Cover Care Management:
 Limited reimbursement is available, with strict rules, for a physician or the employed care manager to
conduct care management
 Reimbursement does NOT cover investment or use of remote monitoring technology. Specifically,
there is no capital adjustment made to accommodate remote monitoring technology that a provider
must provide to enable remote monitoring enabled care management.
Savings reported for remote monitoring interventions, including care management and remote monitoring
technologies:
 University of Virginia: $500K savings for 426 patients monitoring post-discharge
 Christus Health: $2.65 for every $1 spent to conduct remote monitoring (includes equipment
and labor costs)
 Banner Health: 34% cost reduction for patients monitored who have multiple chronic
conditions and high cost profile
 Danish Agency for Digitisation: – Estimated annual net savings for remote monitoring COPD
patients $202M DKK
 Medicare Health Buddy: 7 to 13% lower costs per patient for remote monitored group
compared to control group
 PartnersHealth: Estimated annual savings for remote monitoring of CHF patients $10 million
over 10 years for 3,000 patients
 Care Beyond Walls: Estimated total health charges reduced by 67%.
 University of MS: Estimated savings to Medicaid was $339,184 for the 100 enrolled patients
with diabetes
 Presence Covenant Medical Center: $1 million savings for 665 hospitalized patients
 Emory eICU: $1,486 average reduction in Medicare costs over a 60 day episode compared to
control group
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Recent and Focused Remote Monitoring Enabled Care Management for Patients with Chronic Conditions:
Institution & Links to Findings
Attributes of RPM and RPM Patients
Remote Monitoring for Targeted Patients with Multiple Chronic Conditions
Veterans Health Administration
Three types of patients qualify for home
Home Telehealth
telehealth:
Analysis of 15,600 patients,
FY2012
Office of the Inspector General,
“Veterans Health Administration:
Audit of The Home Telehealth
Program”, March 9, 2015
https://www.va.gov/oig/pubs/V
AOIG-13-00716-101.pdf

1) Non-institutional Care (NIC) Patients,
one or more of the following:
 One or more behavior or cognitive
problems
 Life expectancy of 6 months or less
 Difficulty with three or more Activities
of Daily Living, such as bathing,
dressing, and eating
 Or a combination of two or more of the
Activities of Daily Living dependencies.
2) Chronic Care Management (CCM):
Patient does not meet NIC criteria but
has one or more chronic diseases, such
as diabetes, congestive heart failure, or
chronic obstructive pulmonary disease
that requires ongoing case
management, monitoring, and
interventions.
3) Health Promotion/Disease Prevention
(HPDP): Patient must meet one or
more of six conditions, which includes
being at risk for developing a chronic
care disease, or needs assistance in
choosing and maintaining healthy
behaviors.

Key Findings
Home telehealth (care management
enabled by remote monitoring)
lowered health care utilization.
For all three groups:
 Reduced Hospitalization rates.
Average reduction across the
groups was 5 per 100 patients
 Reduced Bed Days of Care (BDOC)
by 1.4 to .3 days per
hospitalization.
NIC patients had largest reductions in
hospitalization and BDOC.
“The program has proven to be a low
cost alternative (at less than $2,400
per patient annually) to providing
home-based primary care, which
includes case management and inhome nursing care (about $22,200
annually), or placing a veteran in a
contract nursing home facility (about
$92,300 annually).”

Services Provided:
“The goal of the Home Telehealth Program
is to improve veterans’ access to care while
reducing patient treatment costs. The
program does this by remotely monitoring
patients’ vital signs in the home and
intervening early when adverse trends are
detected.” Page i

Veterans Health Administration
Care Coordination/Home
Telehealth Program (CCHT)

Non-institutional Care (NIC) Patients, one
or more of the following:

Home telehealth (care management
enabled by remote monitoring)
lowered health care utilization.
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Institution & Links to Findings
Analysis of 17,025 patients, FY
2003-2007
http://www.health.gov.au/inter
net/mbsonline/publishing.nsf/Co
ntent/DD0F66183EDF57C6CA257
CD20004A3A1/$File/CHSWTFsubHP-Attachment2.pdf

Attributes of RPM and RPM Patients
 One or more behavior or cognitive
problems
 Life expectancy of 6 months or less
 Difficulty with three or more Activities
of Daily Living, such as bathing,
dressing, and eating
 Or a combination of two or more of the
Activities of Daily Living dependencies.
Chronic Care Management (CCM): Patient
does not meet NIC criteria but has one or
more chronic diseases, such as diabetes,
congestive heart failure, or chronic
obstructive pulmonary disease that
requires ongoing case management,
monitoring, and interventions.

University of Virginia Medical
Center; C3 Program (Care
Coordination Center)
626 All Payer
313 Medicare

Poster session found at:
https://www.nationalreadmissio
nprevention.com/content/docu
ments/case-studies/universityof-virginia-health-system.pdf

Christus Health
53 patients as of 9/30/14
115 patients as of 3/3/2015
Slides on RPM Program

CCHT included: remote monitoring of vital
signs of the patient in their home, nurse
review of biometric data, and
intervention/communication when adverse
trends begin.
Hospitalized Patients Upon Discharge for:
• Congestive heart failure (CHF)
• NSTEMI/STEMI(AMI) – All Payers
• Chronic obstructive pulmonary disease
(COPD)
• Uncomplicated pneumonia
C3 Intervention: Care management
delivery system that:
• Utilizes biometric monitoring and
education coaching using current remote
monitoring technology
• Provides clinical oversight of biometric
data by experienced
Registered nurse

Hospitalized patients upon discharge with:
CHF, Heart Disease, COPD, Pneumonia,
Diabetes, Sepsis
Post discharge services: care management
enabled by biometric monitoring.

Key Findings
CCHT prevented hospital admissions
and reduced hospital length of stay.
From a cohort of 17,025 CCHT
patients:
 25% reduction in numbers of bed
days of care,
 19% reduction in numbers of
hospital admissions,
 Mean satisfaction score rating of
86% after enrollment into the
program

C3 Care Management enabled by
remote monitoring led to reduced rehospitalizations and estimated cost of
care savings:
Outcomes:
 16-37% reduction in readmissions
compared to benchmark rate(s)
for Medicare patients
 27-36% reduction in readmissions
compared to benchmark rate(s)
for All Payers
Additional Study for Medicare
Beneficiaries that included joint
replacement surgeries:
 Annual cost savings for Medicare
estimated at $500K
RPM program associated with:
 Reduced hospitalizations
 Lower costs per hospitalization
 High Satisfaction
 ROI calculated at $2.65 saved per
$1 spent
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Institution & Links to Findings
Banner Health
128 patients, data for one year
pre intervention and one year
post intervention

Attributes of RPM and RPM Patients
Patients with 5 or more chronic conditions
and high utilization.
90% enrolled were Medicare beneficiaries

Key Findings
Intensive Ambulatory Care program
led to:
 34% reduction in overall
health costs
 50% reduction in
hospitalization rate
 50% reduction in hospital bed
days
 75% reduction in 30 day
readmission rates

Intervention: Intensive Ambulatory Care
Press Release, Forbes Article:
Program – provides coordinated care
http://incenter.medical.philips.c management enabled by remote
om/doclib/enc/12931987/Forbes monitoring technology.
_May_3_2015_Banner_Philips_eI
AC_program_lo_res.pdf%3ffunc%
3ddoc.Fetch%26nodeid%3d12931
987
Remote Monitoring for Targeted Patients with Specific Condition (COPD, Heart Failure, Diabetes, Sleep Apnea, chronic
respiratory conditions, and mental health)
Danish Agency for Digitisation
Patients with severe COPD (rated as GOLD
Telemedicine home monitoring for
Ministry of Finance, Denmark
3 &4 on a severity of disease scale)
patients with severe COPD was found
to:
TeleCare Nord Pilot
Intervention group provided with
 Reduce health costs by an
telemedicine home monitoring which
estimated $202million Danish
Analysis of 1,225 patients with
includes:
Krone (DKK) annually
COPD, CY 2016
 Remote monitoring of vital signs of
 Reduce hospital use and costs
the patient in their home,
 Improve self-care ability and
https://www.digst.dk/Serviceme
 Local health department/clinic
engagement in care
nu/English/News/Telemedicinereview of biometric data,
 Improve quality of life,
benefits-COPDpatients-and Intervention/communications
comfort and satisfaction
health-expenditure
based on changes in condition,
 Care management

Medicare Health Buddy
Demonstration

Baker, et. al., “Integrated
Telehealth And Care
Management Program For
Medicare Beneficiaries With
Chronic Disease Linked To
Savings”, HEALTH AFFAIRS 30,
NO. 9 (2011): 1689–1697
http://content.healthaffairs.org/
content/30/9/1689

Medicare patients with high costs and
utilization and:
 congestive heart failure,
 chronic obstructive pulmonary
disease, or
 diabetes mellitus
Health Buddy Intervention: Care
management enabled by remote
monitoring.
“a telehealth tool that gives providers an
opportunity to communicate better with
patients and
thus improve the information available to
care managers…..The application
[telehealth tool] incorporated an exception
based approach that aimed to identify the
need for care management interventions

Lower health spending for intervention
group that received care management
enabled by remote monitoring
compared to the control group.
 Mean health spending in the
intervention group decreased
approximately 7.7–13.3% over two
years, compared with a matched
control group.
 “In the first year after the
intervention was available, mean
spending in the intervention group
was $3,608, compared with $4,107
for the control group (p < 0:01).”
 “In the second year of the
intervention period, mean
quarterly spending in the
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Institution & Links to Findings

Partners Health Care
Center for Connected Health
Analysis of 3,000 patients
http://content.healthaffairs.org/
content/33/2/194.full.html
Review of several types of
telehealth interventions –
Remote Monitoring intervention
included was the Partners
Congestive Heart Failure Home
Monitoring Program

Care Beyond Walls and Wires:
Remote Heart Failure Monitoring
and Healthcare Utilization
Analysis in a Rural Regional
Medical Center
50 heart failure patients,
Medicaid
https://www.ncbi.nlm.nih.gov/p
mc/articles/PMC4365431/

University of Mississippi Medical
Center
Mississippi Telehealth Network
100 Medicaid Patient Pilot

Attributes of RPM and RPM Patients
based on deteriorating vital signs and
symptoms and to identify gaps in patients’
behavior and knowledge. After reviewing
patients’ information, care managers could
contact patients who appeared to be at risk
for deterioration or who required
intervention to ensure that they received
appropriate services.”
Congestive Heart Failure Patients with
recent hospitalization
Upon discharge patient provided with:
remote monitoring and care management
for 120 days post discharge. Specifically,
in-home monitoring of weight, blood
pressure, heart rate, and pulse oximetry.
These data were uploaded daily, and
decision support software identified those
patients who needed attention.

Medicaid patients with hospitalization and
diagnosis of heart failure
The intervention was to provide remote
wireless monitoring via mobile broadband
to facilitate patient and care team comanagement of HF in a predominantly
rural, disproportionately Native American
patient population. It included:
 Remote monitoring of vital signs of
the patient in their home,
 Care manager review of biometric
data,
 Intervention/communications
based on changes in condition,
 Care management
Rural residents with type 2 diabetes (and
on Medicaid), recruited to participate in
University of Mississippi Telehealth
Network remote patient monitoring project
through rural health clinics.

Key Findings
intervention group was $3,568,
compared with $4,051 for the
control group (p < 0:01).”

Lower health care costs for group
receiving care management enabled
by remote monitoring.
RPM provided for 120 post discharge
associated with:
 44% reduction in hospital
readmissions compared to usual
care
 Cost savings of more than $10
million over a 10 year period
compared to usual care.

Analysis of the 6 months prior to
enrollment and the 6 months after
enrollment in the remote monitoring
intervention showed:
 42% decrease in the number of
hospitalizations
 64% decrease in hospital days
 67% decrease in total health care
charges

Improved health and reduced health
care utilization for those who received
care management through a remote
monitoring.
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Institution & Links to Findings
Poster Presentation by K.
Henderson, 2015 “How
Mississippi is Leading the Way in
Innovation”

Attributes of RPM and RPM Patients
Intervention: care management and
education enabled through remote
monitoring technology

Key Findings
 Estimated savings to Medicaid was
$339,184 for the 100 enrolled
patients.
 Reduced HbA1C by 1.7%
 No hospitalizations or emergency
department visits for 12 months
for the enrolled patients
 71% of enrolled patients lost
weight wright
 Medication compliance improved

Medication Adherence and
mHealth: The George
Washington University and
Wireless

Medicaid patients with hypertension and
prescribed 2 or more medications to
control hypertension. 96% enrollees were
African American.

50 Patient Pilot

Intervention: Provided an automated
medication reminder on their mobile
phone.

“Average blood pressure and level of
control during study period improved
significantly after initiation of the
study and remained improved from
baseline through the course of the
study.”

https://www.ncbi.nlm.nih.gov/p
ubmed/?term=Mobilizing+Your+
Medications%3A+An+Automated
+Medication+Reminder+Applicati
on+for+Mobile+Phones+and+Hyp
ertension+Medication+Adherenc
e+in+a+HighRisk+Urban+Population
Impact of Interactive Web-Based
Education and Automated
Feedback Program on CPAP
Adherence for the Treatment of
Obstructive Sleep Apnea
(TeleOSA)

Patients with Obstructive Sleep Apnea
Conducted jointly by Kaiser Permanente
and ResMed Science Center

Chang, et. al.

Intervention: 4-arm clinical trial evaluating
standard CPAP versus CPAP with 3 types of
telemonitoring

http://www.atsjournals.org/doi/
abs/10.1164/ajrccmconference.2016.193.1_Meeting
Abstracts.A4186
Patient Engagement Using New
Technology to Improve
Adherence to Positive Airway
Pressure Therapy

A retrospective review of 128,037 patients.
Evaluated usual care CPAP monitoring
versus a system of real time feedback,
education, and data link to clinical provider.

Telemedicine automated system led to
significantly improved use of CPAP
over a 90 day period.

The system of real time feedback,
education and data link to clinical
provider was associated with
improved adherence with prescribed
therapy.
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Remote Monitoring in Hospital Setting to Improve Care, Address Staffing Shortages, and Promote Efficiency
Presence Covenant Medical
Pilot in October of 2014, monitored 665
The remote sitter monitoring system
Center, Urbana, IL
elderly hospitalized patients for over 5,000 prevents falls and fall-related injury
Remote Sitter
hours.
among elderly hospitalized patients
and led to a cost savings.
Monitored 665 elderly patients
Hospitalized elderly patients at risk of
falling
 665 patients were successfully
https://www.chausa.org/publica
monitored with no adverse events
tions/catholic-healthService provided: Remote monitoring for
and no patient injury
world/archives/issues/septembe danger and signs of patient fall
 System identified and prevented
r-15-2016/remote-sitter-aims-to A certified nurse assistant at a
161 potential falls
lower-fall-risks-while-improvingremote location (140 miles away)
 Of the 665 patients, 3 patients fell,
staffing-efficiency
watches the patient on a monitor
but experience no injury and no
 Upon recognition of activity in
adverse event
which there is danger and/or risk of  Estimated Combined savings of
a fall, the assistant triggers a
$1.1 million through reduced falls,
warning to attending staff
claims and FTEs
 At the facility, the attending nurse's
phone sounds a special alarm.
Utilized 10 carts for observation of patients
Expanded across four sites in 2016 and
logged 16,131 hours monitoring fall risk
patients from the TeleHealth center

Emory Rapid Development and
Deployment of Non-Physician
Providers in Critical Care
CMS, CMMI Health Care
Innovation Award Pilot Program
Abt Associates, Evaluation of
Hospital-Setting HCIA Awards,
Submitted to CMS, November 1,
2016
https://downloads.cms.gov/files
/cmmi/hcia-hospitalsettingthirdannualrpt.pdf

Train/deploy critical care NPs and PAs,
supported by an eICU, to address
intensivist shortage

The program reduced hospital
utilization, reduced per episode
Medicare costs, and was rated highly
by patients.Evaluation of the program
The eICU program monitored critical care
found it was associated with:
patients 24/7 and provided intensivist
 a $1,486 reduction in average
physician oversight and support on the
Medicare spending per 60-day
night and weekend shifts, when physicians
episode relative to the
are not consistently present in ICUs
comparison group
 a 2.1 percentage point
The eICU staff:
decrease in the rate of 60-day
 Remotely monitored patients in
inpatient readmissions relative
participating ICUs via telemetry
to the comparison group
 Alerted clinicians at the bedside
“This monitoring was credited with
when they noticed any potentially
numerous “saves” when problems
problematic changes in patient vital were brought to the attention of
signs that exceeded clinical
bedside staff that might otherwise
guidelines
have gone undetected, endangering
patient safety.” (Abt Associates
Evaluation Report)
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Recent and Comprehensive Literature Reviews and Meta Analyses
AHRQ Evidence Review
Technical Brief No. 26
Telehealth: Mapping the Evidence
for Patient Outcomes
From Systematic Reviews

Overview of the extensive body of evidence
on telehealth for use by decision makers.
1,494 citations about telehealth were
identified, from which 58 systematic
reviews met our inclusion criteria.

The evidence supports use of telehealth
technologies as effective for:



June 2016

www.effectivehealthcare.ahrq.gov/r
eports/final.cfm
Inglis, et. al.,
“Structured telephone support or
telemonitoring programmes
for patients with chronic heart failure
(Review)”

Review of randomized controlled trials
(RCTs) of structured telephone support or
telemonitoring compared to standard
practice for patients with CHF in order to
quantify the effects of these interventions
over and above usual care for these
patients

Cochrane Library 2010, Issue 8
http://www.thecochranelibrary.com
Bashur et. al.,
“Original Research
The Empirical Foundations of
Telemedicine Interventions
for Chronic Disease Management”
Telemedicine and e-health, VOL. 20
NO. 9 SEPTEMBER 2014
https://www.ncbi.nlm.nih.gov/pubm
ed/24968105

Included 25 studies and 5 published
abstracts
Comprehensive review of telehealth and
telemedicine research.
Focus on remote monitoring and
telemedicine for Congestive Heart Failure
(CHF), Congestive Obstructive Pulmonary
Disease (COPD), and Stroke.

“Remote monitoring of patients
with chronic conditions;
Communication and counseling
for patients with chronic
conditions; and
Psychotherapy as part of
behavioral health.”

Consistent finding of reduced
hospitalization rates.
“This review demonstrates that CHF
interventions utilising information
technology can reduce the rates of death
and hospitalisation and improve the
quality of life.”

Studies consistently found reduced
hospital admissions, reduced length of
stay, reduced emergency room use when
remote monitoring was deployed for CHF,
stroke and COPD.
Study provides detailed citations and
listings of the findings of these studies.
“The preponderance of evidence from
studies using rigorous research methods
points to beneficial results from
telemonitoring in its various
manifestations, albeit with a few
exceptions. Generally, the benefits include
reductions in use of service: hospital
admissions/re-admissions, length of
hospital stay, and emergency department
visits typically declined.”
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Rathbone A, Prescott J
“The Use of Mobile Apps and SMS
Messaging as Physical and Mental
Health Interventions: Systematic
Review”

Review of the systematic research on
useability and efficicacy of SMS messaging
and mobile apps to improve health
outcomes for a range of conditions
including mental health

Studies consistently showed improvement
in physical health and significant
reductions of anxiety, stress, and
depression. A set of 27 studies were
reviewed, 10 of which were randomized
control trials.

J Med Internet Res. 2017 Aug
24;19(8):e295. doi: 10.2196/jmir.7740
https://www.ncbi.nlm.nih.gov/pubm
ed/?term=Rathbone%20AL%5BAutho
r%5D&cauthor=true&cauthor_uid=28
838887
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: Innovation Center New Direction
Mail Stop C4-26-05
7500 Security Boulevard
Baltimore, MD 21244-1850
Sent electronically
Re:

Centers for Medicare & Medicaid Services: Innovation Center
New Directions Request for Information

Dear Administrator Verma:
The Personalized Medicine Coalition (PMC) appreciates the opportunity to
submit comments regarding the Centers for Medicare & Medicaid Services
(CMS) Innovation Center New Directions Request for Information (RFI).
PMC, which represents innovators, scientists, patients, providers, and payers,
promotes the understanding and adoption of personalized medicine concepts,
services, and products for the benefit of patients and the health care system.
Our interest in the RFI pertains to how the concepts therein can support
personalized medicine. Our comments focus specifically on CMS’ proposed
guiding principles for the Innovation Center, the direction of future payment
and delivery model development, and program improvements to allow for
broad stakeholder involvement in the design of care models and their
implementation so that they can best serve patients.
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Personalized medicine is an evolving field that uses diagnostic tools to
identify specific biological markers, often genetic, to help determine which
medical treatments and procedures will be best for each patient. By
combining this information with an individual’s medical history,
circumstances, and values, personalized medicine allows doctors and patients
to develop targeted prevention and treatment plans in order to provide the
right treatment in the right dose to the right patient at the right time.
Personalized medicine is helping shift the patient and provider experience away from
trial-and-error and toward a more streamlined process for making clinical decisions,
which will lead to improved patient outcomes, a reduction in unnecessary treatment
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costs, and better patient and provider satisfaction, particularly for chronic conditions that
disproportionately affect Medicare beneficiaries. PMC’s 240 members, which include
representatives from all health care sectors, are leading the way in personalized medicine and
recommend that patients who may benefit from the approach undergo appropriate testing and
tailored treatment as soon as possible during their clinical experiences.
Statement of Neutrality
Many of PMC’s members will present their own responses to CMS and will actively advocate for
those positions. PMC’s comments are designed to provide feedback so that the general concept of
personalized medicine can advance, and are not intended to impact adversely the ability of
individual PMC members, alone or in combination, to pursue separate comments with respect to
the RFI or related issues.
Support for CMS Guiding Principles for the Innovation Center
As you know, the Innovation Center was created by Congress to develop, test, and implement
new payment and delivery models. In an attempt to meet the previous administration’s ambitious
target of tying 30 percent of all Medicare fee-for-service payments to alternative payment models
(APMs) by the end of 2016 and 50 percent of payments by 2018, CMS and Congress invited and
imposed new, large, national, mandatory payment and delivery models through the Innovation
Center that appeared to be more focused on reducing cost than improving the outcomes that
matter to patients. They were difficult to implement. Fortunately, many stakeholders continue to
unite around the promise of a systemic shift that allows them to provide value-driven care that is
measured by improved patient outcomes.
In that context, we commend CMS for re-examining the direction of the Innovation Center. It is
our hope that the relationships forged since the Center’s inception and the lessons learned from
early attempts at aligning outcomes with payment can be leveraged by CMS to achieve its goal of
promoting affordable, accessible health care that puts patients first. We believe that personalized
medicine has the potential to help CMS deliver on this goal if it focuses on maximizing individual
patient outcomes, if new models are fully evaluated before large-scale implementation, if payment
is not rooted in current standard of care, and if physicians have the flexibility to tailor care based
on a patient’s genetics and other factors.
In previous communications with CMS, PMC has explained that poorly developed or vetted
policies negatively impact the improvement of health care. The guiding principles laid out in the
RFI provide reasonable assurance that the Innovation Center plans to proceed at a more measured
pace with an eye toward increased transparency and broader participation in value-based model
design and testing. Such an approach will create a context in which policies that unintentionally
impede continued developments in personalized medicine can be avoided.
Recommendations to Ensure Future Payment Models Foster Adoption of Personalized
Medicine
Advances in personalized medicine have noticeably impacted the way we treat patients.
Melanomas are now characterized as BRAF-positive or –negative. Non-small cell lung cancer can
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be categorized as EGFR- or ALK-positive, and can be treated with the targeted drug most likely
to improve a patient’s health. Most Americans with breast cancer now benefit from targeted
treatments. We expect future advancements to improve treatment in other disease states, as they
have for cancer. In 2015 alone, 28 percent of the U.S. Food and Drug Administration’s novel new
drug approvals were personalized medicines.
In order to sustain this rapid evolution and support continued biomedical innovations, Medicare
and private payers should establish a path toward evaluating the clinical and economic utility of
personalized medicine. Proposals that impose blunt payment cuts or rigid clinical or costeffectiveness standards create significant barriers to the development of the innovative drugs and
diagnostics that can drive quality improvements in health care and accelerate progress in
personalized medicine. To support a more effective and efficient health system, payment models
must align with the principles of personalized medicine, and, by extension, with high-quality,
patient-centered care, which has the power to improve outcomes and deliver value to the health
system.
As health care shifts away from fragmented payment structures and toward a more integrated
system that rewards value, APMs should be mechanisms to drive value while avoiding price
controls or coverage restrictions. APMs are meant to promote coordination and integrated care,
but depending on their design, such models can discourage advances in personalized medicine by
setting payment based on current standards of care, narrowly defined arbitrary treatment pathways,
or episode-based payment bundles. Models like these restrict treatment choices based on implicit
assumptions of equivalent effectiveness and impose “one-size-fits-all” treatment approaches that
can undermine a patient’s ability to access targeted care.
Patient-centered medical homes are models that focus on an individual patient, relying on a team
of providers and the patient to manage care. The role of personalized medicine in the medical
home setting is still evolving, but there are models, such as the Patient-Centered Oncology
Medical Home, that appear to have at least a modest impact on the utilization of personalized
medicine because of the role diagnostics play in determining the initiation of payment and the
assumption of responsibility for delivering comprehensive, coordinated, accessible, safe quality
care. As part of the Innovation Center’s new direction, PMC recommends testing of new models
that reflect the realities of how disease is treated and incentivize care accordingly. In the case of
chronic and complex diseases, personalized medicine offers significant short- and long-term
benefits, but a proper model in this context must include comprehensive and accurate quality
measures so as not to disincentivize the use of diagnostics and treatments that may raise shortterm costs but yield greater clinical/cost value over time.
In Paying for Personalized Medicine: How Alternative Payment Models Could Help or Hinder
the Field, PMC highlighted that the greatest barrier in determining the true value of personalized
medicine is the lack of pharmacoeconomic data needed to create an evidence base of benefits
versus costs. The Coalition found that for providers participating in APMs, it is difficult to expend
the resources necessary to assess the value of various personalized medicines in the face of higher
costs for new technologies. Without rapid learning systems that can extract clinically meaningful
information and apply it to modify clinical practice guidelines in real-time, providers are unlikely
to utilize new technologies — and that could jeopardize their cost savings targets. Adaptable
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models utilizing electronic medical records and real-time data sharing that integrates generalized
knowledge from external sources, patient experiences, genomic information, and treatment
history could counter this challenge. The Department of Veterans Affairs Point-of-Care Precision
Oncology Program might serve as a model for rapid data sharing that creates an evidence base to
quickly inform treatment decisions.
In health care systems where personalized medicine has already been integrated, patientcenteredness and empowerment were a critical component to success. Patient-centeredness is also
an attribute of the patient-centered medical home. Personal decisions about health care are rarely
straightforward, but patients who engage in shared decision-making with their clinicians are more
satisfied, more engaged in their care, and more likely to follow the agreed-upon treatment plan,
which can ultimately lead to improved health.
The National Quality Forum (NQF) Partners for Shared Decision-Making Action Team issued a
national call to action for all individuals and organizations that provide, receive, pay for, and
make policies for health care to embrace and integrate shared decision making into clinical
practice as a standard of person-centered care. This action team included 20 leaders representing a
diverse range of perspectives and areas of expertise, including consumer advocates, nurses, home
health providers, clinicians, and health systems. These experts released an action brief identifying
key barriers and solutions to advance shared decision making as a standard of care. CMS is
reimbursing health care providers and facilities for engaging in shared decision-making with
patients experiencing preference-sensitive conditions in two pilot models. Because shared
decision-making has the potential to improve patient experience, engagement, and value, PMC
encourages the inclusion of and reimbursement for shared decision-making practices that are
consistent with the principles and standards articulated by the National Quality Partners Shared
Decision-Making Action Team in additional models tested by the Innovation Center. In addition,
there is the need for more rapid endorsement of shared decision-making performance measures to
drive quality improvement and accountability programs, accreditation, certification, payment, and
public reporting. Beneficiaries derive a direct benefit from shared decision-making and tools are
improved by their involvement.
NQF convened an expert panel to develop guidance on national standards for the certification of
high-quality, evidence-based, and unbiased patient decision aids, which clinicians can use when
selecting decision aids. The expert panel’s recommendations are contained in the report,
“National Standards for the Certification of Patient Decision Aids.” Importantly, the panel
recognized that the criteria for certifying decision aids about diagnostic testing should be different
from the criteria used to certify decision aids regarding treatment options. While PMC does not
have a position on the adoption of national certification standards for shared decision aids, PMC
believes that the criteria identified in this report – and their distinction between diagnostics and
treatments – bears consideration in CMS’ policymaking around developing CMMI models that
would explore shared decision-making as an intervention. Those criteria include, without
limitation, that the patient decision aid provides a balanced presentation of options, is based on a
rigorous and documented evidence synthesis method, provides information about the evidence
sources used, provides key outcome probabilities that communicate risk, and includes information
about the funding sources and potentially competing interests and/or policy.
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When evaluating the care provided to a patient, it is important that his or her perspective and
opinion is at the center of the evaluation. Patient-reported outcome measures (PROs) evaluate a
patient experience from his/her perspective and provide invaluable information about his/her
health maintenance, progress, or lack thereof. We believe these measures have the potential to
provide insight into patient treatment and outcome achievement in disease states where no other
clinical outcome measures currently exist. Outcome measures, including patient-reported
outcomes like functional status and quality of life, can serve as counterweights to measures aimed
at cost of care in order to more accurately depict the value of an intervention. PMC believes that
the inclusion and refinement of PROs should continue to be a part of new models tested by the
Innovation Center.
Recommended Program Improvements to Allow Broad Stakeholder Engagement and
Transparency
The RFI states that the Guiding Principles will direct how the Innovation Center will approach
new model design. The principles will not only impact the future of the Innovation Center, but
also the future of health care. For this reason, PMC supports CMS codifying the principles in
rulemaking. This step would add to their durability and establish a level of predictability for
stakeholders to conform to if they are interested in developing or participating in care models.
The RFI further requests feedback on how CMS can engage beneficiaries in the development of
new and existing care models. PMC believes that the Innovation Center has significant additional
opportunities to test new models that empower patients and consumers with current data, support
the shift to personalized medicine, and reduce overall health care costs. However, the process for
accepting and considering these types of specific proposals requires clarification. We recommend
the development of a transparent comment process for each of the opportunities related to new
model development, piloting, or refinement. CMS should provide an opportunity for public
comment on each model and CMS should publish comments received.
Finally, the Physician-Focused Payment Model Technical Advisory Committee (PTAC) was
created to provide comments and recommendations on physician-focused payment model
proposals. Since the guiding principles in the RFI focus to an equal extent on the involvement of
providers and public stakeholders from a broad range of organizations across the country in the
design and evaluation of care models, PMC encourages CMS to specify the role the PTAC will
have in considering a proposal that may not come exclusively from physicians. Further, PMC
encourages CMS to make the review process for PTAC recommendations more efficient and
better aligned with Congressional intent.
Conclusion
In summary, PMC recognizes and appreciates CMS’ efforts to chart a new direction for the
Innovation Center. The Coalition supports the stated guiding principles for this transition, and
recommends that:
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1. Future payment and delivery models evaluated by the Innovation Center foster the
adoption of personalized medicine.
2. Program improvements are instituted under the Innovation Center’s new direction to
allow transparency that fosters broad stakeholder engagement.
Thank you for considering our comments on the Innovation Center’s New Directions RFI. PMC
looks forward to working with you as new models of care are developed to deliver affordable,
accessible health care to patients. If you have any questions about the content of this letter,
please contact me.
Sincerely yours,

Cynthia A. Bens
Vice President, Public Policy

CC: Amy Bassano, M.A., Acting Deputy Administrator for Innovation and Quality & Acting
Director, Center for Medicare and Medicaid Innovation (CMMI), Centers for Medicare &
Medicaid Services
Arrah Tabe-Bedward, J.D., M.S., Deputy Director, Center for Medicare and Medicaid
Innovation (CMMI), Centers for Medicare & Medicaid Services
Steven Farmer, M.D., Ph.D., Senior Advisor and Medical Officer, Center for Medicare and
Medicaid Innovation (CMMI), Centers for Medicare & Medicaid Services
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November 20, 2017
Submitted electronically via https://innovation.cms.gov/initiatives/direction/
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: Innovation Center New Direction
PO Box 8016
Baltimore, MD 21244-8016

Re: Request for Information; Innovation Center New Direction

To Whom It May Concern:
The Pew Charitable Trusts is pleased to respond to the Centers for Medicare and Medicaid
Services (CMS) request for information (RFI) regarding the development of Innovation
Center models to promote patient-centered care and test market-driven reforms, provide price
transparency, increase choices and competition to drive quality, reduce costs, and improve
outcomes. Pew is an independent, nonpartisan research and public policy organization
dedicated to serving the public.
Pew’s efforts on drug spending are focused on identifying policies that would allow public
programs, such as Medicare and Medicaid, to better manage the cost of pharmaceuticals while
ensuring that patients maintain access to the drugs that they need. The Innovation Center can
play an essential role in advancing effective practices and policies through its unique ability to
test and evaluate new models to improve care and lower costs in public programs.
The Innovation Center has requested feedback on potential models for prescription drugs.
Below, we discuss two potential areas where the Innovation Center could test prescription
drug models that align with the guiding principles articulated in the RFI, including 1) choice
and competition in the market, 2) provider choice and incentives, and 3) benefit design and
price transparency.

Misaligned incentives and lack of drug price competition in Medicare Part B
Drug spending in Medicare Part B reached $22 billion in 2015, and Part B drug costs have
increased by an average of 8.6 percent annually since 2007. 1 The drugs reimbursed under
Part B include infusible and injectable products administered in physician offices and hospital
outpatient departments. Under current Part B reimbursement policy Medicare pays providers
the Average Sales Price (ASP) of the drug plus a 6 percent add-on payment. This has been
reduced to ASP plus 4.3 percent by the budget sequester. Medicare also makes a separate
payment to providers for the administration of Part B drugs. Limitations of the current
reimbursement policy include:

1

•

ASP, calculated quarterly, is based on manufacturer pricing strategies and national
sales inclusive of some, but not all, discounts and rebates. 2 Therefore, there is no
statutory limit on how much ASP, and in turn Medicare payment, can increase.

•

Except in cases where brand drugs share billing codes with their generic equivalents,
Part B reimbursement policy does not include any financial incentive for providers to
choose lower-cost therapies. This is true even when multiple drugs would be equally
effective. In fact, the current methodology may provide an incentive for providers to
select higher-cost drugs over cheaper alternatives of equal effectiveness. If a provider
administers a higher cost product, Medicare pays not only a higher ASP, intended to
cover the cost of the drug itself, but also a higher add-on payment based on the ASP of
that drug. While little research has evaluated how the Part B drug add-on payments
influence provider drug selection, one study found an increase in oncologists’ use of
the most expensive therapy for lung cancer after the introduction of the ASP+6
percent payment policy. 3 Similarly, the Office of the Inspector General found that
utilization for lower cost prostate cancer drugs decreased after the implementation of
the ASP+6 percent payment for those products in 2010. 4

•

The Part B program does not take advantage of any of the tools widely employed in
commercial insurance plans to ensure appropriate utilization and manage costs.

Medicare Program; Part B Drug Payment Model; Proposed Rule, 81 Fed. Reg. 13230 (Mar. 11, 2016).
ASP calculations excludes sales that are exempt from the determination of “best price” in the Medicaid drug
rebate program, such as discounts and rebates offered to pharmacy benefits managers. 42 U.S. Code § 1395w3a(c)(2)(A)
3
Jacobson, Mireille, Craig C. Earle, Mary Price, and Joseph P. Newhouse. "How Medicare’s payment cuts for
cancer chemotherapy drugs changed patterns of treatment." Health Affairs 29, no. 7 (2010): 1391-1399,
http://www.healthaffairs.org/doi/full/10.1377/hlthaff.2009.0563
4
Department of Health and Human Services, “Least Costly Alternative Policies: Impact on Prostate Cancer
Drugs Covered Under Medicare Part B” (2012), http://oig.hhs.gov/oei/reports/oei-12-12-00210.pdf.
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Specifically, there is no formulary for Part B drugs. FDA-approved drugs are almost
always covered by Medicare, regardless of their effectiveness or cost compared to
existing therapies. This contrasts with Medicare Part D and employer-sponsored
coverage, where private plans choose which drugs to cover based on their
effectiveness and cost. Other common payer tools not utilized in Part B include prior
authorization and step therapy. 5
Each of these challenges can contribute to rising drug costs and in some cases undermine
quality of care. This increases Medicare spending, but also results in higher out-of-pocket
costs for beneficiaries, who are required to pay 20% of the Medicare-approved cost of Part B
services.
Potential approaches to drug price competition in Medicare Part B
Drug Value Program
The Medicare Payment Advisory Commission (MedPAC) has recommended an approach to
reimbursement of drugs in Part B fee for service that, with some modifications for the
purposes of a Centers for Medicare and Medicaid Innovation (CMMI) demonstration, has the
potential to create competition, expand choice and offer savings to the federal government,
providers and beneficiaries.
The Drug Value Program (DVP), as proposed, would allow providers, on a voluntary basis, to
opt in to a market-based alternative to the ASP payment system that would use private
vendors to negotiate prices for Medicare Part B drugs. 6 The key elements of this program and
suggested modifications are described below.
Under this approach, Medicare would contract with a small number of private vendors to
participate in the DVP. These vendors would be responsible for negotiating prices with
manufacturers for Part B drugs and making those prices available to providers through a
network of distributors and wholesalers. Vendor-negotiated prices would be known by
Medicare, participating providers and distributors, but would not be disclosed to the public. In
order to provide DVP vendors leverage in negotiating prices, the program would allow for the
use of management tools that are standard in commercial insurance coverage, such as
formularies and prior authorization or step therapy for certain products. This would introduce
drug price competition in Part B by providing incentives to manufacturers to offer discounts
5

A form of prior authorization, step therapy is a requirement to try a lower-cost preferred drug before moving up
a “step” to a more expensive alternative.
6
The Medicare Payment Advisory Committee, “Medicare Part B Drug Payment Policy Issues” (2017),
http://www.medpac.gov/docs/default-source/reports/jun17_ch2.pdf?sfvrsn=0

on their products. In addition, the small number of DVP vendors would consolidate the
significant purchasing volume of Part B to provide vendors leverage in negotiations with
manufacturers. There may be circumstances under which a vendor cannot obtain a favorable
price for a particular drug, so the DVP would limit prices to 100 percent of ASP. This would
ensure that vendors are able to obtain at least typical market prices for Part B drugs. Vendors
would be compensated through an administrative fee paid by Medicare as well as the ability
share in program savings.
The DVP would be voluntary. Physicians and hospital outpatient departments could choose
whether to participate in the program or stay on the current ASP-based payment system for
Part B drugs. Providers who enroll would choose a single DVP vendor for all their Part B
drug purchasing. This would introduce competition among the vendors for providers, who
may select vendors based on factors such as formulary design and potential for shared
savings.
The DVP would not require significant changes in current provider practice. Participating
providers would continue to purchase drugs in the marketplace from wholesalers, distributors
or, in some cases, manufacturers, but they would do so at the price negotiated by the DVP
vendor. Medicare would, in turn, reimburse providers for Part B drugs at the DVP vendornegotiated price. Medicare would continue to pay providers for drug administration services
at the standard rate.
This approach avoids creating additional administrative burdens for providers. Because
providers would not know in advance what proportion of the drugs they order would be
administered to Medicare fee-for-service beneficiaries, purchases would be completed
through a retroactive reconciliation process that ensures they receive the DVP-negotiated
price for drugs administered to these beneficiaries.
As an incentive to participate in the DVP, providers would be eligible to share in program
savings. Importantly, a demonstration should not be structured in a way that would incentivize
providers to generate savings through decreased use of necessary therapies. One approach to
ensure clinically appropriate use of drugs is to require that participants adhere to published
clinical guidelines or pathways. Alternatively, as a condition of eligibility for sharing in
savings, providers could be required to meet certain quality metrics.
Medicare beneficiaries would be partners in a DVP demonstration. First, enrollees receiving
Part B drug services from providers participating in the DVP would be eligible to share in
cost savings achieved through the program. While Part B cost sharing is generally set at 20
percent of Medicare-approved costs, the negotiated prices for drugs would not be made public

under this program. To address this challenge, Medicare could estimate aggregate DVP prices
across all products and set patient cost sharing at 20 percent of that amount. For example, if a
DVP vendor negotiates prices that are an average of 10 percent less than ASP across all drugs,
beneficiaries could be required to pay a coinsurance of 20 percent of 90 percent of ASP for
each drug.
For the purposes of a CMMI demonstration, we suggest some modifications to the DVP as
proposed by MedPAC. The DVP would implement a reduction to the current ASP add-on
payment of 6 percent for Part B drugs for providers who elect not to participate in the DVP.
This reduction is designed as an incentive for providers to participate in the DVP. However,
this reduction would be challenging to implement as part of a demonstration. Furthermore,
such a reduction to ASP may not be necessary if Medicare ensures that enough of the DVP
savings on aggregate drug costs realized through negotiated prices, management tools and
appropriate use are shared with providers. This reduction in ASP add-on payments should not
be included as part of an initial DVP demonstration, though it may be a consideration for
subsequent demonstrations or policy proposals.
Another important clarification to the DVP as proposed would be full transparency for
beneficiaries. In order to inform beneficiary decisions, providers participating in a DVP
demonstration should be required to disclose to beneficiaries the formulary their selected
vendor has implemented. Beneficiaries should also have access to information on their
required cost sharing, which may vary from vendor to vendor depending on the negotiated
savings. Medicare could also play a role in making this information available to beneficiaries
online, with details available on a per-provider basis, as the specifics would vary depending
on which vendor the provider partners with.
Compensation to DVP vendors should be structured in a way that encourages savings and
does not allow payments from manufacturers to vendors, to avoid conflicts of interest. Per
beneficiary administrative fees coupled with an opportunity to share in the savings would
achieve this balance. When estimating savings, it is important to consider not just per unit
drug savings, but also overall Part B drug spending, which may be reduced through
appropriate clinical management.
Ensuring the correct distribution of savings between Medicare, providers, vendors and
beneficiaries is critical to aligning the incentives across these stakeholders. CMMI should
consider the breakdown that would achieve the highest aggregate savings while maximizing
competition between vendors and ensuring the federal government and taxpayers benefit from
reduced costs.

Adapting effective practices from the private sector to the Medicare Part B program has the
potential to introduce competition where none exists, expand choice for providers and
patients, and generate savings for the federal government, providers and beneficiaries. We
encourage CMMI to thoroughly examine MedPAC’s proposal for a DVP and consider how it
could be tested under a demonstration.
Value-based purchasing
We encourage CMMI to evaluate the value-based purchasing approaches proposed under
phase II of the 2016 Part B Drug Payment Model. 7 The second phase of the model proposed
to test value-based purchasing tools similar to those widely utilized by commercial health
plans, pharmacy benefit managers, hospitals, and other entities. The Part B Drug Payment
Model did not move forward, but there is an opportunity for CMMI to design more targeted,
non-mandatory demonstrations to evaluate the impact of value-based purchasing tools on
costs and patient outcomes in the Medicare program.
•

Indication-based pricing allows payers to align the reimbursement for a drug with the
outcomes it produces for a particular condition or indication.

•

Reference pricing involves setting equal payments for therapeutically similar drugs
that yield similar outcomes.

•

Reductions in patient cost-sharing for therapies determined to be high value.

Each of the approaches above has the potential to generate savings by moving toward value in
the Part B reimbursement for drugs. However, a critical step in developing any value-based
purchasing policy is the assessment of the effectiveness and cost-effectiveness of
pharmaceuticals to determine their value. Pew has previously provided comments to CMMI
on this topic based on a 2016 public stakeholder convening. 8 One overarching priority
articulated in by participants is the need for a transparent process to assess the value of
medicines that draws on the knowledge of experts and stakeholders.
While no value-based purchasing approach could be applied to all Part B drugs, we encourage
CMMI to consider whether there are particular drug classes for which one or more of the tools
outlined above would be appropriate. Other priorities for designing models include
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Medicare Program; Part B Drug Payment Model; Proposed Rule, 81 Fed Reg. 13230, pg. 13243 (Proposed
Mar. 11, 2016).
8
The Pew Charitable Trusts, “CMS-1670-P—Medicare Program; Part B Drug Payment Model; Proposed Rule”,
(2016), http://www.pewtrusts.org/~/media/assets/2016/05/pew-comments-part-b.pdf

developing rigorous study designs, ensuring sufficient incentives for provider participation
and allowing for public input.
Future directions
Thank you for the opportunity to provide input on the future direction of the Innovation
Center. We believe these approaches have the potential to test market-driven reforms to
reduce costs to Medicare and beneficiaries and improve quality of care. We encourage The
Innovation Center to consider these and other models that can address the current lack of drug
price competition and additional challenges that drive up spending in the Medicare Part B
program. Should you have any questions, or if we can be of assistance with your work,
please contact me.

Sincerely,

Ian Reynolds
Associate Manager, Drug Spending Research Initiative
The Pew Charitable Trusts

Angela Wasunna
Vice President
Corporate Affairs
11/20/2017
Via Electronic Mail: CMMI_NewDirection@cms.hhs.gov
Administrator Seema Verma
Centers for Medicare & Medicaid Services
US Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Dear Administrator Verma:
Pfizer, Inc. (“Pfizer”) appreciates the opportunity to respond to the Centers for Medicare & Medicaid
Services (CMS) Innovation Center New Direction Request for Information (RFI).
At Pfizer, we apply science and our global resources to bring therapies to people that extend and
significantly improve their lives. We strive to set the standard for quality, safety and value in the
discovery, development and manufacture of health care products. Our global portfolio includes
medicines and vaccines as well as many of the world's best-known consumer health care products.
We would be glad for the opportunity to meet with you and Innovation Center staff to further discuss
our comments and proposals, and are glad to provide assistance as we can to bring them to fruition. We
hope these suggestions can provide a launching off point for a fruitful collaboration in achieving your
vision of fostering an affordable, accessible healthcare system that puts patients first.
I. Pfizer Supports the RFI’s Guiding Principles
The Innovation Center’s past partnerships and initiatives have yielded important lessons, but we agree
that a new direction for the Center is prudent, and support the Guiding Principles enumerated in the
RFI.
In particular, we support your focus on choice and competition in the market; provider choice and
incentives; patient centered care; transparent model design and evaluation; and small scale testing.
CMS should formally encode these principles in regulation, and unify CMS and HHS behind them.
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Pfizer also supports your renewed focus on patient-centered care, facilitated through benefit designs
that drive cost-effective care. Eliminating barriers such as excessive cost-sharing for needed care will
empower patients to make health care decisions motivated by their true health needs, and not
unnecessary financial constraints.
Pfizer particularly supports the Innovation Center’s proposed increased focus on transparent model
design and evaluation. We believe that regulations describing the Innovation Center’s process for model
development and setting out a clear and consistent process for stakeholder engagement that affords all
parties an opportunity to give input into model tests and plan for coming opportunities can improve the
quality of Innovation Center models and strengthen relationships across the health care industry. These
regulations should make assurances of protection of stakeholders’ commercially sensitive information,
so as to preserve market competition. To further this goal of transparency, the Innovation Center should
also clarify in regulation its procedures to recommend Congressional changes to Medicare, Medicaid
and CHIP, and not unilaterally install permanent changes to these programs without legislative approval.
As the Innovation Center proceeds to develop its new portfolio, we suggest that additional principles
should be taken into account:
•

•

We encourage you to promote quality of care in Medicare, Medicaid and CHIP by placing special
emphasis on facilitating beneficiary access to medical innovation. The Innovation Center should
recognize in all of its efforts that new treatments hold the potential to vastly increase the quality
of care in Medicare, Medicaid and CHIP and improve the health of beneficiaries. In addition to
focusing efforts on improving the efficiency of today’s health care system using today’s
technologies, the Innovation Center should consider how it can utilize new advances in science
and medicine to bring quality and cost improvements to the system, and how to prepare our
health care system to effectively deliver access to these treatments. CMMI models should
adequately account for advances in biomedical science and clinical practice, through
mechanisms that may include: rebasing spending benchmarks to account for new treatments
and new indications, meaningful incentives for healthcare quality and patient outcomes,
adequate risk adjustment, and outlier adjustments, and/or novel therapies adjustment
mechanisms. Models need to allow for – and not hinder – the standard of care to evolve
alongside medical science.
When considering the cost savings of model tests, evaluate the “program expenditures under
the applicable titles” not just from the perspective of the net budget impact to the particular
Medicare or Medicaid budget accounts, but all government and beneficiary spending across the
full continuum of care associated with the Medicare and Medicaid programs. This includes outof-pocket costs for patients. Avoid “siloed” assessments and structure evaluations that consider
a broader, more holistic view of healthcare costs.

II. Pfizer Suggests Potential Model Tests
Using the Innovation Center’s budget resources, waiver authority and prominence as the locus of health
care payment innovation in the United States, the Innovation Center can affect change in many areas.
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We suggest the Center explore on the following key projects that address the priority models described
in the RFI, including:
•
•
•
•
•
•
•

Increased participation in Advanced Alternative Payment Models (APMs);
Consumer-directed care and market-based innovation models to facilitate price and quality
transparency;
Physician specialty models to engage specialty physicians in APMs;
Prescription drug models to lower costs and better link reimbursement to value in Medicare
Part B, Medicare Part D, and Medicaid;
Medicare Advantage (MA) innovation models to increase flexibility and beneficiary choice in MA
plans;
State-based and local innovation, including Medicaid-focused models, to drive value-based,
state-led reform efforts to improve beneficiary outcomes and costs based on local needs; and
Mental and behavioral health models to optimize care integration and/or use an episode-based
model to drive better care for mental and behavioral health services.

A. Facilitate Access to Preventive or Curative Treatments through Lower Out-of-Pocket Costs
Fits the Prescription Drugs, Medicare Advantage, Consumer-Directed Care & Physician Specialty Models
Categories
Pfizer's treatments prevent and cure diseases, and improve the health quality of life for Medicare,
Medicaid and CHIP beneficiaries. Healthy beneficiaries, through improvements like these, may consume
fewer medical services, with potential to save the federal government the costs of future medical care.
But cost-sharing imposed on beneficiaries often presents a barrier to consumption of high-value care. To
harness these cost effective preventive and curative treatments’ potential, their use could be
encouraged through low or no cost-sharing on high-value services.
But Medicare Advantage Organizations (MAOs) and Prescription Drug Plan (PDP) sponsors are not
always properly incentivized to make the financial investment needed to reduce cost-sharing or make
these treatments available at all. In many cases, the “returns” on those investments come in the form of
long-term health care savings. But for MAOs, the costs of treatment are borne in a single year, and
included in that year’s bid, while the savings are only accrued over time. PDP sponsors may have even
less incentive, since they do not reap medical savings. In some instances, these entities may be
incentivized to increase cost-sharing on drugs in an effort to accelerate beneficiaries into the Part D
reinsurance phase. Organizations might also be reluctant to lower beneficiary costs due to fears of
adverse selection.
While cost-sharing can serve, in some situations, as a deterrent to unnecessary utilization of drugs, for
seriously ill beneficiaries facing health challenges that require use of high cost drugs, cost-sharing can
simply be a financial burden that prevents access to care.
We suggest several potential approaches to removing or mitigating the cost-sharing barrier to the
consumption of high-value services.
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In each of these models, CMS could evaluate the quality impact of the model test by observing measures
directly associated with the treatment in question over time, and comparing them to measures in nonparticipating plans.
1. Lower Beneficiary Costs through Value-Based Contracting
One solution is to consider a model test where CMS and manufacturers share in the cost of treatment
through value-based contracting. Either CMS’ or manufacturer’s cost share investment will be readjusted dependent on agreed outcomes metrics. The goal would be to more closely tie payments for
medicines to metrics that are important to the beneficiary and the government.
In this model, CMS and manufacturers would invest in a buy-down of cost-sharing for a treatment that is
expected to reap medical savings in the long-run. CMS could broadly define the objective around a
preventive medicine theme, as an example. The government’s investment could be facilitated initially
through use of Innovation Center funding. MAOs or PDP sponsors that wanted to participate in the
model test would agree on a voluntary basis to make the particular treatments available at low costsharing to beneficiaries. Those organizations would receive the initial subsidy to offset the cost of the
cost-sharing reduction. 1
Performance above/below baseline will result in either party receiving a refund of their financial
investment based (e.g., performance below baseline results in PFE refunding CMS; performance above
baseline results in CMS refunding PFE). Cost savings could potentially accrue to CMS both from
manufacturer quality-based price adjustments or lower Medicare medical expenses associated with
healthier beneficiaries.
2. Lower Beneficiary Costs for Vaccines through Bid Flexibilities
Vaccines have well-known cost saving potential and can dramatically improve health and quality of life
for the senior population. Accordingly, they are a prototypical example of a treatment that should be
available at low or no cost-sharing. And in fact, several vaccines covered under Part B are offered to
beneficiaries at $0 cost-sharing.
But today, few ACIP-recommended vaccines beyond those covered under Part B have $0 cost-sharing.
MAOs setting cost-sharing and coverage policies for vaccines covered under Part D face the familiar
dynamic of a short-term investment that will yield returns only over time, and as a result are not
properly incentivized to reduce their beneficiary costs for vaccines.
CMS can play an important role in increasing vaccine access through lower cost-sharing. To solve for the
mismatch in incentives, CMS could test a model design in Medicare Advantage. In the test, participating
MAOs would be given bid flexibilities that result in additional up-front payments to MA plans to cover
costs of vaccines. For example, CMS could increase plan payments to allow MAOs to cover the cost of
vaccines at $0 cost-sharing without resulting in a beneficiary premium increase. In return, MAOs would
agree to offer vaccines on a low or even $0 cost-sharing tier. They would also agree to return a portion
1

This aligns with the new NCQA accreditation measures which support value-based arrangements.
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of their expected vaccine-related savings to CMS in bids over a fixed course of several years. In this
model, CMS earns savings for the Medicare trust funds through recoupment of funds over the course of
years. Plus, it would reap additional savings, if any, from better-than-expected health gains and their
associated decreases in Medicare Advantage bids.
A variation of this model for increasing vaccinations could test the effect of $0 cost-sharing plus a
primary care bonus. 2
Finally, CMS could test this approach in the standalone Part D setting. Investments used to lower costsharing could be targeted at beneficiaries enrolled in physician specialty or episodic payment models or
medical homes, with the costs associated with lower cost-sharing charged against those model
participants’ savings.
3. Reduce Beneficiary Cost-sharing to Eliminate Barriers to Care
One simple approach to reducing beneficiary cost-sharing for effective treatments would be to require
all MAOs or PDP sponsors in a particular region to lower or simplify cost-sharing.
In some instances, a given MAO or PDP sponsor might be willing to lower cost-sharing for a particular
treatment, believing that such an initiative would be cost effective and improve the quality of care for
enrollees. But no individual organization would want to be the only one to do so in a service area, lest
that organization be subject to adverse selection in enrollment, or have its premiums increase to cover
the cost of the treatment above those of its competitors.
CMS could test a solution to this collective action problem. In the context of a model test, CMS could
test a requirement that participating organizations simplify cost-sharing by limiting tiers or types of costsharing (e.g., eliminate specialty tiers or more broadly, all co-insurance tiers) across all plans in a service
area. Spending on specialty-tier drugs represents a small percentage of overall spending on drugs. The
typical Part D prescription drug plan (PDP) could mitigate the cost burden for patients with debilitating
and life-threatening conditions by moving all covered specialty tier drugs to lower tiers and completely
cover costs by making only minimal changes to its benefit design. These changes will not increase plan
premiums. 3 A typical PDP could move all covered specialty tier drugs to other brand tiers and provide a
similar actuarial value through minimal increases in either cost-sharing on the non-preferred brand tier
or the preferred brand script, or a small increase in the deductible
The model test would track whether the cost of increased drug utilization reaps financial and quality
benefits in the form of improved health and reduced high-acuity services. Such models could be
voluntary in nature: CMS would solicit applications from a consortium of plans in a given area that
would like to participate. This approach is similar to the approach for selecting Comprehensive Primary
Care Plus (CPC+) regions based on interest from aligned payers. This model differs from the previous
models in that there is not necessarily any special relationship with CMS or a manufacturer
2

In a study of the effect of $0 coinsurance for colonoscopy screening, the addition of the 2% primary care bonus in combination with the $0
coinsurance was found have more effective outcomes than just eliminating cost-sharing. Lissenden, B. and Yao, N., Health Affairs, 36, No. 1
(2017): 101–107.
3
Dieguez, G. and Pyenson, B. Milliman. Specialty Tiers: Benefit Design Considerations for Medicare Part D. June 2013.
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contemplated. Instead, it is simply a constraint on tier design that each participating plan volunteers to
adhere to, with costs and benefits flowing through the normal Medicare Advantage or Part D bids as
under current law.

B. Promote Adherence to Prescribed Treatments
Fits the Prescription Drugs and Opportunities for Participation in APMs categories
Medication adherence is a vital factor in achieving the true cost and quality improving potential of
prescription drugs. Only if beneficiaries carry through with their treatments will they reap their health
benefits. And only then will CMS reap the associated savings.
Medication adherence matters because patients who adhere to their medication instructions
generally have better outcomes and lower costs than non-adherent patients, medication non-adherence
costs the nation billions of dollars every year, and stakeholders across the healthcare spectrum are
focusing on medication adherence as a crucial performance and quality measure. 4
Given the demonstrated association between increased medication adherence and reduced health care
costs, the Innovation Center should promote medication adherence, both in prescription drug models
and as a component of physician-focused models. CMS has already begun to do so with its adherence
focus in the Enhanced Medication Therapy Management model test, but should strive to do more.
In each of the models suggested below, the improvements to quality of care can be tracked both by
specific adherence measures, and by related improvements in disease-specific measures.
1. Shared Savings Approach in Part D
PDP sponsors may currently have insufficient incentives to promote cost saving through better
medication adherence because many of the potential savings accrue to Medicare as a result of
reductions in utilization of Medicare Parts A and B covered services, not the Part D benefit. In fact, as a
result of increased medication adherence, PDPs may experience increased drug costs, even when
effective adherence interventions lower total Medicare costs for the fee-for-service Medicare
population. The Innovation Center has already recognized this dynamic with the launch of the Enhanced
Medication Therapy Management model test.
To better align incentives and promote medication adherence, the Innovation Center could go beyond
the Enhanced Medication Therapy Management model test, and pilot a quality bonus or shared savings
4

Cummings DM, Letter AJ, Howard G, Howard VJ, Safford MM, Prince V, Muntner P. Medication adherence and stroke/TIA risk in treated
hypertensives: results from the REGARDS study. J Am Soc Hypertens. 2013; 7(5):363-9. Choudhry NK, Avorn J, Glynn RJ, et al. Full coverage for
preventive medications after myocardial infarction. N Engl J Med. 2011; 365(22):2088-97. Sokol MC, McGuigan KA, Verbrugge RR, Epstein RS.
Impact of medication adherence on hospitalization risk and healthcare cost. Med Care. 2005; 43(6):521-30. Roebuck MC, Liberman JN,
Gemmill-Toyama M, Brennan TA. Medication adherence leads to lower healthcare use and costs despite increased drug spending. Health Aff.
2011; 30(1):91-9. IMS Institute for Healthcare Informatics (IIHI). Avoidable Costs in U.S. Healthcare. Parsippany, NJ: IMS Institute for Healthcare
Informatics, 2013. Hubbard T, McNeill N. Improving Medication Adherence and Reducing Admissions: A NEHI Issue Brief. Cambridge, MA: The
Network for Excellence in Health Innovation, 2012.
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program for PDP sponsors based on their ability to achieve savings in Parts A and B spending. Under
such a program, PDP sponsors could implement new strategies and interventions aimed at improving
medication use with a particular emphasis on medication adherence. This model would build upon the
success of the Enhanced Medication Therapy Model test, and interventions may include MTM, but they
could also encompass broader strategies such as those currently employed in the commercial market.
A quality bonus or shared savings approach within the model test would financially reward PDPs based
on meeting quality measures and/or achieving savings to Medicare Parts A and B. This would be a more
intensive reward than the premium subsidies awarded in the Enhanced Mediation Therapy
Management model test. Existing CMS, programs such as the Medicare Shared Savings Program and
Pioneer ACO program, have designed methods to measure savings for Medicare Parts A and B for
patient populations attributed to ACOs. We believe that CMS could build upon and learn from these
existing efforts to arrive at a methodology for calculating benchmarks and savings amounts in a PDP
shared savings program.
2. Promote the Appointment-Based Model (ABM) of Medication Synchronization
Under the Appointment-Based Model (ABM) of medication synchronization, pharmacies coordinate
refills for patients with multiple prescriptions so that they all fall on the same day, coordinated in
advance with the patient. Through pre-appointment calls, pharmacists establish contact with patients
and learn information they would otherwise miss through an automatic refill. On the appointed day, the
patient visits the pharmacy to pick up all refills (rather than multiple inconvenient visits), presenting an
opportunity to engage face-to-face, review medications and perform other medication therapy
management (MTM) services.
The ABM has great potential for improving patient outcomes. One forthcoming study showed that
formerly low-adhering patients refilling prescriptions through the ABM had a threefold increase in
adherence. In addition, patients using this approach had 9% fewer emergency department visits. 5
While CMS has encouraged use of the medication synchronization in the Enhanced MTM model test, it
should do more to promote the broader, more comprehensive appointment-based model of medication
synchronization as a strategy for medication adherence.
The ABM is currently under-utilized in Medicare for many reasons, but notably because there is no clear
source of funding for pharmacists to employ it. The Innovation One potential pathway for bridging this
gap and encouraging the use of the ABM is for CMS to sponsor a standalone test of the ABM. In that
test, Medicare Shared Savings Program and Next Generation Accountable Care Organizations would be
given extra financial incentives to employ the ABM.
The structure of such a model test could mirror that of the recently-cancelled Shared Decision-Making
Model, in that CMS makes an up-front investment in the ABM services, and later reaps (and measures)
savings through the established shared savings mechanism for ACOs.
5

Alexis A Krumme, Robert J Glynn, Sebastian Schneeweiss, Joshua J Gagne, J. S Dougherty, Gregory Brill, Niteesh K Choudhry. Abstract 14037:
Impact of Medication Synchronization Programs on Adherence, Clinical Outcomes, and Healthcare Resource Utilization Circulation.
2017;136:A14037
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CMS could also employ its strong learning and diffusion resources to promote the appointment-based
model of medication synchronization. For example, participants in the Comprehensive Primary Care
Plus, Oncology Care, Comprehensive Joint Replacement and Next Generation ACO models, as well as
constituents in the Health Care Learning and Action Network, should have opportunities to learn about
and discuss the ABM. The ABM might be suitable for Medicare-Medicaid dual eligibles, and we urge a
joint effort on this front with the Federal Coordinated Health Care Office. Of course, this model could
also be tested by state Medicaid programs.

C. Help States Transition to Value-Based Contracting for Pharmaceuticals
Fits the Prescription Drugs and State-Based and Local Innovation categories
1. “State Innovation Model” (SIM) Awards for Value-Based Contracting Infrastructure Development
States are increasingly recognizing the importance of value-based arrangements as a tool for making
treatments available while getting value for the federal and state funds invested in them. These valuebased initiatives foster innovation and assure access to drugs for the highest need (and highest cost)
beneficiaries. The Innovation Center should seek to encourage them at the state level.
But implementing a value-based arrangement is technically complex: states must have resources to
appropriately project the financial benefits of an arrangement so that it is priced at a level that brings
value to the state. They must also make up-front investments in terms of administration, including
acquiring technology for data sharing, developing processes to carry out and monitor the arrangements,
and promoting their value-based programs to achieve sufficient uptake. States must also make up-front
payments for the drugs themselves.
The Innovation Center could support states in transitioning to value-based arrangements by eliminating
the barriers these up-front costs present. The Center could issue a third round of State Innovation
Model (SIM) funding, which focuses in part on value-based arrangements for drugs. States could use
funds to design and implement tests of value-based arrangements, applying the dollars to
administrative startup, or initial purchases of drugs subject to value-based rebates. The Innovation
Center could then perform a meta-analysis of the various states’ implementation efforts, as it has done
for prior SIM rounds.
Concurrently, the Innovation Center could also use its learning and diffusion resources to convene
grantee states and disseminate best value-based contracting practices.
2. Address Barriers to States for Value-Based Contracting
The Innovation Center has limited authority under Section 1115A to issue waivers in Medicaid.
Recognizing this, the Center should work closely with colleagues in the Center for Medicaid and CHIP
Services to remove barriers that limit states in value-based contracting.
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States may wish to contract with manufacturers in novel pricing arrangements. These might include
capped contracting, wherein the state and a manufacturer agree to an annual cost cap for the
manufacturer’s products, after which the manufacturer rebates 100% of the cost. Or they might want to
establish lump-sum agreements, wherein a manufacturer’s products are available at a single fixed fee
per year.
To promote these types of approaches, CMS, through the Center for Medicaid and CHIP Services, should
evaluate current policies and eliminate ambiguities that may discourage such contracting. For example,
it could clarify that lump sums paid by state Medicaid agencies for a fixed-fee, indefinite quantity drug
contract should be considered expenditures for Medical Assistance for which FMAP is available. Or it
could state that rebates from manufacturers in the context of an annual cost cap arrangement are not
provider-related donations, such that they can be used for medical assistance eligible for FMAP.

D. Educate Providers on Appropriate Prescribing of Opioids
Fits the Behavioral Health and Prescription Drugs Categories
Pfizer is eager to partner with CMS and all stakeholders to address the problem of opioid addiction.
There are many interventions available, and a multi-pronged strategy is needed. One prong of that
strategy that would have significant impact is an effort to reduce the quantity of prescription opioid pills
that enter public distribution. Over 185 million opioid prescriptions are written in the United States and
it’s estimated that 1 in 3 opioid prescriptions will be abused. Current tools that identify patients at risk
for opioid abuse and misuse (such as Patient Drug Monitoring Programs) only address part of the
problem. An estimated 54 percent of abused substances are legally obtained by a prescription and
dispensed to the abuser or their friends and family. 6 Diversion is a significant problem that makes
tracking misuse and abuse difficult as the patient treated is often not the abuser. The risk is clearly with
the pills as well as the abuser. Because of this, Pfizer recommends strategies to reduce the number of
pills in circulation.
There are clinically appropriate steps which can support pain management decisions and reduce the
number of opioid pills in the community. For example, providers can reduce use of opioids as first-line
treatment for chronic non-cancer, non-palliative pain. They can also transition patients to extendedrelease, abuse deterrent opioids after three months.
Dissemination of these strategies requires prescriber education. CMS, though the Innovation Center,
should take the lead in cross-payer initiatives to make sure that providers are adequately informed. The
Innovation Center could fund state education initiatives through State Innovation Model grants, wherein
states educate providers on appropriate prescribing of opioids. Moreover, CMS could leverage its own
learning and diffusion resources to spread important information.
6
Substance Abuse and Mental Health Services Administration. National Survey on Drug Use and Health, 2017; accessed at:
https://nsduhweb.rti.org/respweb/homepage.cfm.
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E. Support Immunization Data Integration
Fits the Prescription Drugs Category
Vaccination rates among all adults are lower than desired, with differences in vaccination among
different groups. 7 One barrier to vaccination rate improvements may be difficulties in sharing
beneficiary health data across providers and payers, so as to identify beneficiaries with vaccine needs. 8
To test the value of integrated EHR systems as a tool for improving vaccination rates, the Innovation
Center could identify and fund local organizations with sophisticated EHR systems capable of combining
their information with appropriate claims databases, and tracking where vaccination gaps occur, so as to
identify and target those gaps.
Moreover, the knowledge base on the cost impact of these persistent vaccination gaps is not integrated.
The information needed to answer this question is likely sitting across multiple datasets, such as
Medicare claims data, data from State All-Payer Claims Databases, data from state immunization
information systems (i.e., immunization registries), and Electronic Health Records. The Innovation
Center’s evaluation group could use its unique collection of Medicare and Medicaid claims data to
research the question independently, and use the findings to guide further initiatives.
***
Pfizer appreciates the opportunity to comment on the Centers for Medicare & Medicaid Services (CMS)
Innovation Center New Direction Request for Information (RFI). If you have questions or need additional
information, please contact Margaret Davis. We look forward to continuing our dialog with CMS on
these important issues.

Sincerely,

Angela Wasunna
Vice President
Global Policy

7

Williams, W.W., et al., Surveillance of Vaccination Coverage Among Adult Populations, 2014, MMWR. 2016. 65(1): 1-36.
Jena, A., Barnett, M., Goldman, D. How Health Care Providers Can Help End the Over-Prescription of Opioids. Harvard Business Review,
October 24, 2017. Accessed at: https://hbr.org/2017/10/how-health-care-providers-can-help-end-the-overprescription-of-opioids
8
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November 20, 2017
Submitted via email to CMMI_NewDirection@cms.hhs.gov
Ms. Amy Bassano
Acting Deputy Administrator for Innovation and Quality and
Director, Center for Medicare & Medicaid Innovation
7500 Security Boulevard
Baltimore, MD 21244
Dear Ms. Bassano:
Re: CMS Innovation Center Informal Request for Information on New Directions
PCMA appreciates the opportunity to provide comments on the CMS Innovation Center (Innovation
Center or CMMI) request for testing a range of models under the Innovation Center New Direction
RFI (the RFI). PCMA is the national association representing America’s pharmacy benefit managers
(PBMs), which administer prescription drug plans and operate specialty pharmacies for more than 266
million Americans with health coverage through Fortune 500 companies, health insurers, labor unions,
Medicare, Medicaid, the Federal Employees Health Benefits Program, and the exchanges established by
the Affordable Care Act (ACA).
We have divided our comments into four main groupings: Medicare Part D, Medicare Part B, Medicaid
and Opioids, as well as a few other areas. Most of our suggestions fit in the “Prescription Drug Model”
focus area, although there is significant overlap with the focus areas involving Medicaid innovation
models and program integrity. We also provide some suggestions on the process and administration of
innovation models. Please note that we attempted to include a wide range of ideas, some of which are
very granular and others which are more high level. We would of course be glad to provide more details
on any of the concepts presented.
A. Part D
1. Pay for medical benefit (i.e. Part B) drugs under Part D
PCMA believes that any transformation initiative by CMS should consider the overlap between Medicare
Part B and Part D reimbursement of drugs, and the impact this overlap has on beneficiary confusion, cost
shifting, budget, beneficiary cost-sharing, administrative costs, drug management opportunities, and other
factors. As CMS has recognized many times, there are several drugs that could be reimbursed either under
Part B or Part D, depending on the circumstances of where and how they are administered to a beneficiary.
Indeed, we understand that it is not uncommon as manufacturers develop new products for them to
consider the pros and cons from a Medicare reimbursement perspective, of a physician-injectable form for
a drug as compared to a pill form or patient-injectable form. Likewise, if manufacturers determine that
they can get more revenue for a drug if it is a pill (or patient self-injectable), they may seek to switch the
form of a current Part B covered drug. This is particularly true with respect to very expensive drugs,
because if the drug cost puts the beneficiary into the Part D coverage gap and/or the catastrophic coverage
phase, it may result in the greatest payment for the manufacturer.

Thus, CMS should consider a demonstration where certain drugs (e.g., immunosuppressants, vaccines,
antiemetics, and nebulizer solutions) that may currently be covered either under Parts B or D, depending
on site of service, would always be considered Part D drugs. It would be constructive to seek ways to
reduce the universe of drugs with significant Part B/D overlap, not only in terms of reducing the
administrative burden on Part D plans but also in terms of limiting the ability of manufacturers to “game”
reimbursement. For example, one group of drugs that CMS could study in this regard is currently
available infused agents where there are oral competitors. Indeed, CMS should perform its own
assessment of scenarios where there may be efforts by manufacturers to move drugs from Part D to Part B
due to reimbursement as well. We assume a logical way to set this up would be for CMS to limit the test
to enrollees who are covered under both Parts D and B. Below we provide some more specific examples
for CMS to consider.
•

CMS should default immunosuppressant coverage to Part D. Under current policy, whether an
immunosuppressant is covered under Part B or Part D is a complicated regulatory question.
Indeed, the CMS response to this question in the Chapter 6 – Part D Drugs and Formulary
Requirements of the Medicare Prescription Drug Benefit Manual literally is, “it depends.”
Specifically, Part B is billed if the individual had a Medicare covered transplant, and Part D is
billed in any other case. Unfortunately, the data available in determining this coverage is often
inaccurate or not timely. This results in significant administrative expenditures by CMS and
plans, in addition to burden on providers trying to determine the source of the transplant. Since
Medicare will pay either way, there is little or no net Trust Fund impact irrespective of which
benefit bucket the claim ultimately lands. To solve for this, we recommend that CMS test
defaulting immunosuppressant coverage to Part D (unless CMS has conclusive evidence that Part
B is appropriate and conveys that in a timely manner to the plan before the dispensing event).

•

CMS should move rheumatoid arthritis (RA) drugs (e.g., Remicade) to the Part D benefit. While
office and hospital-based providers would need a way to bill the pharmacy benefit (Part D claims)
to maintain existing buy-and-bill practices, in theory, they do this for vaccinations today. This
would seem to be a reasonable approach given the current environment.

•

If indeed all RA drugs were to be covered under Part D, it is likely that most or nearly all
dispensing would be done by home-delivery specialty pharmacies. While some may cite such an
approach as disruptive for both patients and providers, that claim is over-wrought. Although Part
B’s 20 percent cost-sharing may be a lower percentage than the 25 to 33 percent cost-sharing of
Part D specialty drugs, moving the entire class to the Part D benefit would allow for price
negotiation, formulary tools, and utilization management which is absent in Part B and should
help with controlling costs with no loss in quality of care. Moreover, Medicare beneficiaries
prescribed Enbrel or Humira are accustomed to the Part D cost share today.

•

If CMS would like to consider another pilot, multiple sclerosis (MS) could be a class to consider
consolidating coverage, as historically all agents have been covered under the Part D benefit and
only in the last two years has there been MS drugs being paid for under the Part B benefit.
Asthma/COPD drugs may be another area to consider.

•

There may also be more cost transparency and better medical management if CMS allows
movement of certain infusible drugs from Part B into Part D. NDC-based billing used in Part D is
more straightforward from a manufacturer, drug, formulary, and dose standpoint than the J-codes
used in medical billing. Pharmacist review and drug expertise is more commonly utilized in Part
2

D pharmacy management in comparison to medical drug prior authorization reviews. If CMS
moves some of these specialty infusion drugs from the Part B to the Part D benefit, it may
improve both cost and clinical management for a rapidly growing drug expense segment.
PCMA Recommendation: PCMA recommends that CMS consider ways to lower costs and improve
efficiencies where there is overlap between Parts B and D, moving more coverage into Part D. CMS
should first consider moving those drugs where there already is significant overlap between Parts B
and D, into Part D.
2. Biosimilar discounts in the coverage gap
PCMA is concerned with the application of the 50 percent price discount for biosimilars in the Part D
coverage gap. PCMA recommends that CMS apply the 50 percent manufacturer discount for brand
products to biosimilars in the coverage gap. We urge CMS to assess whether this could be implemented
under current CMMI authority.
In CMS’s March 30, 2015, letter to Part D sponsors entitled, “Part D Requirements for
Biosimilar Follow-On Biological Products,” CMS reiterated that “biosimilars are non-applicable drugs
for purposes of establishing coverage gap cost-sharing under the basic Part D benefit, and are not
discounted or otherwise subject to Discount Program requirements.” Thus, because biosimilars are
excluded from the definition of ‘applicable drugs,’ they are exempt from the 50 percent discount
manufacturers are required to provide on branded drugs for Part D beneficiaries in the coverage gap, often
resulting in higher costs to beneficiaries for biosimilar products relative to their reference drug. Not only
does this policy come at the expense of additional federal dollars expended for biosimilar products, it
results in a distorted market for biosimilars, creating incentives that drive beneficiaries toward more
expensive medications. Indeed, recent reports find that seniors pay more for biosimilars in Medicare Part
D because these products are not subject to the manufacturer discount applied to brand drugs and
biologics in the coverage gap.
PCMA believes that it is appropriate for CMS to use its waiver authority to test a correction to this market
distortion. Waiving the definition of certain applicable drugs, including biosimilars, will permit CMS to
apply its payment model across drug categories and classes and ultimately determine the most costeffective method of providing quality care to Medicare beneficiaries, regardless of a particular product’s
approval pathway. Thus, PCMA requests that CMS use its authority under CMMI to waive the definition
of ‘applicable drug’ under Medicare Part D for purposes of the Medicare Coverage Gap Discount
Program (MCGDP), so as to include biosimilar biologic products. In particular, CMS should use the
authority granted to CMMI to waive section 1860-14A(g)(2)(A), which exempts from the definition of
the term ‘applicable drug’ under the MCGDP products “licensed under subsection (k) of such section 351.”
PCMA Recommendation: PCMA recommends that CMS use its authority to waive the definition of
‘applicable drug’ in Medicare Part D for purposes of the MCGDP to include biosimilars in the
discount program, in order to permit the agency to test the most cost-effective way of providing quality
care to Part D beneficiaries.
3. Value-based (VB) contracting
As CMS has recognized, “Value-based pricing for pharmaceuticals involves linking payment for a
medicine to patient outcomes, quality performance and cost-effectiveness rather than solely the volume of
sales…. The market today uses the term “value-based” to encompass a wide variety of different options
3

designed to improve clinical results, quality of care provided, and reduce costs.” 1 The concept of paying
for value and quality can be seen in numerous value-based payment models in the private and public
sectors, including those implemented or proposed by CMS. For example, the shared savings concept of
the Accountable Care Organizations (ACOs) is an emerging value-based model developed by CMS. Part
D plans and their PBM partners seek to provide value-based care under Part D based on quality
performance; indeed, the above quotation describes precisely what PBMs view as a main goal of the Part
D program.
Unfortunately, current CMS regulations do not readily contemplate value-based contracting with
pharmacies. This is problematic because current policy functionally incentivizes the use of poorly
performing pharmacies. Here is an illustrative example. A plan pays a dollar more per script for
pharmacies that meet certain quality targets related to the plan’s Stars measures. Pharmacies that do not
meet the quality standard get paid $1.00 less per script from the base negotiated price. Pharmacy A hits
those targets and Pharmacy B does not. Under the current POS drug policy, a drug would cost $2.00 more
at Pharmacy A compared with Pharmacy B (Base cost of drug $10.00, Pharmacy A=$10+$1=$11 and
Pharmacy B=$10-$1=$9). If the beneficiary cost-sharing must fully reflect payments to pharmacies, the
beneficiary would be incentivized to go to Pharmacy B, the pharmacy that did not meet the quality
standards.
Some of the principles that the Innovation Center should adopt as it considers models to encourage valuebased contracts between Part D plans/PBMs and pharmacies include:
•

Part D plans must have access to Part A/Part B medical claims data (as they do in the current
MTMP demonstration) in order to best implement value-based arrangements;

•

The pilots should not be so prescriptive as to mandate a specific focus (e.g., the linchpin could be
on outcomes and/or adherence); and

•

The quality measure payments and incentives should use pharmacy specific metrics and should
have mutually knowable and measureable progress points and endpoints on which to base
contracts.

PCMA Recommendation: PCMA recommends that, at a minimum, CMS maintain the DIR construct
in its current form to reinforce value-based payments in Part D, and CMS should further consider
demonstration models to encourage value-based contracts with pharmacies.
4. Availability of FFS data to PDPs
Our PBM members are increasingly working collaboratively with pharmaceutical companies to engage in
outcomes-based contracting. In these models, research is used to generate real-world data on therapeutic
outcomes and financial responsibility and both success and failure is shared. For example, the PBM or
Part D plan can provide drug access, real-world data and/or patient response statistics. The
pharmaceutical manufacturer can deliver an endpoint such as a therapeutic response, the overall survival
rate and/or hospital readmissions rate. Additionally, both parties to the arrangement share financial risk
and responsibility for successes and failures of meeting an agreed upon endpoint. Access to Medicare feefor-service (FFS) claims data has emerged as a significant barrier to outcomes-based contracting. Payers
1

Value of Direct and Indirect Remuneration (DIR): Impact on Medicare Part D Prescription Drug Plan (PDP) Program Stakeholders. July 2017.
Available at: https://www.pcmanet.org/wp-content/uploads/2017/07/Value-of-PDP-DIR_20170706.pdf
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and PBMs have access to both medical, laboratory, and pharmacy claims data in the commercial and MAPD population.
However, access to Medicare FFS medical and lab claims data is limited for the stand-alone PDP plans.
As a result, outcomes-based contracting is typically limited to MA-PD plans. We believe CMS, either
directly or through CMMI, has the ability to provide this FFS data. Of course, for such data to facilitate
these arrangements and otherwise help to improve the value of Part D, it would need to be both accurate
and timely.
PCMA Recommendation: PCMA recommends that CMS assess how to make accurate, timely
Medicare FFS medical and lab claim data available to PDP plans to use in outcomes-based
contracting.
5. Quality bonus for high performing plans
Beginning in 2012, MA-PD plans that received high star ratings received Quality Bonus Payments or a
higher reimbursement rate. Stand-alone PDPs do not receive similar payments for high star ratings.
PCMA Recommendation: PCMA recommends that CMS consider testing how to best utilize financial
incentives, similar to MA-PD Quality Bonus Payments, for stand-alone PDPs (but only if Star Ratings
are risk-adjusted for low-income subsidy (LIS) beneficiaries).
6. “Try before you buy”
PCMA supports the use of “try before you buy” programs in such instances where appropriate. The use of
such programs can be greatly beneficial to patients to see, for example, if they can safely tolerate a certain
drug. In fact, we would encourage the testing of such options in the Part D program, where Medicaid Best
Price restrictions do not apply.
PCMA Recommendation: PCMA recommends that CMS pilot the use of “try before you buy”
programs.
7. Part D and ACOs
Current laws and regulations allow ACOs to establish business arrangements with Part D sponsors and/or
their PBMs in order to align incentives in support of improving care coordination and outcomes. However,
we understand that there has not been much take-up of arrangements featuring this approach. We believe
that CMS should take steps to encourage these arrangements. Specifically, CMS should consider what
factors, if any, pose barriers to the effectiveness of such collaborations.
PCMA recommendation: PCMA recommends that CMS incentivize ACOs to establish arrangements
with Part D sponsors or their PBMs to align incentives to improve care.
8. Specialty pharmacy home model
CMS has a wide range of initiatives under way to test various ways to provide a “patient-centered medical
home” construct where one provider takes on the role of managing and coordinating all of the health care
needs of a patient. We believe that state-of-the-art accredited specialty pharmacies are appropriate to take
on that role, and suggest that CMS assess options to test such a model.
5

PCMA Recommendation: We recommend that CMS assess options to pilot a medical home model
where an accredited specialty pharmacy manages and coordinates all of the health care needs of a
beneficiary.
9. Part D regulatory policy proposals to be tested under CMMI
We include below several suggestions that PCMA has raised frequently with CMS over the years on
regulatory changes that would help “incentivize better health outcomes for beneficiaries at lower costs
and align payments with value.” 2 We urge the Innovation Center to consider models where it could test
these policy proposals aimed at meeting this Part D goal, to assess if they meet this standard.
a. Protected classes
In the six “classes of clinical concern” where all or substantially all drugs in a class must be covered, Part
D plans report that their ability to negotiate favorable pricing from manufacturers is limited. When
manufacturers are guaranteed that their drug will be covered, they have no incentive to offer price
concessions. The result is higher costs and virtually unchecked pricing power for drug companies.
According to CMS’s own estimate, the current use of protected classes increases costs in Part D by $4.2
billion over the period of 2010-2018. 3 This finding was supported and reinforced in a March 2011 report
from the HHS OIG titled “Concerns with Rebates in the Part D Program.” The OIG reported that “four of
the six selected [for interviews] sponsors raised concerns that they received either no or minimal rebates
for the drugs in these six classes.” 4 There is no evidence that protected classes improve quality or access.
As CMS made clear in the 2015 Proposed Part D Rule, 5 the agency has numerous protections to ensure
that beneficiaries can access drugs that are not on their plan formularies. These protections include both
internal and external appeals. Beneficiaries for whom their physician believes that formulary drugs are
not appropriate, or having used formulary drugs are not effective or have side effects, have the
opportunity to obtain non-formulary medicines in a timely manner. Moreover, as CMS noted in the
proposed rule, CMS conducts a very granular formulary review with a wide range of checks and tests to
assure robust formulary coverage. These coverage determination and appeals processes have proven to be
swift and effective. In addition to the challenges such classes bring to the use of formulary management
tools, antipsychotics should not be a protected class of medications given the CMS concern with high-risk
medications among Medicare beneficiaries.
PCMA Recommendation: PCMA recommends that CMS test with Part D plans in one or more regions
the changes proposed in the draft 2015 rule and remove the protections for identified classes
(antidepressants, immunosuppressants for treatment of transplant rejections, and antipsychotics for
plans in one or more regions). PCMA also recommends that CMS review the other three “classes of
clinical concern” for possible similar consideration.

2

CMMI Innovation Center RFI
74 FR 2881, January 16, 2009.
4
Department of Health and Human Services Office of the Inspector General report: “Concerns With Rebates In The
Medicare Part D Program,” March 2011, page 16. Available at https://oig.hhs.gov/oei/reports/oei-02-08-00050.pdf
5
79 FR 1918, January 10, 2014.
3
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b. Two drugs per class rule
For Part D plans to offer a clinically sound, cost-effective formulary, CMS should allow more flexibility
in formulary design. The requirement that plans include two drugs per therapeutic class or category is a
significant barrier to the development of a cost-effective therapy. Simply put, the requirement to cover a
certain number of medications allows pharmaceutical manufacturers to name their price. With the
additional formulary checks that CMS has established and utilizes, the rigid enforcement of the two drugs
per class requirement is no longer necessary.
PCMA Recommendation: PCMA recommends that CMS test flexible enforcement of the two drugs per
class requirement for Part D plans in one or more regions.
c. Preferred/non-preferred specialty tier
CMS should update the Part D cost-share tiering structure to permit a sixth tier that would allow for
preferred and non-preferred specialty drug tiers. Updating the cost-share tiering structure would increase
the ability of Part D plans to negotiate with pharmaceutical manufacturers for rebates related to formulary
status and also avoid the current process where patients using the exception process pay a lower tier costshare for a specialty drug. In addition, as more biosimilar products are approved by the FDA, this two
specialty tier structure could encourage Medicare beneficiaries to substitute lower-cost biosimilar
products for the corresponding reference product. In its June 2016 Report to Congress, MedPAC
recommended that CMS revise its Part D guidance to allow for two specialty tiers, and indicated that if
used appropriately, this tier structure could reduce the need for non-formulary exceptions as less costeffective options could be placed on the non-preferred tier rather than excluded from the plan’s formulary.
PCMA Recommendation: PCMA recommends that CMS permit Part D plans, in one or more regions,
to adopt a sixth tier as a second specialty tier. As part of this test, CMS should permit beneficiaries to
obtain a sixth tier non-preferred drug at the fifth tier preferred drug cost-sharing level when the sixth
tier drug is medically necessary.
d. Partial fills in long term care (LTC)
Under current law, the transition supply of non-formulary Part D drugs for a new enrollee in an LTC
facility must be for at least 91 days, and may be up to at least 98 days to be consistent with the applicable
dispensing increment in the LTC setting. With the higher level of clinical monitoring provided to
beneficiaries in LTC facilities, prescribers should be able to transition patients from a non-formulary
medication in a more timely basis. Doing so should result in measurable savings with no negative impact
on patient care.
PCMA Recommendation: PCMA recommends that CMS test, in one or more regions, changing the
day supply in LTC facilities from the current (up to 98 days) to 30 days to assess if there are
measurable savings with no negative patient care impacts.
e. Partial fills for specialty drugs
As more specialty and high-cost medications enter the marketplace, there are increasing frequencies of
situations where a patient may have an adverse reaction to a first fill of a specialty drug. A partial fill also
allows for better use of expensive medications that might otherwise go unused, wasted, or unnecessary for
7

continued treatment. Such a test should result in measurable savings with no negative impact on patient
care.
PCMA Recommendation: To better manage costs and avoid waste, PCMA recommends that CMS test,
in one or more regions, allowing Part D plans to provide coverage for only a 15-day supply for a first
fill of a specialty drug to make sure the patient can tolerate the medication before continuation.
f.

Electronic prior authorization (e-PA)

PCMA believes the best way to reduce rejects at POS and improve the beneficiary experience is to ensure
prescriptions are written properly, which can be achieved in a number of ways: including (a) increased
utilization of e-PA to provide formulary alternatives, and (b) leveraging e-PA to address prior
authorization and exception requests at the point of prescribing.
PCMA Recommendation: PCMA recommends that CMS endorse the NCPDP technical standard for
e-PA and implement a range of models to test ways to encourage the greater use of e-PA.
g. Greater use of generics for Part D low income subsidy enrollees
As noted by MedPAC in numerous reports over the last few years, there is a strong case that the Part D
LIS copayments for Medicare beneficiaries with incomes at or below 135 percent of poverty should be
modified to encourage the use of generic drugs when available in selected therapeutic classes. We believe
CMMI should test copay structures that give special consideration to the elimination of cost-sharing for
generic drugs for this population as well as to increasing cost-sharing for corresponding brands. Indeed,
as MedPAC noted, “this change could increase beneficiaries’ access to medications and improve
adherence to therapies.” 6 MedPAC further stated that this approach would decrease federal program
spending relative to current law: “Some plan sponsors could experience a decrease in the costs of
providing the benefit if their LIS enrollees switch from brand-name drugs and reference biologics to
generic and other preferred multisource drugs and biosimilars. These lower costs tend to decrease
premiums for all enrollees and reduce subsidy payments from Medicare to Part D plans.”
PCMA Recommendation: PCMA recommends that CMS use its CMMI demonstration authority to try
variations of LIS generic and brand copay waiver structures to encourage more use of generic drugs
by LIS enrollees.
h. Evidence standards for off-label prescribing (Compendia)
Reports produced by the government and in the medical literature have noted a lack of transparency in the
production of drug compendia, which may hide conflicts of interest. CMMI should consider testing ways
to strengthen the current compendia disclosure requirements for financial conflict of interest. Doing so
would greatly improve evidence accumulation in the production of compendia. To that end, many
provisions of the Physician Payments Sunshine Act could be directly transferable for use in compendia
production. The following approaches would improve conflict of interest reporting for the compendia.

6
MedPAC Report To Congress. June 2016. Found at http://www.medpac.gov/docs/default-source/reports/chapter-6-improving-medicare-part-djune-2016-report-.pdf
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•

Apply to All Drugs. Compendia disclosure requirements for financial conflict of interest should be
expanded to evidence development for all drugs, where today such requirements apply only to
oncologic drugs.

•

Report Publicly. Currently, compendia are required to keep reported conflict of interest
disclosures on file for five years. This information should be disclosed publicly on a searchable
website, in contrast to current requirements that only oblige compendia to make such information
available in response to specific requests.

•

Audit Periodically. CMS periodically audit the process of compendia production. Findings of any
such audit significantly at variance with requirements should result in suspension of a
compendium’s applicability to off-label usage until corrective action is taken.

•

Assess Penalties if Necessary. Monetary penalties should be assessed to those who have been
determined to engage in malfeasance in reporting required information for compendia conflict of
interest.

PCMA Recommendation: PCMA recommends that CMMI consider testing ways to strengthen the
current compendia disclosure requirements for financial conflict of interest.
10. No waiver of non-interference
As the Innovation Center considers ways to improve beneficiary access to care, and streamline and
improve current care delivery models, we believe it is essential that certain key elements of the Part D
program remain intact. As CMS is well aware, the Part D program continues to be remarkably popular,
and to deliver on its original promise of providing seniors with cost-effective and convenient access to
much needed medications in a market-driven system. One of the hallmarks of this market-driven system
is the non-interference clause. The non-interference clause — Section 1860D-11(i) of the Social Security
Act, codified at 42 U.S.C. § 1395w-111(i) — states that the Secretary “may not interfere with the
negotiations between drug manufacturers and pharmacies and PDP sponsors” and “may not require a
particular formulary or institute a price structure for the reimbursement of covered part D drugs.” CMS
has previously interpreted the non-interference clause as applying to negotiations between pharmacies and
Part D sponsors.
The non-interference clause ensures that the Part D program is truly market-driven – ensuring robust
competition, lowering costs, and providing beneficiaries with the best service possible. While the
Innovation Center’s authority to waive various provisions in title XVIII is broad, it is not limitless and
does permit a waiver of this key feature of the Part D program. More specifically, while Congress did
grant the Innovation Center wide discretion to implement demonstration projects, Congress did specify
some very broad parameters/goals that such demonstrations must seek to achieve: (1) CMMI
demonstrations must select models where the Secretary determines “there is evidence that the model
addresses a defined population for which there are deficits in care leading to poor clinical outcomes or
potentially unavoidable expenditures;” (2) models must “preserv[e] or enhance[e] the quality of care
received by individuals receiving benefits under such title;” and (3) models must go through two phases,
and only in phase II may CMS expand a model nationally. A waiver of the non-interference clause cuts
against the very grain of what Congress intended the Innovation Center to do – to improve care, reduce
costs, and preserve benefits. The intent of the Congress to feature private bidding in Part D is clear, and
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the CBO has repeatedly found that any waiver of the Part D non-interference clause would not result in
savings unless CMS also placed access restrictions on Part D drugs.
PCMA Recommendation: PCMA recommends that CMS not take any action to waive the noninterference clause.
B. Part B
1. Use of Part D PBM tools (e.g., formulary) in Part B
Using CMMI authority, CMS should assess options under which PBM tools, which have been so
successful in managing drug costs under Part D, can be utilized on drugs covered under Part B. Medicare
Part B covers infusible and injectable drugs and biologics administered in physician offices and hospital
outpatient departments; as well as certain other drugs required by law that are provided by suppliers such
as pharmacies (e.g., inhalation drugs and certain oral anticancer, oral antiemetic, and immunosuppressive
drugs). Payment for Part B drugs is made directly to these providers and suppliers based on the average
sales price (ASP) calculated for each item. There is growing concern the current Part B program does not
provide incentives for providers, suppliers, or patients to make high-value choices. For example, a 2011
study found that consolidating anti-cancer, antiemetic, pumped insulin, nebulizer inhalant, and
immunosuppressive drugs in Part D would result in overall savings of $154M. 7 We encourage CMS to
explore ways using CMMI authority to allow pharmacy benefit management to be used for Part B drugs.
This could result in large-scale changes such as scrapping the current ASP+6% payment formula in favor
of value-driven, plan-negotiated prices using formulary placement to drive negotiations. It could also
include testing other management techniques such as prior authorization. Assessments could examine
differences in spending and clinical outcomes under these various changes.
PCMA Recommendation: PCMA strongly urges CMS to adopt models under which PBM tools can be
used to manage drugs effectively under Part B.
2. Drug VB purchasing (MedPAC proposal that would establish a competitive pricing
program in Part B/CAP 2.0)
Medicare implemented a voluntary Competitive Acquisition Program (CAP) for Part B drugs from June
2006 to December 2008. Under CAP, physicians chose whether to join and receive drugs from an
approved CAP vendor or continue to operate in the Part B drug benefit as status quo. CAP vendors were
approved on the basis of competitively bidding for selection. The idea was that physicians would choose
to participate by being relieved of buy-and-bill administrative burden and vendors would achieve
efficiencies. The program was widely considered a failure and evaluation showed the program actually
increased costs. Additionally, physician participation was low, and only one vendor was ever approved by
CMS. Moreover, vendors were prohibited from using a formulary, which would have enabled negotiation
with drug manufacturers.
PCMA recommends changing the parameters of the previous Part B (CAP), which met with little success,
so that the program will succeed and reduce spending. Provisions to ensure that multiple specialty drug
7

Acumen, LLC. “Estimating the Effects of Consolidating Drugs under Part D or Part B,” Report for CMS, September 2011
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-andReports/Reports/Downloads/Acumen_B_to_D_Final_Report_2011.pdf
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vendors are attracted to participate could be created by using the blueprint provided in Part D legislation
establishing (never used) fallback plans. Significant incentives should be put in place to encourage
provider participation or the program should be made mandatory for physicians. Under a resurrected
CAP, an administrative payment should still be made to practices by payers for inventory management
and billing.
A restructured CAP may be received by providers and potential vendors quite differently than it was a
decade ago if properly designed. Capital costs and risks associated with high-priced drugs have acted to
promote just-in-time inventory management, with drugs being drop shipped on a nightly basis to practices
by specialty pharmacies. Practices have also adopted tight vetting processes to determine patient
insurance coverage and collection of any copayments and deductibles before ordering drugs and
scheduling patient treatment. Given CBO’s original scored savings of $4.2B over 2004-2013 in the 2003
MMA, the savings generated by a restructured CAP could be substantial if CMS restructured the model
and implemented it under a CMMI demo.
PCMA Recommendation: CMS should consider a restructured drug value-based purchasing program
using lessons learned from failures of the previous CAP efforts.
3. Reference pricing
PCMA believes using reference pricing for therapeutically similar drugs could provide stronger incentives
for physicians to evaluate both outcomes and cost when determining a patient’s course of treatment. Wellconstructed reference pricing can be a useful tool to achieve savings without sacrificing quality. In
recognition of the fact that reference pricing works well in commercial insurance markets, CMS should
test this approach in the context of Part B.
PCMA Recommendation: We urge CMS to test the use of reference pricing in Part B.
4. Indications-based pricing
The Institute for Clinical and Economic Review has noted some drugs may be indicated for more than
one condition but are more effective in treating one condition than others for which they are indicated. As
with the other proposed VBP tools, CMS proposed to use indications-based pricing “where appropriately
supported by published studies and reviews or evidenced-based clinical practice guidelines….” (81 FR
13243) We believe that varying Part B drug reimbursement for the same drug, based on evidence of its
effectiveness treating different conditions could be a successful tool, as we have seen in the private
marketplace, but request that CMS provide more detail on how it would operationalize indications-based
pricing and upon what bodies of evidence CMS would rely in making determinations of value-toindication.
PCMA Recommendation: We urge CMS to consider the use of indications-based on pricing in
Part B.
5. Site-of-care optimization
One of the forces driving up health care spending in Medicare and other programs is the inappropriate use
of high-cost settings of care. The Part B payment structure does not address the potential incentives this
may create. As hospitals buy and consolidate physician practices under their own auspices, hospital
outpatient departments, rather than comparatively less expensive physician offices, increasingly are
11

becoming the site where Part B drugs are provided to beneficiaries. In addition to the economic incentives
and effects, beneficiaries may be inconvenienced if their physician sends them to the hospital outpatient
department, which may be farther away from home or require longer wait times.
PCMA Recommendation: We recommend that CMS consider a demonstration to encourage better siteof-care utilization.
C. Medicaid
Below we outline a number of prescription drug benefit solutions that we believe CMS could pilot under
its CMMI demonstration authority to improve the affordability and efficiency of the pharmacy drug
benefit in the Medicaid program. 8 Consistent with the goals of CMS to “enhance alignment between
Medicaid policies and commercial health insurance products,” 9 several of the solutions below seek to do
just that, align the Medicaid program with private insurance policies by incorporating common features of
commercial health insurance. Ensuring that PBMs are able to participate effectively in the Medicaid
market as they do in the commercial arena is critical to achieving cost savings in the Medicaid program.
While we understand that states can submit demonstration requests under the section 1115 waiver
vehicles, we believe that CMS can have a larger impact and glean greater insights to inform its own
policies by conducting broader pilots under its CMMI authority.
We are aware that many of the topics outlined below necessitate additional input and PCMA and its
members would be pleased to provide any further information and technical expertise on any of our
comments.
1. VB contracting / Best Price
The rapid increase in the cost of specialty drugs and the entrance of high-cost gene therapies is driving the
market to begin to consider alternative ways of paying for expensive therapies. The move to bundled
payments, accountable care, comparative effectiveness research, evidence-based medicine, and payments
linked to performance are the direct result of regulatory and market pressures to reduce health costs
without compromising safety and quality. For PBMs and drug manufacturers, these trends will demand
innovative approaches to pricing. To enable more creative, value-based arrangements, however, our laws
and regulations will need to be updated. In particular, in order for manufacturers to engage in these types
of arrangements, CMS will need to address how Medicaid best price is impacted by value-based
arrangements that may result in a drug being sold for a much lower price (potentially $0 dollars).
We suggest that CMS create a safe harbor for value-based drug price negotiations from Medicaid best
price to test whether the removal of best price leads to greater VB contracting arrangements and /or
enable negotiations for lower drug prices.
PCMA Recommendation: PCMA recommends that CMS update current regulations and laws, such as
Medicaid best price, to enable value-based contracting and test whether changes to Medicaid best price
lead to greater VB contracting arrangements and /or enable negotiations for lower drug prices.

8

The scope of our proposed changes applies both FFS programs and MCOs.
Centers for Medicare and Medicaid Services. About Section 1115 Waivers. https://www.medicaid.gov/medicaid/section-1115-demo/about1115/index.html
9
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2. Closed formulary
Prescription drug costs are a major contributing factor to the growth of Medicaid spending, particularly
high-cost specialty drugs. While a little over one percent of patients in the Medicaid FFS program used
specialty drugs in 2015, they accounted for approximately 37 percent of total drug expenditures and are
expected to reach 50 percent by 2020. 10
These high-cost specialty drugs have highlighted the limits of the Medicaid drug rebate program as a
mechanism for controlling Medicaid prescription drug costs. State Medicaid programs are under
increasing fiscal pressure to provide access to these drugs, while also managing state budgets. To help
accomplish this difficult task, states and Medicaid managed care organizations (MCOs) need the
flexibility to manage the prescription drug benefit by administering their own closed formulary.
While we understand that Massachusetts has submitted a similar demonstration request under section
1115, we believe that CMS can conduct a broader pilot under its CMMI authority to waive compliance
with section 1902(a)(54) of the Social Security Act which requires state Medicaid programs which offer a
pharmacy benefit to “comply with the applicable requirements of section 1927…” to allow states and
MCOs to pilot the success of both closed formularies and other PBM-type tools commonly used in the
commercial market in the Medicaid program.
States and MCOs have little pricing leverage outside of the federally mandated rebates. Excluding drugs
through a closed formulary would allow both states and MCOs to lower drug costs through increased
negotiation power, enabling them to extract additional rebates from drug manufacturers than they could
without this tool. Drug exclusions would also enable MCOs to reduce costs by further steering utilization
to more cost-effective alternative than can be achieved through a prior authorization (PA) process. In fact,
a recent study found that the majority of drug exclusion policies were reported to reduce costs and with no
negative impact on patient outcomes. 11
Additionally, according to a comprehensive analysis of CMS Medicaid data, the full use of PBM tools in
addition to those related to benefit design, and similar to those used in the commercial market, could
result in $33.4 billion in federal savings and another $17.7 billion in savings for the states in the Medicaid
program. 12
A closed formulary would also pave the way for MCOs to pilot alternative payment models that would
allow these stakeholders to manage prescription drug costs in a manner that connects coverage, payment,
value and health outcomes (i.e. VB purchasing). Prescription drugs have mostly been excluded from
value-based payment models that have been developed for other services in the Medicaid program.
As the Administration seeks to address high-cost drugs, it can look to its CMMI authority as an
opportunity to pilot the success of commercial-like tools, including a closed formulary in the Medicaid
program.

10
Magellan Rx Management. 2017 Medicaid Pharmacy Trend Report. Found at:
https://www1.magellanrx.com/media/671872/2017-mrx-medicaid-pharmacy-trend-report.pdf
11
Am J Manag Care. The Impact of Formulary Drug Exclusion Policies on Patients and Healthcare Costs. Found at:
http://www.ajmc.com/journals/issue/2016/2016-vol22-n8/the-impact-of-formulary-drug-exclusion-policies-onpatients-and-healthcare-costs/P-3
12
The Menges Group. Medicaid Pharmacy Savings Opportunities: National and State-Specific Estimates. October
2016. Found at: https://www.pcmanet.org/wp-content/uploads/2016/10/menges-medicaid-savings-report-october-2016.pdf
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PCMA Recommendation: PCMA recommends that CMS use its CMMI authority to allow states and
MCOs to pilot the success of closed formularies and other PBM-type tools commonly used in the
commercial market in the Medicaid program.
3. Medicaid managed care rule requirements – provider enrollment
As CMS is aware, a number of states are facing delays with implementing the provider enrollment
requirements for their FFS providers and are far from ready to implement these requirements for MCO
network providers. In PCMA’s August 12th letter to CMS, we noted a number of technical issues related
to the provider enrollment requirements, particularly around the pharmacy benefit and the need for CMS
to delay this requirement. We also recommended to the Agency that CMS align the provider enrollment
requirements across all federal health programs, including both Medicare and Medicaid, and develop a
single, centralized and uniform provider enrollment framework where all stakeholders can access realtime information in a streamlined and consistent format.
In response to PCMA’s letter, the Agency in their October 25 letter noted that, while the 2016 Medicaid
managed care final rule required states to screen and enroll network providers in Medicaid managed care
plans, section 5005(b)(2) of the 21st Century Cures Act superseded these rules, requiring compliance with
the managed care screening and enrollment requirements effective January 1, 2018. Since the 21st
Century Cures Act amended Section 1932(d) of the Social Security Act, CMS has no regulatory authority
to delay the effective date of the provider enrollment requirements.
With a little over one month left until the effective date of the provider enrollment requirements, many
parties involved in its implementation, including MCOs and their PBMs and pharmacies, do not have the
necessary resources, tools, and information to perform application integration testing, make IT system
changes, and otherwise adequately plan for implementation. We believe that CMS can use its
demonstration authority to test more efficient ways of enrolling network providers in the Medicaid
program. For example, CMS can use its CMMI authority to pilot a provider enrollment project that aligns
the provider enrollment requirements across all federal health programs.
PCMA Recommendation: We recommend that CMS consider its authority under CMMI to pilot more
effective ways to enroll Medicaid network providers. We also recommend that CMS use its CMMI
authority to pilot aligning all the provider enrollment requirements across all federal health programs.
In the meantime, we recommend that CMMI use its authority to delay implementation of the provider
enrollment requirement set to go into effect on January 1, 2018.
D. Opioids
At the outset, we would like to note one overarching consideration that must be addressed: currently,
several different government agencies have important roles in helping develop and implement solutions to
the opioid crises (e.g., including the White House, CMS, FDA, OIG, DEA, CDC, DOJ, SAMHSA,
CMMI, as well as individual states). We urge the Administration to take all steps possible to ensure
coordination of all of the agencies that play a role in regulating opioids or opioid use to implement
policies to curtail overuse and diversion. Absent such coordination, we are concerned about the impact of
multiple, overlapping, and potentially inconsistent policies across multiple agencies. Our comments start
with what CMS could be doing but also include ideas that fall under other agencies’ jurisdictions. These
common-sense measures include:
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1. Require E-prescribing (e-Rx) for controlled substances
E-prescribing has been shown to dramatically reduce medication errors and fraud, yet until 2010 the Drug
Enforcement Agency (DEA) barred its use for controlled substances. An increasing number of states now
require its use. E-prescribing controlled substances would circumscribe pharmacy shopping, enable better
prescription tracking, and reduce fraud. Bipartisan legislation pending in Congress – the “Every
Prescription Conveyed Securely Act” (H.R. 3528) – would require e-prescribing for schedule II-V
controlled substances covered under Medicare Part D, with certain exceptions (NCPDP standards
constraints; prescriber hardship waivers; impractical due to delay or adverse impact on patient; standing
order; research protocol; FDA REMS makes e-Rx impossible). In the interim, CMS could consider using
its authority under the CMMI to incentivize e-prescriptions for controlled substances or it could even pilot
mandatory e-prescribing for controlled substances.
CMS could also incentivize e-Rx by revising the Advancing Care Information category under the Meritbased Incentive Payment System (MIPS) pathway of the MACRA Quality Payment Program to include
an additional measure that better aligns e-Rx of controlled substances with a provider’s quality
score/bonus.
PCMA Recommendations: PCMA recommends that 1) CMS work the DEA and states to pilot
mandatory e-prescribing of opioids; and/or 2) CMS revise the Advancing Care Information portion of
MIPS to better align e-Rx of controlled substances with a provider’s quality score/bonus.
2. Seven-day opioid prescription limits for acute pain
Under current Medicare rules, patients may request a shorter fill than that prescribed, but Part D plans
may not unilaterally under fill a prescription. In other words, PBMs cannot fill seven days of a 30-day
script for safety or potential abuse concerns, without a beneficiary request. To fix this barrier to limiting
access to excess opioids, and to prevent patients from getting addicted to pain medication, CMS should
change its rules and guidance, including subregulatory guidance so that prescriptions for acute pain can be
limited to a seven days’ supply without a beneficiary requesting such a limit. The limit would not apply to
treatment of cancer or chronic pain, or the use of opioids in treating addiction or for patients in hospice
care. Part D plans and their PBMs would not be able to use edits to provide shorter fills than those
written by a prescriber under Medicare Part D regulations and DEA requirements.
PCMA Recommendation: PCMA recommends that CMS use its CMMI authority to remove any
barriers to the ability of Part D plans and their PBMs to limit prescriptions for acute pain to a seven
days’ supply.
3. Pave the way for implementing the Centers for Disease Control and Prevention (CDC)
Guideline for Opioid Prescribing
PCMA supports CDC’s “Guideline for Prescribing Opioids for Chronic Pain.” When followed, the
guidelines would improve communication between clinicians and patients about the benefits and risks of
using prescription opioids for chronic pain; provide safer, more effective care for patients with chronic
pain; and help reduce opioid use disorder and overdose. 13 CMS could play an important role here if it
removed regulatory hurdles so that Part D plans and their PBMs could fully implement the CDC
prescribing guidelines in their drug benefit coverage guidelines. These include the limiting the dosage and
13

More information can be found at: https://www.cdc.gov/drugoverdose/pdf/guidelines_at-a-glance-a.pdf.
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duration of opioid prescriptions, among many others. We have prepared a more detailed description of the
steps CMS could take in this regard, which we are glad to provide or to walk through with you in more
detail.
PCMA Recommendation: PCMA recommends that CMS use its authority under CMMI to pilot
demonstrations that remove regulatory hurdles that prevent Part D plans and their PBMs from fully
implementing the CDC prescribing guidelines for opioids.
4. Give Part D plans more tools to fight pharmacy opioid fraud
Part D plans should be allowed to suspend payment of suspect pharmacy claims where there is a credible
allegation of fraud. When a Part D plan suspects fraud with respect to a particular claim, payment should
not be made until the claim has been investigated further. In addition, current Part D pharmacy network
requirements should be revised to enable plans and PBMs to remove any of the small minority of
pharmacies that engage in fraudulent practices from contracted networks.
Another arena where CMS could take action would be to facilitate interaction by Part D plans and their
PBMs with MEDICs. In the experience of our members, they provide MEDICs with names of potential
risks, but get very little feedback or collaboration in response from the MEDICs. CMS is best positioned
to take steps to help improve communications in this regard.
PCMA Recommendations: CMS should use its authority under CMMI to pilot demonstrations to 1)
Enable plans and PBMs to remove pharmacies that engage in fraudulent practices from contracted
networks; and 2) Facilitate interaction by Part D plans and their PBMs with MEDICs to enhance care
coordination.
5. Achieve timely and flexible implementation of the Comprehensive Addiction and Recovery
Act (CARA) lock-in
CMS should provide as much flexibility as possible to Part D plans on pharmacy and prescriber lock-in
implementation, and should issue all program requirements with adequate lead time to allow for Part D
plan programming and testing to ensure successful implementation of the program in January 2019. We
urge CMS to release the draft NPRM to implement lock-in as soon as possible, as we are concerned that
current timing may already impede seamless implementation. Moreover, we urge CMS to implement a
policy that beneficiaries who are deemed by Part D plans to meet the criteria for lock-in for their opioid
prescriptions be subject to such lock-in protocols as near to real time as possible, and only then exercise
any appeal rights. Thus, the appeals process should not be a vehicle for delaying the applicability of the
lock-in.
Another opportunity for CMS is to consider some short-term pilots to help get lock-in underway, similar
to what it did in launching the Overutilization Monitoring System (OMS) a few years ago. These pilots,
which should be conducted early in 2018, would help test systems and implementation protocols to help
assure a meaningful 2019 launch of the Part D lock-in.
PCMA Recommendations: 1) Provide as much flexibility as possible to Part D plans on pharmacy and
prescriber lock-in implementation; and 2) Consider some short-term pilots to help get lock-in
underway, similar to what it did to launch the Overutilization Monitoring System (OMS).
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6. Improve and integrate state Prescription Drug Monitoring Programs (PDMPs) and require
prescribers to check PDMPs
State governments should make their PDMP databases more easily accessible, more user-friendly, and
better integrated across the country, and also make the data accurate in real time. The goal should be to
create prescriber, pharmacist, and insurer access to real-time data. For example, PCMA, as one of many
stakeholders in this arena, would be pleased to partner with CMS to assess the opportunity of allowing
PBMs to directly access PDMPs. Allowing PBMs to access to PDMP data can help identify which
individuals seek to avoid claims adjudication systems by using cash payments to buy opioids and to
otherwise better identify at-risk individuals or prescribers.
PCMA Recommendation: PCMA recommends that CMS work with stakeholders across the country (1)
to expand the entities (including PBMs) qualified to access PDMPs, and to make the data accurate in
real time; (2) to test different platforms to improve interoperability; and (3) to facilitate the ability of
providers to check state PDMP databases when prescribing opioids.
7. Align substance abuse treatment privacy laws with HIPAA to encourage better care
coordination
Under current substance abuse treatment privacy laws at 42 CFR Part 2, addiction treatment providers
must obtain written consent from patients in order to share any information with non-addiction clinicians
— the only exception being for “true emergencies.” Obtaining multiple consents from a patient, as
required under current law, is challenging and creates barriers to integrated approaches to care that have
proven to produce the best outcomes for patients. Aligning 42 CFR Part 2 with HIPAA would allow
appropriate disclosures of substance use disorder records for treatment, payment, and healthcare
operations and improve patient care by allowing providers and organizations access to a more complete
patient record.
PCMA Recommendation: PCMA recommends CMS design a pilot program to work with the Substance
Abuse and Mental Health Services Administration (SAMHSA) to harmonize the Part 2 requirements
with the HIPAA authorization requirements to allow appropriate access to patient information that is
essential for providing comprehensive and coordinated care.
8. Use CMMI authority to pilot new opioid take-back programs
We believe CMMI should seek input on how to design and promote viable take-back programs, which
have been very successful in getting unused opioids out of the system (e.g., establishment of mail-in takeback protocols). That said, we do not believe that the current take-back programs centered on pharmacies
are sufficient. In fact, according to a recent GAO report, only 3 percent of pharmacies and other entities
eligible to collect unused prescription drugs for disposal have volunteered to do so. 14 To promote these
programs, CMMI could consider allowing Part D plans to implement a take-back rewards program with
incentives for beneficiaries to turn in their unused opioid pills. The reward could be something like a gift
card that can be used for health prevention products.
PCMA Recommendation: CMMI should consider a pilot to test take-back rewards programs offered
by Part D plans, with incentives for beneficiaries to turn in their unused opioid pills.

14

GAO Report. Preventing Drug Abuse. October 2017. Found at http://www.gao.gov/assets/690/687719.pdf
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E. Process Considerations
We appreciate that there are many considerations that CMMI needs to address in order to establish a
meaningful demonstration project undertaking. That said, we urge the agency to consider how to best put
into effect shorter and more manageable demonstrations so that it can test and learn, and then implement
as appropriate on a larger scale at a later time.
Our concerns about implementing models initially on a larger scale are manifold. Bigger scale
undertakings are much more difficult for Part D plans and their PBMs as it often means changes across
some contracts and plans options, but not others. In light of the amount of time it takes to prepare bids,
revise beneficiary materials, and also change provider and prescriber contracts, the effort involved in
larger scale models can be counterproductive to assessing the effectiveness of a concept and indeed cost
more to test than it would save in particular, it may cost more to collect data than any potential
programmatic savings. Moreover, we believe Congress’ intent in creating CMMI was to encourage the
uptake and test of small pilots prior to any larger rollout.
Likewise, while we appreciate that it may take several years for the agency to have confidence in the
results of a test to universally adopt a change, we believe that the current length of many of the
demonstrations actually undermines the likelihood of their adoption. Thus, parameters like a five-year test
period, or a requirement that a model be tested throughout a whole region, and with all of the plans in the
region, can be very restrictive. We believe CMMI should consider flexibility in terms of the ability of
CMS and the plans to modify the demonstration over time, as it is counterproductive to have to continue
with a flawed approach. We further believe that CMMI should be flexible in terms of allowing new
participants to enter the model in subsequent years as appropriate (e.g., within year two of a five-year
demonstration). Finally, we strongly urge CMMI to assure that all participation in any demonstration is
voluntary and not mandatory.
Those are some general precepts; we now turn to specific considerations for Part D plans and their PBMs
regarding the implementation of innovation models, as follows:
1. Any costs incurred by PDPs to implement projects anticipated by the RFI should be treated as a
quality improvement activity for medical loss ratio (MLR) purposes. It is not reasonable to
essentially punish Part D plans for participating in innovations by counting costs incurred against
them in terms of the MLR requirements.
2. Any innovations encouraged by CMMI through waivers provided under the projects anticipated
by the RFI should be protected from prosecution under the Anti-Kickback Statute (AKS) and not
subject to Civil Monetary Penalties (CMPs). CMMI should align its policies with the OIG and
provide safe harbors for all innovations in financing, payment, and service delivery approved by
CMMI that otherwise might implicate the AKS or result in CMPs.
3. Activity undertaken by a PDP under an innovation project should not result in reductions in star
ratings if the PDP is implementing the agreed upon approach under the terms of the
demonstration.
4. Finally, complaints filed by beneficiaries where the PDP is implementing the agreed upon
approach under an innovation project should not be counted against the PDP.
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PCMA Recommendation: PCMA recommends that CMMI consider smaller, shorter-term pilots that
can be more rapidly tested on more flexible terms than a longer-term project. PCMA further
recommends that models be voluntary and that the agency consider Part D plan/PBM specific issues if
they are involved, including with respect to bids, star rating and compliance.
F. Section 1557 notice and tagline requirements
In the Nondiscrimination in Health Programs and Activities final rule, the Office of Civil Rights
(OCR) declined to strictly define a list of significant documents in order to “maximize covered entities’
flexibility.” We realize that this concern may not fall directly in the jurisdiction of CMMI. Yet, the
breadth and costs of the requirement should compel HHS to consider all options for relief.
The burdens and costs associated with the nondiscrimination notice and taglines are particularly acute for
PBMs, which handle millions of claims, operate in many different states, and thus face multiple, diverse
notice and tagline requirements across their portfolio of plans. Because PBMs are not “issuers,” they are
only partially helped by guidance that allows a multi-state issuer to establish a single aggregate “Top 15”
list for its service areas. Further, because of the quantity of drug benefit transactions and utilization
decisions, the costs of reprinting notices and redistributing notices and developing new web-content for
taglines are vastly higher for a PBM than an issuer, at least on a per capita basis. These added costs are
not reflected in HHS’s regulatory burden cost estimates despite PCMA’s prior communications on this
topic.
Although the text of the regulations refers to “significant publications,” neither the regulation nor the
preamble defines what constitutes “significant.” Instead, OCR defined “significant” through
subregulatory guidance in the form of a series of FAQs that were published on the agency’s website.
Unfortunately, this definition was written in a broad way so as to make virtually every document sent to
an individual “significant.”
According to PCMA research, the resulting burden imposed upon PBMs— and ultimately borne by all
participants in the marketplace, including enrollees— by the nondiscrimination notices and taglines is
estimated to cost the industry between $500 million to nearly $5 billion this year alone, despite lack of
evidence of their effectiveness. As HHS continues to consider how to address this issue, the costs
imposed on the industry are increasing exponentially.
PCMA, along with other industry stakeholders, have provided OCR with a draft FAQ, which would stay
faithful to the intent of the nondiscrimination rule, while significantly reducing the burden imposed on
covered entities.
As we have noted in previous conversation, OCR has considerable regulatory flexibility under the
underlying statute to exercise its enforcement discretion and either decline to enforce the
nondiscrimination notices, or deem entities in compliance based on compliance with other, existing
requirements. In addition, OCR also has considerable flexibility to reinterpret its definition of “significant”
using subregulatory guidance (for example, adopting the suggestions provided in our draft FAQ). In a
recent “listening session” with interested stakeholders, there appeared to be broad agreement among the
diverse attendants that subregulatory reform on this issue would be appropriate.
Going forward, we believe HHS has the flexibility, and indeed obligation, to implement the notice and
tagline requirements in a way that is workable for covered entities and productive and meaningful for
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beneficiaries. PBMs continue to receive complaints from enrollees regarding the waste produced under
the current interpretation of “significant.” A poorly thought out implementation continues to result not
only in enormous costs to plans and PBMs and ultimately enrollees and the government, but a failure to
faithfully implement the new protections against discrimination in a way that meaningfully informs
members of their rights under the law.
In light of the need to minimize the regulatory burden as instructed by the Administration’s executive
orders, and in line with the goals of the RFI, we urge CMMI to consider a demonstration to test the scope
of the nondiscrimination notice and tagline requirements in such a way that is financially and
administratively feasible for all stakeholders in the marketplace, including PBMs. We also ask the
Agency to continue to be mindful of overlapping meaningful access requirements that would place an
undue burden on issuers and PBMs, and consider deferring to the least restrictive standard when
determining compliance.
For example, Part D plans in one CMS region could provide one group of beneficiaries with documents
with nondiscrimination language explaining their rights prior to the imposition of the section 1557
language and provide the new more burdensome language to a control group, and then survey the groups
to assess who had a better understanding of their rights.
PCMA Recommendation: PCMA recommends that CMMI pursue short-term tests on the usefulness of
the nondiscrimination notices to see how to best achieve our mutual goals of improving patient
experiences and reducing the burden on industry.
***
PCMA appreciates the opportunity to file these comments on the CMS Innovation Center Informal
Request for Information on New Directions. Please let us know if we can provide you with any further
information.
Sincerely,

Wendy Krasner
Vice President – Regulatory Affairs
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November 20, 2017
BY ELECTRONIC DELIVERY
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue S.W.
Room 445-G
Washington, DC 20201
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction (RFI)
Dear Administrator Verma:
On behalf of Philips Healthcare (Philips), we are pleased to have the opportunity to comment on
the RFI. Philips provides solutions that span the health continuum, including imaging, patient
monitoring, and cardiac care systems; medical alert systems; sleep management and respiratory
solutions; healthcare informatics solutions and services; a complete range of comprehensive
telehealth programs; and population health management programs.
Our comments address each of the questions posed in the RFI, as further set forth below.
1. Do you have comments on the guiding principles or focus areas?
A. Telehealth and Remote Monitoring as Additional Focus Area
In addition to the focus areas set forth in the RFI, Philips suggests that CMMI establish
telehealth and remote monitoring as an additional high priority focus area.
Preliminarily, while CMS could implement a number of policy revisions that would expand
coverage of telehealth services within the scope of the current statutory framework, it is also true
that the statutory limitations on telehealth coverage are woefully out of date. The current
statutory language conceptualizes telehealth services as the remote provision of identifiable
physician or practitioner services that are otherwise provided face-to-face. However, in recent
rulemakings, CMS has made it clear that professional services need not be furnished face to face
in order to be covered (e.g. transition care management and chronic care management coverage).
Therefore, it is clear that the statutory language needs to be updated and telehealth should be reconceptualized to reflect current policy and innovative technologies that improve care and reduce
cost. In the interim, CMMI has the flexibility to establish a different definition of telehealth
services for the purposes of individual demonstration projects.
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We urge CMMI to use a broad definition of “telehealth” in considering various demonstration
projects as they arise, as follows:
Telehealth is the use of remote sensors, communications and data processing
technologies that focus on the patient/person and involves dynamic interaction with
providers in real-time or near real-time resulting in improved clinical outcomes,
lower costs and greater satisfaction. Telehealth technologies include bidirectional audio/video, physiologic and behavioral monitoring, engagement
prompts and point-of-care testing. Telehealth programs utilize remote teams of
physicians, nurses, pharmacists, social workers and health coaches supported by
this enabling technology to provide the highest quality health care.
With this definition in mind, we strongly urge CMMI to consider implementing new
demonstration programs in this area. Several potential examples are described below.
First, we urge consideration of a new demonstration project focused on providing appropriate
coverage and payment for services provided by an electronic Intensive Care Unit (e-ICU). The
recent application of broadband technologies to Intensive Care Units (ICUs) is permitting an
increasing number of hospitals around the country to provide improved care to their ICU patients
through remote monitoring and clinical intervention by critical care nurses and Intensivists.
These Intensivists are able to monitor in real time all the vital signs of an ICU patient, see the
patient, and dialogue with the patient from remote locations, and are able (under proper
arrangements with the hospital in which the patient is located) to order a course of care for the
patient. The cost of operating the e-ICU is not eligible for Medicare payment under any health
benefit, and, while certain critical care professional services have been added to the telehealth
list, these codes are more appropriate for billing for sporadic services provided by individual
intensivists than for the kind of capital intensive infrastructure necessary to facilitate 24/7
intensivist coverage.
The clinical literature indicates that e-ICU coverage saves both lives and dollars.1 In addition, a
Health Care Innovation Award (HCIA) from CMMI entitled “Rapid Development and
Deployment of Non-Physician Providers in Critical Care” conducted by Emory University, in
partnership with Philips and several regional medical centers unequivocally demonstrates the
potential cost savings and quality improvements achievable with proper deployment of the eICU. That demonstration resulted in estimated savings of approximately $18.4 million over 3
years.

1

1. Impact of an Intensive Care Unit Telemedicine Program on a Rural Health Care System. Zawada, et
al. Postgraduate Medicine, 2009; 121(3):160-170.
2. Evaluation of Hospital-Setting HCIA Awards three-year independent financial and clinical outcomes
audit conducted on behalf of Centers for
Medicare & Medicaid Services (CMS) by Abt Associates. 3. 2015 ICU Physician Staffing Survey
conducted by Leapfrog Group.
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Recommendation: We urge CMS to institute an expanded demonstration program based
on the model e-ICU that was utilized successfully by Emory under its CMMI HCIA, for
example:
o A shared savings program that would enable participating hospitals and
Medicare to both share in savings achieved using e-ICU coverage. By, for
example quantifying the hospital savings achieved during the course of the
admission and reductions in post-discharge costs.
o A payment incentive for hospitals that provide 24/7 access to intensivist
coverage.
o An upfront payment for rural hospital investment in technology to enable
remote intensivist access and ongoing payment support, similar to the
upfront support provided for Advance Payment ACOs.
o Provision of an add-on payment for admissions that involve the provision
of e-ICU coverage, similar to the “new technology” add-on payments
provided under the IPPS for certain new technologies.

Second, we urge CMMI to build on the efforts made by CMS to expand coverage for services
that are furnished remotely by institution demonstration projects that institute new payment
models for such services.
Recommendations: We recommend that CMMI focus on expanding the payment models
used to provide payment for remote monitoring and telehealth services. For example,
CMMI should consider instituting a demonstration project that authorizes remote
monitoring suppliers that meet certain conditions to share in demonstrated cost savings
that accrue from their efforts.
Third, while Philips is extremely pleased that CMS is proceeding with its plan to implement
Medicare coverage for services provided pursuant to a Medicare Diabetes Prevention Program
(MDPP), we are disappointed that CMS did not provide coverage for diabetes management
services furnished remotely in the 2018 Physician Fee Schedule final rule. We believe that
implementation of this program has the potential to result in substantial Medicare savings and to
improve the lives of Medicare beneficiaries who are at risk of developing this condition. However,
we are concerned that excluding qualified virtual DPP providers from delivering the benefit will
result in a critical lack of access for many beneficiaries who live in regions where in-person
services are not available and will undermine the ability of these programs to achieve their full
potential.
CDC has been recognizing digital programs for more than two years and has collected
comprehensive data demonstrating these programs’ effectiveness. Studies[1] demonstrating the
effectiveness of digital programs were available to the CMS Actuary when the office certified the
program in March 2016. We are confident a renewed analysis will demonstrate that virtual DPP
providers, already recognized by CDC, demonstrate the same or better efficacy as in-person
programs for Medicare beneficiaries.
[1]

See, e.g. http://drc.bmj.com/content/4/1/e000264
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Recommendation: Since the CMS Actuary must re-certify the program before the
nationwide expansion next year, we strongly encourage CMS to include comprehensive
coverage of remote provision of services under the MDPP in its analysis, and fully include
qualified virtual DPP providers in the model expansion next year. At the very least, we
urge CMMI to institute the promised demonstration program, referenced in the final 2017
Physician Fee Schedule Rule, for diabetes management services furnished remotely as
soon as practicable.
Fourth, we recognize that Medicare has eliminated coverage for “consultations” under the current
E/M coding nomenclature, but believe that CMMI has the authority to provide coverage for such
consults in the context of a demonstration program.
Recommendation: We urge CMMI to institute a demonstration program that provides
payment for remote provision of e specialty consultations; establishes clinical and
financial measures for assessing the impact of such consults and shares savings with the
providers involved.
Fifth, we note that CMS has broad authority to add services to the telehealth list, but historically
has rejected the great majority of applications. Generally, the substantial clinical evidence
required to add a new Category 2 service (a service that is not similar to an office visit,
professional consultation, or other service currently on the list) is not available in the absence of
reimbursement.
Recommendation: We urge CMMI to provide a pathway to payment for telehealth services
seeking inclusion on the telehealth list and a methodology for assessing the clinical and
financial impact of such coverage that is designed to meet CMS requirements for telehealth
or remote monitoring coverage.
Finally, we note that one of the focus areas set forth in the RFI is increased participation in
Advanced Alternative Payment Models. AAPMs present a valuable opportunity to demonstrate
the financial and clinical value of telehealth services, and increased use of telehealth presents
AAPMs a cost-effective route to achieve quality improvements and cost savings.
Recommendation: We urge CMS to provide automatic waivers of originating site and
other telehealth coverage requirements for all APMs approved by CMMI, including those
APMs that were previously approved.
B. Comments on Guiding Principles in the RFI.
Our comments with respect to the guiding principles and focus areas set forth in the RFI are
below.
1) Choice and competition in the market –
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While we certainly agree with the principle that innovative payment models should seek to
promote competition based on quality, outcomes, and costs, we advocate that care should be
taken in utilizing competitive bidding models to pursue this objective.
Medicare’s most extensive experience with competitive bidding has occurred for certain Durable
Medical Equipment, Prosthetics, Orthotics and Supplies. One hundred seventeen of the largest,
most densely populated MSAs in the country currently participate as Competitively Bid Areas
(CBAs) in the Competitive Bidding Program (CBP) for DMEPOS. Under the CBP, a small
fraction of suppliers meet the needs of the 58% of the Medicare beneficiaries residing in these
highly populated areas. Thus, ironically, a program intended to increase competition in the
industry has the potential to result in substantial consolidation.
Moreover, beginning in January 2016 the rates applicable to these highly populated CBAs have
been phased in to apply to all areas of the country with only a 10% add-on for the most rural
areas. Otherwise, bid areas like Atlanta and Los Angeles set prices for rural and non-urban areas
alike,—and the current allowances slash Medicare reimbursement by over 50% on average.
Recommendation: We urge CMMI to ensure that any demonstration projects involving
competitive bidding fully address the deficiencies in the CBP and fully take into account
the unique characteristics of different geographic areas of the country.
2) Provider Choice and Incentives –
We support CMMI’s focus on the use of voluntary models that give beneficiaries and healthcare
providers the tools and information they need to make decisions that work best for them, as well
as CMMI’s focus on reducing administrative burdens to allow physicians and other providers to
focus on providing high-quality healthcare to their patients.
Along these lines, we understand CMS’ decision not to implement demonstration models—
including episode-based payment models that had been finalized for certain joint and cardiac
admissions—on a mandatory basis. However, we continue to believe that voluntary
implementation of episode based payment models should be encouraged.
Recommendation: We encourage CMS to expand incentives for voluntary episode based
payment models, especially for episodes that are triggered by an inpatient admission and extend
through a defined period of post-discharge care. We further propose that CMMI focus on
inpatient admissions involving diagnoses that typically require post-acute care, since the
hospital-to-home transition includes numerous opportunities for the use of technology to achieve
cost savings. In this regard, any new episode-based payment demonstration should include
automatic waiver of telehealth originating site requirements, kickback and Stark Law exceptions
along the lines of the exceptions available to Medicare Shared Savings Programs, and waiver of
beneficiary inducement provisions to facilitate beneficiaries to participate actively in
maintaining their health status. These legal restrictions—while appropriate in the context of a
fee for service system, have a chilling effect on value based contracting. An alternative
approach would be an expansion of safe harbors for value based risk arrangements and
bundling of services, devices, and software.
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Recommendation: Unlike the mandatory episode based cardiac and orthopedic models
that CMS decided not to implement, the voluntary models implemented under CMMI’s
“New Direction” initiative should include a role for drug and device manufacturers to
partner with providers to improve outcomes and reduce costs.
3) Patient-centered care –
CMMI’s proposed governing principle with regard to patient centered care seeks to empower
beneficiaries, their families, and caregivers to take ownership of their health and ensure that they
have the flexibility and information to make choices as they seek care across the care continuum.
Recommendation: We encourage CMMI to make patient-centered care a centerpiece of
its New Direction. Along these lines, we support the design and implementation of
demonstrations that utilizes health care apps designed to facilitate patient behavioral
changes (such as weight loss, exercise incentives, and other lifestyle changes) in
conjunction with patient financial incentives to encourage better health care choices.
One area in which patient incentives may be useful is the area of screening.
Recommendation: We believe that it would be useful for CMMI to implement
demonstration programs designed to encourage the use of screening services that have
been shown to be cost effective. In order to improve screening rates, the Medicare program
could offer incentives to beneficiaries to get recommended screening exams. Additionally,
incentives, including quality measures, could be extended to primary care providers or
other health care professionals to ensure that their patients get screened, for example, by
providing incentives if the percentage of Medicare beneficiaries screened in a
demonstration area increases over historical screening rates.
4) Benefit design and price transparency –
We understand and concur with CMMI’s interest in price transparency and benefit design as a
means of increasing cost effective care. However, we caution that care should be taken in
attempting to “micromanage” patient use of medical services by imposing different patient copay
requirements on “low yield” and “high yield” services and procedures. In our view, too little is
known about the contribution of various individual services to health care outcomes to establish
fine distinctions that seek to “steer” patient behavior toward (or away from) individual services.
We also agree with CMMI’s renewed focus on price transparency.
Recommendation: We encourage CMMI to design demonstration programs that compare
the efficacy of price transparency in reducing site of service differentials as compared with
more heavy handed regulatory approaches.
5) Small Scale Testing –
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We believe that testing new models of care on a small scale basis is critical; however, it is just as
critical to ensure that there is an established pathway to “scale up” successful innovation.. For
example, an early project spearheaded by Emory demonstrated that the use of remote Intensive
care units (e-ICUs) can substantially reduce costs while increasing quality; however, it does not
appear that there is a clear pathway to take the next step in expanding the model on a regional or
national basis. See comments above.
C. Comments on RFI Focus Areas
We have the following comments on the focus areas included in the RFI:
1) Increased participation in Advanced Alternative Payment Models (APMs);
CMS should continue to focus on and nurture the Medicare Shared Savings Program (MSSP), by
far the largest Medicare alternative payment model in terms of participation, savings and growth.
Philips Wellcentive supports multiple customer sites participating in MSSP Track 1 via data
aggregation, normalization, analytics and quality reporting to CMS via our GPRO mechanism.
We also support multiple sites participating in the CPC+ AAPM and a customer site within the
Next Generation ACO model. Over time, ACOs also provide opportunities to incorporate many
of the other tenets of the RFI, such as behavioral health integration, specialty medicine and
consumer-directed care.
CMS data on MSSP performance released in October of this year shows that savings increase the
longer an ACO participates, and the same positive results were mirrored in quality. Moreover, it
appears that the gradual transition of ACOs and their providers into networks capable of bearing
financial risk is working: Based on recent surveys, participants are willing to migrate into risk:
An October survey of more than 200 ACOs by the National Association of ACOs and Leavitt
Partners found that 50 percent of respondents had at least one active contract that included
downside risk of either shared savings/shared losses (38 percent), or capitation (12 percent).
On the clinical side, however, it appears that many ACOs are still focusing on readmission
prevention, managing chronic care and preventing Emergency Department visits, relative
baseline care management approaches as they also seek to manage the administrative, cost,
assignment and evolving regulatory landscape. Realizing this, increased attention should be paid
to assuring that MSSPs are incentivized to scale into more clinically innovative pursuits such as
behavioral health integration.

Recommendations: We urge CMMI to:
-

-

Introduce multi-payer demonstrations within ACOs so providers can assess financial
benefits across different populations in line with all-payer models planned within
MACRA beginning in 2019
Examine initial participation within new virtual group models to determine if new
providers and beneficiaries brought into value-based care could use this pathway to
enter into ACO participation.
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-

At the same time, CMS should continue to consider ways to simplify the MIPS APM
designation for Track 1 participants along the lines recently adopted in the 2018
MACRA rule on the APM scoring standard.

2) Consumer-Directed Care & Market-Based Innovation Models;
It has been a longstanding challenge for payment systems to keep up with new technology. As a
result, new technologies that offer substantial payment benefits are often included in the same
Medicare payment categories as existing technologies and paid the same amount This inhibits
innovation and the dissemination of potentially beneficial technological changes. At the same
time, we recognize that growth in federal expenditures for the Medicare program poses a serious
fiscal challenge for the Nation’s budget. Innovative thinking is needed to resolve the ongoing
tension between encouraging innovation on the one hand and controlling rising health care
expenditures on the other.
Recommendation: We recommend that CMMI explore the possibility of implementing a
set of small demonstration programs to test the idea of allowing health care providers and
suppliers to charge Medicare beneficiaries directly for the incremental costs of accessing
new technology. This approach is currently used by Medicare to pay for intraocular
lenses: A Medicare beneficiary may chose a “standard” IOL or an “advanced technology”
IOL, and, if the latter is chosen, the provider is paid for the cost of the standard IOL but is
authorized to charge the patient an incremental amount to cover the additional cost of
using the advanced technology IOL. We believe that it would be useful to institute a
demonstration project to explore whether, and under what circumstances, this concept
would work for other areas where payment rates are not keeping up with technological
innovation.
3) Physician Specialty Models
We believe that physician specialty models are an extremely important focus area, and encourage
CMMI to work closely with the physician community to establish new and innovative specialty
models. We particularly encourage CMMI to examine the potential establishment of specialty
models in the areas of radiology, pulmonology and cardiology.
Recommendation: In light of the unnecessary expenditure of resources for emergency
department care, we encourage CMS to examine the quality improvements and cost
reductions that may be achievable through standardization of workflow and the use of
artificial intelligence to predict appropriate patient pathways and manage the acute care
network. This can be supported through the use of acute care informatics systems that
promotes better risk stratification through integration of pre-hospital data, patient history
and Emergency Department management. In combination this will address ED
overcrowding & patient walk outs, avoidable hospital admissions and ED return rates, and
resource overutilization. We encourage CMMI to develop a payment model to better
incentive this type of approach of integrated performance solutions.
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Recommendation: CMS should also consider a specialty care model for COPD. For
example, an integrated approach aimed at improving initial diagnosis, care planning, postacute transition, and ongoing home monitoring and triage, with the expectation of driving
earlier interventions and avoiding unnecessary readmissions. CMMI should test payment
models that incentivize such supportive services aimed at improving outcomes and
managing healthcare costs for COPD patients.
Recommendation: We recommend that CMMI consider exploring a specialty payment
model in the radiology area focused on screening. Such a demonstration would involve
the following steps:










Evaluate the cost savings potentially attributable to the use of increased screening of
various kinds (e.g. mammography, dxa, AAA screening, lung cancer) to determine
which screening modality would be the focus of the demonstration.
Identify geographic area and/or demographic group for which screening rates for the
chosen screening modality are particularly poor, and where the lack of screening has
particularly dire health consequences. In light of the CMMI ‘s interest in exploring
models for the dual eligible population, it may be of particular interest to focus on dual
eligible populations from the ages 45-55, who tend to be underserved.
Calculate historical screening rates for the selected geographic area/population
group; roll historical baseline forward, and adjust to establish a target screening rate.
Calculate potential cost savings/beneficiary that would result for each additional
beneficiary screened.
Solicit program applicants. Applicants might include, for example, one or more
radiology group(s); primary care practice(s); hospital systems, and community
organizations that form an entity (formal or informal) whose sole purpose is to increase
screening rates in the identified geographic area/ patient population.
Share some portion of the savings for increased screening above the target with
demonstration program participants.
Any savings achieved are distributed to participating providers/community groups in
accordance with a formula determined by the program participants and approved in
advance by CMMI.

4) Medicare Advantage (MA) Innovation Models
The current Medicare Advantage Value-based Insurance Design model, launched this year, with
its focus on chronic conditions, preventive care and encouraging beneficiaries to seek high-value
services, provides an incubator for how MA models can impact cost and quality. We believe that,
in light of the growing proportion of Medicare beneficiaries enrolled in Medicare Advantage
plans, CMMI’s focus on innovation in this area is particularly important.
Recommendation: Since coverage of telehealth services is not restricted in Medicare
Advantage plans and system savings data more easily obtained, we encourage CMMI to
design demonstration programs under Medicare Advantage that explore the potential of
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increased use of telehealth to reduce cost and improve quality. More specifically,
opportunities within MA can reach new areas of value-based care, such as pharmacy.
Issues around medication adherence, for example, often lead to unnecessary readmissions,
and quality measures around greater adherence should be examined. Doing so could
leverage the use of telemedicine and remote monitoring, which are particularly tools of
preventive care and care plan adherence.
Recommendation: Since MA plans are not bound by traditional Medicare coverage
restrictions, we believe that demonstration projects that would otherwise require waivers
of coverage rules could be conducted in the context of MA plans, It may be useful to explore
demonstration models that would, for example, capture the savings attributable to earlier
hospital discharges and utilize those savings to provide payment for telehealth solutions
that facilitate care in less costly SNF, home health, or home settings

5) State-Based and Local Innovation, including Medicaid-focused Models;
We encourage CMMI to explore a range of opportunities in the area of state-based and local
innovation.
First, we urge CMS to focus some of its attention in this area on Federally Qualified Health
Centers (FQHCs). Within the FQHC program, we see opportunities to advance care
management and value to a sector that includes more than 1,000 sites and 20 million Americans.
FQHCs are increasingly adopting technologies that can enable sharable longitudinal patient
records, risk assessments and analytics, patient engagement tools and the ability to submit
quality measures. Philips Wellcentive’ s population health management platform currently
provides technology functionality for more than 40 FQHCs nationally located in more than a
dozen states.. Philips Wellcentive also provides custom financial analytics to these sites. Since
FQHCs operating under Health Resources & Services Administration (HRSA) grants are already
evaluated on performance metrics, the concepts underlying value based care initiatives are not
new to this sector.

Recommendation: Due to the variation in alternative payment methods already used for
FQHCs, we recommend that CMS approach innovation in this sector by first analyzing the
variation in current payment structures by state to better determine what is working and
what is not.
Second, we urge CMMI to initiate demonstration projects focused on the pediatric and maternal
populations served by the Medicaid program.
Recommendation: Along these lines, we encourage CMMI to focus on population health
solutions for asthma, focused on air quality improvement and improved management
(connected inhalers, coaching, etc) in children and on better management of gestational
diabetes, hypertenstion/preeclampsia, and mental health in the maternal population.
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Third, we urge CMMI to work with state and local governments to amplify the impact of federal
demonstration projects. For example, many rural communities in Georgia need a top-tier
intensive care unit at their local hospital. However, the specialist physicians and nurses that are
needed to provide this care are often unavailable or prohibitively expensive for rural
communities. These professionals are either not present at all, or are not present in sufficient
numbers to offer 24 hour staffing, 365 days a year. This reality forces smaller hospitals outside
of metro areas to either offer lower levels of ICU coverage or discontinue the service altogether.
In turn, this forces patients who need this care to drive long distances and undermines the
financial viability of their hometown hospital.
Recent advances in healthcare technology have made it possible to remotely monitor patients in
intensive care settings with a level of intensity and focus that often exceeds what can be
delivered in an inpatient setting. These electronic intensive care unit (e-ICU) programs
significantly enhance patient outcomes in any ICU setting. These programs also make it possible
for rural hospitals to use their existing physician and nurse resources to provide ICU outcomes
and service that are comparable to what patients would get at larger metro hospitals.
Studies of e-ICU programs have shown that these programs can yield significant financial
savings and improved case volumes while also improving patient outcomes. One study found
ICU mortality rates to decrease by more than 20 percent and a 30 percent average reduction in
the length of stay for ICU patients. 2 The study also found that the one-time up-front investment
and one-time operating costs were paid back within approximately one year.3
Emory University is currently operating an e-ICU center that leverages some of the top trauma
and intensivist physicians in the world to extend their expertise remotely to hospitals around the
state.
As a recipient of a CMS Health Care Innovation Award, Emory University partnered with
regional medical centers to implement the “Rapid Development and Deployment of NonPhysician Providers in Critical Care” project. Through five quarters of the project, beginning
April 1, 2014, the Emory e-ICU program saw an average reduction in Medicaid spending of
$1,486 per 60-day episode.4 At the same time, they also saw a 2.14 percent reduction in 60-day
inpatient readmissions.5 Additionally, the program saw notable changes in patient discharge
destinations, including a 4.9 percent increase in discharges to home health care and a 6.9 percent
decrease in discharges to short-term nursing facilities and long-term care hospitals.6
Unfortunately, the capital costs of implementing a new e-ICU system are beyond the reach of
many rural hospitals that struggle simply to meet payroll. These systems are sophisticated and
require additional monitoring and video devices to offer the full range of telehealth services that
are needed to run the program. By offering matching funds as an incentive to implement these
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systems, the state can take a significant step to improve patient outcomes for rural communities
and give rural hospitals enhanced financial performance by continuing to provide this service.
Recommendation: We recommend that CMMI seek to collaborate with state officials to
ensure appropriate funding and data gathering in conjunction with a matching capital
grant program to help rural hospitals secure e-ICU equipment.
(6) Mental and Behavioral Health Models;
A substantial focus on mental and behavioral health models dating from 2011 has resulted in
considerable progress in the area of behavioral health integration (BHI), most recently through to
the Comprehensive Primary Care Plus (CPC+) program and the adoption of Medicare fee for
service allowances for Psychiatric Collaborative Care Services under Medicare Part B.
Philips Wellcentive supports the health IT requirements of CPC+ participating practices within
six program regions. Specific to CPC+ Track 2, our functionality includes assessing
psychosocial needs as a 2017 requirement toward further integrated BHI throughout the five-year
model.
Programs such as CPC+, its predecessor the Patient-Centered Primary Care Collaborative,
MAPCP, and individual state-based programs such as the Depression Improvement Across
Minnesota program and the Washington State Mental Health Integration Program all utilize
many of the same approaches around co-location, “warm handoffs,” screenings, cognitive
behavioral therapy, care management and high-risk condition support specialists. However, it
does not appear that BHI is included as a component within established ACOs.
Recommendation: We urge CMMI to explore the possibility of a national BHI
demonstration model available to clinicians outside of CPC+ regions. This model should
follow the multi-payer direction of CPC+, and should be eligible for treatment as an allpayer AAPM under MACRA. The model structure can include known best practices around
standardized screening (PHQ-2/PHQ-9) and established diagnosis, decision support,
tracking, care managers, patient engagement and education, designated psychiatrists and
continuous performance measurement. Such a national BHI model should include a
component focusing on remote patient management. In this regard, remotely administered
surveys can alert clinicians to worrisome trends. Remote monitoring can also trigger selfcoping mechanisms, allow clinicians to maintain visibility in the white space between
appointments and facilitate outreach.

2. What model designs should the Innovation Center consider that are consistent with
the guiding principles?
See comments above.
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3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these
suggested models.
See comments above.
4. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be
tested as a model and alternative to FFS and MA?
See comments above.
5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
This area is beyond Philips special expertise.
5. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
Generally, we urge CMMI to develop an ongoing dialogue with manufacturers of health care
technologies, especially in the area of telehealth and remote monitoring, and to view the medical
device manufacturers as partners in the establishment of new value-based payment models.

Sincerely yours,

Lucy McDonough
Director Market Access North America
Philips
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2025 M Street NW, Suite 800
Washington, DC 20036
(202) 367-1113 • (202) 367-2113
info@physicianhospitals.org
www.physicianhospitals.org
November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Re:
Centers for Medicare & Medicaid Services: Innovation Center New Direction Request for
Information; Initiatives to Accelerate the Development and Testing of New Payment and Service
Delivery Models
Dear Administrator Verma and Acting Director Bassano,
On behalf of the approximately 250 hospitals with physician ownership across the United States and the
Medicare and Medicaid beneficiaries they serve, Physician Hospitals of America (“PHA”) would like to
thank you for the opportunity to submit recommendations to the Centers for Medicare & Medicaid
Services (“CMS”) that will reflect the new goals and direction of the Center for Medicare and Medicaid
Innovation (“CMMI”). We applaud CMS on its desire to pursue a new direction that promotes patientcentered care and tests market-driven reforms that empower consumers, provide price transparency, and
increase choices and competition to drive quality, reduce costs, and improve outcomes.
Physician-owned hospitals (“POHs”) are facilities established or rescued by doctors to gain greater
control over how the hospital operates. Having doctors involved in hospital ownership ensures highquality healthcare for patients, increases efficiency and productivity, and provides more positive
experiences for patients.1 POHs have a long and distinguished history in the United States. Physicians and
surgeons often opened the first hospital in their communities, and many of these POHs have evolved into
important medical centers that set new standards of excellence.
While POHs continue to play a crucial role in today’s hospital market, Section 6001 of the Affordable
Care Act (ACA) critically limits the number of patients POHs can treat by arbitrarily restricting any
increase in the number of operating rooms, procedure rooms, and patient beds in existing POHs.
The ACA limited the expansion capacity of some of the highest quality hospitals, POHs; however, the
law allows any non-physician-owned hospital, regardless of quality, to continue to expand. This directly
1
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harms Medicare and Medicaid patients by limiting their choices for care, in many instances, to lower
quality hospitals in the marketplace.
Expanding Medicare and Medicaid beneficiary access to POHs could also address critical issues tied to
consolidation of the hospital industry. Following the ACA’s passage, the massive hospital systems
created as a result of this consolidation have led to higher prices, fewer choices for patients, and more
limited clinical control for physicians. From 2012-2015, there has been a nearly 80% increase in
physician practices owned by hospitals in urban areas, and even more alarmingly, a 103% increase in
rural areas.2 As hospitals continue to acquire physician practices, they are able to use their market power
to drive self-referrals and raise costs for both the government and patients. In hospital-owned practices,
physicians can steer patients to the hospitals that employ them, exacerbating issues with limited patient
choice and competition – particularly in rural areas.
Within POHs, however, physicians are able to exert full control over treatment decisions, staffing, and
other operational issues, allowing these facilities to offer truly “patient-centered” care. Not surprisingly,
POHs represent some of the highest performing, patient-favored facilities in the nation.
With doctors at the helm, POHs have consistently outperformed non-POHs in both clinical and patient
satisfaction scores. In fact, POHs outscored non-POHs in recent Medicare quality program results,
including the Hospital Overall Quality Star Ratings program, Hospital Readmissions Reduction program,
and the Hospital Consumer Assessment of Healthcare Providers and Systems (HCAHPS) surveys.
Furthermore, based on 2013 CMS payment data, Avalon Health Economics found that POHs receive
lower net payments than other hospitals. The study also estimated that POH utilization would result in
$3.1 billion in savings to the Medicare program over a ten-year period.3 This data indisputably
demonstrates the substantial value that POHs offer to the Medicare program and the high quality of care
provided to beneficiaries.
With regards to the guiding principles outlined in the RFI, we believe that POHs are well-situated to lead
through new models developed with CMMI. By testing the removal of requirements and regulations that
unnecessarily burden POHs across the country, CMMI could empower POHs to increase their delivery of
much-needed patient choice and inject competition in the market, which would significantly benefit the
Medicare and Medicaid beneficiaries they serve. POHs can assist CMS in achieving successful model
design that is based on several of those identified by CMS, including: (1) Consumer-Directed Care &
Market-Based Innovation Models; (2) Physician Specialty Models; and (3) Mental and Behavioral Health
Models.
We describe below certain requirements that we believe a POH would need to meet to ensure that it is
demonstrating real quality enhancement and cost savings in order to be allowed to expand the facility.
Any model would require a POH to meet key metrics on quality and costs before qualifying, thereby
ensuring that CMS’ grant of expansion opportunities would increase the availability of the highestperforming, lowest-cost facilities. But it is important to note that these are minimum requirements only,
and just a starting point for the dialogue in the spirit of the RFI. POHs are eager to work with CMS to
2
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establish valuable and relevant criteria to ensure that expansion of a POH in connection with a
demonstration program is accommodated as an essential means of ensuring broad access to care by only
those POHs who are truly performing at the highest level of quality and achieving real cost savings.
I.

Consumer-Directed Care & Market-Based Innovation Models

The hospital industry has become increasingly consolidated in the years since the passage of the ACA,
and patients across the country have suffered as a result. Those seeking care are severely limited in their
choices, and various studies have found that hospital consolidation results in increased prices and reduced
quality.4 Due to the ACA’s growth restrictions, physician-owned hospitals are prevented from helping to
alleviate the effects of consolidation by providing greater choice to more patients.
Although Medicare data consistently affirms that POHs are among the highest quality, lowest cost
facilities in the nation, Section 6001 of the ACA unfairly restricts the growth and expansion of these
facilities. This ACA provision has directly harmed Medicare beneficiaries, as the restriction prevents
POHs from meeting the growing demand for beneficiary healthcare services in their communities. As a
result of the ACA, many POHs are forced to turn away patients, including Medicare and Medicaid
beneficiaries, simply because they are at capacity and do not have the ability to increase their number of
beds, operating rooms, or procedure rooms. Others have beds or entire units sitting empty – despite the
great need for high quality, low-cost hospital services among the Medicare population – solely because
the POH missed the arbitrary certification date set in the ACA. In surveys conducted by PHA in 2011,
2012, and 2014, at least 80 POHs expressed a need to expand in the short term.
A model piloted by CMMI allowing expansion of any kind by POHs would not only allow patients to
access higher-value care, but would offer a unique opportunity to test the assertions around quality and
cost outlined above. Specifically, one area that has been under-examined is the relationship between
patient satisfaction and clinical quality of care. A CMMI model could allow POHs that meet certain high
levels of patient satisfaction through the HCAHPS surveys to expand and treat more patients, and CMMI
would be able to more closely track quality data from the participating hospitals to examine the nexus
between stakeholder satisfaction, quality outcomes and cost to the Medicare program. By incorporating
the HCAHPS into the demonstration and granting patients greater choice among hospital providers, this
POH-led initiative would align with CMS’ stated goal of “empower[ing] Medicare, Medicaid, and CHIP
beneficiaries to make choices among competitors in a market-driven healthcare system.”
We also anticipate that CMS would want to compare POH performance to non-POHs in certain
metropolitan statistical areas (MSAs). This would allow CMS to objectively assess beneficiary outcomes
among hospitals in similar geographic areas with additional focus on patient satisfaction ratings. The
MSAs used for the non-POH comparison group could be picked at random by CMS, similar to the
stratified random assignment process that CMS has used for demonstrations such as the Comprehensive
Care for Joint Replacement model. By lifting the moratorium for selected POHs, beneficiaries would have
greater choice among high quality hospital providers and new access to innovative, patient-centered care
in accordance with CMMI’s increased focus on improving market choice.
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II.

Physician Specialty Models

With the ongoing trend in healthcare towards value-based programs over fee-for-service, physician
specialties are incentivized to provide high-quality care along with lower costs. Specialty hospitals have
been leaders in the transition to a value-based healthcare system, with high-performing physician-owned
specialty hospitals making up a significant proportion of the hospitals recognized under Medicare’s
quality performance programs.
We believe that tying CMMI demonstration models to specific episodes of care will allow CMS to hold
participant hospitals financially accountable for the quality and cost of an episode of care while
incentivizing specialist physicians to increase coordination of care in both the acute as well as post-acute
care setting.
With doctors at the helm, POHs are uniquely well suited to successfully optimize treatment around certain
episodes of care, because they are able to do so with minimal bureaucratic interference and maximum
focus on patient needs.
A CMMI model would envelop an entire episode of care around certain conditions or procedures,
including inpatient hospital services, physician services, post-acute care, rehabilitation, and outpatient
physician services. There are multiple options for payment innovations around these episodes, including
voluntary bundled payments as well as shared savings models that would track cost savings for
participating hospitals in comparison with Medicare’s target episode price. Hospitals would then either
receive additional payment from Medicare as part of the savings from the model or be required to repay
Medicare for portions of the episode spending. This is aligned with CMS’ goals for physician specialty
models, which aim to target beneficiaries with complex or chronic medical conditions and incentivize
more coordinated care for this population.
Physician specialty models around episodes of care would afford opportunities to further measure the cost
savings that POHs can provide to the Medicare program. By offering expansion rights to participating
hospitals that could be tied to savings, CMMI could allow POHs to demonstrate in practice the low-cost
care they can offer while maintaining a higher level of quality than non-POHs. This would provide
Medicare and Medicaid patients with greater choice and access to the highest quality surgical and medical
care.
III.

Mental and Behavioral Health Models

PHA specifically appreciates the chance to address in these comments the opioid crisis and the potential
leadership role that CMMI can take in addressing this epidemic. We applaud CMS for listing opioids as a
“focus area” for potential future models. While an effective approach to the crisis will require
multifaceted, long-term solutions, we believe that POHs are well-positioned to lead a new pain
management and care coordination demonstration through CMMI. This demonstration would target one
of the primary drivers of the crisis: overprescribing and improper utilization of opioid medication.
Such a demonstration would focus on at-risk Medicare beneficiaries and lift the current moratorium for
POHs, allowing these hospitals to administer and oversee medication management and opioid utilization
during beneficiaries’ hospitalization and covering a 90-day episode of care post-discharge. POHs would

rely on the innovative clinical and psychosocial interventions they already use for patients – such as
“patient navigators” – and use these tools to provide tailored and holistic pain management services.
CMS has already recognized the need for opioid-related interventions targeting Medicare beneficiaries,
finding that the “Medicare population has among the highest and fastest-growing rates of diagnosed
opioid use disorder.”5 This demonstration would present CMS with a timely, patient-centered response to
the issue, as POHs would provide targeted outreach focused on beneficiaries’ post-surgical medical
management of opioids.
The patient-centered demonstration would measure and seek to improve numerous components of
Medicare beneficiary health, with the primary goal of demonstrating a significant reduction in the usage
of certain types of opioids from the preoperative management period through the entire post-acute
surgical care episode.
We expect that CMS would also track and analyze data on utilization and costs as part of the process of
the demonstration, and the POH’s bundled payment may be adjusted based on POHs’ performance in all
of these areas. The demonstration would therefore advance CMS’ goal of using new measures that better
tie payments to health outcomes.
In light of the opioid epidemic, a demonstration utilizing POHs’ innovative patient tools would represent
a timely and necessary intervention that would improve pain management and related health outcomes for
Medicare beneficiaries. By lifting the existing growth moratorium for POHs, this initiative would both
improve the quality of care for beneficiaries and target a critical issue in the Medicare program, consistent
with some of CMS’ primary goals for CMMI demonstrations.
*******
PHA applauds CMS’ engagement in the development of a new direction for CMMI, and looks forward to
working with the Center to create demonstrations which improve quality of care, lower costs, and provide
increased benefit to Medicare and Medicaid patients. Specifically, we appreciate CMS’ emphasis on
making sure that all demonstrations tested during this Administration will be the product of close
collaboration with providers, and in line with this objective, POHs are uniquely positioned and stand
ready to help CMMI develop and implement this initiative. We believe that testing a POH-led
demonstration is particularly aligned with CMS’ goal of “reducing burdensome requirements and
unnecessary regulations,” as we believe that lifting the growth restrictions on POHs will improve
competition in the hospital market, improve beneficiary choice, and lower costs for Medicare and
beneficiaries.
As we outline above, patients and the Medicare program will benefit from expanded access to POHs
through CMMI demonstrations, given the high quality and lower cost care provided by these hospitals
and POHs’ positive impact on competition in the hospital market.
Thank you again for the opportunity to submit ideas regarding the new direction of CMMI. PHA looks
forward to providing any additional information as necessary and working with CMMI to develop
specific model proposals along the outlines listed above.
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November 16, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services
7500 Security Boulevard
Baltimore, MD 21244
Submitted via email to CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services – New Direction for the Innovation Center
Dear Administrator Verma:
Thank you for opening the door for feedback from the provider and beneficiary community regarding
the direction of the Center for Innovation. This is a welcome shift towards accountability and
transparency regarding a department that has come to have far-reaching effects on millions of
beneficiaries, hundreds of thousands of physicians, and many billions of dollars in taxpayer revenue.
By way of brief background, The Physician’s Accountable Care Organization is a Medicare independent
physician’s association made up of primary care and specialist physicians serving beneficiaries
throughout the Southeast U.S. We care for over 20,000 Original Medicare beneficiaries each year in
Tennessee, Louisiana, Arkansas, Mississippi and the Gulf of Florida, and about fivefold that number
across our Medicare Advantage, Commercial and Medicaid populations.
Since 2013, through our patient-centered care model we have achieved taxpayer savings each and every
year in our participation in the Center for Medicare’s Shared Savings Program. We were surprised to
learn recently that just 10 of the roughly 440 total ACOs created to-date across all programs since 2013
have actually generated savings every year. We believe our success is in part due to our independent
model and lack of health system control, and we applaud your team’s highlighting of the risks and
detriments that provider consolidation presents for healthcare consumers and the market at large.
In response to the attempts at the Pioneer and Next Generation ACO models by the previous
Administration, below are some program ingredients to consider which we believe would resonate with
both Original Medicare consumers and the independent physician community, based on our experience:
•

a prospective attribution model; with clearly advertised consumer opt-out, opt-in periods;
with benchmarking & risk-adjustment moving from the 2014 baseline for PY1 to the Part C
rate-setting methodology over time; and with payments & claims processing leveraging the
MACs in PY1 with an option to move to capitation & in-house claims processing over time.

We look forward to helping achieve the significant goals you have set for the Agency, both within the
Innovation Center and outside it. Like your team, we are beginning our strategic evaluation and
investment plan for 2018 and 2019. While our election to apply for any new programs will of course
depend on the final program designs your team puts forth in early 2018, we are eager partners in the
process and stand ready to discuss any of these ideas with you and your advisors in the coming weeks.
Page 1 of 2

8550 United Plaza Blvd.
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Baton Rouge, LA 70809

November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-5522-P
P.O. Box 8013
Baltimore, MD 21244-8013
Re: Centers for Medicare and Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The Physicians Advocacy Institute (PAI) appreciates the opportunity to provide comments on the
Centers for Medicare and Medicaid Services (CMS): Innovation Center New Direction Request for
Information (RFI).
PAI is a not-for-profit organization that was established to advance fair and transparent policies in
the health care system to sustain the profession of medicine for the benefit of patients. As part of this
mission, PAI seeks to better understand the challenges facing physicians and their patients and to
educate policymakers about these challenges. PAI also develops tools to help physicians prepare for
and respond to policies and marketplace trends that impact their ability to practice medicine. PAI’s
Board of Directors is comprised of CEOs and former CEOs from nine state medical associations:
California Medical Association, Connecticut State Medical Society, Medical Association of Georgia,
Nebraska Medical Association, Medical Society of the State of New York, North Carolina Medical
Society, South Carolina Medical Association, Tennessee Medical Association, and Texas Medical
Association, and a physician member from Kentucky. As a physician-based organization, PAI is
equipped to provide comments and insight into many of the challenges facing the medical profession.
PAI is committed to advancing policies that empower patients, ensure that they continue to receive
high-quality care that improve outcomes, and are also cost-effective. In the RFI, CMS identified six
core guiding principles for consideration of new alternative payment models (APMs) and other
Innovation Center models: choice and competition in the market; provider choice and incentives;
patient-centered care; benefit design and price transparency; transparent model design and
evaluation; and small-scale testing. PAI agrees with these guiding principles, as these are the key
elements that should be considered in the development of payment models.
Additionally, PAI has identified five overarching objectives for innovation to be used collectively with
the core guiding principles to inform the future development and modification of APMs and
Innovation Center models. These five objectives for innovation are payment models should:
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•
•
•
•
•

Provide increased flexibilities, incentives, and greater resources for physicians and other
clinicians;
Be patient-centric and include elements that focus on patient needs, as well as encourage and
incentivize patient engagement;
Include pilots and programs with clear guidance and enhanced clarity;
Rely upon input from, and collaboration with, state medical associations; and
Reduce the physician burden.

In this letter, we provide comments based on the application of these principles and objectives.
Specifically, we provide comments and input on the different potential model categories outlined in
the RFI, as well as responses to the specific questions posed in the RFI, including:
• Increased participation in Advanced APMs;
• Consumer-directed care & market-based innovation models;
• Physician specialty models;
• Medicare Advantage models;
• State-based and local innovation, including Medicaid-focused models; and
• Program integrity.

Increased Participation in Advanced APMs for MACRA’s Quality
Payment Program (QPP)
CMS is seeking guidance on ways to increase opportunities for providers to participate in Advanced
APMs and meet the thresholds for becoming qualifying Advanced APM participants (QPs). The
agency is seeking feedback on how the Administration can be more responsive to clinicians and
patients, and expedite the process for providers who want to participate in Advanced APMs, and on
ways to capture data to drive the design of innovative models and strategies to incentivize
participation.
PAI believes that greater resources should be provided to physicians and other clinicians, which
provide information and details on Advanced APM opportunities. A key challenge to Advanced APM
participation by physicians and other clinicians is the lack of understanding of the different models,
what is specifically required of them individually, and how they go about joining and participating in
the different models, either directly or through an APM Entity. PAI believes that more detailed, stepby-step guidance and information addressing these questions and better equipping physicians and
other clinicians with knowledge about the APMs and APM Entities available in their region and/or
specialty, as well as how to join them would be particularly helpful.
Furthermore, greater flexibilities and incentives should be provided for solo practitioners and small
practices to encourage their interest in and ability to participate in Advanced APMs. In the CY 2018
QPP Final Rule, CMS finalized several proposals that would help “level the playing field” for small
practices and allow them to earn a positive payment adjustment. PAI believes that similar concepts
should be adapted for the Advanced APM pathway which provide an “on-ramp” for solo practitioners
and small practices. For example, the current nominal risk standard is too high for small group
practices and clinicians and often deters them from participating in an APM. To entice small groups,
PAI recommends starting with fairly low nominal amount standards and gradually increasing them
as small groups become more comfortable taking on more risk.
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Other Payer Advanced APMs

PAI believes that the Other Payer Advanced APM option is valuable and will expand opportunities
for physicians and other clinicians to successfully participate in the QPP. Under the Other Payer
Advanced APM option, physicians and other clinicians will be able to receive credit for participation
in APMs with other, non-Medicare payers that also contribute to increasing the quality and value of
care provided to patients. However, PAI has concerns that the requirement that clinicians submit
their own payment or patient data for the All Payer Combination QP determination option may be a
barrier to successful participation and for clinicians to become QPs. Clinicians will be required to first
acquire this data from their payers and then share it with CMS, verifying that it is accurate data. This
will be quite burdensome, time consuming, and difficult for clinicians. PAI believes that payers and
APM Entities, who have easier and timelier access to this data, and the ability to verify its accuracy,
should be the ones who should bear the burden of data submission, but only after clinicians have
been offered the opportunity to review their data prior to submission.
PAI reiterates what we noted in our comments in response to the CY 2018 QPP Proposed Rule, that
we encourage the agency to have a strong mechanism in place to begin negotiations with APM
Entities well in advance of this expected exchange of information. This would ensure that there are
appropriate safeguards in place that would protect physicians and other clinicians from issues that
may arise from data exchange and communications between the APM Entities and CMS, that could
prevent them from receiving credit for participating in Other Payer Advanced APMs.

QP/Partial QP (PQ) Thresholds

Based on feedback PAI has heard from physicians, there are generally two issues with the QP/PQ
thresholds. First, the QP/PQ thresholds are perceived as being too high, especially going forward as
they increase each year of the QPP. Second, the attribution methodology varies from model to model
and it is often confusing and difficult for physicians and other clinicians to track and predict with
some certainty which patients or costs will be attributed to them. The CMS QP Lookup Tool is a
positive first step in assisting clinicians already in Advanced APMs, allowing them to see their QP
status based on the different snapshot periods. However, there is still a need for a tool or resource
that helps physicians understand the attribution methodology to predict in advance whether they
will receive QP/PQ status for those already participating in an Advanced APM as well as for those
interested in participating in an Advanced APM. PAI recommends that the agency consider
decreasing the thresholds for QP/PQ determinations, including those for the All Payer Combination
option, and to provide more resources and materials that really help physicians and other clinicians
better assess what their attribution would look like under an Advanced APM.
PAI is committed to helping physicians adapt to, and succeed under, the QPP rules, including the
Advanced APM pathway. To that end, PAI has launched a comprehensive, free educational initiative
to guide physicians at every stage of readiness to succeed under the QPP and other value-based
payment programs. These resources are available at www.physiciansadvocacyinstitute.org. PAI
welcomes the opportunity to partner with the agency and HHS to help educate physicians to succeed
under the program.

Consumer-Directed Care & Market-Based Innovation Models
CMS is considering developing models that facilitate and encourage price and quality transparency,
which would include the compilation, analysis, and release of cost data and quality metrics that
inform patients about their choices. Additionally, CMS is interested in building patient incentives into
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potential models, such as the ability to share in savings for choosing lower-cost options, or
incentivizing patients to achieve better health.
PAI is a strong supporter of developing models and incorporating model designs that not only better
inform patients about their choices, but also help them evaluate their options and make an informed
decision. PAI encourages the agency to ensure that any price and quality data made available to
patients is accurate and presented in a clear and concise way, that is easily understood, so as not to
overwhelm patients. We believe that transparency is essential, but also believe it is critical to ensure
that the data and information being shared does not unintentionally misguide or misinform patients.
Cost information is especially sensitive to these issues because there are several factors that must be
taken into consideration when viewing the “dollar sign” associated with a specific clinician or service.
For example, costs vary depending on specialty care, geographic issues, diagnoses/conditions, etc. If
cost data is made available to patients, through Physician Compare or otherwise, PAI would urge the
agency to also focus its efforts on providing resources and assistance to patients to help them
understand the different factors that are included in “costs.”
Additionally, PAI supports patient incentives, similar to the Coordinated Care Award available under
the Next Generation accountable care organization (ACO) model, for selecting and aligning with
“high-quality” physicians and other clinicians who are participating in an APM. These should be built
not only into new models, but current models that lack such patient incentives should be modified to
reward patients for making high-quality, cost-effective decisions about their health care.
Furthermore, a priority for the development of future models, and modifications of existing models,
should be to incorporate elements that focus on the needs of different patient groups who may
require translation services, including those who require language assistance or sign interpretation.
Currently, lack of Medicare compensation for these services creates a disincentive for some clinicians
to be able to offer services for these patients. However, PAI believes that model elements could and
should be incorporated, which provide physicians and other clinicians with the right tools and
resources to provide care and services to these patients.

Physician Specialty Models
CMS is seeking input on ways to better engage specialty physicians in APMs. There is currently a lack
of specialty specific models, and PAI believes that additional support is required to help develop and
implement models that create more opportunities for specialists. The Physician-Focused Payment
Model Technical Advisory Committee (P-TAC) was created to accelerate this process, but, to-date,
only one model has been recommended for implementation and two for limited-scale testing. This
demonstrates the need for the agency to provide additional resources and support to stakeholders
who are trying to develop specialty models to ensure that they are successful in their efforts.
PAI also recommends that future specialty (and other) APMs be constructed to most efficiently
integrate with existing and future APMs and other value-based payment arrangements, so that all
clinicians have an opportunity to participate in an APM without conflict. One potential issue PAI could
foresee being raised are conflicts between attribution of patients. Thus, we would encourage the
agency to ensure that clear guidance is issued on how the different models align and worktogether/support each other, and where they differ.
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Medicare Advantage (MA) Innovation Models
CMS is interested in seeking input on MA innovation models that increase options for patients and
increase competition. Many physicians and other clinicians are already actively participating in
payment arrangements with MA organizations that are improving quality and lowering costs. PAI
believes that it is important to allow additional flexibilities when it comes to benefit designs.
Flexibilities in benefit design would help tailor the payment arrangements more to the needs of
different patients to meet their needs, similar to as discussed in detail above regarding patientcentered models. Additionally, PAI believes that MA innovation models, like the value-based
insurance design demonstration and other future models, should encourage and provide physicians
with greater flexibility to better manage the care for their patients.
Additionally, PAI urges the agency to allow physician contracts with MA plans that meet the risk,
quality, and certified electronic health records technology (CEHRT) requirements to be included as
Medicare Advanced APMs for the QPP. Currently, these arrangements will be able to qualify for the
Other Payer Advanced APM option, and the patients and payments will be counted towards the All
Payer Combination option. PAI also encourages the agency to implement a policy that would allow
the patients seen and payments received through those MA contracts to directly count towards the
Medicare Advanced APM QP/PQ thresholds. This would also simplify the prediction for QP/PQ
determinations, as discussed above, because it would decrease the analysis from the current multilevel assessment under the All Payer Combination option, to a single level assessment for all Medicare
patients and payments.

State-Based and Local Innovation, including Medicaid-focused
Models
CMS seeks to partner with states and providers to develop state-based plans and local initiatives to
test new models, which vary based on the needs and goals of each state. PAI encourages CMS to
develop these state-based and local innovation models with input from, and in collaboration with,
state medical associations as well. State medical associations work closely with physicians across
different regions and areas within a state, and understand the needs of physicians and the patient
populations, as well as the current gaps in care. As such, state medical associations provide a valuable
perspective and insight into the development of these local models.
Medicaid programs provide support to some of the most vulnerable patients and sometimes provides
a bridge between other government assistance and healthcare programs. As states gain more
autonomy and variability in their execution of Medicaid programs, it will be important for these
innovations to efficiently support patients who also participate in APMs, such as dual eligible
beneficiaries. For example, dual eligible beneficiaries might require services from multiple APMs to
provide a higher probability that the health care needs of that patient will be met. In these situations,
the agency should develop policies that ensure and support coordination of care for the patient’s
totality of care to ensure payment across Medicare and Medicaid programs as appropriate.
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Program Integrity
CMS is seeking feedback on ways to reduce fraud, waste, and abuse, and improve program integrity,
taking into consideration the need to find the balance between patient and physician burden and
effectiveness of the review. These elements could be tested as part of a new model, or layered on top
of other models. PAI believes that program integrity is of utmost importance, however, there must
be consideration of the physician burden required to ensure that the time they dedicate to their
patients’ care is not hindered or decreased by burdensome reporting and compliance requirements.
PAI believes that future model elements aimed towards program integrity should be developed with
the following considerations:
•
•
•
•

The importance and need to rely on empirical data from the program to support significant
changes that could have a substantial impact on physicians’ reimbursements.
The need for clear guidance and specifications on the documentation required in the case of
an audit under a specific model.
The need for adequate time for physicians and other clinicians to respond to requests from
the agency, with adequate notice of the issue and information being solicited in the response
to an audit or other program integrity-related request.
The need for a symmetrical review and appeal process.

Furthermore, there needs to be an assurance that the data being posted publicly or supporting any
program changes is verified, accurate, and validated. Without transparency and data from the
program, it is challenging to affirmatively support changes that could put physicians at risk for
greater potential losses.

Do you have suggestions on the structure, approach, and design of
potential models? Please also identify potential challenges or risks
associated with any of these suggested models.
PAI believes that a potential design element of a future model which could be challenging for
physicians and clinicians, as well as for implementation and adoption, is an element specifying the
technology that must be used, for example, CEHRT. There are several issues that are related to this
design element that the agency should take into consideration as it develops new models.
First, many physicians and other clinicians in small practices may not have the financial resources to
acquire a specific technology or related component, for example, an upgrade for a technical capability
for their existing technology. As discussed above, it is important to build new models that provide
opportunities, not create obstacles, for participation of solo practitioners and small practices.
Second, physicians and other clinicians should not be penalized under model requirements for
actions that are essential or the responsibility of the vendors providing or developing the technology.
Physicians are often unjustly penalized for reliance on vendors and trusting that their vendors will
become certified, maintain their certification, and appropriately submit their data to CMS on their
behalf. Many vendors have delayed their updates and continue charging practices exorbitant fees for
these updates, even when they are delayed or not completed. The agency must hold vendors
accountable for compliance with program requirements.
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Additionally, PAI encourages the agency to consider developing a “Vendor Compare” that would
publicly report vendor capabilities, APMs their products can support, and vendor data and error
rates, just as physicians and other clinicians participating in the payment models and the QPP are
held accountable for their performance on Physician Compare. This would allow physicians and
other clinicians who participated or are interested in participating in a specific model to evaluate the
vendor that would be most appropriate for them under a specific model. Further, they could select a
vendor that is aligned with them on their goal to contribute to improving patient care and
experiences through technological advancements and efficiencies.

Are there any other comments or suggestions related to the future
direction of the Innovation Center?
PAI believes that as future models are developed, it is important to remove barriers and ambiguity
regarding model participation and opportunity to benefit from optimal payment. PAI specifically
supports extending, as appropriate, the application of the Federal Trade Commission (FTC) and
Department of Justice (DOJ) Statement of Antitrust Enforcement Policy Regarding Accountable Care
Organizations (ACOs) Participating in the Medicare Shared Savings Program (MSSP) to the entities
under the potential models. This policy statement provides clarity on antitrust issues and guidance
on forming procompetitive ACOs. The policy statement applies a rule of reason analysis to determine
if an ACO is likely to have anticompetitive effects, and if so, whether its efficiencies are likely to
outweigh those effects. PAI believes that entities under potential models will likely incur and have to
address similar antitrust issues, and it is important that these be resolved at the beginning rather
than mid-year, and create an obstacle to participation.
Furthermore, the agency should also be mindful of other laws and regulations that could be
impediments or obstacles participation in potential models, and that appropriate exemptions should
be extended and applied, for example, Stark Law exemptions that are similar to those for group
practices.

Conclusion
Overall, PAI supports CMS’s efforts to develop new models that provide greater opportunities and
incentives for physicians, other eligible clinicians, and patients, centered around the core guiding
principles and the objectives outlined by PAI. PAI and the medical associations represented on the
PAI Board of Directors welcome the opportunity to work with the agency to further develop and
implement potential payment models in a meaningful and impactful way.
If you have any questions, please contact me or Kelly C. Kenney, PAI’s Executive Vice President
and CEO.
Sincerely,

Robert W. Seligson, MBA, MA
President, Physicians Advocacy Institute

Via Electronic Mail
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: CMS Request for Information: Innovation Center New Direction
November 20, 2017
Dear Administrator Verma:
The Physicians Foundation respectfully submits this response to the Centers for Medicare & Medicaid Services
(CMS) informal request for information (RFI) regarding the Center for Medicare and Medicaid Innovation’s
(CMMI) “new direction” and the guiding principles and focus areas contained in the RFI. As an organization
representing physicians throughout the country and the patients they serve, we are grateful for this
opportunity and applaud CMMI’s continued commitment to advancing patient-centered care. It is crucial in
this next era of CMMI that physician and patient voice remain at the center of the conversation, and central to
the design and implementation of CMMI initiatives.
By focusing on a broader notion of health, rather than just treating and managing illness, we believe that
CMMI can achieve its goal of enabling quality care at reduced costs with improved outcomes – a goal that is
aligned with the Physicians Foundation’s mission to empower physicians to lead in the delivery of high-quality,
cost-efficient healthcare. To that end, our comments below center on the need to account for poverty and
other determinants of health as central to CMMI’s new direction. Historically, our healthcare system and
innovation environment have too often failed to account for these health-related social needs – with
deleterious effects on both patients and physicians alike – but CMMI now has the opportunity to support
innovation among states, communities, and physicians to address these determinants in a way that improves
access and quality and reduces cost.
We believe that through clear guiding principles and effective model design, CMMI can ensure that the factors
that most significantly influence and drive health are both accounted for and structured into the design of
payment and care delivery systems moving forward, and that doing so will improve patient health, enable
more cost-efficient care, and reduce physician burden. We have three specific recommendations for CMMI as
it considers its future direction: (1) recognize the impact of poverty and other determinants on health by
naming the need to address health-related social needs as a guiding principle; (2) improve care delivery and
reduce burden faced by physicians by simplifying and consolidating existing and future payment and care
delivery models through an embedded focus on health-related social needs; and (3) support state-level
innovation that incorporates prospective financing and health-related social needs into payment and care
delivery models.

1. Recognize the impact of poverty and other determinants on health by naming the need to address
health-related social needs as a guiding principle of CMMI’s new direction and strategy
Given health-related social needs and behaviors drive 70% of health outcomesi, successfully improving health
while reducing costs relies on enabling innovation that addresses these determinants of health in payment and
care delivery models. Doing so will improve patient health, enable more cost-efficient care, and reduce
administrative burdens on physicians associated with managing the impact of the non-clinical environments in
which their patients live. As articulated in Dr. Richard (Buz) Cooper’s book “Poverty and the Myths of Health
Care Reform”, federal health policy has historically failed to account for poverty and other social determinants
in our communities, with negative effects on patient health outcomes, medical cost, health equity, and
physician empowerment. CMMI’s new direction represents a critical opportunity to correct this and promote a
more complete view of health.
Patients and physicians alike support this more complete view of health, see first-hand in their practices the
connection between poverty and other social factors on health outcomes and costii,iii, and generally believe
that quality care includes actions to address health-related social needsiv. Also, a significant body of literature
exists to support accounting for health-related social needs and poverty as a guiding principle in CMMI’s new
direction. A study published in December 2016 indicated that addressing health-related social needs improves
LDL cholesterol and blood pressure in patientsv, and a recent study shows that participation in the
Supplemental Nutrition Assistance Program was associated with lower health care expenditures by
approximately $1400 per patient per yearvi. Accounting for health-related social needs is not only crucial for
improving care and reducing cost in the near-term, it is also necessary to improve outcomes for future
generations. Data shows that the continued perpetuation of models and systems which ignore the impact of
poverty and unmet social needs relegates patients to adverse health outcomes throughout their life coursevii.
We simply cannot hope to improve health outcomes, reduce cost, or empower physicians and patients without
accounting for 70% of what drives health. We applaud the inclusion of screening and navigation for healthrelated social needs in CMMI’s Comprehensive Primary Care Plus model, but believe with this new direction,
CMMI can and should go further. We strongly encourage CMMI to include health-related social needs as a
guiding design principle for all future models, and revisions to current models, to account for these crucial
drivers of health. By doing so, CMMI would send a powerful signal to the market, and would ensure future
payment and care delivery models are designed to focus on health, rather than on just treating and managing
illness.
2. Simplify and consolidate existing and future payment and care delivery models through an
embedded focus on health-related social needs
For the last seven years, CMMI has tested many promising models, but they are often experienced by the
market as uncoordinated, discrete, and siloed efforts. The proliferation of models creates complexity and
regulatory and reporting burdens that make it harder, not easier, to achieve a person-centered system that
delivers healthviii. Accounting for poverty and other health-related social needs can serve as a core, unifying
design element, helping consolidate discrete models and simplifying the innovation landscape. Such
simplification is essential to reducing the regulatory and reporting burdens on physicians and will enhance the
ability of physicians to focus on health while also treating and managing illness.
We believe a clear and explicit focus on addressing poverty and beneficiaries’ health-related social needs (per
Recommendation #1) creates an opportunity for CMMI to simplify, better coordinate and, where appropriate,

consolidate models that increase quality and reduce cost. Based on what has been learned over the last seven
years, CMMI can strengthen their leadership role in innovation by ensuring all models are designed to account
for poverty and other health-related social needs and focus on creating capacity for physicians to practice at
top of license.
Examples of how to achieve the above include:
1. The coordination and combination of Accountable Care Organizations and the Accountable Health
Communities Model
2. Accounting for the slim shared savings margins within Accountable Care Organizations and bundled
payment models that functionally impair attempts to address health-related social needs
3. Combining Accountable Care Organization, medical home and the Comprehensive Primary Care Plus
models
4. Integration of Advanced Payment Models within the LAN framework
More complexity through greater model proliferation untethered to a unifying design element only adds to
reporting and regulatory burdens on the physician community and creates layers between physician and
patient, moving us further from what matters most – serving patients. This increases inefficiency. We
encourage CMMI to focus on a smaller, simpler set of more comprehensive models that address health-related
social needs and account for the fundamental impact of poverty on health as a core underlying premise. Doing
so will help reduce model complexity and re-center our care delivery efforts squarely on health.
Moreover, a physician’s ability to provide comprehensive care and focus on health is greatly impacted by the
reporting and regulatory burdens physicians face across the country. We know that for every hour physicians
spend providing direct clinical care to patients, they spend nearly two additional hours on administrative and
regulatory work, which impacts patient care and is a significant driver of increasing physician burn-outix.
Further, the burden faced by physicians and the resulting impact on their job satisfaction is associated with
poor patient adherencex.
To support physicians in delivering comprehensive care that addresses health-related social needs, we
encourage CMMI to consider comprehensive models that provide support to providers for screening for
health-related social needs and navigating patients to community resources, support the utilization of care
teams, encourage partnerships with community-based service providers to support seamless community
referrals, and leverage prospective funding – physicians are hampered in their ability to provide
comprehensive care when financing systems are aimed only at treating the presenting condition, rather than
incentivizing health and preventive care. Doing so will ensure models focus on addressing health-related social
needs in a way that eases physician burden. Indeed, successful tools, workflows, and processes for addressing
health-related social needs in the clinical context exist in many communities around the country, and we
encourage CMMI to consider these best practices in designing future models.
Having support in addressing patients’ health-related social needs would help relieve the burden on our
physician community – one survey found that while 85% of physicians believe that health-related social needs
are directly responsible for poor health outcomes for Americans, 80% do not feel confident in their ability to
address themxi. Physicians are often a gatekeeper to public benefits and community-based resources (a
function of their role which goes uncompensated and adds to administrative burden). Data shows that
physicians in the U.S. are forced to do more to make up for a skewed distribution between focus on provision

of medical care vs. social service support that helps address health-related social needs and the impact of
poverty on healthxii.
In keeping with the CMS call for “patient’s over paperwork” and a focus on “measures that matter”, we believe
that CMMI can reduce complexity and physician burden, and strengthen the innovation landscape, by using
addressing health-related social needs as a unifying element across a simpler set of comprehensive models.
3. Support state-level innovation that incorporates prospective financing and health-related social
needs into payment and care delivery models
CMMI can play a powerful role in sparking and supporting innovation in the market, and being responsive to
feedback from the market in creating models and payment policies that achieve person-centered care for all
Americans, including the most vulnerable. Many states have already begun working with physicians and local
communities – particularly within the context of their Medicaid programs – to advance prospective financing
systems that allow physicians to address the impact of poverty and other health-related social needs on
health, and CMS is powerfully positioned to further support this innovation.
We encourage CMS to support state-level innovation that incorporates health-related social needs into
payment and care delivery models by enabling states to work more flexibly with local provider communities in
the context of Medicaid-focused models and multi-payer models. Specifically, we encourage CMMI to support
innovations that promote prospective financing systems to enable addressing health-related social needs
within the context of SIM initiatives, and we encourage CMS to consider favorably Section 1115 Waivers that
include authority for providing health-related flexible supports and broader care team approaches (such as
including community health workers). Such authority is critical to support the provider community in
addressing health-related social needs in the context of serving the Medicaid population.
In addition, we encourage CMMI to capture, elevate and document market feedback and innovations across
the state landscape and within the agency through its existing Learning and Diffusion and Rapid Cycle
Evaluation Groups. Incorporating learning and best practices from across state-level innovations within the
agency’s own model development and refinement processes will promote the necessary feedback loops that
ensure models adapt in ways that continue to meet the needs of patients.
****************************
We appreciate the opportunity to share these perspectives with CMS, and to encourage the agency to strongly
consider the social and built environments in which patients live and physicians practice that so significantly
drive health. We ask that our physician communities are supported with the systems and structures that allow
us to provide comprehensive care to patients, and to dedicate ourselves even more fully to our patient-facing
work, rather than to administrative and regulatory requirements. We are grateful for CMMI’s leadership role in
advancing high-quality care, and we stand ready to work together with CMMI – we are eagerly prepared to
clarify or dive further into any of the comments above, should the opportunity arise.
Sincerely,

Walker Ray, MD
President

Timothy Norbeck
Chief Executive Officer

Please direct questions or information needs related to this statement to the Foundation’s program
officer, Danielle Belanger
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November 17, 2017
Submitted via: CMMI_NewDirection@cms.hhs.gov
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, Maryland 21244-1850
Re: Request for Information: Innovation Center New Direction
Dear Administrator Verma:
On behalf of Piramal Imaging, we appreciate the opportunity to respond to your request for stakeholder
input on new ways the Center for Medicare and Medicaid Innovation (CMMI) can promote patient-centered
care and test market driven reforms. By developing novel PET tracers for molecular imaging, Piramal
Imaging strives to develop innovative products that improve early detection and characterization of chronic
and life threatening diseases, leading to better therapeutic outcomes and improved quality of life.
We share CMMI’s goal of promoting service delivery models that aim to achieve better care for patients,
smarter spending and healthier communities, and we believe that early detection technologies promotes
these goals, specifically with chronic diseases such as Alzheimer’s. Patients need ready access to their health
information in an easy to understand format so that they can make well-informed decisions which are best for
their needs.
I.

Patients and Medicare Benefit When Chronic Diseases are Detected Early

An estimated 5.5 million Americans of all ages have Alzheimer’s disease (AD). AD is a type of dementia that
causes problems with memory, thinking, and behavior—but its detection is often difficult and delayed. Of the
estimated 5.5 million Americans living with Alzheimer’s dementia in 2017, an estimated 5.3 million are age 65
and older and approximately 200,000 individuals are under age 65 and have younger-onset Alzheimer’s. We
urge CMMI to collaborate with us and other stakeholders to develop new patient-centered demonstration
programs which promote early detection and value in combatting these chronic diseases. When diagnosed
early, in active patients, any treatment delaying progression has the potential to prolong productive life and
delay the institutionalization in nursing homes, so reducing the high cost to society.
With an ever increasing demand of effective care as well as a growing awareness of health care efficiency and
costs, improved diagnostic tools offer a unique opportunity for:
• earlier detection and better characterization of diseases;
• determining the right therapy; and
• reducing high cost to society
Piramal Imaging Ltd., Langstone Technology Park, Langstone Road, Havant, Hampshire. PO9 1SA. UK

II.

Chronic Diseases Disproportionally Affect the Medicare and Medicaid Population

Alzheimer’s disease and other chronic diseases result in significant costs to the Medicare and Medicaid
programs due to the diseases’ extensive nature.
Health care costs increase with the presence of dementia.
• People with Alzheimer’s or other dementias have twice as many hospital stays per year as other older
people.
• Medicare beneficiaries with Alzheimer’s or other dementias are more likely than those without
dementia to have other chronic conditions.
• People with Alzheimer’s or other dementias make up a large proportion of all elderly people who
receive adult day services and nursing home care.
In 2017, Medicare and Medicaid is expected to cover $175 billion, or 67 percent, of the total health care and
long-term care payments for people with Alzheimer's or other dementias. The total payment in 2017 for all
individuals with Alzheimer’s or other dementias is estimated at $259 billion. The increasing number of people
age 65 and older in the United States, particularly the oldest-old, the number of new cases of Alzheimer’s and
other dementias is projected to soar which will lead to growing unsustainable costs.
Total per-person health care and long-term care payments in 2016 for Medicare beneficiaries with Alzheimer’s
or other dementias were over three times as great as payments for other Medicare beneficiaries. Average
per-person out-of-pocket costs for Alzheimer’s and other dementias are almost five times higher than average
per-person payments for seniors without these conditions.
In addition, total annual payments for health care, long-term care and hospice care for people with
Alzheimer’s or other dementias are projected to increase from $259 billion in 2017 to more than $1.1 trillion
in 2050. This dramatic rise includes more than four-fold increases both in government spending under
Medicare and Medicaid and in out-of-pocket spending. Early detection technologies offer the opportunity to
increase value by giving patients the correct diagnosis earlier which reduces significant expenditure on care
that is not beneficial.
III.

Demonstration Programs Should Encourage Earlier Detection and Value

Nearly half of all people with Alzheimer’s and other dementias are in hospice care at the time of their death.
However, less than half of surveyed nursing homes have some sort of palliative care program. For people with
advanced dementia, such team-based care – which focuses on managing and easing symptoms, reducing pain
and stress, and increasing comfort – improves quality of life, controls costs, and enhances patient and family
satisfaction.
But, as the demand for such coordinated care grows with the aging population, more must be done to ensure
this care can be delivered.
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Alzheimer’s science has made notable recent progress. One of the most encouraging developments has been
the development of certain biomarkers, which allows providers to distinguish between Alzheimer’s disease
and other causes of dementia. Both the National Institute on Aging – Alzheimer’s Association (NIA-AA) 2011
workgroup and the International Work Group (IWG) have proposed guidelines that use biomarkers as part of
the diagnosis. A biomarker, or biological marker, is a measurable indicator of some biological state or
condition in the human body.
Clinicians use biomarkers to diagnose the presence or absence of disease, assess the risk of developing a
disease, or understand how a patient has responded to a treatment. For example, a high blood glucose level
(blood sugar) may be diagnostic of diabetes and lowering that level can indicate the success of a prescribed
diet or medication. Several promising biomarkers for Alzheimer’s disease have been validated by the FDA on
the basis of large studies that provided large evidence of their accuracy in detecting the beta amyloid plaques.
Another kind of biomarker is changes in brain size and activity. Identifying and then validating biomarkers for
Alzheimer’s is critical. They will facilitate early diagnosis and treatment.
Early intervention — either at the mild cognitive impairment (MCI) stage or even before symptoms appear —
offers the best chance of slowing the progression of Alzheimer’s disease and therefore the best chance of
preserving brain function.
Accurate diagnosis is not only enabling early intervention. The role of biomarkers in excluding AD (negative
predictive value) has a relevant clinical impact, as patient management varies depending on the underlying
causes of the cognitive impairment. For example, acetylcholinesterase inhibitors that are often used to treat
AD have been found to have limited or no benefit for patients with frontotemporal dementia and vascular
dementia. Similarly, memantine treatment showed no benefit in patients with FTD as opposed to AD patients.
Patients misdiagnosed with AD often receive inappropriate medication. A 2013 study found that inappropriate
medication might be present in 67% of misdiagnosed AD patients.1 The results were based on US data with
neuropathological confirmation of the underlying disease. The study underlines the importance of making an
accurate AD diagnosis in order to advance an appropriate therapy strategy and to help avoiding unnecessary
treatments.

1

Gaugler JE et al. Characteristics of patients misdiagnosed with Alzheimer's disease and their medication use: An analysis of the
NACC-UDS database. BMC Geriatr 2013; 13: 137.
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IV.

Piramal Welcomes the Opportunity to Share its Leadership and Details on its Success with CMMI

When diagnosed early, in active patients, any treatment delaying progression has the potential to prolong
productive life, reduce the high cost to society, and delay progression to dementia. Early diagnosis is also
extremely important to provide patients with accurate prognosis, enabling them and their caregivers to better
plan their future. We welcome the opportunity share our leadership and knowledge to help design how our
models drive quality, reduce costs, and improve outcomes. Thank you for your attention to this important
matter. On behalf of Piramal Imaging, we stand ready to work with you and the Administration on adopting
solutions for Medicare and Medicaid beneficiaries.
Sincerely,
Dr. Andrew Stephens
Chief Medical Officer Piramal Imaging
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Response to Request for Information: Centers for Medicare &
Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The Pittsburgh Regional Health Initiative (PRHI)—a regional health improvement
collaborative—appreciates the opportunity to respond to the Request for Information (RFI)
seeking a new direction for the Centers for Medicare & Medicaid Innovation
(CMMI). Turning its community into a demonstration lab, PRHI serves as a neutral convener
for community stakeholders, tests new ideas, and trains and coaches healthcare teams across
healthcare settings, including hospitals, medical groups, community health centers, behavioral
health centers, long-term care facilities, and HIV/AIDS organizations.
Roles of Regional Health Improvement Collaboratives

To support the guiding principles of Small Scale Testing and Provider Choice and Incentives
and the focus areas of Increased Participation in APMs and State-Based and Local
Innovation, we suggest to support a bottom-up approach to payment reform. Through a bottomup approach,i providers identify ways to improve care and eliminate waste through new models
of care. The total cost for treating the health problem and the expected quality standards and
outcomes are also determined. The payers provide payment for these models, and hold providers
accountable for both quality and efficiency outcomes. The cost paid to the provider is based the
cost of delivering the services, with a guarantee of achieving the quality standards.
Bottom-Up Payment Reform Approach

This differs from the traditional, top-down payment approach, where health plans or the
government change the payment system and then expect providers to change their practice
patterns and behaviors. As a regional health improvement collaborative, PRHI is positioned to
work with providers to identify actionable opportunities for removing avoidable costs, and to
support providers and payers in implementing new payment and care delivery models that
remove these avoidable costs and improve quality of care. CMMI could support regions where
payers and providers are in the process of testing bottom-up alternative payment models.
We also appreciate the focus on Mental and Behavioral Health Models. CMMI could help
spur the development of alternative payment models for behavioral health.ii Systematic reviews
of over 70 collaborative care management (CoCM) studies in primary care settings conclude
that CoCM improves remission of depression and adherence to treatment.iii In 2017, Medicare
started to reimburse monthly CoCM services. iv This was a significant development in the field
of physical and behavioral health integration. Prior to this billing policy, providers were unable
to bill for these evidence-based services, because the fee-for-service codes did not fit the core
clinical components of CoCM.
However, similar to other healthcare services, the outcomes of these evidence-based CoCM
services may vary when they are spread to different primary care settings and organizational
contexts.v, vi This may be due to differences with how well the core components of the CoCM
Page 2 of 5

model are implemented, such as systematic follow-up and psychiatric consultation.vii Several
methods can be used to counteract this variation, including assessing organizational readiness,
providing training and follow-up coaching, using data-driven quality improvement methods,
and adding value-based payment models.
Payment models that tie a portion of the CoCM payments to performance measures have
improved depression outcomes in real-world CoCM initiatives, such as the Washington State
Mental Health Integration Program (MHIP).viii,ix After the initial implementation of CoCM in
the MHIP, the program tied 25% of CoCM funding to quality indicators.x A quasiexperimental study of MHIP found improvements in timely follow-up and the time to
depression improvement after the value-based payment program was implemented.xi A
follow-up retrospective study found that the value-based payment model was associated with
greater fidelity to process of care measures and a shorter time to depression improvement. xii
The process of care measures in this retrospective study included at least one follow-up
contact with the care manager in each four-week period, at least one PHQ-9 assessment in
each four-week period, and at least one psychiatric consultation of the case in each four-week
period.xiii Importantly, these process measures and the MHIP targets are aligned with the core
clinical principles of CoCM, which include systematic patient follow-up, stepped care or
treat-to-target, and measurement-based care.
Based on these findings and the need to control for variations in fidelity and outcomes, a
value-based payment model could be piloted on a voluntary basis to tie 25% of the monthly
payment of CoCM monthly billing codes to quality measures. The quality measures for this
value-based payment model could include the three process measures and the one outcome
measure below, and these could be assessed for provider organizations with a minimum active
caseload.
1. Percentage of patients aged 12 years and older screened for clinical depression on the
date of the encounter using an age appropriate standardized depression screening tool,
and, if positive, a follow-up plan is documented on the date of the positive screen
(NQF 0418 and PQRS 134)
2. Percentage of patients in CoCM care with a recent PHQ-9 score greater than 9 who
had at least one follow-up contact with the care manager in the patient-month
3. Percentage of patients in CoCM care with a recent PHQ-9 score greater than 9 who
had at least one psychiatric consultation in the patient-month
4. Percentage of patients in CoCM care with an initial PHQ-9 score greater than 9 who
have a recent PHQ-9 under 10 or who achieved at least a 50% reduction in the PHQ-9
score
The first measure is NQF-endorsed, and measures two through four are informed by the
experience of the CMMI-funded, multi-state COMPASS initiative. xiv These measures are
similar to the MHIP program, which assessed performance on a number of quality indicators,
including timely follow-up with patients, improvement in patient outcomes, and systematic
consultation and treatment adjustment for patients who are not improving. To ensure that
providers do not cream skim the caseload to increase their percentages in these three
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measures, the calculation for measures two to four could exclude patients with a PHQ-9 score
less than 5 that is sustained for over two months (indicating depression remission).
The 25% payment increase could be triggered when the primary care practice reaches the 75th
percentile for all four measures. Alternatively, a 6.25% bonus could be awarded for each.
While the MHIP project withheld 25% of the payment when the quality targets were not met
at the level of the organization (downside risk), this occurred in the context of the provider
organizations receiving adequate payment to cover the care management cost of the CoCM
services. Since the suggested, voluntary value-based payment demonstration may not occur in
this context and since CoCM requires adequate resources to be implemented effectively, this
demonstration could just include a 25% bonus.
Sincerely,
Robert Ferguson, MPH
Director of Government Grants and Policy
Pittsburgh Regional Health Initiative
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Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
2810 Lord Baltimore Drive
Baltimore, Maryland 21244
November 20, 2017
Dear Ms. Bassano,
Thank you for the opportunity to provide information to CMS through the “Centers for Medicare
& Medicaid Services: Innovation Center New Direction” Request for Information. We welcome the
start of a conversation on a new behavioral health model for dementia prevention and brain
health to promote patient-centered care that empowers Medicare beneficiaries to manage
cognitive wellness, improve health outcomes, reduce the incidence of dementia, and significantly
reduce dementia care costs to Medicare and patient’s families.
I am writing as a neuroscientist, a researcher in cognitive aging and dementia, and the CEO of
Posit Science. Our company was spun out of the University of California, San Francisco, and
founded by Dr. Michael Merzenich. Dr. Merzenich is a member of the National Academies of
Science and the National Academy of Medicine and a 2016 Kavli Prize laureate in neuroscience for
his discovery that the adult brain is plastic - capable of reorganization, change, and repair through
training. At Posit Science, we develop software-based cognitive training programs designed to
improve brain function. Uniquely in the field, we work with academic scientists to submit our
programs to randomized controlled trials managed by independent academic scientists. Recently,
an independent analysis by leading Alzheimer's researchers evaluated our cognitive training
program as the only one whose efficacy was supported by multiple gold-standard trials.1

The Science of Dementia Prevention
Over the past 15 years, no new medicines have been developed to treat dementia, despite many
attempts and significant investment. Indeed, researchers now believe that by the time the disease
is diagnosed, it may simply be too late to effectively reverse the damage that has been done to
the brain.2 As a result, researchers are now focused on ways that could slow or prevent the onset
of dementia before significant damage has occurred.
On the pharmaceutical side, this has led to trials with existing medications in pre-dementia
populations with Mild Cognitive Impairment (MCI). Unfortunately, all MCI pharmaceutical trials to
date have failed to slow the onset of dementia. New drugs are in development, with new trials to
follow, but researchers are unsure if these new drugs will meet the National Alzheimer's Program
Posit Science 160 Pine St Suite 200 San Francisco CA 94111 main 415 394 3100 www.PositScience.com

Act (NAPA) goal of launching a treatment that delays the onset of dementia by five years by
2025.3, 4
While the pursuit of a pharmacologic solution will undoubtedly continue, the Alzheimer's
Association summarized the evidence for non-pharmaceutical wellness interventions in a review
article,5 stating: “The evidence has now reached a point that it can no longer remain simply an
exercise in academic discussion.”
There are distinct wellness interventions that are designed to keep the brain healthy and prevent
the onset of dementia:
• Diet/nutritional approaches (specifically, the Mediterranean Diet) have been shown in
a longitudinal, randomized, controlled trial to improve cognitive function6 and in
observational studies, to slow cognitive decline7 and reduce dementia risk.8
• Physical exercise has also been shown in randomized controlled trials to improve
cognitive function9 and in observational studies, to slow cognitive decline10 and reduce
dementia risk.10
• Cognitive training (specifically speed of processing training) has been shown in a
longitudinal, randomized, controlled trial to improve cognitive function11, maintain
instrumental activities of daily living,11 and reduce the 10-year risk of dementia
incidence by 29%.12

A New Model for Dementia Prevention: Evidence-Based, CommunityImplemented Dementia Prevention Programs
These wellness interventions could be combined to create a new dementia prevention program
similar to diabetes prevention programs that are in use today. A model program would offer a
series of classes led by a trained instructor covering an evidence-based curriculum of nutrition,
physical exercise, and cognitive training guidance to older adults at risk for or concerned about
the onset of dementia. A number of academic and community-based institutions already offer
brain health programs focused on improving cognitive function in healthy older adults. These
programs demonstrate the interest of the target population in dementia prevention and the
broad feasibility of operating a similar program on a larger scale. Examples include the
Harvard/Beth Israel Deaconess Brain Fit Club,1 the University of Texas at Dallas Brain Performance
Institute,2 and the San Diego Community College Brain Fitness Class.3

1
2
3

http://www.bidmc.org/brainfitclub
http://www.brainhealth.utdallas.edu
https://sites.google.com/a/sdceonline.com/brain-fitness-online
Posit Science 160 Pine St Suite 200 San Francisco CA 94111 main 415 394 3100 www.PositScience.com

Guiding Principles for a New Dementia Prevention Program Model
A dementia prevention program should follow these principles:
•

•
•

•

Patient-Centered Care: The proposed model centers dementia risk-reduction activities on
the patient. Structured, evidence based practices would be put in the hands of at-risk
patients, who can proactively act to manage their brain health and dementia risk with
measures and results that are directly relevant to aging adults - improved cognitive
function, quality of life, and dementia risk profile.
Benefit design and price transparency: The design of the proposed benefit (classroombased activities) and the price (a combination of fixed and performance-based
reimbursement to providers) are models of transparency.
Transparent model design and evaluation: The design of the new model is completely
public, with classroom curriculum and activities based on published evidence in nutrition,
physical exercise, and cognitive training; all of which is subject to expert input and peer
review. Evaluation can be conducted continuously in the very community-based settings
where the model is used.
Small-Scale Testing: A field trial could be designed and executed to evaluate the feasibility
and efficacy of the new model before expanding it more broadly. This approach was
successfully used to pilot and then expand the Diabetes Prevention Program.

Improved Health Outcomes and Cost Reduction
A dementia prevention program would confer considerable benefits. From a health outcomes
perspective, cognitive decline and dementia are both associated with significantly increased
mortality and are rated as the most significant fears among healthy older adults. From a cost
perspective, the onset of Alzheimer's disease drives an increase in Medicare expenses by ~80% in
the year following diagnosis.13 The Alzheimer's Association estimates that a potential new
treatment introduced in 2025 that delayed the onset of Alzheimer's disease by five years would
reduce total costs to all payers by $935 billion over the next 10 years (2025-2035), and specifically
reduce Medicare and Medicaid costs by $535 billion over the same 10-year period.14 While it is
not possible to know how many individuals would be treated under this scenario, this analysis
indicates that CMS could save ~$10,000 per treated patient over the 10-year period. Further
economic analysis would refine these initial estimates, but the opportunity for substantial cost
savings is clear.

Conclusion
Offering a dementia prevention program is a feasible, proven approach that would improve
health outcomes for eligible Medicare recipients, reduce costs to Medicare, and make evidencebased preventative treatment available to the millions of Americans who want to reduce their risk
for the single most feared prospect of aging—the loss of cognitive function to dementia.
Posit Science 160 Pine St Suite 200 San Francisco CA 94111 main 415 394 3100 www.PositScience.com

We look forward to the opportunity to work collaboratively with the Innovation Center to provide
technical assistance and support for the development of a multifaceted dementia prevention
program. If you have any questions regarding the matters address in this correspondence, please
contact me.
Sincerely,
Henry W. Mahncke, Ph.D.
CEO, Posit Science

Posit Science 160 Pine St Suite 200 San Francisco CA 94111 main 415 394 3100 www.PositScience.com
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November 15, 2017

Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Submitted electronically to: CMMI_NewDirection@cms.hhs.gov

Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction Request
for Information
Dear Administrator Verma:
On behalf of the Premier healthcare alliance serving approximately 3,900 leading hospitals and
health systems, hundreds of thousands of clinicians and 150,000 other provider organizations,
including some of the nation’s largest physician practices, we appreciate the opportunity to
provide input on the new direction for the Center for Medicare and Medicaid Innovation
(CMMI). Premier healthcare alliance, a 2006 Malcolm Baldrige National Quality Award
recipient, maintains the nation's most comprehensive repository of hospital clinical, financial and
operational information and operates one of the leading healthcare purchasing networks. Our
comments primarily reflect the concerns of our owner hospitals and health systems as well as
their employed physicians. Premier runs one the largest population health collaboratives in the
country with 70 systems comprising more than 500 hospitals. In addition, Premier is a Facilitator
Convener under the Bundled Payment for Care Improvement (BPCI) initiative and runs an
extensive Bundled Payment Collaborative with 120 participating organizations across the
Medicare bundled payment programs. Lastly, we run our own physician registry as well as
provide the technology for more than a dozen physician specialty society registries. It is within
this context as leaders in the alternative payment models (APM) movement that we provide the
comments below.

GUIDING PRINCIPLES
CMS outlines new guiding principles for new model design:
• Promoting competition in the marketplace based on quality, outcomes and cost
• Provider choice and incentives with a focus on voluntary models
• Patient-centered care
• Benefit design and price transparency
• Transparent model design and evaluation
• Small scale testing

Ms. Seema Verma
November 15, 2017
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We agree with these broad guiding principles and ask that CMMI continue to serve as a
leader in testing value-based care models, incorporating the successes of past models into
new models. CMMI’s flexibility to test innovative models has afforded the opportunity to test
more models, develop rapid cycle learnings and refine models during the testing period, develop
cross-continuum and multi-payer approaches, provide data directly to providers and implement
additional legal waivers than traditional demonstrations.
Prior to CMMI’s authority, new model development was also greatly hindered by a requirement
to achieve budget neutrality in the first year rather than over a series of years. Premier
experienced this first hand in our partnership with CMS, prior to the creation of CMMI, on the
Hospital Quality Incentive Demonstration (HQID). Premier provided the infrastructure and
support for the healthcare providers and calculated results for CMS. At the end of the program,
we were unsuccessful in evolving the demonstration to a hospital-based shared savings model
based on episodic measures that would have advanced bundled payment models six years before
the Comprehensive Care for Joint Replacement (CJR) program because providers would need to
commit to budget neutrality in the first year. With the creation of CMMI, not only can budget
neutrality be over the life of the demonstration, but it allows for a period of no risk for providers
volunteering for pioneering programs. CMMI demonstrations have proved that a period of
no-risk is needed at the beginning of models in recognition of the infrastructure
investments needed for both providers and CMS. Additionally, we believe that it is
imperative for CMMI to continue to test all-payer models. Because of entrenched business
interests that have grown up around the Medicare fee-for-service system, the private sector has
been slow to implement innovative payment models and the models that have been implemented
are often derivatives of CMMI models.
While few private sector efforts exist, CMMI should also support, learn from and disseminate
results from innovative delivery system models that are tested in the private sector. For instance,
Premier serves as an enormous test-bed for new care models, measures and delivery methods.
Our hospital performance improvement collaborative, QUEST, has been testing novel measures
and processes for a decade. CMMI should be seeking to learn from these private sector
initiatives and provide forums from which other providers can learn about the insights derived
from these programs. While it is understandable that CMMI cannot financially support private
initiatives, these are ripe opportunities for learning that should be incorporated into the Health
Care Payment Learning and Action Network (LAN).
In addition to the new guiding principles, we believe CMS should consider the following when
developing new models.
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Allow All Providers to Be Considered Accountable Entities
The Premier health alliance believes all providers should be considered accountable entities
in new voluntary payment models. We believe all providers across the continuum are
dedicated to collaborating across care settings and sharing risk. Providers should have the
freedom to form relationships and decide which provider entity should serve as the accountable
entity and which will share in savings and losses through gainsharing arrangements. We believe
this approach fosters the greatest amount of innovation and collaboration across the care
continuum. We are observing active competition in the market between different types of
organizations seeking to organize providers to take risk and establish high-value networks. This
is healthy and indicative of the emerging nature of the new competitive model in healthcare.
Tilting the playing field to advantage one provider group over another, however, will create
perverse incentives that distort the market in any number of harmful and potentially anticompetitive ways.
Moreover, in our experience, accountable entities who assume the majority of the risk in models
in which they participate are maximally invested in care transformation and the program overall.
Providers contracting with risk bearing awardee conveners have little incentive to fully
engage in true care delivery innovation as they do not bear the risk. This is counter to CMS’
stated new guiding principles. Thus, CMS should limit the amount of risk non-provider and
supplier organizations may bear.
Provide Sufficient Information on Technical Aspects of Model Design
CMS should supply sufficient technical information when proposing new payment models
to allow stakeholders to realistically evaluate payment impact. Models such as Bundled
Payment for Care Improvement (BPCI), Comprehensive Care for Joint Replacement (CJR) and
the Episode Payment Models (EPMs), which recently were proposed to be cancelled, incorporate
benchmarking and reconciliation processes that are both complicated and complex. Process step
descriptions that are not accompanied by examples using real data do not allow model
participants to accurately forecast the economic consequences of such models to their
institutions, clinicians and patients. Such opacity discourages potential participants in voluntary
payment models and imposes unfair expectations upon participants in mandatory models. As
another example, CMS has released virtually no information on the calculations underpinning
the new Medicare Shared Savings Program (MSSP) Track 1+ and how it may differ from the
existing tracks. When data are extensive or calculations are complex, data and examples
should be made available online simultaneously with proposed models.
Moreover, a lack of clarity in methodologies prevents participants from accurately assessing
their ongoing performance against targets once they have joined programs because they are not
able to replicate CMS calculations. Because no individual organization has a national file, it is
also impossible for participants to replicate the national calculations such as trend factors or

Ms. Seema Verma
November 15, 2017
Page 4 of 19
reliably detect errors in calculations. For example, the questionable results under Track 3 of the
Medicare Shared Savings Program for 2016 cannot be thoroughly investigated by stakeholders
because of a lack in transparency of methodologies and data. CMS should allow organizations
to apply for a national file to not only calculate individual participant performance, but
also national factors.
CMS should also provide information on models that did not meet criteria for expansion so that
stakeholders can glean lessons learned. CMS has not publicly released actuarial assessments for
those models. CMS should be transparent about the factors contributing to model success in
order to foster provider participation.
Finally, while CMMI is able to solicit participant feedback and make changes during model
implementation, we believe some issues could be resolved by soliciting stakeholder input in
advance of model implementation. While CMS has currently done this through requests for
information and rulemaking, it would be beneficial for CMS to seek input on operational issues
of model implementation. We recommend CMS create technical expert panels (TEP) to
consider operational issues prior to model implementation.
Provide Sufficient Time to Implement Models
CMS should allow participant groups more time to assimilate new models before
introducing additional models that involve the same groups. It is understandable that several
alternative payment models would be introduced in a short timeframe as CMMI ramped up its
activities. However, the continued rapid introduction of episode-based initiatives, each more
expansive than its predecessor in scope, in overlapping geographic areas does not support an
organized and orderly transition to value-based care delivery. CMS should proceed slowly and
deliberately to bring all of the related programs under a single, consistently structured
umbrella.
Within each model’s structure, CMS should incorporate a timeline sufficient for
participants and their collaborators to prepare for the model’s start and to sequentially
build upon early processes in order to meet the model’s rising expectations. Requiring
model participants to meet higher targets in quality and cost during five-year models fosters
progress towards alternative care delivery systems. Initial and subsequent requirements,
however, need to be reality-grounded. Premier strongly encourages CMS to allocate longer
preparatory periods for future models and embed them in a realistic overall model
timeframe (e.g., when CMS delayed the CJR start date, it failed to lengthen the interval to
mandatory downside risk-bearing by participants, so from model start to two-sided risk was less
than 1 year under CJR). Unfortunately, CMS continues to implement unrealistic timelines for
models, such as the 90-day window within which the Oncology Care Model (OCM) participants
were required to implement multiple practice transformation efforts (including a 13-section care
plan for each patient).
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INCREASED PARTICIPATION IN ADVANCED ALTERNATIVE PAYMENT
MODELS
CMS seeks input on increasing participation in Advanced Alternative Payment Models. While
we support many of the existing models, we believe the enhancements below would simplify the
models and lead to increased participation.
Flexibility
Flexibility in payment rules and legal requirements
Premier strongly encourages additional flexibility for APMs by simplifying and aligning
policies that enable most efficient and high quality care. There are, however, payment rules
and legal requirements that restrict innovation and run counter to the goal of treating the patient
at the right time. As long as the ultimate outcome is high-quality, cost-effective care, providers
and suppliers should have maximum flexibility in their operations and not micromanagement by
the government. We further recommend that CMS consider consistent payment and legal
waivers across APMs. Providers and beneficiaries can be in more than one program and a core
set of waivers would be simpler to understand for all involved. Moreover, it would be easier for
CMS to implement and easier for providers to comply. Premier recommends the waiver of the
following rules to provide this needed flexibility:
•

•

The skilled nursing facility (SNF) 3-day rule- In the June 2015 MSSP final rule, CMS
provided ACOs participating in Track 3 with additional flexibility to attempt to increase
quality and decrease costs by allowing these ACOs to apply for a waiver of the SNF 3-day
rule for their prospectively assigned beneficiaries. The SNF 3-day rule requires Medicare
beneficiaries to have a prior inpatient stay of no fewer than three consecutive days in order to
be eligible for Medicare coverage of inpatient SNF care. CMS established a limited waiver
for most of the bundling programs, but the waiver has different rules for implementation
under each program. We encourage CMS to waive this requirement and provide this
flexibility to other MSSP Tracks and incorporate this waiver into other models, as
appropriate.
Post-acute care payment rules- Many of the post-acute payment rules try to dictate where a
patient should be treated and unnecessarily restrict APMs from choosing the optimum
treatment option for Medicare beneficiaries and innovate the care delivery process. For
example, the inpatient rehabilitation facility (IRF) 60 percent rule and the three-hour of
therapy per day rule. Premier also encourages CMS to develop waivers to provide IRFs
additional payment and regulatory flexibility in its bundling programs. With respect to long
term care hospitals (LTCHs), CMS should waive the 25 percent threshold rule and the shortstay outlier payment.
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•
•
•

•

•

•

Internal Cost Savings-While ACOs are allowed to share savings among its participants,
there is no waiver for internal cost savings as with the bundled payment programs.
Hospital discharge planning requirements- These requirements prohibit hospitals from
specifying or otherwise limiting the providers who may provide post-hospital services.
Medicare requirements for payment of telehealth services- Limitations on the geographic
area and provider setting in which these services may be received impedes the provision of
care that is most efficient and convenient for patients.
Homebound requirements for home health- The mandate that a Medicare beneficiary be
confined to home to receive coverage for home health services conflicts with the movement
of patients to lower level settings of care when appropriate.
Medicare primary care co-payments- The ability to reduce or eliminate cost-sharing
otherwise applicable under Medicare Part B for some or all primary care services furnished
by healthcare professionals within the network of the ACO would encourage needed services
and the use of high value providers and suppliers.
Anti-kickback waivers- CMS should expand Anti-kickback waivers to downstream
providers and suppliers so that ACOs can enter into value-based contracting with
pharmaceutical companies and device manufacturers.

Waiving these payment regulations is essential so that APMs can effectively coordinate care and
ensure that it is provided in the right place at the right time. These waivers would provide
valuable tools to increase quality and reduce unnecessary costs and should be available to
advance the success of all models. Further, CMS should implement the waivers in a manner that
is not prohibitively burdensome to utilize them. CMS should ensure that the waivers are easily
accessible to APMs and should rely on cost and quality metrics to ensure that APMs continue to
provide high-quality, appropriate care to their populations.
Lastly, CMS should work with the relevant legal agencies to create a process for program
participants to ask questions. At present, there is no option short of the resource intensive and
fact specific Advisory Opinion process. CMS itself, cannot opine on such questions and cannot
approve arrangements (e.g. gainsharing), which leaves providers (and their lawyers) in new
programs unsure of whether they are interpreting the program requirements correctly.
Unfortunately, this has had the chilling effect of many program participants opting not to use the
waivers. CMS and the legal agencies should create an FAQ process for providers to inquire
about compliance with waiver within APMs, Advanced APMs and other models being
tested by CMS.
Quality Measure Submission
CMS should match quality measures to the clinical focus of each model. The purpose of
bundled payment programs is to pay care episodes based on value. In the absence of quality
information specific to the procedures or conditions in the model, it is not known if reductions or
increases in cost are tied to care outcomes (e.g., the lack of measures specific to the recently
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cancelled Surgical Femur and Fracture Treatment (SHFFT) model, the use of the generic
HCAHPS for CJR and all the recently cancelled EPMs). When specific, valid, reliable,
individual measures are not available for a proposed condition-specific model, CMS should
consider carefully whether to proceed with testing that model. If testing is judged still to be
appropriate, then adaptation of existing measures should be fully explored (e.g., require that the
generic HCAHPS results be sorted and reported by the discharge diagnosis or MS-DRG most
relevant to the model to be tested). Premier strongly encourages CMS to focus only on
developing models for which a sufficient number of specific quality measures can be
identified prospectively, and invest funds in the development of new measures to address
gaps.
Measures must also produce data sufficient to reach credible conclusions. For example, it is
likely that some hospitals in CJR metropolitan statistical areas (MSAs) will not have sufficient
volume to participate in the CJR model (since BPCI takes precedence and will cancel the CJR
episode). As models being tested proliferate and inevitably include overlapping geographic areas
(e.g., MSAs) and beneficiaries, the potential for negative effects on the generation of quality of
care data for each model will continue to grow and must be accounted for by CMS when
proposing future models. Premier urges CMS to give explicit consideration to potential
negative interactions among models on quality data generation during the rulemaking
process.
The number of measures should be manageable and the measure submission methods
should be facile for participants. Participants in one of the newest models, OCM, are already
heavily challenged by a large number of measures, a complex array of measures (e.g., practice
transformation vs. detailed care quality measures that are pay for reporting mixed in with pay for
performance) and measure submission that is heavily dependent upon manual entry by the
model’s voluntary participants and that is not aligned with efficient clinical workflow.
Moreover, the timing is in conflict with the measure submission under cancer registries that may
result in divergent performance on the two. Taking advantage of not only existing workflow, but
also the cadence of other submissions, would reduce burden on participants.
Premier also conducted a survey of nine of its ACO members and found that eight worked year
round on their Web Interface (WI) quality reporting. The nine ACOs employed an average of 3.2
FTEs to complete the Web Interface submission. The staffing costs when combined with vendor
contracts for technical assistance, totaled on average an expense of $276,000 per ACO for just
the reporting function. This does not include the actual costs of implementing quality
improvement initiatives to ensure high scores on those measures. Some of the Web Interface
burden could be eliminated by allowing vendor submission; the Web Interface requires manual
submission and remains one of the few reporting mechanisms that do not allow vendors to report
on behalf of the reporting entity. Vendor submission increases the accuracy of reporting as
vendors can do automated accuracy checks of the data and return it for correction before
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submission; we ask that CMS allow vendor submission of quality measures in all
demonstrations.
Risk Adjustment
Premier alliance urges CMS to study methods for additional risk adjustments beyond
Hierarchical Condition Categories (HCCs) and using exclusions to limit populations attributed to
models. Exclusions may be too blunt of an instrument and can dramatically reduce the
population size. HCC’s do not account for risks associated with socio-demographic factors that
are outside of the control of the provider that can effect outcomes. We encourage CMS to test
accounting for social risk factors in the risk adjustment approaches or quality measures
used in any model. We strongly believe that every patient who seeks care should receive the
same high-quality care; however it is imperative to consider the context within which providers
are working when rewarding and penalizing providers on cost savings and quality. Use of these
factors in risk adjustment allows for fair cross-provider comparisons and does not penalize one
provider over another or convey one provider is lower quality simply due to their willingness to
treat any patient, despite that patient having an increased risk of poor outcomes due to
endogenous factors. Payment penalties that lack socio-demographic adjustment can create a
perverse cycle, wherein CMS denies resources (both payment penalties and income by
discouraging beneficiaries from using these providers) to providers that care for such patients,
subsequently leading to unequal care for those patients due to lack of equal resources to treat
them. We encourage CMS to consider a broad range of social risk factors. For example, the
Premier healthcare alliance has determined that income, race (including ethnic background),
patient travel distance (derived from zip code) and payor type are statistically significant risk
factors for the readmissions outcome. Additionally, we believe that education and marital status
would be significant risk factors in outcomes; however, we’ve been unable to consistently access
this information for testing.
Data Sharing
We believe participants in all APMs and Advanced APMs need monthly data on an ongoing
basis to be successful in the program. Premier supports CMS’ recent decision to provide
participants in CJR with more frequent performance period data. Premier appreciates CMS’
flexibility and recognition of this need and would urge CMS to continue this policy moving
forward for all alternative payment models. In addition, we encourage CMS to provide useful
and actionable aggregate regional data and metrics that serve as benchmarks for participants in
APMs and help identify opportunities for improvement and inform care intervention strategies.
For example in a bundled payment program this could include key utilization metrics, such as
readmission rate and percent of episodes that include skilled nursing facility care. Furthermore,
CMS should provide robust baseline data to potential program participants to weigh entering
models.
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While we appreciate CMS’s efforts to expand the data it makes available, the agency could
and should go further. Success is dependent on the timely transfer of patient information and
coordination of patient care. Since Medicare beneficiaries have the right to seek care from any
provider that accepts Medicare, it can be a challenge for providers and suppliers to monitor the
services received by their aligned patients. The retrospective administrative claims dataset
provided by CMS is valuable, but it represents services that have already been provided and do
not provide APMs with a point-of-care opportunity to provide the right care at the right time
while avoiding unnecessary services. The agency should consider testing ways to offer point-ofservice notification system that would allow the accountable organization to know when a
beneficiary’s eligibility is being checked by a provider and a near real-time opportunity to
intervene appropriately to coordinate their care, redirect the patient to an appropriate setting, or
engage with healthcare providers who may not be participating within the organization. Finally,
the agency should work to ensure Medicaid data is more standardized and available in a timely
manner so that providers have a full picture of care.
Program Overlap
CMS should release clear guidance on the attribution, precedence and reconciliation rules
applied across both permanent and CMMI models. The proliferation of models and tracks
within models necessitated a series of attribution, precedence and reconciliation rules. Yet, few
efforts have been made by CMS to rationalize the universe of these programs, which are
overlapping and confusing. In previous comments associated with various rules, including past
Inpatient Prospective Payment System and Comprehensive Care for Joint Replacement (CJR)
proposed rules, we have expressed our concern with the increasing overlap of various alternative
payment models and the need to determine a long range plan to harmonize them.
Overlap can occur between providers, beneficiaries and payment reconciliation issues.
Beneficiary overlap can occur where a Medicare beneficiary receives care that could potentially
be counted under more than one episode or total cost of care payment model. Provider overlap
can occur when a hospital in a geographic area is selected for one or more ACO and/or bundled
payment models and is also participating in another model for the same episode. This is
confusing providers in terms of who ultimately holds accountability and resulting in multiple
providers initiating case management services for beneficiaries. Finally, overlap of payment
reconciliation issues further complicates the replication of calculations.
Premier believes that CMS must pursue policies that enable the harmonious coexistence of these
programs. The presence of one program cannot be to the direct detriment of another model.
Many health systems will be faced with a mix of providers participating in different payment
models that include shared savings opportunities, which carry their own quality metrics, legal
waivers, etc. that make compliance more difficult and where reconciliation of the programs may
need to occur. Even those health systems that are not part of one model may face a mix of
patients that accrue to them and others that accrue to physician groups, post-acute care providers
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or even non-provider organizations, making it difficult to target efforts to the patients for whom
the hospital is actually responsible.
It is imperative that CMS pursue a larger strategy for dealing with the potential overlap of
different programs. The absence of a broader plan for integrating and transitioning between
different risk-based models will force the continued adoption of patchwork solutions, which
enhance the complexity of the nation’s health system and will actually create a new form of
system fragmentation. Premier is committed to supporting such a strategic planning process and
recommends testing a layered payment model demonstration as discussed below.

ADDITIONAL ADVANCED ALTERNATIVE PAYMENT MODELS
Premier and its members encourage CMS to test the following models in a manner that would
qualify as Advanced APMs.
Layered Payment Model Demonstration
Premier and its members believe that care delivery innovation is driven by providers. We are
strong supporters of Medicare Advantage (MA). At the same time, we understand that there are
existing and future Medicare beneficiaries who are likely to remain in traditional fee-for-service.
The biggest impediment to needed change in achieving an accountable and high quality
healthcare system has been persistent vestiges of the fee-for-service system. The movement to
alternative payment models will stall if we do not sever the underlying tie to traditional fee-forservice and provide more long-term value to providers. For example, the current shared savings
program is unsustainable because no providers will be able to sustain savings into perpetuity.
CMMI must evolve APMs to a more MA-like structure that can scale dramatically once tested
and refined. As a first step toward full capitation, we believe CMS should test providerdriven ACO model that includes primary care capitation as well as inpatient and
outpatient bundles within a global capitated amount along with legal waivers that will
allow providers to employ tools similar to MA plans. For example, a model aligned with HR
5841 as introduced by Reps. Mike Kelly and Richard Neale in the 114th Congress.
The model should replace reimbursement for primary care physicians (PCPs) for their evaluation
& management (E&M) services with a single monthly capitated payment that would be included
in total spending for the purposes of comparing an ACO’s actual expenditures to its historical
benchmark. This limited capitation would allow PCPs to focus their attention away from
generating as many services as possible to better managing a panel of patients through new
methods of care. PCP capitation would enable primary care practices to optimize their use of
care teams that include physician extenders such as nurse practitioners and health coaches, to
institute electronic visits and to expand use of patient portals – all of which would facilitate
having open access and enhance the patient experience. The care teams and e-care would be able
to handle much of the routine, less complex care thereby allowing the PCPs more time for the
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care of the complex patient within the practice and encouraging them to have more complex
patients on their panels.
When specialty acute care becomes necessary, the underlying payment for such services would
fall under bundled payments rather than traditional fee-for-service. By setting unified targets
across episodes of acute care, the ACOs can more directly associate savings with the work of
specialists and provide more timely compensation for improved care at a lower cost. At the same
time, the capitated primary care payments will ensure the continued engagement of the PCP and
the overarching ACO incentives will temper the incentive to generate more episodes. All of the
spending, whether through capitation, bundling or the remaining fee-for-service would be tallied
and reconciled against the ACO’s historical benchmark to see if overall spending is lowered.
Additionally, Premier believes that this approach would address the program overlap issues
discussed above as it would better enable different models to coexist in the same market. The
challenges created by the existence of multiple risk-based models could be alleviated by
replacing the underlying fee-for-service payments for most services using a combination of
bundled payments and capitation, but retaining fee-for-service and even cost-based payment for
certain services such as low-volume, innovative new services or technologies and extremely
costly care to ensure the right care is available.
Critical Access Hospital Value-Based Purchasing Program
CMMI should test a value-based purchasing (VBP) program with critical access hospitals
(CAHs) across the U.S. and garner evidence of the program’s viability on a broad scale before
nationwide implementation. The goal is to demonstrably improve quality and the patient’s
experience of care while simultaneously reducing inpatient and outpatient costs in rural
communities. CAHs that serve patients in our rural communities are increasingly being left
behind as urban areas continue to modernize their delivery models. There is no advantage for
these small remote facilities to join in the journey to population health, which is evident by the
very few ACOs that operate exclusively in non‐metropolitan counties. Additionally, small rural
facilities face challenges in implementing quality improvement efforts including limited
resources, small staffs, and inadequate information technology resources. Independent rural
practices often do not have the devoted resources and technology to engage in care management,
which is necessary to coordinate care and manage population health.
CAHs could earn up to 2 percent bonus on inpatient and outpatient services if they successfully
report on and meet quality and patient experience thresholds during the first and second years of
the program. If, after three years, they continue to meet those thresholds and it can be
demonstrated that the group of CAHs as a whole reduced total Medicare spending for the
population they service, then a share of those savings would generate a pool for incentive
payments to be distributed back based on related performance. If no statistically valid savings are
shown, then no incentive payments would be paid out. This sets up a group shared savings pool
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that overcomes the statistical reliability challenges associated with calculating savings at the
individual CAH level because of the low volume of cases. Using this approach, the CAH model
would should qualify as an Advanced APM under the Quality Payment Program (QPP) as a drop
in volume for a CAH is significant risk given their payment structure and margins.
Using a standardized set of metrics, the new VBP program will help CAHs demonstrate value by
lowering inpatient admissions, readmissions and emergency department use as well as post‐acute
care. This in turn will reduce CMS spending while improving the quality of care delivered in
rural communities. The additional funding from the incentive pool would provide these small
facilities with the incentive to begin the journey to population health despite their cost‐based
payment system without asserting undue risk that could close their doors. The program would
create a sustainable model that could bring ACO‐like incentives to improve health and healthcare
at a lower cost to roughly 19 percent of the country’s population.
BPCI Advanced
CMS has signaled it intends to create a new voluntary bundled payment model (i.e. the next
iteration of BPCI or BPCI Advanced). We strongly support a follow-on program that will
continue to iterate on policies to improve the program and increase its scale, as well as
incorporate needed changes for it to qualify as an Advanced APM. CMS should take care to
incorporate some of the advancements included in the CJR model. CMS should also ensure
that a voluntary model is available as soon as possible as the current BPCI program will
expire this coming year and a gap between programs would be difficult for providers and
suppliers to navigate as well as diminish the success of the follow-on program. At this point,
it is clear that new entrants will not be able to count the program for 2018 performance (2020
QPP payment adjustments) as it is highly unlikely participants could apply, be approved and start
prior to July 3, 2018. However, the existing participants could transition to the new program in
short order or CMS could extend BPCI to ensure there is no break between programs and to
guarantee a full year of participation to assist in meeting revenue thresholds. Starting the
program soon would also allow new entrants an opportunity to gain experience in the model
before moving to downside risk for 2019 performance (2021 QPP payment adjustments). To
encourage participation in new voluntary bundled payment models, CMS should release
information on baselines and targets in advance of the model application deadline so that entities
can determine which models and conditions are most appropriate.
Additionally, CMS recently proposed to cancel the Episode Payment Models (EPMs) and the
Cardiac Rehab (CR) Incentive Payment model. In lieu of cancelling these models, CMS should
make them voluntary. Similarly, we believe that CJR should be a completely voluntary model. If
a portion of CJR remains mandatory it should take precedence over any new voluntary program
and this should be made clear prior to the application deadline. Moreover, CMS should allow
CJR participants in voluntary areas to drop out in order to join a new version of BPCI. It is clear
the information about the new program will not be available prior to hospitals having to
determine if they will remain in CJR voluntarily. These providers should not find their options

Ms. Seema Verma
November 15, 2017
Page 13 of 19
curtailed because CMS did not provide all of the necessary information to choose between the
programs sufficiently in advance of the decision points.
As we have commented in the past, we believe the following encourages participation in bundled
payment models:
• Allowing participants to enter down-sided risk at any time, providing sufficient
opportunity to gain experience without down-sided risk but allow participants to take on
more risk at their discretion
• Allowing all providers across the continuum of care to be considered the accountable
entity
• Trending episode prices forward yet avoiding rebasing or changing prices for the initial
years of a program to mitigate volatility
• Incorporating repayments or reconciliation payments in the target prices or set the target
price at the higher of the provider-specific or regional average episode payment amount
• Allowing for net payment reconciliation no more than twice a year with only one
subsequent reconciliation occurring for any given initial reconciliation
• Considering methods for additional risk adjustment to the DRG-based episode categories
and sharing methods with stakeholders for review and comment.
• Evaluating inclusion of outpatient bundles on an annual basis in order to track with
advances in care improvement best practices
• Improving the calculations to account for the inclusion of outpatient rather than inpatient
triggers
• Including regional adjustments, but limiting the contribution of regional data to 75
percent with at least 25 percent of the target price always based on a provider’s historical
performance
• Implementing models only if there are related quality measures available and investing in
new relevant episodic measures
• Giving precedence to the surgeon first in procedural episodes and the attending first for
medical episodes regardless of the type of bundling organization in which the physician
participates.
Outpatient Bundles
CMS should test bundled payments for episodes that occur in an outpatient setting. CMS
should immediately test outpatient bundles for total knee arthroplasty (TKA), partial hip
arthroplasty (PHA) and total hip arthroplasty (THA) as CMS recently removed TKA from the
inpatient only (IPO) list and sought comments on removing PHA and THA as well. At a
minimum, CMS must incorporate a risk-mitigation methodology into the CJR and BPCI
programs. By allowing outpatient knee and hip replacements, presumably the low acuity cases
will move to the outpatient setting leaving the more acute cases in the inpatient bundles. Given
the interaction with the Two-Midnight policy, we believe providers will move swiftly to the
outpatient setting. While CMS will not enforce the policy for a period of time, the providers will
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surely make an effort to abide by it from the start knowing it is only a temporary reprieve and
they cannot flout the regulation. Moreover, the historical episode spending will not be
comparable to the performance period spending putting bundlers at risk. In our outpatient
prospective payment system proposed rule comments, we provided analyses to understand how
outpatient knee and hip replacements would affect BPCI and CJR financials and concrete
recommendations for how the payment methodologies for BPCI, CJR and any future voluntary
bundled payment program could be modified to account for the change in the complexity of
beneficiaries who have inpatient knee replacements or hip replacements in the event they too are
removed from the IPO list. CMS should immediately undertake analysis on how to alter
inpatient bundled payment targets to account for the removal of knee replacements from
the IPO list.

CONSUMER-DIRECTED CARE and MARKET-BASED INNOVATION
MODELS
One of the goals of healthcare reform is to improve the quality and affordability of care that
Medicare beneficiaries receive; however, this goal is not always achieved in the implementation
of programs. CMMI should seek to embed beneficiary engagement techniques in all aspects of
all components of programs such as measurement, transparency efforts, benefit design and
payment. Specific approaches CMS should employ are:
• Implement measures that address the patients’ perspective on cost and outcomes in
quality reporting programs. While most programs link quality to payment and publicly
report quality information, the quality information available is not easily understood or
meaningful to beneficiaries. For example, measures of resource use and cost focus on
global payments to providers rather than actual or potential cost to beneficiaries. Measure
development efforts should focus on measures that matter most to patients, including cost
to beneficiaries, improvement in health and functional outcomes, and patient experience.
Once developed and implemented these measures should be posted to public sites in a
timely manner so that beneficiaries can select providers based on recent information.
• Require certified technologies to use standardized formats and application
programming interfaces (APIs) in new payment models. Providers and beneficiaries
have limited access to tools that can facilitate beneficiary self-management, such as
patient tracking tools that are used to monitor weight in patients with congestive health
failure and can automatically feed information to the provider. In order to have
beneficiary access to medical information and tools that promote self-management,
certified technologies should enable the use of application program interfaces (API) that
allow information to be shared across providers and beneficiaries.
• Allow the use of beneficiary engagement tools such as the waiver of copays,
transportation fees, and in home technologies. Providers are limited in their ability to
engage beneficiaries or tailor benefits and services to a particular patient need because
they are prohibited from waiving copays or providing other services such as
transportation or ongoing care management. Providing services that assist the beneficiary
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•

in obtaining healthcare are associated with improved patient satisfaction. Providers and
systems should have the ability to form new payment models that will give beneficiaries
benefits and services that are not covered in Medicare fee-for-service; this would require
revisions to the Stark and Anti-kickback statues.
Permit APM participants to provide detailed information on provider quality, such
as star ratings, to aligned, or potentially aligned, beneficiaries without running afoul
of anti-kickback and civil monetary penalty (CMP) laws. In order for the APM
models to be successful, it is critical that beneficiaries are adequately informed about the
value, both in terms of quality and costs, of the provider options available to them. To
this end, providers participating in APMs should have an ability to provide detailed
information, such as star ratings or provider quality tracking websites (such as Physician
Compare) to beneficiaries on the various local providers available, as well as whether or
not the particular provider is in the APM network, in order to inform the selection. This
approach will preserve the beneficiary’s choice of providers, while guaranteeing the
patient-centered approach to care by ensuring the beneficiary is able to make an educated,
informed decision.

PRICING TRANSPARENCY
Premier supports price transparency and believes that CMS should work to help consumers
understand price information. More and more stakeholders are providing cost and quality
information to consumers to enable informed care decision making such as Maryland’s recently
introduced Wear the Cost website. Gross level costs, however, are not useful to patients in that it
does not consider contractual allowances, plan coinsurance structures, charity care policies and
mission driven expenses such as teaching programs, etc. Moreover, it is difficult to identify the
actual costs associated of care because the components such as staffing, overhead, and materials
costs are accounted for inconsistently across the healthcare system. In order to make progress in
being able to better identify costs, which would assist in estimating expected payment by the
uninsured, under-insured and those patients with health savings accounts, we must start with
charge master reform.
The current Medicare cost reporting system precludes providers from fundamentally overhauling
charge masters. CMMI should establish a multi-payer voluntary demonstration that allows
providers to rebase and reset relative costs within their charge masters. Private payers
would need to develop a hold harmless to ensure provider payments do not drop significantly by
reducing charges. CMS would need to waive cost reporting rules and make adjustments to the
payment systems that rely on cost to charge ratios for rate setting. Recognizing this would
require significant effort, CMS should provide technical assistance as well as funds to providers
during a transition period when participants would need to submit cost reports under the old
system and a new system while providing ongoing feedback to CMS.
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Finally, one of the most valuable steps in achieving pricing transparency is hastening the
movement to bundled payment. A significant impediment in price transparency is that insurers
are an intermediary in the healthcare system. Unlike any other part of our economy, healthcare
consumers and providers of goods and services (clinicians and other providers) do not directly
interact. Because both interact through the payer, there is no incentive to create market prices by
providers to attract consumers. With bundled payment, there will be a consistent way to assess
costs based on major and minor medical procedures. This will open the door for providers to
both understand their costs and their interest in competing over their differentiated spending.
That is one of the reasons Premier strongly supports movement to alternative payment models
and high value provider networks.

PHYSICIAN-SPECIALTY MODELS AND PTAC
The Physician-Focused Payment Model Technical Advisory Committee (PTAC) was created
under MACRA to review physician-focused payment model proposals and to make
recommendations to the Secretary about testing of the proposed models. We encourage CMMI
to provide additional resources to PTAC in order to speed the review of model proposals.
Additionally, we recommend that the PTAC membership be expanded if the PTAC is asked to
review all-payer or state-based models. We also recommend that PTAC play a direct,
consultative role with CMMI in the implementation of the different payment models.

PRESCRIPTION DRUG MODELS
CMS recently finalized a policy that will dramatically decrease payments to 340B hospitals in
the name of reducing patient drug costs. This policy, however, will do nothing to actually lower
drugs costs and instead will simply shift beneficiary cost sharing from drugs to other items and
services. The Premier healthcare alliance supports policies that will truly drive down Medicare
and beneficiary spending on drugs such as value-based pricing alternatives for Part B drugs
where clinically appropriate. Specifically, we support approaches such as:
• Discounting or eliminating patient cost-sharing. Patients are often required to pay for a
portion of their care through cost-sharing. CMMI should test decreasing or eliminating
cost sharing to improve beneficiaries’ access and appropriate use of effective drugs.
Adherence is shown to drive down other medical costs.
• Feedback on prescribing patterns and online decision support tools. CMMI should
test evidence-based clinical decision support tools as a resource for providers and
suppliers focused on safe and appropriate use for selected drugs and indications.
Examples could include best practices in prescribing or information on a clinician’s
prescribing patterns relative to geographic and national trends.
• Indications-based pricing. CMMI should test varied payment for a drug based on its
clinical effectiveness for different indications. For example, a medication might be used
to treat one condition with high levels of success but an unrelated condition with less
effectiveness, or for a longer duration of time.
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•
•

Reference pricing. CMMI should test the practice of setting a standard payment rate—a
benchmark—for a group of therapeutically similar drug products.
Risk-sharing agreements based on outcomes. CMMI should test allowing providers to
enter into voluntary agreements with drug manufacturers to link patient outcomes with
price adjustments.

Specifically, we ask that CMS reduce the legal barriers currently preventing providers from
engaging in value-based pricing strategies directly with Part B drug manufacturers in order to
drive improvement in care and lower costs. Even within the Medicare Shared Savings Program
and the CMMI initiatives the existing waivers do not extend to downstream providers or
suppliers. In fact, within the CJR rule CMS explicitly stated that providers could not gainshare
with non-provider entities such as vendors. Thus, providers cannot enter into arrangements with
pharmaceutical companies where they receive rebates on the cost of the drugs if the long-term
outcome does not meet certain expectations, often referred to as value-based contracting.
Moreover, manufacturers have additional concerns around the lack of guidance from CMS
regarding price reporting obligations for these voluntary outcomes-based pricing agreements
given that CMS does not have the authority to waive the Medicaid Drug Rebate Statute,
including the provisions regarding Medicaid Best Price. CMS recently entered into such an
arrangement with Novartis for its chimeric antigen receptor T-cell (CAR-T) treatment Kymriah
(tisagenlecleucel). However, it is not yet clear how the agreement will be operationalized. The
Premier alliance recommends CMS put forth a clear pathway for providers, especially
those engaged in APMs, to contract directly with manufacturers for developing outcomes
based pricing, “try before you buy” rebate arrangements, and episode of care payment.
Similarly, we believe CMS should ex

MEDICARE ADVANTAGE INNOVATION MODELS
In the CY 2018 Quality Payment Program (QPP) final rule, CMS indicated it intends to develop
a demonstration project to test the effects of expanding incentives for eligible clinicians to
participate in innovative alternative payment arrangements under Medicare Advantage (MA) that
qualify as Advanced APMs, by allowing credit for participation in such MA arrangements prior
to 2019 and incentivizing participation in such arrangements in 2018 through 2024. Premier is
encouraged that this demonstrate will incentivize all clinicians to enter into Advanced APM
arrangements, regardless of whether they are in regions with high fee-for-service or MA
penetration. We encourage CMS to launch this demonstration quickly so that MA plans
can quickly incorporate Advanced APM models into their clinician contracts.
Premier supports the Value-Based Insurance Design model as it allows MA plans to reduce costsharing for high value services for certain conditions, reduce cost-sharing for high-value
providers and cover additional supplemental benefits. As we note above, we believe such
beneficiary engagement tools allow providers and MA plans to provide services to beneficiaries
that are associated with improved patient satisfaction. CMMI should explore expanding the
model beyond the initial clinical categories and states.
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STATE-BASED, LOCAL and MEDICAID-FOCUSED MODELS
Premier believes that similar to CMMI, states are uniquely qualified to advance value-based
payment adoption. CMMI should work with states to test Medicaid-Medicare payment models in
addition to all-payer payment models, such as the models currently implemented by Maryland
and Vermont.
As mentioned earlier, we believe one of the greatest opportunities for improvement is in creating
more standardized and accessible claims data for providers to access in the states. Without this
data, providers are unable to truly understand the patient risks and opportunities for quality
improvement and cost savings. As a major advocate for provider-led transformation of the
healthcare system, Premier calls on CMS and CMMI to take aggressive steps to facilitate the
processes so that providers can gain access to state Medicaid data.

MENTAL AND BEHAVIORAL HEALTH MODELS
Access to Substance Use Data
As we have mentioned in previous comments, CMS is removing data that does not fall under 42
CFR Part 2 from claims data files furnished to providers. For example, claims with a primary
diagnosis of physical heath and secondary diagnosis of substance use are removed entirely.
Similarly, data from providers who do not fall under Part 2 are removed. This policy inhibits
providers from being able to make informed decisions, even though they are held accountable for
them. Providers engaging in ACOs, bundled payments and other models should be able to
access their patients’ medical records on substance use— information that is needed for
providers to understand the totality of a patient’s care needs and provide safe, effective and
coordinated treatment. Requiring individual patient consent multiple times for provider access to
addiction records is an obstacle to an integrated approach to patient care. It also may
unknowingly endanger a person’s recovery and his or her life.
According to a study by Milliman, $26.3-$48.3 billion could be saved annually through effective
integration of medical and behavioral care. 1 Of that, it is estimated that Medicare alone could
save $3.3-$6.7 billion.

Stephen P. Melek, FSA, MAAA, Douglas T. Norris, FSA, MAAA, PhD, Jordan Paulus, FSA, MAAA, Economic
Impact of Integrated Medical-Behavioral Healthcare (2017) www.milliman.com.
1
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Premier is working with Congress to modernize the law to align with HIPAA in terms of sharing
patients’ substance use records for purposes of treatment, payment and healthcare operations
without altering the other protections. In the meantime, to ensure that providers have access
to at least a portion of this critical information, CMS should restore the claims for
providers not subject to Part 2 and where only the secondary diagnosis is for substance use
by simply removing the relevant diagnosis code. CMS and SAHMSA should also allow
ACOs to re-disclose substance use data to participant clinicians without additional patient
consent forms. Moreover, CMS should provide de-identified aggregate data on substance
use claims to the ACOs, bundlers and Comprehensive Primary Care Initiative (CPC+)
participants.
Mental and Behavioral Health Models
CMMI should test models specific to behavioral health conditions in addition to ensuring that
behavioral health is integrated into existing models. At a minimum, CMMI should ensure that
that risk adjustment models employed in payment models capture the acuity of people with
behavioral health needs.

CONCLUSION
In closing, the Premier healthcare alliance appreciates the opportunity to submit these comments
on the new direction for the Center for Medicare and Medicaid Innovation. If you have any
questions regarding our comments or need more information, please contact Danielle Lloyd,
VP, policy & advocacy and deputy director DC office.

Sincerely,

Blair Childs
Senior vice president, Public Affairs
Premier healthcare alliance

TO:

Centers for Medicare and Medicaid Services (CMS)

FROM:

Diane Burfeindt, VP Population Health

DATE:

November 20, 2017

RE:

Testing A Medicare Advantage Plan Partnership with Affordable Housing to Improve
Care Coordination for Low-Income Older Adults and Individuals with a Disability; and,
Testing A Multi-Payer Pool as an alternative to Fee-For-Service (FFS) or Medicare
Advantage (MA) Plans.

Thank you for the opportunity to provide feedback on a new direction for the CMS Innovation Center.
We believe that by incentivizing Medicare Advantage (MA) Plans to enroll groups of low income seniors
and individuals with a disability living in affordable housing properties, CMS’s guiding principles of
choice, patient-centered care and data-driven care will be achieved for Medicare and Medicaid’s highest
cost population. By embedding care management teams within senior housing CMS will increase
Consumer-Directed Care, create informed Prescription Drug consumers, and bring Mental and
Behavioral Health supports to people at the most effective location: where they live.
In addition, we believe that CMS’s Innovation Center should go beyond Fee-For-Service (FFS) and MA
plans. By testing a multi-payer payment approach funded by public and private payers CMS can
evaluate how to increase participation in data-driven, voluntary care management programs designed
to increase choice, improve care quality and reduce cost. A multi-payer pool will preserve consumers
choice of providers and insurers.
Presbyterian Senior Living has had a successful program of linking housing with case management for
over 5 years and have worked closely with managed care organizations throughout Pennsylvania on
tracking data that is important to furthering their work. Through these contacts, we know that there is a
desire to work together towards a mutually beneficial relationship and ultimately a payment model that
reinforces the impact of these models
Over the past decade, LeadingAge has documented a growing number of senior housing plus services
programs like ours that are designed to provide wellness services and service coordination. The most
ambitious is the Support And Services at Home (SASH) model that was developed in Vermont. Currently
over 140 HUD 202, USDA Rural Development Section 515, tax credit and public housing authority
buildings are part of the SASH network and are directly linked to the medical homes and ACOs that were
created by the state’s health care reform initiative. Originally part of the 8-state Multi-payer Advanced
Primary Care Practices (MAPCP) demonstration program, each property has a service coordinator and
part-time wellness nurse per 100 residents dedicated to assessing the service needs and goals of
individuals who are willing to participate in the program, developing individual and community-wide
healthy aging plans and engaging in evidence-based prevention and health promotion activities, health

monitoring and coaching and care coordination with primary care providers and other health and social
services providers. Findings from a four-year evaluation of this program, conducted by the LeadingAge
and RTI research team and funded by ASPE/HUD, has found promising results including an ongoing
reduction on the growth of Medicare expenditures for the SASH participants relative to non-SASH
participants and another control group in New York.
SASH incorporates all six of CMS’s guiding principles. SASH is a Patient-Centered model that is
voluntary, protects provider choice, and provides the tools and information consumers need to make
decisions that work best for them. For example, SASH has increased advance directives by 40%. SASH
focusses on Mental and Behavioral Health by partnering with mental health agencies on programs such
as the Zero Suicide initiative. Very low-cost interventions have led to a reduction in systolic blood
pressure for 70% of the SASH Hypertension Management participants.
One of the challenges to scaling this model is the lack of sustainable financing for this program. While
HUD and/or housing operators currently support service coordinator positions in approximately 40
percent of housing properties nationwide, there is no such funding for nurses nor is the service
coordinator support sufficient for the level of service coordination provided in programs like SASH or the
HUD RCT. SASH was able to access Medicare funding for their teams during the demonstration period
and the state has continued to provide support through a CMS-approved All Payer Model. LeadingAge is
currently working with LTQA and several Senior Care Organizations (Medicare Special Needs Plans for
dual eligibles) in Massachusetts to explore the potential for SCOs to pull resources to fund a housingbased demonstration. LeadingAge has also had discussions with a number of managed care plans and
ACOs about the potential for them to partner with senior housing properties to more efficiently and
effectively manage the care of their Medicare beneficiaries living in their properties.
We agree with LeadingAge that there is great potential for affordable senior housing properties to
partner with Medicare Advantage Plans to improve care coordination, address social determinants of
health and reduce costs for the Medicare program. In our discussions with managed care organizations,
there has been philosophical support for exploring coverage for individuals enrolled in Advantage Plans
or a housing-based benefit that would be targeted to the property as a whole through a multi-payer
approach.
I would welcome the opportunity to discuss these new directions with CMS, HUD, LeadingAge,
affordable housing providers, other stakeholders and beneficiaries.
Thank you for the opportunity to provide feedback.
Diane Burfeindt
Presbyterian Senior Living
One Trinity Drive East, Suite 201
Dillsburg, PA 17019

November 20, 2017
Department of Health and Human Services
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244

Comments on Innovation Center New Direction Request for Information
We thank the Centers for Medicare & Medicaid Services (“CMS”) for the opportunity to provide input on
promoting patient-centered care and market-driven reforms that empower beneficiaries as consumers,
provide price transparency, increase choices and competition to drive quality, reduce costs, and improve
outcomes.
I.

Introduction

Press Ganey is the leading provider of patient experience measurement, performance analytics and
strategic advisory solutions for health care organizations across the continuum of care. For more than 30
years, our mission has been to help health care organizations reduce patient suffering and improve clinical
quality, safety and the patient experience. As of January 1, 2017, we served more than 33,000 health care
facilities. The size of our database of patient experience survey responses, and our tenure in the
performance measurement and improvement discipline, confer unique opportunities to study and
understand the intersections of various accountability domains as well as the best practices that position
health care providers for success as the industry makes the shift from volume- to value-based care.
II.

CMS Should Include Patient Experience and Patient Reported Outcome
Measures as Key Components in Measuring Quality of Care

In order to promote and deliver patient-centered health care, it is critical to consider the patient’s needs
and experience as part of any accountability or payment model when measuring the quality of such care.
Studies consistently have shown a positive association between patient experience and clinical
effectiveness and safety. 1 Patients are the best source of information reflecting the totality of the patient
experience, and surveys are the most effective means of capturing the voice of the patient across the
continuum of care. By tying the collection, measurement and public reporting of patient experience data
to Medicare payments for some settings, CMS has laid an important foundation of access to information
care providers and patients need for accountability, decision-making and improvement. Continuing along
this path will support the agency’s efforts to more effectively measure quality of care in any accountability
or payment models.

Doyle C., Lennox L., Bell D. 2012. “A systematic review of evidence on the links between patient experience and clinical safety
and effectiveness.’ BMJ Open 2013;3:e001570. doi: 10.1136/bmjopen-2012-001570.
1
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In addition to the above, CMS should measure outcomes that matter to patients. Patient reported
outcome measures (PROMs) reflect the impact of care intervention on a patient’s quality of life and ability
to function. As with the patient experience, these are measures that can only be reported by the patient.
While measuring unplanned readmission following coronary artery bypass graft surgery is a key indicator
of quality, it is also important to measure and monitor changes in the patient’s physical, mental and social
well-being associated with the procedure. In developing new models with an increased focus on the value
of care, CMS must consider the extent to which patients value both the way care is delivered and the
outcomes of such care.
III.

CMS Should Only Include Patient Experience Measures and PROMs for Patient
Population Most Relevant to Focus of Models

For payment and accountability models that are focused on a specific procedure or population, we
strongly encourage CMS to use patient experience quality measures and PROMs that reflect the
experiences of patients who underwent the specific procedure rather than the experiences of all
patients. Segmenting patient experience responses and PROMs by procedure and eliminating the
“noise” from other patient groups’ responses improves the reliability of the model. It also allows for the
possibility of publicly reporting performance for the particular patient population so that consumers
with similar health care needs and considerations can find data that actually reflect “patients like me.”
For example, while we support the use of patient experience quality measures in the Comprehensive
Care for Joint Replacement (CJR) payment model, we believe they should reflect the experiences of
patients who had total hip/knee arthroplasty (THA/TKA) procedures rather than the experiences of all
patients or all surgical patients within the hospital. Based on our analysis of THA/TKA patients’
responses in our extensive Hospital Consumer Assessment of Healthcare Providers and Systems
(HCAHPS) database, we found differences in patient experience survey results associated with this
population as compared with the entire population surveyed by HCAHPS and even all other surgical
patients. This tells us that this group is unique in terms of the needs they express and the extent to
which our current systems meet their needs. Focusing on the HCAHPS responses solely from the CJR
population would enhance the special clinical opportunity presented by the CJR model to improve care
and better meet the needs of this population.
Importantly, improving the specificity of patient experience measures and PROMs in an accountability or
payment model will also enhance clinician buy-in to improve the patient experience. This creates an
incentive for clinicians to innovate and improve care for these patients and not be concerned that scores
and outcome measures from a broader patient population are overshadowing their efforts.
IV.

Conclusion

On October 30, Administrator Verma announced the Meaningful Measures initiative, stating that the
agency’s “overall vision is to reinvent the agency to put patients first” and that “quality metrics need to
be based on real outcomes instead of process”. As CMS implements its Meaningful Measures initiative
and develops new accountability and payment models, it is imperative that patient experience and
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PROMs—for relevant patient populations—are included as meaningful outcome quality measures. Doing
this will greatly assist CMS in successfully achieving its goals.
Press Ganey would like to thank CMS for this opportunity to provide input on the direction of the
Innovation Center and potential accountability and payment models. For further information on our
recommendations, please contact:
Kaycee Glavich
Director of Policy

© 2017 Press Ganey Associates, Inc.
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Prevail Background
Prevail Health Solutions (Prevail) has built an online behavioral health Trained Peer Specialist
(Peer) support and clinically-proven Cognitive Behavioral Therapy (CBT) platform which
represents a scalable, cost-effective way to identify, prevent and treat Mental and Behavioral
Health (MBH) incidences among populations and ensure those experiencing early, sudden or
chronic symptoms get the support and resources they need at the right time and in the right
place. To date, Prevail’s platform has touched over 500,000 users and provided an online
treatment alternative for many of those in need.
Prevail’s key goal is to connect reluctant care-seekers with MBH support as soon as they start to
experience distress and impairment and prevent them from developing disorders. The platform
also works as a powerful acquisition tool by engaging those with disorders, improving their
willingness to seek care, and routing them into the formal system of treatment. The platform is
comprised of systematic programs that accomplishes these goals through social media tools,
standardized assessments, multimedia content sessions, and structured Peer support via Instant
Message (IM) chats.
Importantly, Prevail is also a great example of the ‘system’ working. Government Small Business
Innovation Research funds facilitated the development of Prevail’s unique technology over
many years. Support from numerous foundations (including the NSF, the McCormick
Foundation, Goldman Sachs Gives, Bristol Myers Squibb, and The Robin Hood Foundation),
allowed Prevail to demonstrate the potential of the model through numerous pilots and clinical
trials. Further, Prevail’s evidence based approach was assessed ’strong’ by the Agency for
Health Research and Quality.
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C. Questions
1. Do you have comments on the guiding principles or focus areas?
It is extremely encouraging to see a heavy focus on MBH issues and the welcoming of new and
innovative approaches to dealing with them. After all, it is well established that MBH symptoms
and conditions such as opioids, substance use disorder, and dementia, in addition to core mood
disorders such as addiction, complacency, loneliness, depression, anxiety, and PTSD are
significant cost drivers in all of healthcare. This is especially pronounced in elderly and lowincome populations for whom such conditions are often unreported, unrecognized and
untreated. This situation leads to increased morbidity and exacerbation of other illnesses,
increased mortality, and increased spending—all of which are avoidable.
Amplifying the problem is a shortage of trained clinicians and many patients’ inability to access
care. This is particularly problematic in rural areas and for underserved populations, such as the
economically disadvantaged. Thus, Primary Care Physicians (PCPs) or Emergency Room
Physicians (ERPs) often become the first (or de facto) healthcare providers for these individuals
and their families, however they are not trained nor able to provide proper care for MBH
illnesses or concerns. Looking closely at the numbers is startling. According to estimates,
approximately 60 percent of patients visit their PCP for depression, anxiety and other MBH
issues. “Mental health problems are often medical problems in the PCP's office… The most
frequent problems include depression, anxiety and panic, substance abuse and psychosomatic
disorders. Untreated, these patients can become hard to manage by PCPs and specialists. Timely
and early mental health interventions by psychologists reduces unnecessary or unhelpful
medical treatments, thereby improving clinical and cost outcomes” (Tovian, 2010).
As mentioned, the situation is particularly exacerbated in the elderly population, where there is
a present and growing demand for MBH services for Americans aged 65 and older. In fact:
a. More than 1 in 5 US adults 65+ have a mental disorder (APA, 2012).
b. Adults 65+ account for 1 in 5 MBH-related emergency department visits (Owens,
Mutter, & Stocks, 2010).
c. Among males 65+ Emergency Department (ED) visits for substance use disorders (SUDs)
increased by 34.0% from 2006 – 2013, while females 65+ saw a 36.4% increase during
the same time span (Weiss, Barrett, Heslin, & Stocks, 2016).
d. Among males 65+ ED visits for depression, anxiety or stress reactions increased by
52.0% from 2006 – 2013, while females 65+ saw a 49.7% increase during the same time
span (Weiss, Barrett, Heslin, & Stocks, 2016).
e. In 2007, Medicare was billed for 30.1% of MBH-related ED visits (Owens, Mutter, &
Stocks, 2010).
f. Between 2006 and 2013, increases in the population rate of ED visits involving
MBH/SUDs were largest among those in the lowest income communities, with increases
of 40.8 percent (SUDs) to 79.4 percent (depression, anxiety or stress reactions) (Weiss,
Barrett, Heslin, & Stocks, 2016).
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g. The percentage of MBH/SUD-related ED visits covered by private insurance decreased
whereas the percentage covered by Medicare and Medicaid increased (Weiss, Barrett,
Heslin, & Stocks, 2016).
The reality of this situation drives a host of negative outcomes. MBH issues have a serious
impact on a large portion of this group, specifically depression, as evidenced by the fact that 1520 percent of older adults in the United States have experienced depression (APA, 2012). There
is also a troubling link between depression and suicide in adults age 65 and over. Depression is
one of the major risk factors for suicide, and a 2006 study conducted by the Centers for Disease
Control and Prevention (CDC) found that “14.22 of every 100,000 people age 65 and over died
by suicide, higher than the rate of 11.16 per 100,000 in the general population” (CDC, Webbased Injury Statistics Query and Reporting System (WISQARS), 2006). Further, it has been well
established that older Americans underutilize MBH services and related resources for several
reasons, such as: “inadequate insurance coverage; a shortage of trained geriatric MBH
providers; lack of coordination among primary care, MBH and aging service providers; stigma
surrounding MBH and its treatment; denial of problems; and access barriers such as
transportation” (Bartels, Blow, Brockmann, & Van Citters, 2005).
MBH is also poorly integrated into general healthcare, and clinical outcomes are poorly
tracked—if at all. This is not because of a lack of conceptualization, but more so the absence of a
synthetic approach that is inclusive of empirically-predicated treatment and an elegant, but
robust, technology platform. Without proper and early identification, assessment and
intervention, more individuals will be affected along with a concomitant negative impact on
family members and loved ones as the ’Baby Boomer’ population ages. This cascading result will
also exacerbate other illnesses of these individuals and impede proper care and treatment.
Cost is also a major issue, which seems to increase in importance daily. It is widely accepted that
MBH conditions are one of the costliest medical condition in America. In fact, “[r]esults from the
last 35 years of medical cost offset research reveal that cost offset is greater in organized health
care settings where MBH and primary care are integrated and where the MBH interventions are
supported by research. Studies cited by Whitehouse (1997) indicate, for example, that welldesigned behavioral interventions can save anywhere from 20 percent to 40 percent of previous
total medical expenditures. In another controlled study, Medicaid outpatients who frequently
visited their PCPs or ERPs and received integrated MBH treatment achieved a 21 percent
reduction in medical costs after 18 months, while those who received no behavioral services had
a 22 percent increase in their use of medical services (Pallack, Cummings, Dorken & Hanke,
1995)” cited by (Tovian, 2010).
Clearly something must change! Solving these issues offers tremendous potential benefit in the
form increased care, better outcomes, as well as reduced cost. Given the current climate and
trend lines moving into the future, we simply cannot afford to wait any longer.
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2. What model designs should the Innovation Center consider that are
consistent with the guiding principles?
CMS Innovation Center Focus Areas Covered in Proposed Model: The model design
presented here is primarily a (7) Mental and Behavioral Health Model, but also has applicability
towards (2) Consumer-Directed Care & Market-Based Innovation Model and (5) Medicare
Advantage (MA) Innovation Model capabilities as well as (6) State-Based and Local Innovation,
including Medicaid-focused Model features.
As an overarching principle, we believe that technology must be part of the solution. In this
digital age, individuals, including those with low income and those over age 65, are attuned to
engaging with connected web and mobile devices constantly. The ubiquity of smartphones and
connectivity goes without saying—today and tomorrow—and any strategy that does not fully
embrace this digital future will quickly be left behind.
Solutions must also overcome the persistent obstacles in engaging with MBH, which can be
uniquely accomplished via technology. It should have the ability to connect care, coordinate
resources, measure outcomes, and provide support to individuals in ways that are simple and
intuitive (if not invisible) to the individual. This ease of use acts as a low barrier to utilization
and helps to destigmatize MBH, to critical elements to achieving uptake of any solution.
Solutions should also be in line with the guiding principles laid out in the RFI, and technology
offers unique answers to each:
1) Choice and Competition in the Market: Solutions should be highly transparent and
therefore have outcomes which are easily comparable, so that natural competition in the
marketplace allows the strongest solutions to quickly sort to the top. Whereas personalized
face-to-face care is delivered at an individual level and by definition therefore individualized,
technology driven solutions offer the promise of standardization across populations so that
market forces can allow the more effective solutions to ‘rise to the top.’
2) Provider Choice and Incentives: Solutions should allow PCPs and ERPs and other providers
to focus on providing high-quality care and services to their patients by making
programmatic tools available to beneficiaries and providers. A technology based solution
which uses a digital platform is well-suited to provide these tools and services directly to
beneficiaries and providers which promotes provider choice.
3) Patient-centered Care: Solutions should empower individuals to take ownership of their
health by offering simple tools and easy and intuitive interfaces, which allow patients
information and a variety of care and service choices. Again, technology offers a superior
solution in many ways, as users are inundated with ‘Facebook’ like apps and are used to
tracking and managing their lives via app based dashboards and tools.
4) Benefit Design and Price Transparency: Solutions should be data driven and uses
standardized measures, so that outcomes can be easily tracked and evaluated over time.
Thereafter, this data will drive insight into what is effective both in terms of clinical
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outcomes and cost, and allow these outcomes to be compared to other competing
solutions.
5) Transparent Model Design and Evaluation: Solutions should be transparent and easy to
use, in order to allow for direct collaborations and partnerships with public stakeholders
from a wide range of organizations and individuals. Technology platforms like the one we
are advocating allow for a universal ‘protocol’ that all stakeholders can then adapt. For
instance, using the analogy of video game consoles and video games, the platform we
envision acts as the console, and moving forward all providers and health system
administrators who take part can build new treatment programs or modalities, which act as
the video games in our analogy. These programs or modalities can ‘play’ on the platform.
6) Small Scale Testing: Solutions should be able to be tested on a small scale and then be
highly scalable if proven successful. In other words, the solutions should be able to be
deployed simply and in a small population, but once proven should be able to scale quickly
and cost-effectively across large populations in order to immediately appreciate the benefits
of models which are proven successful. Technology driven solutions are ideal on this metric
as they can be delivered over the Internet and offer unique capabilities to scale quickly and
cost effectively.
Lastly, and likely most importantly, solutions should also embrace a collaborative care approach.
MBH issues are endemic and exist across the spectrum. What is also striking is that MBH issues
are highly comorbid with physical health conditions such as hypertension, diabetes, rheumatoid
or osteoarthritis, and heart disease. The majority of people who have MBH issues do not seek
care because they do not think they have a problem, or when they do it is not convenient or
possible to see a health professional. Therefore, the approach must be comprehensive and
linked to and throughout existing health systems and community partners, and have linkages
within and without. Technology once again offers unique capabilities in this area, as digital
solutions can be easily integrated into existing health systems, and can be implemented across
the country to more easily serve communities with varying needs than traditional MBH service
delivery methods.
Therefore, in order to provide proper care in a timely, affordable, and accountable manor, we
recommend a synthetic and integrative technology approach.

The Model We are Advocating for Should be Comprised of The Following High-level
Elements:
•
•

Accessibility: Individuals should be able to easily access needed services and tools.
24/7 On-demand Access and Live Support: Individuals should have clinically-proven

•

treatment options (such as digital CBT programs), in addition to human contact as
needed through Peer support via the system, accessible 24/7 to all populations.
Trust: Individuals should have confidence that all of the tools and services provided are
properly vetted, empirically-based, confidential (but properly supervised to ensure
quality of care), and individualized.
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Engagement: Individuals should feel connected, empathized with and have hope
instilled when interacting with the tools and service providers. There should be a near-0
dropout rate.
Baseline Health Assessment: Standardized survey instruments should be made
digitally available in order to baseline, follow-up, and post-completion data for referral,
treatment planning and outcomes evaluation of individuals and the system of care.
Evidence-based: The vast majority of technology enabled approaches to MBH lack an
evidence-based approach that has been properly vetted by peer-review process and
publication of randomized clinical trials in top-tier clinical and scientific journals. The
model herein should be fundamentally predicated on such a foundation.
Proper and Immediate Triage: Individuals should be properly and promptly referred
to the proper level(s) of care based upon initial assessment finding.
Case Management: Services should be coordinated and data accessible via a
centralized digital platform. Such would improve overall care coordination, improve
clinical outcomes, and reduce costs.
Scalable, Collaborative Care: Individuals using the system will have a seamless
integration with other healthcare providers and EMRs. It would serve as an
augmentation to the primary healthcare provider, regardless of specialty.

3. Do you have suggestions on the structure, approach, and design of
potential models? Please also identify potential challenges or risks
associated with any of these suggested models.
We propose an MBH model which encompasses: A technology based platform that
comprises a systematic online MBH intervention, rooted in CBT and Peer support. The model
should be integrated with health systems (and preferably other resources in a community
based approach), such that it can triage to appropriate advanced care when needed.
As detailed, at the heart of the problem is the fact that most people with MBH issues do
nothing- they either are not identified, are identified outside of the traditional MBH settings
(their PCP or ERP diagnoses them but then they cannot or will not follow through on a referral
to a MBH specialist), or they realize they have a MBH issue but do not like/cannot take part in
traditional face-to-face care due to stigma or lack of access. They therefore get no care for their
underlying MBH issues. Their MBH issues then get worse, a situation which leads to cascading
bad outcomes and cost (both in terms of the underlying MBH issue, as well as comorbid issues
that become very costly when they get worse).
In order to change the paradigm and bend the cost curve related to these underlying MBH
issues, we need an integrated and holistic approach. We propose an MBH model which
encompasses a technology based platform that is a systematic online MBH intervention rooted
in CBT and Peer support. The platform should be integrated with health systems and/or provider
groups (and preferably other resources in a community based approach), such that they can
triage to appropriate advanced care when needed. This approach, in our opinion, should have
some mandatory core elements included:
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Mandate/Ensure all patients are getting uniformly assessed for MBH issues at the
standard points of care (PCPs and ERPs), via technology delivered web based
assessments.
Use technology to ‘embed’ MBH care at those points of care, so those providers can
hand off patients identified with a MBH issues when needed. For example, the PCP or
ERP recognizes an underlying MBH issue in a beneficiary, they could say something to
the effect of “here, speak with this person no about your potential MBH issue.”
o We recommend this be accomplished with smartphone apps that connect
patients to Peers, who are trained to deal with these issues but at a significantly
lower cost than MBH clinicians.
Offer online CBT treatment as an option for those beneficiaries who want it- online CBT
has been proven effective in many studies over decades now, and can be delivered
effectively over the internet at a fraction of the cost of in person CBT. More
importantly, some portion of the beneficiary population will only take part in CBT if it is
delivered online.
Make sure the technology platforms backing this up have appropriate data security
protections, HIPAA compliance, and have EMR integration built in.

The solution we are envisioning is essentially a digital ‘population management’ platform for
MBH issues, that is integrated throughout a health system. This will allow the resulting
combined solution to provide umbrella coverage and triage for all MBH related issues within a
health system. The model should call for a platform with embedded programs that are focused
on a variety of pressing MBH issues such as: opioids, substance use disorder, and dementia, in
addition to core mood disorders such as depression, anxiety, and PTSD. The platform should
also act as a tool which increases MBH care provider participation in Medicare, Medicaid, and
CHIP in ways that enhance care integration and that utilize episodic payments.
This model will deliver several crucial immediate high-level benefits for CMS populations that
are worth highlighting:
1. It will increase access to MBH services (more users will receive MBH support
than do currently).
2. It will decrease health costs in that population (both overall health cost as well
as direct MBH costs) – even in light of the above, because the envisioned
platform provides a low-cost alternative to traditional care, as well as the ability
to use data to triage users and match them to appropriate levels of services; it
therefore allows service to increase while decreasing costs.
3. It will allow expanded access to telehealth services, while at the same time
controlling costs, via the ability to use data profiles to intelligently and rationally
parse out the appropriate level of higher cost licensed clinician access, based on
user needs and desires.
Focusing on number 3 above for a moment, a model like this is very timely and crucial for today
and into the near future. As is expected, the likely expansion of telehealth services will increase
the amount of health consumers seeking these expensive services, notably in large and difficult
to reach populations, which MBH is a prime example. The increase in access to services will
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allow for broad health access improvement in the population, however, this increase in
utilization will also increase costs and demand from the health system; after all, there are
limited mental health professionals and their time is incredibly valuable. Given this reality, new
telehealth models will likely need to require front end tools, such as the one we are envisioning
here, which can assess and route users to the appropriate level of care. Some patients (lower
acuity; those with a preference for digital tools, etc.) will be directed to lower cost technology
enabled options, freeing up valuable and expensive one on one time with licensed clinicians for
those who truly need it. Put more simply, new models like the one we are envisioning can also
offer lower cost but proven effective automated treatment programs to health consumers who
only have moderate disorders or illnesses, freeing up valuable resources and lowering costs
overall while still ‘reaching’ more individuals.

1. Specifics of the Model and Delivery
The specifics of the proposed model will be discussed here, with particular emphasis on how it
could be delivered to beneficiaries that use the model.

a. How the Solution Would Acquire Users
The platform would be accessed in one of two ways:
i.

ii.

i.

Referred by Providers: Users would be referred to the platform, via either direct
referrals from providers or via a link on partner health system primary program
websites. Those users could arrive at the platform registered (via unique access codes
controlled by providers, or controlled on the back end of partner health system web
assets).
Platform acquires users as a stand-alone, comprehensive MBH tool: Users would be
acquired by the platform through their variety of internet/social media user acquisition
strategies, after which they would be enrollment into a program or other elements
within the platform.

Referred by Providers

Providers would be encouraged to refer certain users into the platform because it enables them
to optimize their caseload and workflow by increasing ’reach’ across large user populations
while lessening the number of users that require face-to-face CBT treatment directly from them.
Put more tangibly, providers will be happy to refer users to the platform because it can:
1. Help providers assess user needs.
2. Offer a proven online and computerized treatment program and support community for
low-need users, freeing up valuable time.
3. Deliver assessment and clinical insight back to the provider.
4. Connect users back to the provider for follow on care when necessary.
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Essentially, leveraging the platform enables providers to focus knowledge and expertise on highneed populations that require the most attention, thus lowering other users’ utilization of
emergency medicine, and overall decreasing costs.

ii.

Platform acquires users as a stand-alone, comprehensive MBH tool

The platform could use internet based tools and approaches to find and engage those suffering
from MBH issues but otherwise reluctant to seek care. In this way, the platform could fill a very
important care gap for those who might ‘fall through the cracks’. The platform could essentially
reach individuals that traditional care centers and providers have trouble reaching, and provide
them a level of MBH care and support that is appropriate for many of them. In addition, it
could, for those who need it, offer the ability to connect to a higher level of MBH resources
and/or in person care directly with the care facilities when needed. This acquisition channel
would be highly scalable; it could be immediately expanded to and leveraged in additional CMS
populations once the model is proven effective.

b. User Experience
Once connected to the platform via one of the methods mentioned above, a user’s first
interaction with it would be in one of two initial ways:
1. Assessment: Beginning with an initial needs assessment including standardized
clinical assessments. Based on results, users could subsequently be offered one of
the following:
a. An online treatment program (or programs) based on their profile and
identified issues.
b. Triage and routing to
i. In-person care with a licensed MBH clinician.
ii. A connection to a licensed MBH clinician or via telehealth.
iii. Routing to appropriate other MBH resources based on need and
circumstance.
2. Social Support: Interacting with communities within the platform (potentially
anonymously), or IM chatting with a network of Peers, could be the users’ first step
into the platform. Users would receive immediate benefit from this Peer chat
offering, and through these interactions the platform could captures insightful data
and flag users with likely emergent MBH issues, and then encourages them to
continue on to additional resources or care as appropriate.

c. Model Target Focus
For this model, we advise that the platform be targeted to CMS beneficiaries as follows:
i.
ii.
iii.

An alternative to current treatment for untreated mental disorders in broad CMS
populations.
An augment to care for existing MBH providers to offer CMS beneficiaries.
A tool to target CMS beneficiaries who have MBH issues that otherwise would lead to
comorbid physical health conditions.
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The following is a brief discussion of each of these initial target focus areas.

i.

An alternative to current treatment for untreated mental disorders in broad CMS
populations.
MBH issues are endemic in CMS populations, and lead to negative outcomes and severe
costs. To illustrate, the elderly population experiences MBH issues both on their own
and with other comorbid conditions. As previously stated:
•
•
•
•
•

More than 1 in 5 US adults 65+ have a mental disorder (APA, 2012).
Adults 65+ account for 1 in 5 MBH-related ED visits (Owens, Mutter, & Stocks,
2010).
Among males 65+ ED visits for substance use disorders (SUDs) increased by
34.0% from 2006 – 2013, while females 65+ saw a 36.4% increase during the
same time span (Weiss, Barrett, Heslin, & Stocks, 2016).
Among males 65+ ED visits for depression, anxiety or stress reactions increased
by 52.0% from 2006 – 2013, while females 65+ saw a 49.7% increase during the
same time span (Weiss, Barrett, Heslin, & Stocks, 2016; Dittmann, 2004).
In 2007, Medicare was billed for 30.1% of MBH-related emergency department
visits (Owens, Mutter, & Stocks, 2010).

What would the goal be? Improve outcomes; which can be accomplished by facilitating
decreases in mental illness escalation and optimizing triage to appropriate MBH
resources.
How it would work?
•
•

ii.

Use the platform to discover and engage beneficiaries who otherwise cannot or will
not seek MBH services.
Another option would be to offer beneficiaries access to the platform via partner
health system web assets, where they could ‘click’ to engage with the platform.

An augment to care for existing MBH providers to offer CMS beneficiaries:
Most MBH issues in many CMS populations first manifest in primary care and
emergency departments. As a result, the PCPs and ERPs often become the first (or de
facto) healthcare providers for these individuals and their families, however they are
not trained nor able to provide proper care for MBH illnesses or concerns. The platform
envisioned herein can offer a valid and effective option for these providers to refer
otherwise reluctant care seekers to appropriate MBH resources or care.
At the same time, there is a shortage of trained MBH providers in many specialties and
or areas of the country, and the platform could help expand their treatment virtually.
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What would the goal be? Augment the current health system by offering an outlet for
PCPs and ERPs to refer beneficiaries to a MBH solution they might engage with; offer
overburdened MBH providers a ‘force multiplier’ that can help them more effectively
treat and manage their populations.
How it would work?
•

•

•

•

•

iii.

The platform would provide a tool for partner health system PCPs and ERPs to refer
users who suffer from MBH issues but are unlikely to follow through on a referral to
current face-to-face MBH treatment options.
Online, evidenced based program within the platform will be directly ‘prescribed’ by
partner health system MBH providers as an augment to ongoing treatment,
increasing effective care while freeing up limited provider time.
Partner health system primary care and emergency room patients who need MBH
care can be referred to the platform by administrators or case managers as an
additional MBH care option.
The platform would encourage (and incent) MBH providers to treat and provide
services to CMS populations. It would augment existing care by allowing MBH
providers to include online assessments, Peer support, and CBT programs in the
services they make available to beneficiaries, which would in turn incentivize
providers to increase their participation in Medicare, Medicaid, and CHIP, if
reimbursements (or partial reimbursements) were allowable for these services.
In addition, each health system utilizing this model would be able to decide how
they wanted to implement and use the envisioned technology solution. This is
essential as it allows the model to be customized and tailored to fit the unique
needs of beneficiaries in different communities across the country.

A tool to target CMS beneficiaries who have MBH issues that otherwise would
lead to comorbid physical health conditions:
Comorbid issues related to MBH drive significant costs in CMS populations. For
example, the elderly population experiences significant comorbid medical illness which
at the core are instigated or perpetuated by MBH afflictions, leading to an increase in
overall medical spending.
• “Comorbid physical illness and cognitive impairment was significantly and
negatively associated with elderly patients’ functional impairment” (Proctor, et
al., 2003).
• The prevalence of chronic medical conditions among persons with a MBH
disorder is above 50% (CDC, Mental Health and Chronic Diseases, 2012).
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What would the goal be? Target specific conditions which have high incidence of
comorbid MBH issues, and decrease those MBH issues in order to head of worsening
health issues and improve outcomes; decrease readmission and unnecessary health
spending
How it could work?
•

•

The platform could be directly ‘prescribed’ by partner health system providers for
targeted conditions during discharge or follow up, increasing engagement with
adequate MBH resources throughout the continuum of care for those issues thus
lowering the likelihood of relapse and/or readmission.
Another option could be to provide blanket coverage by offering beneficiaries
access to the platform for suggested issues via partner health system web assets,
where they could ‘click’ to engage with the platform on their own terms. Similarly,
this could be accomplished by having the platform acquire and engage reluctant
care seekers in targeted population suffering from key identified conditions.

2. Challenges and Risks
There are several reasons that MBH issues drive significant costs yet little overall improvement
has occurred on this metric for some time. Making changes in an area as complex as MBH
carries with it several risks and challenges. One major risk is that of the unknown, if policies and
laws are changed in this area there may be a fear that problems with lack of preventive care and
comorbidity might not decrease. This risk could be overcome by selecting new models which
are proven to increase access to care and cut costs, such as the technology backed model we
have presented here.
Another essential risk is that integrating new technology can be difficult. The implementation of
new technology models presents numerous challenges for healthcare delivery organizations.
Due to this, getting health systems to integrate and use new technologies can be incredibly
difficult. However, this could be overcome, and the risk mitigated, by implementing a new
technology model that is highly usable and scalable and has a proven history of successful
delivery in the marketplace.
Another challenge, which is constant in the area of health care, is provider reluctance and
uptake. Providers are often overburdened and, as a result, reluctant to take up new approaches
or ideas that seem unknown and have the perceived potential to add to that burden. This
reluctance is common and is to be expected and due to this, it is vital that new models actively
address these concerns. New models should be intuitive and easy to integrate into current
provider health systems, and these capabilities should be demonstrated.
Another challenge is simply overcoming the inertia of the ’status quo.’ Any complex system has
embedded stakeholders who benefit from the status quo, and many of those stakeholders are
resistant to change. Others simply do not understand or comprehend what change would bring,
and fear the ‘unknown’ of doing things in new and different ways. In instances like this,
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especially when the system is as large as the US healthcare market, at times the only ‘answer’ is
leadership on the part of the government to ‘nudge’ the marketplace in the right direction.

4. What options might exist beyond FFS and MA for paying for care
delivery that incorporate price sensitivity and a consumer driven or
directed focus and might be tested as a model and alternative to FFS
and MA?
Bundled Care:
We advocate that the above envisioned platform be a mandatory component for payment
under a bundled care arraignment related to a new MBH model. Health systems wishing to take
part in the new MBH model would thus be incentivized to include these innovative elements
and/or partner with organizations to provide them. We recommend the following core
elements, at a minimum, be mandated to be included in any model focused on driving down
MBH costs:
-

-

-

Mandatory standardized assessments for MBH issues must be delivered to and
completed by beneficiaries at the standard points of care (primary care and emergency
room facilities), via technology delivered web based assessments.
Health systems should use technology to ‘embed’ MBH care at those points of care, so
non-MBH providers can hand off patients identified with a MBH issues (as stated
previously, if the PCP or ERP recognizes an underlying MBH issue in a beneficiary, they
could have them connect with appropriate resources on the spot).
o We recommend this be accomplished with smartphone enabled websites
and/apps that connect patients to Peers, who are trained to deal with these
issues at a cost which is significantly less than using MBH licensed clinicians at
this first, critical step
Offer online CBT treatment as an option for those beneficiaries who want it; online CBT
has been proven effective in many studies over decades now, and can be delivered
effectively over the internet at a fraction of the cost of in person CBT. More
importantly, many beneficiaries simply will not take part in face-to-face CBT, and for
some of those this may be the only realistic option.

The above elements should be mandated via a ‘carrot and stick’ approach; bundled
reimbursement rates should be tied to hitting reasonable metrics designed to ensure
compliance, with additional financial penalties for failure to achieve minimum targeted levels.
In addition, we advocate a ‘carrot’ approach whereby several core elements of the described
platform be reimbursed at reasonable and relatively low rates in line with current trends in the
marketplace:
•

Assessment reimbursement: Reimburse for (and Mandate) behavioral health
assessment, using standardized measures and delivered in the Primary care and
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Emergency care settings. The first step to providing effective behavioral health
treatment is the most straightforward- comprehensive and adequate initial assessment,
using standardized tools. Once assessed, the right care path can be determined and
directed. This critical step will ‘start the ball rolling’ and allow the focus to move to the
‘next step down the funnel’, until this iterative process results in drastically
improvement throughout the entire behavioral health episode of care. Put more
simply, what gets measured gets improved.
Peer support reimbursement: Reimburse for online Peer support, if part of a system of
care as described herein, at rates that are already being reimbursed in numerous states.
Standardize the reimbursement nationally.
Online CBT reimbursement: Reimburse for online CBT, as long as it is being delivered
through a program that has been shown effective in clinical trials.

Of note, one of the key issues currently is that many MBH reimbursement rates are considered
too low by much of the marketplace, and providers are therefore something reluctant to take
on Medicare or Medicaid patients. In order to help alleviate this problem, we recommend that
a material portion of reimbursement for the elements listed above should go to the referring
provider or to the health system. This would allow for increased monetary incentives for
providers and health systems to participate in providing MBH services to CMS populations, while
at the same time ensuring an increase in access and care- which in turn will improve outcomes
and lower costs to hopefully offset the reimbursement.

5. How can CMS further engage beneficiaries in development of these
models and/or participate in new models?
Although many areas in everyday life seem to have market based solutions, there are certainly
also areas where the government is needed to take a leading role in ‘nudging’ the marketplace
towards the correct path. One common example is national defense; most citizens agree that
there is no free market solution to our collective defense, and therefore the government (and
only the government) can facilitate that role.
We believe the MBH space is similar. Many of the costs that manifest from not addressing
underlying MBH issues fall on society as a whole: either in terms of increased direct spending on
MBH care (which increasingly falls more and more on the government to cover), as well as
societal problems such as increased rates of incarceration, lost productivity, increased
dependence on controlled substances, increases in incarceration rates, etc. It is only natural to
expect that the government should take a leading role in finding and encourage innovative and
effective new treatment solutions. In short, we believe this is an area where the government
must lead, and provide the path, after which the marketplace will follow. We are very
encouraged that the CMS Innovation Center is doing just that with both existing and planned
models.
In terms of engaging beneficiaries, we believe one very important piece of the puzzle lies in
offering incentives for healthy behaviors. In our estimation, it has been shown conclusively that
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incentivizing healthy behavior is effective at engaging and retaining beneficiaries, and
generating improved outcomes which overall decrease cost at multiples of the value of the
incentive. In fact:
•

96% of consumers stated they would engage in healthy behaviors if they were
incentivized to do so (Welltok Marketing, 2014).
75% of consumers stated they would view their health plan more favorably if they
included a program which rewarded beneficiaries for health behaviors (Welltok
Marketing, 2014).
75% of consumers would have their blood pressure checked if they were incentivized
to do so (HHS Survey, Harris Interactive Survey, 2013).
73% of consumers would attempt to lose weight if they were provided incentives
(HHS Survey, Harris Interactive Survey, 2013).

•
•
•

MBH falls squarely in this camp in our opinion. Many of the costs and bad outcomes could be
avoided with a change in ‘behaviors,’ and incentivizing these behavior changes makes both
logical and economic sense. As such, we advise that beneficiaries be incentivized to participate
in the model we envision. For example, beneficiaries could be offered a token gift card for
taking the recommended initial assessment and registering into the platform. A little bit goes a
long way, and we firmly believe this would be money well spent.
Overall structure and management is also highly important as well. Participation in new models
should be encouraged and managed by a strategic framework that engages beneficiaries and
retains them as users of the new models.
A potential beneficiary relations strategy could include:
•
•
•
•
•

Phase 1: Define success and set goals, identify stakeholders such as local and state
agencies and community partners.
Phase 2: Development of a beneficiary relations plan related to the implementation of
the new models.
Phase 3: Demonstrate the beneficiary relations plan and collaborate with external public
stakeholders.
Phase 4: ‘Go live’ - for the digital new model, execution and management.
Phase 5: Implement a strategic marketing campaign to encourage beneficiary
participation and retention.

6. Are there payment waivers that CMS should consider as necessary to
help healthcare providers innovate care delivery as part of a model
test?
There are several new areas called for in this model which would require further scrutiny and analysis to
determine if waivers are needed. The primary areas requiring further scrutiny are:
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Clinical assessments universally administered online.
Peer support (delivered online through various formats).
Online CBT (potentially delivered as an alternative to face-to-face CBT).
Incentives potentially awarded to beneficiaries based on behaviors.

Although new waivers will likely be needed to allow for care delivery exactly as envisioned in the model
we propose, we believe that each of these elements are in line with best practices and/or current trends
in the marketplace:
•
•

•

•
•
•

•

Assessments for MBH related issues are currently reimbursable under certain circumstances.
Peer supports is reimbursed in many states as a standalone or bundled service; certified peer
support providers are also qualified to provide and be reimbursed for other services in some
instances.
Licensing requirements mandating MBH professionals are only allowed to provide services to
individuals that reside in the state in which they are licensed are waived with regard to the
delivery under several existing models.
Online CBT programs are at times reimbursable when recommended by assessment results
and/or by MBH provider care professionals.
Reimbursements for digital and telehealth services are not limited to rural Health Professional
Shortage Areas as under current waivers.
MBH professionals, including Peers, do not need to be located at an approved ‘originating site’
and services do not have to be delivered by face-to-face consult using live video conferencing
technology as under current waivers.
The Federal anti-kickback statute has been waived for some models as it relates to referring and
recommending beneficiaries to services utilized in previous models.

7. Are there any other comments or suggestions related to the future
direction of the Innovation Center?
We would once again like to applaud the CMS Innovation Center for considering new and
pioneering models in the MBH space. It should be further emphasized that in line with the
guiding principles, CMS should consider new models that are market validated and patientcentered. CMS should also ensure that such models are cost-effective and utilize data-driven
insights to ensure they are highly transparent. Most importantly, CMS should ensure that
services delivered via new models (especially technology enabled services) have an evidence
base which is clinically validated (preferably through randomized control trials). This is essential
for ensuring quality of the services delivered and gaining the confidence of beneficiaries and the
marketplace.
New models which have technology backed solutions should be given preference, as the everincreasing presence of ‘smart’ and wireless technology allows for an effective and efficient way
to provide services to beneficiaries. In addition, data-driven solutions that utilize technology
and are delivered digitally, have outcomes which can be easily and transparently quantified and
then used to inform policy decision-making.
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The implementation of new technology models which favor the augmentation of existing care
should be prioritized as well. The model outlined in this submission includes a platform which
encourages MBH providers to treat and provide services to CMS populations, by augmenting
existing MBH provider care by including assessments, Peer support, and CBT programs into the
services they make available to beneficiaries. Reimbursing for these additional services would
also provide a built-in incentive for MBH providers to increase their participation in providing
care for Medicare, Medicaid, and CHIP populations.
The MBH model suggested here is also highly customizable and tailorable, allowing a near
seamless integration into existing health systems. This adaptability also allows the model to
provide services specific to different beneficiary groups in a variety of communities nationwide.
In essence, each community or health system will be able to ‘tweak’ the model as they see fit,
allowing them to provide care in a way that they deem most appropriate for their unique
populations.
Lastly, any MBH model should be easy to scale. Once all the difficult work has been done to
field a model, pilot it and determine its effectiveness, it should be able to quickly scale to serve
much larger populations so that society as a whole can swiftly enjoy the benefit of the CMS
Innovation Center’s investment in successful new models.
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November 20, 2017
Centers for Medicare & Medicaid Services
Innovation Center New Direction Request for Information Response

Primary Partners was one of the first Accountable Care Organizations (ACO) in the nation and
successfully achieved savings and high quality scores in the Medicare Shared Savings Program (MSSP).
We have provided feedback to the CMS Innovation Center’s request based on our participation in the
MSSP as an ACO.
Please review these improvement opportunities which will help to promote patient-centered care and
test market-driven reforms that empower beneficiaries as consumers, provide price transparency,
increase choices and competition to drive quality, reduce costs, and improve outcomes in the following
categories:
1. Increased participation in Advanced Alternative Payment Models (APMs);
2. Consumer-Directed Care & Market-Based Innovation Models;
To increase participation in Advanced Alternative Payment Models (APMs) for independent physician
led ACOs, the maximum downside risk for Track 2 and Track 3 ACOs should be measured in similar
format as the Track 1+ model. Risk should be a component of either the benchmark spend or the FeeFor-Service billing of the ACO participants.
For ACOs entering an Advanced APM model, the initial benchmark should be calculated similar to ACOs
who are entering their second agreement period. These Advanced APM ACOs benchmarks should be
calculated using the greater of either the three year historic costs of the ACO participants’ beneficiaries
or the three year historic costs of the region. New ACOs who have prior experience participating in
various payment models and a demonstrated record as a more cost efficient group than their region
would be assigned a low historic benchmark according to the current benchmark calculations. This
methodology discourages cost efficient groups from entering any APM model.
Another aspect of the current ACO APMs that is discouraging participation is the risk coding
methodology related to continuously assigned versus newly assigned beneficiaries. The APMs should
follow the more accurate Medicare Advantage risk methodology.
To promote consumer-directed care and market based innovation models, CPC+ should be expanded to
all states, but primarily Florida which has a high concentration of Medicare beneficiary residents.
Medicare beneficiaries should be financially incentivized to select more cost-efficient and higher-quality
modalities of care. The incentive could be in the form of Medicare rewarding them a portion of their Per
Member Per Year savings at the end of the year. Finally, all providers of care (hospitals, specialists,
primary care physicians, outpatient facilities, etc.) should be held accountable for the cost of their care
with incentives and penalties.
3170 Citrus Tower Boulevard, Suite A. Clermont, FL 34711
Phone: (352) 394–5219; Fax: (352) 404-8940

Dear Gentlemen,
I head a group of 55 primary care providers in South Florida with the main aim of providing high
quality cost effective health care services. Our practices are moving from episodic to
coordinated care and have welcome all of the new Innovation Center initiatives to preform better
at preventive as well as with coordinated services.
Our main barriers to accept the new changes stem from the main fact that implementation of the
new initiatives requires additional capital resources such as funding to start new personnel, space
to accommodate the new personnel and new IT technologies to facilitate communication and
interaction.
Could CMS provide some start funding via short term loans or start up capital funds to be re-paid
or reduced from future savings to the practices when new initiatives are fully implemented? The
short fall is strictly up-front to get infrastructures in place to implement new initiatives. As an
example, implementing Chronic Care management does yield a positive net balance after a few
months. However, the practice requires the addition of new IT and personnel to handle the new
initiatives. CMS could provide an up-front PMPM such as $5 PMPM to be deducted from the
monthly Chronic Care Management PMPM.
Sincerely,
Cesar Ortiz, MBA, FACMPE
Chief Executive Officer
PrimeHealth Physicians, LLC
14680 SW 8th Street, Suite 209
Miami, Florida 33184

November 20, 2017
Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244-1850
Submitted via email to: CMMI_NewDirection@cms.hhs.gov
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Ms. Verma,
Priority Health appreciates this opportunity to offer our ideas and concepts on a new direction to promote
patient-centered care and test market-driven reforms that empower beneficiaries as consumers, provide
price transparency, increase choices and competition to drive quality, reduce costs, and improve
outcomes to help better accomplish the goals identified by CMS and future direction of the Innovation
Center.
Priority Health is a Michigan-based non-profit health plan nationally recognized for improving the health
and lives of the people it serves. We offer a broad portfolio of health benefit options for Medicare,
employer group, Medicaid and individual plans.
There are over 130,000 members in our Medicare Advantage plans from our 68-county service area in
Michigan.
We respectfully submit the comments below all of which pertain to the Medicare Advantage program.
1. Weighting of star ratings to emphasize clinical quality:
a. Weighting of star ratings to emphasize clinical quality:
We urge CMS to develop a new star ratings model in the interest of focusing providers and
plans on a smaller number of high-importance measures, and in the interest of lessening
administrative burden. This new model would include measures that are more quality-ratingsfocused in the tested regions. The model would seek to understand if beneficiaries have
better health outcomes by being able to "cut through the noise" and selecting higher quality
plans from a clinical standpoint.
b. MA Quality Incentive Payments:
In most regions of the country, Medicare Advantage plans with four or more stars under the
Star Rating system are eligible for quality bonus payments. These plans receive an additional
incentive to improve the quality of coverage and care provided to their enrolled beneficiaries.
However, based on CMS’ reading of a provision of the Affordable Care Act requiring that
county benchmarks not exceed the pre-ACA amount, many of the highest-performing plans
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are now denied the full quality bonus payments that their Star Rating otherwise would have
earned. The current approach reduces or eliminates the incentive for those plans to improve
and innovate in the delivery of care and benefits for beneficiaries, when they should be
rewarded for the work they are doing. We recommend CMS design a three year demo to see
if removing the benchmark cap results in incenting MA plans to achieve even higher scores.
2. Allowable supplemental benefits:
More flexibility is needed to include a wider range of supplemental benefits that support upstream
interventions directed at targeted conditions or populations. When properly targeted, interventions
like nutrition support, social services, meals and transportation can reduce downstream medical
costs and improve health outcomes.
At an increasing rate, long term support and services (LTSS) are becoming essential for the care
of our Medicare beneficiaries and should be considered a basic benefit, not a mandatory
supplemental benefit (i.e. personal response systems and enhanced disease management).
Additionally, services such shopping assistance, home improvement, homemaker and maid
services greatly improve a Medicare beneficiary’s ability to live at home independently. We
encourage CMS to consider adding these as mandatory supplemental benefits or allow plans to
test these non-medical interventions.
A pilot program in Medicare Advantage spanning 36 states and 135,000 beneficiaries showed the
value of helping a senior gain access to regular healthy meals after a hospital discharge, resulting
in health care savings averaging 31% per member per month for the first month following
discharge. Currently, health plans can only use their rebate dollars to provide a relatively narrow
definition of health-related supplemental benefits, limiting their ability to target benefits and forge
innovative partnerships with community-based organizations.
We ask CMS to evaluate how the additional costs associated with social determinants of health
affect the CMS-HCC risk adjustment model and how the model could be revised to address social
risk factors. To date, focus on social determinants of health has been limited to the Star Rating
program. But social determinants of health, such as inadequate housing and transportation
barriers, result in additional high costs of care that are not currently accounted for in the risk
adjustment model.
3. Palliative/advance illness care:
We encourage CMS to design a model or tie into another model the flexibility for plans to cover
palliative or advanced illness care for those members not wishing to elect hospice, allowing for
this care in the member’s home and giving them 24/7 access to clinicians, as progression of
illness and trajectory of decline are identified. There are gaps in care where a multidisciplinary
team of health care professionals can aid the members in identifying goals, preferences and
wishes while developing a plan of care that promotes quality of life with optimal agreed upon
outcomes.
4. Screening for depression and alcohol and follow-up services:
We ask CMS to reconsider its policy for Star Ratings (display measure) on screenings for
depression and alcohol and follow-up services to remove the requirement for a face-to-face visit.
2|Page

Many frail individuals are challenged even in urban areas to find transportation to providers,
especially during winter periods when driving may be hazardous when services may be required.
We ask CMS to consider the following:
a. Remote access technology:
Current guidance in the Medicare manual specifies that screenings and follow-up services for
depression and alcohol use be performed in person. However, advancements in technology
offer new, easy-to-use and affordable access to resources to people who need this kind of
support. Furthermore, people who lack a support system and have limited transportation
options or abilities would benefit from having access to web-based technology (e.g., PCs,
phones, etc.). Evidence also shows that as people age into Medicare, these new
beneficiaries have greater access to technology such as computers and cell phones, and are
comfortable using them, such that it will become more practical to allow for the use of
technology where face-to-face services cannot be done. While current guidance in the
Medicare Manual specifies that services must be performed in person, CMS has the authority
to modify that guidance and permit remote access technologies or design a model to permit
such flexibility.
b. Limited licensed psychologists:
We request CMS to design a behavioral health-focused model that removes the exclusion of
limited licensed psychologists to allow for more behavioral health providers and mental health
access. Due to behavioral health care professional shortages, expanding the ability of
members to receive services by including this provider type would promote better access.
The current requirements for coverage as found in Section 160, Chapter 15, Medicare Benefit
Policy Manual, recognizes only doctoral degree psychologists. Becoming a limited licensed
psychologist is the first step in obtaining a doctoral degree from a recognized institution
offering a program or a closely related field that is regionally accredited. The institution must
also have the State and Provincial Psychology Boards’ National Register Designation, or be
accredited by the American Psychological Association. Several quality programs exist in the
State of Michigan, including the ones available at Michigan State University and Eastern
Michigan University. While obtaining their doctoral degree, limited licensed psychologists are
supervised to assure appropriate care.
5. Pharmacy/prescriber opioid lock-in:
To further reduce the opportunity of getting opioids, we support CMS’ proposed rule to limit
access to coverage of frequently abused drugs to select pharmacies and prescribers as noted in
the 2019 policy and technical changes for Part C & D document released on November 16, 2017.
We believe CMS should make a uniform national policy to limit the number of prescribers who
can write an opioid prescription to one per member and the number of pharmacies who can fill
opioid over-utilizers prescriptions to one pharmacy. These changes will reduce the number of
members getting several prescriptions for opioids from multiple doctors and pharmacies.
6. Reward behavior:
As CMS considers test models that improve consumer engagement in health care decisionmaking, we encourage the loosening of restrictions limiting health plans’ ability to incentivize
members to choose less expensive, yet still quality, sites of service. Priority Health has an online
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cost estimator tool that provides our commercial members with the costs of several hundred
services. We share the cost-savings with our commercial members through PriorityRewards, a
VISA gift card of up to $200. Driving usage of less costly sites of service is one way health plans
could partner with CMS to address rising costs. Example: members who require regular infusion
treatments for their medical condition may benefit from receiving such treatment from an in-home
provider rather than going to a hospital setting. Such a change can save thousands of dollars per
encounter, and be more convenient for the member. Priority Health would be happy to present
the results of your commercial gift card program to CMS.
7. Prevention programs:
CMS has been innovative in creating the Medicare Diabetes Prevention Program (MDPP) to
assist in the prevention of diabetes. We feel more programs like this would be helpful in health
avoidance. To pay for these types of programs upfront to stop or slow the progression could
prevent or reduce the cost spent on the back end. Specific chronic diseases such as mood
disorders, chronic heart failure, COPD and coronary heart disease that would benefit from similar
programs.
8. Telehealth:
We urge CMS to consider remote access technologies as an alternative modality or
complementary means of providing clinical services, not a service itself. As CMS has said, these
technologies have the ability to improve access to and timeliness of needed care, increase
communications between providers and patients and enhance care coordination. We believe by
offering this as a covered service, some of the most vulnerable Medicare members will be able to
get the quality care they deserve delivered in a way that works best for them.
Additionally, CMS should explore increasing health plans’ ability to test new, CMS-approved
technologies that show promise to aid in disease management and patient engagement, such as
personalized glucose monitors and blood pressure devices.
9. Innovative and flexible care delivery:
We encourage CMS to allow health plans the freedom to pilot care delivery innovations and
deviate from Medicare fee-for-service (FFS) rules to be able to improve quality and reduce costs.
Below are a few examples of how health plans can accomplish this:
•

•
•
•

Allow plans to enhance care as part of core delivery of Original Medicare without having to
categorize such services as mandatory supplemental (e.g., plans would be allowed to provide
free transportation to facilities for those who meet defined conditions [financial hardship or do
not have someone who can meet the requirements for drop off and pick up for surgeries]);
Allow small scale pilots that do not require uniformity of benefits for the whole PBP/contract,
plan at risk for the costs;
Allow a provider entity to bear risk for care delivery options that deviate from FFS; and
Permit plan sponsors to tailor MTM services to meet the medication needs of individual
beneficiaries.
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10. Expanded Opportunities for Participation in Advanced APMs:
Priority Health supports the direction to increase the number of opportunities for providers to
participate in APMs, including allowing MA plan models to be considered as a qualifying option
Thank you for allowing us to provide these recommendations. We appreciate this opportunity to offer our
perspective. If you have any questions or require any additional information, please contact me.
Sincerely,

Stacey Harrington
VP, Senior Markets
1 Zhu, Huichen, and Ruopeng An. "Impact of home-delivered meal programs on diet and nutrition among older
adults." Sage Journals, 10 June 2014. Web. 19 Apr. 2017.
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I have been in long term care for over 15 years as a CFO and Licensed Nursing Home
Administrator. I started my career in the billing office helping residents apply for
Medicaid, and billing Medicaid and all other insurances.
While helping residents apply for Medicaid I noticed that several of them had health
insurance at the time they applied and once they were approved for Medicaid, they
cancelled their other insurance. So if they had Medicare, Medicaid became the
secondary insurance. If they kept their other insurance Medicare would be primary,
then their secondary, and Medicaid would be the tertiary insurer.
Unfortunately when these residents go to the hospital, the hospital bills Medicare first
then Medicaid for the copays. If they had kept their other insurance, the hospital could
shift the cost to that insurance rather than Medicaid. Medicaid allows the resident to
pay the premiums of any health insurance they keep and adjust the amount they pay
the nursing home accordingly. So it doesn't cost the resident any more to keep their
insurance policy active.
There are 900 nursing homes in Ohio, and assuming Medicaid residents from every
facility go to the hospital at some point during the year costing Medicaid $30K per year
per facility, that comes to $27M per year just for Ohio that could have been billed to their
insurance policy that they cancelled instead of Medicaid!!
As a nursing home, we have to writeoff ALL coinsurance balances for residents who
have Medicaid as their secondary insurance. We also have to write off ALL therapy
charges if Medicaid is their primary insurance because Medicaid doesn't cover those
costs for us. If we could bill a secondary insurance company for these charges and not
have to write them off, we as an industry might not be so touchy when we have to face
possible Medicaid cuts. It would help us sustain profitability.
I understand residents cannot be told they HAVE to keep their other insurance policy
when applying for Medicaid, but the caseworkers don't even recommend they keep
it. There must be something we can do to change this.
Please call or contact me to discuss further. I would love to give you actual numbers
from some of the facilities I consult!
Thank you so much for taking time to hear my suggestion!
Becky Ziviski, CPA LNHA Author Speaker
Profit Without Census
P.O. Box 406
Swanton, Ohio 43558
419-356-2537 phone
419-826-0607 fax
www.profitwithoutcensus.com

November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd
Baltimore, MD 21244
Submitted via: CMMI_NewDirection@cms.hhs.gov
Re: Comments on CMS Innovation Center: New Direction
Dear Administrator Verma:
On behalf of Project HOME in Philadelphia, Pennsylvania, I respectfully submit the following comments in
response to the request for information regarding the Innovation Center’s new direction.
For almost 30 years, Project HOME’s mission as been to end and prevent homelessness in Philadelphia
through a very successful model of outreach, supportive housing and opportunities for education,
employment and healthcare. Project HOME is fortunate to have recently become a federally qualified
health center (FQHC) which integrates primary care, behavioral health, dental care, a pharmacy and
wellness services. And we recently were licensed to provide mobile psychiatric rehabilitative services to a
mostly formerly homeless population. Our participation in Medicare and Medicaid programs enable us to
deliver healthcare to a very vulnerable population.
We appreciate the opportunity to comment on the new direction of the Center for Medicare and Medicaid
Innovation. The innovation center has a vital role to play in transforming the health system to better meet
patients’ needs and the models promoted by CMMI will have significant and far reaching impacts on
patients in Pennsylvania. This is particularly true for low-income and vulnerable consumers, including
older adults, people with disabilities, people with chronic health conditions, children with special health
care needs, and communities of color, who face serious disparities in health outcomes. That is why it is
imperative that, when defining its new priorities, the innovation center place the highest of value on the
particular needs of these populations.
Many of the themes highlighted in the RFI are especially troubling from the perspective of low income and
vulnerable consumers. We are concerned that many of the ideas CMMI is considering promoting would
have disproportionately negative impacts on the very populations CMS is supposed to serve. With that in
mind, we ask that CMMI consider two overarching objectives as it sets a new agenda:
1. Creating a Health System that is Person Centered
The health system can be incredibly difficult to navigate for any patient, and this is especially true
for vulnerable and complex patients who are managing multiple health conditions and face socioeconomic challenges. The ultimate aim of any health transformation effort should be to provide high
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quality, accessible, affordable, and well- coordinated care that is in line with the patient’s goals,
values and preferences. Care should be delivered by providers working as a team with the patient at
the center, and patients (and family and caregivers where applicable) should be treated as full
partners in their health care. Building this type of system requires a culture shift with long-term
investments. Patient experience and engagement will be critical to weave into the fabric of all
CMMI models.
2. Reducing disparities in health outcomes and improving equity in the health care system
CMMI’s agenda should be driven by the goal of building a society in which everyone has a fair
opportunity to achieve their full health potential, regardless of race, income, age, gender, gender
identity, sexual orientation, disability or health status, or zip code. CMMI should reject any models
that perpetuate inequalities and actively work to implement models that will reduce disparities.
In service of those two overarching objectives, we ask that CMMI test and promote models of care
that do the following:
1. Value Primary Care and Prevention
We are disappointed to see that the RFI emphasizes the development of specialty models without
addressing the importance of primary care. Primary care, including that which is delivered by
federally qualified health centers can play a critical role in lowering costs, while significantly
improving patient outcomes. CMMI has already made great strides in testing primary care focused
models, but there is much more that can be done and it is crucial that primary care remain a priority
for the innovation center moving forward. We ask that CMMI focus on developing and promoting
payment and delivery models that improve access to primary care providers and preventive health
services, support care coordination, and encourage primary care providers to work in partnership
with patients to develop and meet health care goals.
We also ask that CMMI design primary care payment models with the needs and circumstances of
primary care providers in mind. While primary care can play a major role in reducing costs, it is not
typically the driver of high costs itself. Primary care providers may be less prepared to take on
significant risk than other providers and most of the cost savings realized by improve primary care
will be seen in other areas of the health system, such as reduced ER usage or hospital admissions.
2. Focus on improving access to and integration of mental, behavioral, and oral health services
within a primary care driven healthcare delivery system. For far too long, services for mental
illness and substance use disorders a have been siloed from physical health, and often from each
other. Oral health has been similarly siloed and not given adequate attention in the development of
new payment and delivery models. However, addressing a person’s need for services for mental
illness, substance use disorders, and oral health is essential in ensuring improved health outcomes
and is a necessary component of person centered care. We urge that CMMI place an emphasis on
developing models that focus on treating the whole person and improve coverage and integration of
mental health, substance use disorders, and oral health services into primary care.
For mental health and substance use disorders, we urge you to:
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Provide financial incentives for the full integration of both substance use disorders and
mental health services jointly in Medicaid health homes, and in multi-payer patient-centered
medical homes. In current practice, most health homes address substance use or mental
illness but not both. Integration should include extensive care management across conditions.
Promote incorporation of effective prevention and early intervention strategies such as
SBIRT (for substance use disorders and for depression) as universal practice at primary care
visits.
Incentivize use of peer supports in all models for treatment of substance use disorders and
mental illness.
Promote incorporation of comprehensive services for substance use disorders including
prevention, early intervention, detoxification, residential, outpatient, medication-assisted
treatment, and long-term recovery services in all integrated models, including ACOs.
Promote the Hub and Spoke model of addiction treatment that has been successful in
Vermont and is being tested in Pennsylvania.
Promote the Collaborative Care model of integrating mental health and substance use
disorders treatment into primary care.
Not use episodic payment models for substance use disorders

For oral health, we urge you to:








Focus on strategies to expand access to oral health coverage, for example testing a Medicare
dental coverage pilot and evaluating outcomes.
Promote integrated referral systems, where dentists screen for health needs and refer to a
physician (and vice versa).
Encourage the use of shared electronic health records (EHR) systems that allow both dental
and medical providers to easily view each other’s entries. A recent study showed that access
to integrated information technology is one of the leading barriers to oral health integration. 1
Implement models that emphasize the co-location of services and integrated care delivery.
Especially promising are new models where a dental hygienist, dentist, or dental therapist
works in a primary care office or clinic or a nurse practitioner or physician’s assistant works
in a dental office.
Include incentives in new payment and delivery models that encourage integration of oral
and physical health.

3. Address the social determinants of health
There is mounting evidence that addressing social and economic factors, such as poverty, education,
housing and food security, and racial discrimination, is critical to improving health outcomes. At
Project HOME, we know that stable, decent, affordable housing absolutely functions as a platform
1

Mloro, M & Vujicic, M. (2016) Physicians Dissatisfied with Current Referral Process to Dentists. American Dental
Association. Available at:
http://www.ada.org/~/media/ADA/Science%20and%20Research/HPI/Files/HPIBrief_0316_5.pdf?la=en
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for greater health, and adherence to healthcare advice. Social factors account for nearly a third of
deaths in the US every year and factors such as stress, low-incomes, and low education levels are
directly associated with poorer health outcomes or premature death.2
We believe that the federal government can do more to promote approaches to health that address
the social barriers preventing individuals and communities from achieving health and well-being.
Specifically, we ask that CMMI
 Develop new demonstration models for Medicaid that could fund social services such as housing
and nutrition support that have been demonstrated to improve health. These demonstrations
should be rigorously evaluated to assess their impacts on health outcomes and costs, and to
identify best practices.
 Revise ACO demonstration models to add a provision for a percentage of shared savings to be
invested in community health programs that address disparities and the needs of the community.
 Focus on promoting partnerships between Medicaid programs and community-based
organizations (CBOs) and social service providers.
 Include incentives and structures in new payment and delivery models that encourage providers
to screen for social service needs and refer to appropriate services.
 Promote data collection and standards around social determinants of health.
4. Prioritize models that address the needs of people with complex health conditions
People with complex health conditions have very different needs from the general population and
thus new models of payment and delivery that may work for some patients will not work for these
populations. For example, efforts to increase price transparency are often irrelevant or
counterproductive for patients with rare or complex needs who have limited choices in terms of
providers or treatment options, or who most benefit from care that is well coordinated and grounded
in longitudinal relationships with care providers. Patients whose biometric markers are impacted by
underlying genetic diseases are not well served by models that pay providers based on improving
those particular markers. Additionally, long-term care needs are a major priority for these
populations. Often the long-term goal for many patients with complex conditions or disabilities is
not about curing a disease but about ensuring the person can live comfortable, productive lives in
their home and community.
We ask that CMMI both prioritize models that serve these populations’ needs, as well as consider
how broader models might impact these populations differently. Many of the suggestions we have
already laid out can help achieve this goal, for example ensuring there are strong consumer
engagement mechanisms and promoting models of care that are based on patient driven health goals.
In addition to these asks, we ask that CMMI:

2

Heiman, H & Artiga, S. (2015) Beyond Health Care: The Role of Social Determinants in Promoting Health and Health
Equity. Kaiser Family Foundation. Available at: https://www.kff.org/disparities-policy/issue-brief/beyond-health-care-therole-of-social-determinants-in-promoting-health-and-health-equity/
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Work closely with the Medicare-Medicaid Coordination Office to continue testing and
evaluating innovative models of care delivery for patients who are eligible for both Medicaid
and Medicare (dual eligible).This should include testing new models, as well as continuing
models that are already underway in order to evaluate and learn from these models.
Promote increased access to home and community based services through waivers and the
continuation of programs such as Money Follows the Person and the Balancing Incentive
Program
Expand community-based models of care for individuals with complex needs, including
Programs of All-Inclusive Care for the Elderly (this includes innovative PACE-like pilot
programs that also serve the under 55 population) and the Independence at Home
Demonstration.
Continue to prioritize care delivery models focused on care coordination and case management.

CMMI should NOT test or promote models that do the following:
1. Increase Out of Pocket Costs for Consumers:
We are extremely concerned by the mention in the RFI of “Consumer Directed Care” models and
ask that CMMI not test or promote any models that attempt to lower costs and alter consumer
behavior by increasing their “skin in the game.” This includes allowing state Medicaid programs to
implement or raise premiums or copayments and programs that require contributions to health
savings accounts. There is little evidence that these methods accomplish their aims and ample
evidence that they harm consumers’ access to care. Studies have shown that even small out-ofpocket costs reduce access to care, especially for those with low incomes or chronic illnesses.3 In
addition, numerous studies show that increased premiums are linked to lower health insurance
enrollment rates for children, especially those with low incomes.
2. Create barriers to accessing coverage or impede access to medically necessary services
In addition to models that rely on increased out of pocket costs, we also ask that CMMI not test or
promote models of care that create other, non-financial barriers to care access. This includes work
requirements, drug testing, and plan designs that limit access to certain benefits or that cut benefits
categorized as “non-essential”, but that many individuals require for good health, like adult dental
benefits. There is little evidence suggesting that these methods lower cost or alter participant
behaviors in the manner intended. In fact, these models often lead to increased administrative costs
and burdens on state Medicaid programs. The majority of Medicaid beneficiaries are already
working and even more are in households with working family members. And of those who don’t
work, over a third have an illness or disability that prevents them from doing so. Work requirements
3

One study out of Wisconsin found that the addition of a $10 premium for Medicaid beneficiaries made them more likely to
exit the program. This study also found that it was the premium itself and not the amount of the premium that caused people
to leave the program, showing that even small out of- pocket costs, like the ones implemented in Indiana, can significantly
reduce access to care (Dague, 2014). A study of Oregon’s Medicaid enrollment following cost-sharing changes found
similar results, with nearly half of program participants who were surveyed leaving the program following increases in
premiums and copayments (Wright et al., 2005).
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attempt to solve a problem that doesn’t exist and will only add heavy administrative and paperwork
burdens on families and state Medicaid programs.4
3. Dis-incentivize providers to serve low income or complex patients
One difficulty of implementing payment models that are tied to positive health outcomes, is that
such models can disincentive providers from caring for more complex patients who may be more
likely to have poor health outcome measures. It is important that any payment models supported by
CMMI recognize the greater degree of difficulty in caring for patients with complex needs,
including social and behavioral health needs, as well as their physical health needs. Payment models
should not penalize providers who care for low-income, high needs, and complex patients. This
means implementing performance measures and risk adjustment strategies (such as stratification)
that recognize the increased difficulty of caring for patients with complex needs, without disincentivizing providers to make improvements that address health disparities in their practice.
Incentive schemes that reward only high relative performance without considering improvement or
that are administered on a zero sum basis are likely to have the perverse effect of directing financial
resources away from where they are needed most. We appreciate the work CMS has been doing to
fine tune risk adjustment strategies to ensure complex patients aren’t harmed and we hope that
CMMI will consider this complexity as it develops new models of payment.
4. Have disproportionately negative impacts on low income consumers or people with complex
health needs
Many of the models already addressed in these comments, such as those that increase cost-sharing or
create barriers to accessing care, disproportionately impact patients who are low income or have
complex health and social needs. Models with such disproportionate impacts expressly work against
CMS’s stated vision that “All CMS beneficiaries have achieved their highest level of health, and
disparities in health care quality and access have been eliminated.” In addition to following the
principles we lay out here, we ask that CMS explicitly consider the impact of any model developed
on vulnerable and complex patients prior to implementation. If that model would have
disproportionately negative impacts on these populations, CMMI should not go forward with testing
the model.
Finally, we ask that the process for designing, testing, and evaluating models be done in a transparent
manner that includes opportunities for public input; and that CMMI make all data and evaluations
publicly available in accessible formats in a timely manner. As we pointed out in the opening of our
comments, the models designed and tested by the innovation center will have profound impacts on how
these populations pay for and receive their care. Patients and other stakeholders should fully understand
how CMMI’s work impacts them and have ample opportunity to provide input on this work. To that end,
we are disappointed that this RFI was not conducted using the regular federal regulatory process, where
stakeholder comments are made public and CMMI responds directly to the comments received. As the

4

Wikle, Suzanne. (2017). Medicaid Works: No Work Requirement Necessary. Center for Law and Social Policy, Available
at: https://www.clasp.org/sites/default/files/publications/2017/10/Medicaid%20worksno%20work%20requirement%20necessary.pdf
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Innovation Center moves forward in mapping out its new agenda, we hope it will make every effort to
respond to feedback and clearly and publicly articulate the reasoning behind its new vision.
We appreciate the opportunity to weigh in as CMMI begins defining its path forward and we look forward
to working with you to ensure the needs of low income consumers and patients with complex health needs
are taken into account. Please do not hesitate to contact me should you have any questions or if you would
like additional information.

Sincerely yours,

Monica Medina McCurdy, PA-C

Vice President, Healthcare Services
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Our National Healthcare System is a Mess and a New Model is Needed
The tangled, often conflicting, incentives within health policy fail to address many of the leading
causes of chronic disease. The social determinants of health – the conditions in which people
are born, grow, live, work and age – are thought to account for nearly sixty percent of an
individual’s health.
For example, extensive research has shown that food insecurity leads to health problems
throughout a person's life. Pregnant women who live in food-insecure households are more
likely to deliver underweight babies, while children suffer from more ear infections, colds,
stomachaches and iron deficiency. Without an adequate food supply, children also develop
more cognitive and physical development problems. In adults, dietary shortfalls and irregular
eating patterns can lead to obesity, chronic disease and behavioral health problems. And
seniors who are food-insecure experience more disability, less resistance to infection and longer
hospital stays.
Families are facing escalating health care costs that lead many to forgo care, or neglect their
basic needs in order to receive necessary healthcare services. Our fragmented, unaffordable
healthcare system forces families to make impossible short-term choices that drastically
increase the likelihood of long-term chronic conditions. In order to meet looming healthcare
challenges, the implementation of strategies to address the social determinant of health
interventions must be a core component of our deliver system.
At ProMedica we have developed a care model to improve patient outcomes, reduce healthcare
costs and address the whole patient, not just their condition.
ProMedica Addressing Factors Driving Health Outcomes
ProMedica is a mission-driven, non-profit integrated health delivery system based in Toledo,
Ohio. ProMedica has 332 sites of care, 4.7 million patient encounters systemwide, 13 hospitals
and 323,000 lives covered by its owned health plan, and with 800-plus employed physicians,
$3.1 billion revenue and strong financial ratings.
Yet, in the communities we serve, we continue to see poor health outcomes, including:
•
•
•
•
•

Toledo rated 99th out of 100 communities in the Gallup Well-Being Index.
70 percent of adults were overweight.
36 percent of low-income families were concerned about having enough food.
Lucas County, of which Toledo is the county seat, ranked last among Ohio's 88 counties
for infant mortality and low birth weight babies.
28 percent of youth reported they felt sad or hopeless two weeks in row.

The juxtaposition of a thriving health care system and a community with poor overall outcomes
has spurred ProMedica to change our care delivery model and address the issues that drive the
poor health of our patients and community.
Identifying and Addressing the Social Determinants of Health
We knew from our Community Health Needs Assessment that chronic conditions related to poor
nutrition were an enormous issue for our patient population, but we needed to gather more
information. So, in 2015 ProMedica began screening patients for food insecurity – where they
lack of access to appropriate levels of healthy, nutritious food. In 2016, our first full year of data,
we screened 57,244 patients and 2,243 were identified as food insecure.

We had learned early on in our screening that knowing of a person’s food insecurity was useful,
but we needed to also have an intervention to address the patient’s needs beyond a referral to a
partnering community food bank. Thus, ProMedica became a pioneer in the use of a food clinic
where our physicians prescribe food as medicine and patient’s can fill their food prescription. In
addition, our hospital patients who are identified as food insecure are referred to a social worker
or care navigator for additional assessment. At discharge, patients who need assistance are
given an emergency, one-day food supply and connected to community resources for further
assistance.
Preliminary results are promising. Among the 4,000 Medicaid patients completing a screen and
food pharmacy referral in 2016, ProMedica found that emergency department usage dropped 3
percent, readmission rates dropped 53 percent, and primary care visit rates increased 4
percent.
But, we know that food insecurity isn’t the only issue facing the communities that we serve.
ProMedica has expanded the food insecurity screening and has deployed a social determinants
of health screening tool to all patients, in the inpatient or outpatient settings. ProMedica is
currently screening for financial strain, housing, transportation, domestic violence, education,
childcare, training and employment, social connection, food insecurity and behavioral
health. The screeners also ask a series of questions about the patients' motivation.
In addition to screening, ProMedica has identified and partnered with over twenty community
organizations to create a streamlined referral and intervention network. These partnerships
include initiatives to build the capacity and capabilities of local nonprofits with a focus on health
in all policies.
For the initial 3,832 patient encounters in the pilot program from Jan 31, 2017 to November 10,
2017 we have seen the following results:
•
•
•
•
•
•
•

Total number of individuals who agreed to be screened 2,388
1,444 patients declined screening
Of patients screened, 61% (n=1,454) had at risk needs identified and elected connection
to services and programs.
Top needs: Behavioral Health, Financial Strain, Food Insecurity and Training &
Employment
17% (n=396) of those screened had a high motivational risk, 24% (n=580) of those
screened had a medium motivational risk
Perhaps most important, a remarkable 59 percent of respondents have high motivation
scores to address their challenges
Outcomes and costs are improved. For example, unnecessary neonatal intensive care
unit use is declining because of improved treatment for pregnant women as a result of
screenings.

ProMedica looks forward to the opportunity to discuss the new care delivery model and the
critical findings that are reducing health costs and improving outcomes. We believe this type of
innovative approach to addressing the looming healthcare crisis is needed and can be
replicated across the country to stream new models of care delivery.
Regards,

Kate Sommerfeld

Kate Sommerfeld
Director, Social Determinants of Health

ProMedica Headquarters
MSC –S29932

Our Mission is to improve your health and well-being.

ProMedica Social Determinants of Health
Wellopp Screening
Results Dates: January 31, 2017 – November 10, 2017

Total Patient Encounters: 3,832

Executive Summary
OBJECTIVES:
Evaluate the efficacy of screening questions, identify domain needs by zip code, and determine if adequate community resources
are available to meet needs identified.

Patients Encountered

KEY DATA SUMMARY & THEMES








Total number of individuals who agreed to be screened 2,388
1,444 patients declined screening
Of patients screened, 61% (n=1,454) had at risk needs identified
and elected connection to services through Community Care
Top needs: Behavioral Health, Financial Strain, Food Insecurity
and Training & Employment
17% (n=396) of those screened had a high motivational risk
24% (n=580) of those screened had a medium motivational risk
59% (n=1,412) of those screened had a low motivational risk

38%

Declined Screen

38%

Negative Screen
Positive Screen

24%

Motivational Risk
Domain Distribution Analysis of Patients Who
Screened at Risk One Domain or More








Behavioral Health was screened at risk in 69% (n=998)
Financial Strain was screened at risk in 55% (n=802)
Food Insecurity was screened at risk in 39% (n=570)
Training & Employment was screened at risk in 16% (n=234)
62% (n=899) screened at risk in 2 domains or more
39% (n=570) screened at risk in 3 domains or more
21% (n=310) of those screened were at risk in 4 domains or more

17%
High

59%

Patients at Risk by Domain
80%
70%
60%
50%
40%

Low

Patients at Risk in Mutliple Domains

69%
38%

55%
39%

30%
20%

Medium

24%

16% 16% 15%

10%

23%

9%

6%

6%

18%

4%

0%

12%
5%
3%

1

Report Date: 11/13/2017

2

3

4

5

6

1%

0%

0%

0%

7

8

9

10

1

Executive Summary
Zip Code Data









41% (n=594) of patients who
screened at risk were from
43606, 43607, 43612,
43613, or 43615
9% (n=125) were from 43612
9% (n=125) were from 43615
8% (n=120) were from 43606
8% (n=116) were from 43607
7% (n=108) were from 43613

Percent of Patients at Risk Positive by Zip Code
Top Zip Codes
10%
9%

9% 9%

8%

8%

8%

7%

7%
6%
5%

5%
5%
4%

4%
3%

4% 3%

3% 3% 3%

2% 2% 2% 2%

2%
1%
0%



33% (n=486) of all SDOH domains identified as positive came from 43606, 43607, 43612, 43615

Multiple Domains - Distribution by Zip Code Patients at Risk
500
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400
350
300
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200
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100

0
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43449
43452
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43466
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43537
43551
43556
43558
43560
43566
43567
43571
43604
43605
43606
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43608
43609
43610
43611
43612
43613
43614
43615
43616
43617
43619
43620
43623
43697
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44870
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45821
45840
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Transportation
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Food Insecurity
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Social Determinants of Health Screening in Depth Analysis
METHODOLOGY
The purpose of this survey is to conduct an assessment for the occurrence of social determinants that impact patient’s
health status, as well as determining prevalence of need, appropriate infrastructure and availability of community
resources connection to address the needs.







The screening questions are clinically validated.
ProMedica began screening for SDOH in January of 2017.
The Wellopp SDOH pilot screening initiated 8/1/17 within the ProMedica Physician Adult Medicine practice
Initiated Community Care with liaison for screening in the practice, home care coordinator for data management
and social woker to manage and coordinate interventions.
In August of 2017, began expanding to all ProMedica primary care practices, with full implementation expected
by December 2017.
Though Screening data is provided through November 10, 2017, Outcomes data is provided through July 31,
2017.

DATA COLLECTED
Quantitative data collected categorical and nominal data describing the occurrence of social determinant needs across
zip codes as well as motivational, score measurement of a patient’s willingness to change.
Learnings and Common Findings:





Screening process includes obtaining consent to participate in the screening as part of the rooming procedure
during the clinic visit.
Patients are generally receptive to screening and eager to get connected to community resources, when
screened positve, through engagement with the Community Care team
Patients are openly sharing concerns, needs and barriers to health with the individualized, personal approach
employed during this screening period.
Health literacy and overall educational achievement requires supplemental explanation/definition of the
questions, which is provided by the liaison
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Motivation Results
Q1: It is difficult for me to get help from others to improve my health.
Q2: I have enough purpose to fill my day. (By purpose we mean jobs, hobbies, or things that make you feel fulfilled.)
Q3: It is difficult for me to take medication as instructed.
Q4: It is difficult for me to change habits that negatively affect my quality of life.
Q5: It is difficult for me to eat healthy and participate in activities that improve health.
Q6: I believe that my health is going to improve.
Q7: Which phrase best describes you?
1) I have control over living an enjoyable life.
2) Other forces control whether or not I can live an enjoyable life.

Results:
Motivational Risk
High
Medium
Low
Grand Total

Motivational Risk
Patients
396
580
1,412
2,388

% Total
17%
24%
59%
100%

17%
High
Medium

59%
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Outcomes Data Analysis
OUTCOMES OBJECTIVES:
To connect patients who screened positive in one or more social determinants of health domains to existing community resources in
order to positively influence their identified area or areas of need

Patient Screening Domain Outcomes






All Domains Screening Outcomes

363 positively screened domains are
being addressed or have been addressed
47% (n=172) referrals are in the process
of being resolved
44% (n=159) referrals have been confirmed
resolved
9% (n=32) referrals are unresolved
Top needs: Financial Strain, Food
Training/Employment, and Behavioral Health

47%
44%

9%
0%
In Process

Resolved

Unable to Reach

Unresolved

Community Resource Data









To date 355 patient-community resource
referrals have been made as a result of
SDOH screening
43% (n=150) of all referrals made
have been to a community food resource
20% (n=72) of all referrals made
have been to a community financial strain
resource
10% (n=36) of all referrals made
have been to a community utility
resource
9% (n=34) of all referrals made
have been to a community training or
employment resource

Paramount & Community Health Worker Data




1% (n=3) of all patients who screened
positive in one domain or more are
connected to a community health worker
32% (n=108) of all patients who screened
positive in one domain or more are
Paramount clients
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Domain Results Analysis

FOOD INSECURITY
Q1: We worried whether our food would run out before we got money to buy more. Was this often,
sometimes, or never true in the last 12 months?
Q2: The food that we bought just didn't last and we didn't have money to buy more. Was this often,
sometimes, or never true in the last 12 months?

RESULTS
Risk
High
Medium
Low
Grand Total

Food Insecurity
141
429
1,818
2,388

% Total
6%
18%
76%
100%

Food Insecurity

6%
18%

High
Medium

76%

Low

Food Insecurity Zip Code Distribution
12%
11%11%

10%

9% 9%
8%

8%
6%

7%
6% 6%

4% 4%

4%

4%
3%

2% 1%

1% 1%

1%

1% 1% 1% 0% 0%

0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

43607
43612
43606
43613
43615
43609
43608
43604
43611
43605
43623
43610
43614
43620
43528
43560
43551
44830
49221
43537
43616
43558
44870
43566
43571
48152
44853
43466
48182
43532
49235
43521
43515
43697
43465
43504
43567
43458
45879
49288
43430
49256
49247
49228
44883
43617
43449
48144
43533
43469
43619

2%
0%

2% 2%
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Domain Results Analysis
FOOD INSECURITY OUTCOMES

Food Insecurity Screening Outcomes
85%

Food Insecurity
In Process
Resolved
Unable to Reach
Unresolved
Grand Total

Screening Outcome
23
127
0
0
150
15%

In Process

Resolved

0%

0%

Unresolved

Unable to Reach

COMMUNITY RESOURCE REFERRALS
Food Insecurity

ProMedica Food Pharmacy

142

SNAP Food Stamp Application

3

Community Food Pantry List

3

Lutheran Social Services Food Pantry

2
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20

40

60

80

100

120

140

160

Patients Connected
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Domain Results Analysis

TRAINING & EMPLOYMENT
Q1: Do you have a disability that prevents you from accepting any kind of work during the next six months?
Q1: Do you need help finding a local career center and/or training program?

RESULTS

Risk
High
Medium
Low
Grand Total

Training &
Employment
101
133
2,154
2,388

% Total
4%
6%
90%
100%

Training & Employment Zip Code Distribution
16%
14% 14%
12%
12%

12%

10%

Training & Employment

9%
9%

8%

4%

6% 6%

6%

6%
5% 5%

High
Medium
Low

4%

2%

4%
3%

3%

2%

2% 2%
1%

90%

0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

43606
43613
43607
43612
43615
43604
43609
43611
43608
43610
43605
43623
43620
43614
43560
43551
49221
43522
49220
43619
43521
43528
43697
43566
44870
43567
44830
43466
48157
48144
43616

0%
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Domain Results Analysis

TRAINING & EMPLOYMENT OUTCOMES

Training & Employment Screening Outcomes
0.8

74%

0.7
0.6
0.5

Training
In Process
Resolved
Unable to

0.4

Screening
53
12
0

0.3
17%

0.2
0.1
0
0
Training &
Employment

In Process

Resolved

COMMUNITY RESOURCE REFERRALS
Training & Employment
Ohio Means Jobs

18

BVR

5

Ebeid Financial Coach

2

Stautzenberger

2

Job Training Program List

2

Online job postings

1

Harbor Vocational Services

1

Ebeid Institute

1

CSM Life Revitalization Center

1

CHW to address with patient

1
0

2

4

6

8

10

12

14

16

18

20

Patients Connected
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Domain Results Analysis

BEHAVIORAL HEALTH
Q1: Over the last two weeks, how often have you been bothered by any of the following problems? Little
interest or pleasure in doing things.
Q2: Over the last two weeks, how often have you been bothered by any of the following problems? Feeling
down, depressed, or hopeless.

RESULTS
Risk
High
Medium
Low
Grand Total

Behavioral
Health
410
588
1,390
2,388

% Total
17%
25%
58%
100%

Behavioral Health

17%

25%

58%

High

Medium

Low

Zip Code Distribution Behavioral Health
12%
10%
8%

10%
9%
8%
7%
6%

4%
2%
0%

5%
4%
4%4%
3%3%3%
3%3%
3%3%3%
2%
2%
2%1%
1%1%
1%1%1%1%1%1%
0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%
0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%
43615
43612
43607
43613
43606
43609
43605
43604
43608
43614
43611
43560
43623
43537
44830
43551
49221
43620
43528
43610
43512
43616
48144
43558
43571
48182
43504
43619
43566
49256
48140
43617
43460
43402
49235
49228
43420
43412
45879
49247
43567
49267
43447
44883
49286
43449
43556
43465
43533
43435
43457
43521
37115
43532
43542
43458
45840
43506
43540
45821
48067
43452
48133
48152
44804
43515
49279
49270
49230
43525
44853
49266
48131
43469
49220
43081
43463
49249
48157
49265
45873

6%
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Domain Results Analysis

BEHAVIORAL HEALTH OUTCOMES

Behavioral Health Screening Outcomes
67%

70%
60%

Behavioral Health
In Process
Resolved
Unable to Reach
Unresolved
Grand Total

50%

Screening Outcome
10
2
0
3
15

40%
30%
20%
20%

13%

10%
0%
0%
In Process

Resolved

Unresolved

Unable to
Reach

COMMUNITY RESOURCE REFERRALS

Behavioral Health

Harbor

13

Renewed Mind

1

0

2
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8
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14
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Domain Results Analysis

FINANCIAL STRAIN
Q1: How hard is it for you to pay for the very basics like food, housing, medical care and heat?

RESULTS
Financial
Strain
215
587
1,586
2,388

Risk
High
Medium
Low
Grand Total

Financial Strain
% Total
9%
25%
66%
100%

9%

High
25%
66%

Medium
Low

Zip Code Distribution Financial Strain
12%
10%
10% 10%
9%
8%
8%

6%
4%
2%
0%

7%
5%
5%
4%
3%3%
3%
2%2%2%2%
2%
1%1%1%1%
1%1%0%
0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%0%
43607
43612
43606
43613
43615
43609
43608
43605
43611
43604
43614
43623
43610
44830
43560
43528
43620
43551
43558
43616
49221
43512
43537
43566
43619
48144
48182
49256
49228
43465
43532
44870
43617
43571
44883
43567
49235
43460
45840
43603
43430
43521
43469
49247
49267
43402
43458
43432
43443
45879
43081
44853
43515
49279
43533
43697
43504
43556
43449
43506
49238
45821
43542
48162
48152

8%
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Domain Results Analysis

FINANCIAL STRAIN OUTCOMES

Financial Strain Screening Outcomes
80%

74%

70%
60%

Financial Strain
In Process
Resolved
Unable to Reach
Unresolved
Grand Total

Screening Outcome
53
12
0
7
72

50%
40%
30%
17%

20%

10%

10%

0%
0%
In Process

Resolved

Unresolved

Unable to
Reach

COMMUNITY RESOURCE REFERRALS

Financial Strain
Also see Housing and Utility Assistance Domains

28

Ebeid Financial Coach

22

Medicare Part D

4

Salvation Army

3

JFS Cash Assistance

2

CHS Patient Relief Fund

2

Mercy Outreach

2

Wood County PRC for rent help

2

Ohio Means Jobs

1

Lifeline Telephone Assistance

1
0

5

10

15

20

25

30

Total
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Domain Results Analysis

HOUSING INSECURITY
Q1: Are you worried or concerned that in the next two months you may not have stable housing that you own,
rent, or stay in as part of a household?

RESULTS
Housing
Insecurity
180
42
2,166
2,388

Risk
High
Medium
Low
Grand Total

Housing Insecurity

% Total
7%
2%
90%
100%

7% 2%

High
Medium
Low
91%

Zip Code Distribution Housing Insecurity
14%
12%

12%

10%

9%

9%

8%

8%

7%

7%

6% 6%
5%

6%

4%
4%

3%

3%

2%

2%

2% 2% 2% 2% 2%

1%

1%

0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

Report Date: 11/13/2017

43528

44870

49220

48152

43521

43504

43449

49256

43617

43619

49228

48182

44883

43697

45840

49221

43512

43558
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43609

43605

43604

43606

43612
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0%

14

Domain Results Analysis

HOUSING INSECURITY OUTCOMES

Housing Insecurity Screening Outcomes
76%

80%
70%
60%

Housing Insecurity
In Process
Resolved
Unable to Reach
Unresolved
Grand Total

Screening Outcome
19
1
0
5
25

50%
40%
30%
20%
20%
10%

4%
0%

0%
In Process

Resolved

Unresolved

Unable to
Reach

COMMUNITY RESOURCE REFERRALS
Housing Insecurity
LMHA

7

Private HUD Subsidized

6

Catholic Charities Rent Assistance

4

Other county housing authority

3

HEAP

2

Veterans Housing

1

Ability Center Ramp

1
0

1

2

3

4

5

6

7

8

Patients Connected
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Domain Results Analysis

TRANSPORTATION
Q1: In the last six months, have you ever had to go without healthcare because you didn't have a way to get
there?

RESULTS
Risk
High
Medium
Low
Grand Total

Transportation % Total
112
5%
24
1%
2,252
94%
2,388
100%

Transportation
5% 1%

High
Medium
Low
94%

Zip Code Distribution Transportation
14%
13%
12%
10%
8%
6%

11%

9%
7%
6% 6% 6%

4%

5% 5%
4% 4% 4%
2% 2% 2%

2%

1% 1% 1% 1% 1% 1% 1%
1% 1% 1% 1% 1% 1%

0%
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Domain Results Analysis

TRANSPORTATION OUTCOMES

Transportation
In Process
Resolved
Unable to Reach
Unresolved
Grand Total

Transportation Screening
Outcomes
47%

50%
45%
40%
35%
30%
25%
20%
15%
10%
5%
0%

Screening Outcome
7
4
0
4
15

27%

27%

0%
In Process

Resolved

Unresolved

Unable to
Reach

COMMUNITY RESOURCE REFERRALS

Transportation

JFS Medical Transportation

8

Medicaid HMO Transportation

2

Bus Tokens Provided

2

0

1

2

3

4

5

6

7

8

9

Patients Connected
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Domain Results Analysis Domain Results Analysis

INTIMATE PARTNER VIOLENCE
Q1: Within the last year, have you been afraid of your partner or ex-partner?

RESULTS

Intimate Partner Violence - Patients

Risk
High
Medium
Low
Grand Total

Intimate
Partner
Violence
47
8
2,333
2,388

Row Labels
43607
43612
43613
43615
43609
43608
43605
43620
43560
43606
43611
43551
44830
43512

Intimate
Partner
Violence
9
6
4
4
3
3
2
2
2
2
2
2
1
1

2%

0%

% Total
2%
0%
98%
100%

High
Medium
Low
98%

Percent
16%
11%
7%
7%
5%
5%
4%
4%
4%
4%
4%
4%
2%
2%

43522
43610
45840
43623
43566
48144
49228
43616
45873
43465
44870
43558
Grand Total

1
1
1
1
1
1
1
1
1
1
1
1
55

2%
2%
2%
2%
2%
2%
2%
2%
2%
2%
2%
2%
100%

Zip Code Distribution Intimate Partner Violence
16%
11%
7% 7%
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Domain Results Analysis

INTIMATE PARTNER VIOLENCE OUTCOMES

Personal Safety Screening Outcomes
60%
50%

50%

50%

Intimate Partner
Violence
In Process
Resolved
Unable to Reach
Unresolved
Grand Total

40%

Screening Outcome
1
0
0
1
2

30%
20%
10%
0%

0%

0%
In Process

Resolved

Unresolved

Unable to
Reach

COMMUNITY RESOURCE REFERRALS

Intimate Partner Violence

DV Hotline

1

0

0.2

0.4

0.6

0.8

1

1.2

Patients Connection

Report Date: 11/13/2017

19

Domain Results Analysis

CHILDCARE
Q1: Do problems getting child care make it difficult for you to work or study? Yes or no?

RESULTS
Childcare
Risk
High
Medium
Low
Grand Total

Childcare
73
13
2,302
2,388

% Total
3%
1%
96%
100%

3%

1%

High
Medium
Low
96%

Zip Code Distribution Childcare
12% 12%

8% 8% 8%
7%
6%
5%
3% 3%
2% 2% 2% 2% 2% 2% 2%
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48152

43558

48182

49247

43604

43616

44870

43533

45840

43406

43623

43610

43528

43614

43560

43620

43611

43537

43605

43608

43609

43551

43613

43615

43612

43606

43607

1% 1% 1% 1% 1% 1% 1% 1% 1% 1%
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Domain Results Analysis

CHILDCARE OUTCOMES

Childcare Screening Outcomes
90%

83%

80%
70%

Childcare
In Process
Resolved
Unable to Reach
Unresolved
Grand Total

Screening Outcome
5
0
0
1
6

60%
50%
40%
30%
17%

20%
10%
0%

0%

0%
In Process

Resolved

Unresolved

Unable to
Reach

COMMUNITY RESOURCE REFERRALS
Childcare

JFS Child Care Benefit

3

DD Waiver for son

2

0

0.5

1

1.5

2

2.5

3

3.5

Patients Connected

Report Date: 11/13/2017
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Domain Results Analysis

EDUCATION
Q1: What is the highest level of school you have completed?

RESULTS
Risk
High
Medium
Low
Grand Total

Education
8
220
2,160
2,388

Education

% Total
0%
9%
90%
100%

0%
9%
High
Medium
Low
90%

Zip Code Distribution Education
13%

9%
8%

8% 8%
6%

5% 5%
4%

3% 3%

3% 3%

2%

2%

1% 1% 1% 1% 1%

1% 1% 1% 1%

0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

43612
43606
43609
43607
43605
43615
43604
43608
43613
43623
44830
49221
43512
43528
43614
43611
43551
43616
43537
43617
43620
43460
43610
43465
43560
43449
43522
43452
43525
49220
43566
43406
43408
43430
43619
49256

4%

Report Date: 11/13/2017
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Domain Results Analysis

EDUCATION OUTCOMES

Education Screening Outcomes
1
0.9
0.8

Education
In Process
Resolved
Unable to Reach
Unresolved
Grand Total

Screening Outcome
5
0
0
0
5

0.7
0.6
0.5
0.4
0.3
0.2
0.1
0

0

0

0

0

0

0

0

0

COMMUNITY RESOURCE REFERRALS

Education

GED Classes

3

Life Skills Center

2

TLCPL Read for Literacy

1

0

0.5

1

1.5

2

2.5

3

3.5

Patients Connected

Report Date: 11/13/2017
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Domain Results Analysis

SOCIAL CONNECTION
Q1: Are you currently married or living with someone in a partnership?
Q2: In a typical week, how many times do you talk on the telephone with family, friends, or neighbors?
Q3: How often do you get together with friends or relatives?
Q4: How often do you attend church or religious services?
Q5: How often do you attend meetings of the clubs or organizations you belong to?

Social Connections

RESULTS
3%

Risk
High
Medium
Low
Grand Total

Social Connection
46
83
2,259
2,388

% Total
2%
3%
95%
100%

2%

Low
Medium
High
95%

Zip Code Distribution Social Connections
11%11%
9%
7% 7%
5%
5% 5% 5%
3% 3% 3% 3%
2% 2%
2% 2% 2% 2% 2%

43609
43612
43615
43613
43607
43606
43605
43608
43604
43528
43551
43611
43623
43560
43616
44830
48144
43558
43614
49221
43566
43570
43447
43620
43504
43567
43449
43619
49228
43617
49265
43469
43635
43533

1% 1% 1% 1% 1% 1% 1% 1% 1% 1% 1% 1% 1% 1%
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Domain Results Analysis

SOCIAL CONNECTION OUTCOMES
N/A * New Wellopp domain – data to come

Utilities
In Process
Resolved
Unable to
Reach
Unresolved
Grand Total

Screening
Outcome
23
11
0
3
37

COMMUNITY RESOURCE REFERRALS
N/A * New Wellopp domain – data to come

Report Date: 11/13/2017
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Domain Results Analysis

UTILITIES
Q1: In the past year, has the utility company shut off your service for not paying bills?

RESULTS
Utilities
High
Low
Grand Total

Patients
32
240
272

Utilities

12%
High
Low
88%

Report Date: 11/13/2017
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Domain Results Analysis

UTILITIES OUTCOMES

Utilities Screening Outcomes
70%
62%

Utilities

Screening Outcome

In Process
Resolved
Unable to Reach
Unresolved

23
11
0
3

Grand Total

37

60%
50%
40%
30%

30%
20%

8%

10%

0%
0%
In Process

Resolved

Unresolved

Unable to
Reach

COMMUNITY RESOURCE REFERRALS
Utilities

PIPP

15

30 day Shut Off Delay

6

HEAP

4

City of Toledo Water Discount

1

SVdP

1

0

2

4

6

8

10

12

14

16

Patients Connected

Report Date: 11/13/2017
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review. CMS should clarify how states should address any Medicaid-specific issues and the
circumstances in which Medicaid waivers would be necessary to do so, to enable risk-bearing integrated
delivery system models to provide states with another delivery system option to improve quality and
reduce cost.
A second area of Medicaid-focused innovation should encourage Medicaid managed care organizations
(MCOs) to enter into capitated and delegated coordinated care models with integrated delivery systems.
In our experience, Medicaid MCOs have been reluctant to enter into such contracts. In the same way
that capitated and delegated models should count as an advanced APM within Medicare's Quality
Payment Program (QPP), we recommend that CMS identify ways to incentivize the use of capitated and
delegated coordinated care models with integrated delivery systems in Medicaid. CMS could propose a
nationwide Medicaid corollary to the Medicare QPP that provides meaningful financial incentives to
providers to participate in Advanced APMs through MCOs. Even in the absence of financial incentives,
CMS should clarify that capitated and delegated provider models would be value-based purchasing
models under new Medicaid managed care rules.
Mental and Behavioral Health Models
Prospects recognizes and supports CM Mi's intention to focus on models that integrate physical and
behavioral health models. We have developed a full continuum of behavioral health services designed
to be delivered in a comprehensive, integrated approach with physical health services and especially for
the Seriously Mentally Ill. These programs also work best under integrated and capitated financing
approach with physical health to financially support full integration. We ask that CMS support these
approaches in both Medicare and Medicaid programs.
MOVING FORWARD
Again, we wish to thank you for the opportunity to provide feedback to CMMI on new directions to
promote patient-centered care and test market-driven reforms. Prospect has 30 years of experience
from which to contribute lessons learned and provide ideas on how to quickly push the health care
system to be more responsive to patient needs and purchaser budgets. If we can be of further
assistance, please do not hesitate to contact me.

President, Coordinated Regional Care Group
Prospect Medical Holdings, Inc.
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Providence St. Joseph Health
1801 Lind Avenue SW
Renton, WA 98057-3303
PSJHeath.org

Nov. 20, 2017

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W., Room 314-G
Washington, D.C. 20201
Re: Request for Information: Center for Medicare & Medicaid Services, Innovation Center New
Direction
Dear Ms. Verma,
On behalf of Providence St. Joseph Health, thank you for the opportunity to provide feedback to the
Centers for Medicare & Medicaid Services (CMS) regarding the request for information on a new
direction for the CMS Innovation Center (CMMI) published in the federal register on Sept. 20, 2017.
Providence St. Joseph Health is committed to providing for the needs of the communities we serve, with
a special focus on those who are poor and vulnerable. Providence St. Joseph Health combines
Providence Health & Services and St. Joseph Health and includes a diverse family of organizations.
Together, we employ more than 111,000 people who serve in 50 hospitals, 829 clinics, two health plans
and hundreds of programs and services in Alaska, California, Montana, New Mexico, Oregon, Texas and
Washington. Our unique not-for-profit organization is transforming health care for the future through
digital innovation, population health, mental health, specialty institutes and clinical quality. Each year
we work to provide care and services where they are needed most, including investments in community
benefit that in 2016 totaled more than $1.6 billion.
Providence St. Joseph Health has long advocated for alternative payment models (APMs) and bundled
payments as important strategies for high-quality and high-value care. We have a number of bundled
payment arrangements with commercial payers in place, and more importantly, implemented the care
redesign and clinician integration that makes these innovations meaningful. Providence St. Joseph
Health currently participates in the following CMMI models:



Comprehensive Care for Joint Replacement
Comprehensive Primary Care Plus




Medicare Shared Savings Program Track 1
Medicare Shared Savings Program Track 3

Providence St. Joseph Health finds great value in transitioning from fee-for-service to value based care
and we hope CMMI can continue to improve these models in the future.
Based on our experiences with these models, certain themes have emerged that apply broadly to
payment and delivery system reform. We believe that CMMI should apply these principles across all of
its projects and models:


Increase flexibility in the way we meet the intended goals of the model, so organizations can
better align these models with their missions and strategic priorities rather than a being bound
to restrictive requirements



Include adequate risk adjustment methodologies to ensure they do not inappropriately penalize
participants treating the sickest, most complicated and vulnerable patients



Minimize regulatory burden to the greatest extent possible, such as those related to quality
reporting requirements



Account for the differences in costs across geographies by state and region



Waive the applicable fraud and abuse laws that inhibit care coordination to enable participating
hospitals to form the financial relationships necessary to succeed



Provide flexibility to identify and place beneficiaries in the clinical setting that best serves their
short and long term recovery goals



Align these models across different payers so providers aren’t having to navigate through
multiple iterations of the same model



Promote fully integrated care that considers the whole person, including their behavioral health
and mental health

In addition, we also would like CMMI to pursue Programs for All-Inclusive Care for the Elderly (PACE)
like pilots, as part of the PACE Innovation Act. Currently, PACE may only enroll beneficiaries who are at
least 55 years of age and eligible for a nursing home level of care. Passage of the PIA allows CMMI to
pursue a number of PACE-like pilots that would allow other high-cost, high-need populations to enroll
in pilot programs modeled on PACE and to benefit from the highly coordinated, fully integrated,
patient-centered care for which PACE is well known. We appreciate the steps that CMMI and the
Medicare Medicaid Coordination Office have taken thus far to implement one or more of the PACE-like
pilots, most notably the release of two separate requests for information related to a pilot for younger
adults with mobility limitations known as the Person Centered Community Care Model (P3C Model).
Thus far, however, no PACE-like pilots have been implemented, and our response to the current RFI is
submitted in hopes that CMS will move forward with the P3C model and other pilots.
Below, we discuss specific concepts that we urge CMMI to consider as it moves forward. We hope you
find this feedback informative:
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Allowing flexibility within APMs
PSJH and our ministries (hospitals) continue to support APMs that promote alignment between various
clinical settings, improve the quality of care provided to patients, and lower costs. As the number and
scope of APMs increase, we see great value in allowing greater flexibility in the way we meet the
intended goals of the model. Current models are overly prescriptive with stringent requirements.
Instead of mandating certain requirements, that can often be administratively burdensome on the
provider, we rather have the flexibility to align these models with our overall mission and strategic
priorities, while still meeting the intended goals of the model.
Social Determinants of health
Providence St. Joseph Health recognizes the need to account for the social risk factors that impact the
health of the populations we serve in order to more accurately assess the performance of our providers.
PSJH urges the agency to leverage recent momentum around social determinants of health to inform
the development of future models. We know that failing to adjust measures for sociodemographic
factors when necessary and appropriate can adversely affect patients and worsen health care disparities
because the penalties divert resources away from hospitals and other providers treating large
proportions of vulnerable populations. PSJH urges the agency to incorporate sociodemographic
adjustment into any quality or cost measures used to assess performance in future APMs.
Administrative burden
Models that allow providers to be flexible in how they achieve their outlined objectives will also reduce
the regulatory burden that currently imposes a barrier to provider participation. Our providers are eager
to take on care innovation, but are dissuaded by the heavy burden of clinical documentation and
reporting. If APMs reduced the regulatory burden such that providers were not overloaded with
paperwork, it would be much easier for providers to participate. Models should seek to minimize
regulatory burden to the greatest extent possible, such as those related to quality reporting
requirements or other forms of clinical documentation.
Stark law
Both federal and state law create serious barriers to clinical integration, which is essential to creating
efficiencies and improving care under APMs. Clinical integration depends on hospitals, doctors, nurses
and other caregivers working as a team to ensure that patients get the right care, at the right time, in
the right place. Shared savings and gainsharing provide important mechanisms for aligning providers'
interests to decrease health care costs while improving quality as the health care industry transitions
from payment based on volume to one based on value.
As Congress recognized last year, the Stark Law – which was originally enacted to ban physicians from
referring patients to facilities in which the physicians has a financial interest (self-referral) – has
developed and expanded over the years so as to now ban or impede arrangements designed to
encourage hospitals and doctors to work together to improve patient care at a reduced cost in a
clinically integrated model. By requiring that compensation be fixed in advance and based only on hours
worked, the Stark Law effectively prevents—or, at best, creates substantial barriers to—payments tied
to achievements in quality and efficiency.
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We understand that removing these barriers ultimately requires legislative action, however, we urge
the HHS Secretary to work with other agencies and legislators to remove legal barriers to permit
financial arrangements designed to foster collaboration in health care delivery and incentivize and
reward efficiencies and improvements in care.
Regulatory barriers
CMS should waive certain Medicare program regulations so that our various ministries may coordinate
care and ensure that it is provided in the right place at the right time. Among the rules to waive are the
inpatient rehabilitation facilities (IRF) “60 percent rule,” which requires that at least 60 percent of all an
IRF’s patients (Medicare and non-Medicare) have conditions or diagnoses that fall within a list of 13
specific diagnostic characteristics, either as a primary diagnosis or a qualifying comorbidity; and the IRF
“three hour rule,” which mandates a three-hour requirement for therapy. By routinely waiving both of
these rules, our APM participants would have the maximum flexibility to identify and place beneficiaries
in the clinical setting that best serves their short- and long-term recovery goals.
Telehealth and virtual care strategies
Expanding telehealth furthers our Mission by allowing us to improve the quality of life for our patients
by easing access to care and increasing the availability of health services in our communities. Telehealth
services would allow our ministries to help maintain or supplement access to critical health care services
in the many vulnerable rural and urban communities we serve. Videoconferencing, remote monitoring,
electronic consults and wireless communications offer a wide-range of benefits, including: immediate,
around-the-clock access to physicians, specialists and other health care providers that otherwise would
not be available in many communities; the ability to perform remote monitoring without requiring
patients to leave their homes; less expensive and more convenient care options for patients; and
improved care outcomes.
PSJH is supportive of CMMI’s continued provision of telehealth waivers within its demonstrations.
However, we echo the American Hospital Association’s comments and urge CMMI to consider a
dedicated model that tests changes to coverage and reimbursement that would lead to more effective
and widespread adoption of virtual care strategies. By both lifting restrictions on the use of telehealth
across risk-based payment models and conducting specific telehealth demonstrations, CMMI can
evaluate its cost-effectiveness and efficacy to support expanding telehealth across all of Medicare.
Despite the increased use of video and other technology across the nation to connect with patients and
consult practitioners at a distance, there are many barriers to wide use of telehealth. Medicare coverage
of telehealth services is particularly restrictive with outdated requirements that limit the areas in which
telehealth is covered to only certain geographic locations, sites of service, types of technology and
specific services that are covered. In order to increase patient access to services in more convenient and
efficient ways and make these strategies work for vulnerable communities, CMMI should eliminate the
geographic and originating site requirements, and remove restrictions on covered services and
technologies.
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Behavioral health models
Medicaid managed care
The growth in Medicaid managed care calls for a thorough review of the regulatory barriers that
interfere with care coordination, particularly for behavioral health. We urge CMMI to consider testing
innovative models that prohibit the carve-out of behavioral health services from Medicaid managed
care benefits. States currently have the option to carve out certain services, particularly behavioral
health services, from Medicaid managed care benefits. Such carve-out arrangements create barriers to
the integration of behavioral health and physical health care and inhibit the sharing of information
across care settings. The inability of behavioral health and medical care providers to share information
and coordinate care can have a significant impact on millions of patients; about half of the Medicaid
disabled population have been diagnosed with a mental illness.
In addition, CMMI should explore delivery innovations that could be made under 1115 Waiver
authority to eliminate or restrict the scope of the Institutions for Mental Disease (IMD) exclusion to
improve access to care and help reduce costs. The IMD exclusion prohibits federal Medicaid
reimbursement for inpatient care provided to individuals between the ages of 21 and 64 in IMDs, such
as private freestanding psychiatric hospitals with more than 16 beds. CMS recently issued guidance to
states regarding the use of 1115 waiver authority and the IMD exclusion to treat substance use disorder
including opioid abuse. CMMI could explore how providers and states could collaborate on various
treatment protocols including providing treatment in inpatient and community-based settings.
Modernizing 42 CFR Part 2
For future behavioral health models, PSJH supports the modernization of data sharing requirements, as
they play an integral role in improving health outcomes by monitoring and identifying patients for
population health management. We also support the inclusion of consent policy best practices,
including an examination of the limitations presented by the 42 CFR Part 2 provisions on the ability for
providers to engage in the recommended data sharing approaches and provide high quality treatment
and care coordination that address all of a patient’s health needs.
Incorporating ambulatory settings
In order to transition into population health based care and to better manage a population with
behavioral health needs, CMMI must provide incentives to treat these patients in the ambulatory
setting. The outcomes for acute inpatient care for patients with behavioral health needs in the inpatient
setting are poor and very expensive. In order to make a difference within this population, there needs
to be payment reform that allows payment for the ambulatory care setting to encourage the
continuum of care and drive down costs.
Synchronize model implementation
Efficiencies can be recognized by better sharing resources and infrastructure across model teams, as
well as potential opportunities for alignment. The current approach to addressing model overlap –
namely, excluding from one model beneficiaries or providers that are also aligned to second model –
could potentially be addressed with broader financial gainsharing or contracting opportunities that
support model synergies rather than broad exclusions. We believe that better synchronization between
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models can ensure that the needs of individual patients are the focal point of the discussion. Quality
measure alignment and harmonization across models can also reduce burden on providers and
encourage focus on key indicators of improved quality and cost containment.
Model transparency
Access to timely, accurate, and actionable data fuels successful population health management and
patient engagement. CMS has improved the availability of Medicare claims data on attributed patients
in recent years based on feedback from model participants, although data for patients with substance
use disorders is still suppressed. In addition, transparency has been lacking on the underlying model
methodologies and accounting approaches for CMMI models. CMS should be more forthcoming with
this information so that providers can perform their own financial analysis and make informed decisions
about model participation.

Program of All-Inclusive Care for the Elderly (PACE) pilots
Providence St. Joseph sponsors two PACE programs, known as Providence ElderPlace, which serve
Oregon and Washington. Providence ElderPlace currently operates 12 PACE centers – 9 PACE centers in
Oregon and 3 in Washington. Founded in 1990, Providence ElderPlace in Oregon was one of the original
PACE replication programs and in 1995, Providence brought PACE to Washington State. Across our PACE
centers, we serve over 2,000 participants annually. We believe the PACE model of care offers the most
comprehensive approach to managing the complex health and social needs of the frail elderly
population across the entire continuum of care.
Medicare-only beneficiaries
Currently, 90 percent of PACE participants are dual eligible for both Medicare and Medicaid. Providence
St. Joseph Health agrees with the National PACE Association’s (NPA) comments and believes this is a
consequence of two issues:
1. 18 states have not elected PACE as a Medicaid state option which means Medicare beneficiaries
in those states do not have the option to enroll in PACE; and
2. requirements related to Medicare-only beneficiaries’ Part D premiums and premiums for nonMedicare covered services prevent Medicare beneficiaries from enrolling in PACE in large
numbers. A PACE-like pilot directed at Medicare-only beneficiaries would promote consumer
choice and enhance Medicare beneficiaries’ access to PACE.
We recommend CMMI proceed with a pilot including the following three components:


Allow for two-way program agreements in states that have not elected PACE as an option:
Currently, PACE organizations (POs) are only able to operate in states that included PACE as part
of their Medicaid plans, and that enter into three-way agreements with the Centers for
Medicare & Medicaid Services (CMS) and PACE organizations. A two-way agreement between a
PACE organization and CMS would provide Medicare-only beneficiaries access to PACE in the 18
states which have not elected PACE as a state option.
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Allow PACE organizations to develop Part D coverage options for Medicare-only individuals:
These options could include (1) the ability for Medicare-only individuals to retain their
marketplace Part D plan and (2) offering a PACE-sponsored Part D plan under a flexible benefit
structure with copays and deductibles. Currently, all PACE participants must enroll in their PACE
organization’s Part D plan which, depending on their individual drug needs and utilization, may
be significantly more expensive than an alternative Part D plan. This is due in part to the fact
that PACE organizations’ Part D coverage has no copays, no deductibles, and is based on the cost
experience of their participants who are exclusively high-cost, high-need as a consequence of
PACE eligibility requirements.



Allow PACE organizations greater flexibility to set premiums for non-Medicare services for
Medicare-only participants: Existing PACE requirements mandate that PACE organization charge
Medicare-only participants premiums that are equivalent to state Medicaid payment amounts.
Generally, states pay PACE organizations rates that reflect their average per capita costs for
PACE-eligible individuals. With few exceptions, PACE Medicaid rates for dually-eligible
individuals are not adjusted for risk or need. While this makes sense from a state’s perspective,
this approach to premium-setting unduly limits the ability of PACE organizations to establish
rates reflecting differences among consumers with regard to their needs and service utilization.

Expanding Medicare beneficiaries’ access to PACE in states that have not elected PACE as a Medicaid
option would require all three components of the pilot. For PACE organizations in states that already
have PACE, only components 2 and 3 are needed. In addition to expanding Medicare beneficiaries’
access to PACE and providing them a more coordinated, integrated and cost-effective alternative to
existing long-term services and supports (LTSS) options, very importantly, this pilot has the potential to
delay Medicare beneficiaries’ spend down to Medicaid creating savings for states.
At-risk medically complex beneficiaries
Providence St. Joseph Health agrees with NPA and recommends that CMS implement a PACE-like pilot to
address the needs of medically complex Medicare and/or Medicaid beneficiaries who are at-risk of
needing nursing home (NH) level of care. In 2016, NPA members and stakeholders developed an At-Risk
Medically Complex framework, which was shared with CMS in September 2016, to inform development
of a PACE-like pilot for this population. The framework addresses eligibility requirements
(demographics, medical, and non-medical criteria), service delivery design, payment, and quality
indicators for an at-risk medically complex PACE-like pilot. Such a pilot is intended to delay nursing home
eligibility by streamlining care delivery and improving the quality of care for at-risk medically complex
beneficiaries, through the integration of medical care and long-term services and supports. A key
objective of this PACE-like pilot would be to delay beneficiaries’ eligibility for nursing home care, thereby
creating savings for states in two main ways:
1. For a Medicare-only population, by addressing the needs of an at-risk population, the goal is to
delay the need for institutional care or more intensive community-based long-term services and
supports. As a result of this, we would expect Medicare beneficiaries’ private-pay resources to
last longer and to delay their eligibility for Medicaid.
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2. For dual-eligible and Medicaid-only populations, the pilot would delay NH eligibility which would
lead to financial savings for the state.
This pilot would also promote beneficiary choice through the establishment of tiers, wherein a set of
care services are associated with each respective tier. Pricing for each tier will vary based on care need,
frequency, and type of service furnished. Beneficiaries would also have an option to select a Part D plan
of their choice, or opt for the Part D plan provided by the PACE-like pilot.

Thank you for the opportunity to provide information on this important topic for the Innovation Center.
We hope that you find our input informative. For more information, please contact Jacquelyn Alamia,
director of federal relations.

Sincerely,

Rod Hochman, MD
President and CEO
Providence St. Joseph Health
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attn: CMMI RFI
P.O. Box 8016
Baltimore, Maryland 21244-8013
Re: Centers for Medicare & Medicaid Services (CMS) Innovation Center New
Direction Request for Information (RFI)
Dear Administrator Verma:
We are writing on behalf of the Public Policy Committee of Psychologists In LongTerm Care, Inc. (PLTC) and the Society of Clinical Geropsychology (SCG) of the
American Psychological Association (APA). Our group has actively engaged in
advocacy and collaboration with CMS and the National Partnership to Improve
Dementia Care in the last few years. The PLTC and SCG represent psychologists
across the nation who serve the mental health needs of older adults, particularly
Medicare and Medicaid beneficiaries in need of long-term care services. Given that
over half of the nursing home populations have co-morbid medical and behavioral
health conditions [1], we appreciate CMS’s interest in promoting behavioral health
integration (BHI) in recent years. We are particularly encouraged by the focus on
dementia care and behavioral health workforce challenges during the September 8th
CMMI Behavioral Health Payment and Care Delivery Innovation Summit. In this
letter, we provide comments in response to the CMMI Request for Information (RFI),
specifically on mental health and behavioral health models relevant to older adult
beneficiaries in long-term care settings and the role of psychologists in these models.
Background
We would first like to applaud CMS’s initiative to enhance the requirements long-term
care facilities must meet to participate in the Medicare and Medicaid programs. We
particularly appreciate the requirements for facilities to provide comprehensive
person-centered care planning, behavioral health services, and reduce the use of all
psychotropic and antipsychotic medications (42 CFR §483.21, 483.40, and 483.45).
Moreover, we believe an opportunity exists to build upon the success of BHI
initiatives in primary care settings to meet the needs of long-term care
beneficiaries.

In addition to physical frailty and chronic medical conditions, many nursing home
residents also experience mental illness, behavioral, and/or cognitive challenges that
impact their daily functioning. Emotional, behavioral, and cognitive issues often result
in a greater reliance on psychotropic medications, poor medical treatment
adherence, as well as costly and perhaps unnecessary hospitalizations. In addition,
the behavioral health challenges faced by older adults in long-term care settings
often create significant disruption to the quality of life for these individuals and
present overwhelming challenges to long-term care providers who are ill-equipped to
meet their complex needs.
Psychologists are equipped to effectively address the abovementioned
challenges. With an average of seven years of extensive graduate and clinical
training, doctoral-level psychologists possess sophisticated clinical expertise in
behavior management, psychotherapy, and psychological assessment, as well as
health and behavioral interventions. Moreover, in addition to providing
comprehensive psychological assessment and intervention to residents and their
family members within long-term care settings, psychologists are also uniquely
equipped to design, implement, and monitor behavioral interventions, and facilitate
interdisciplinary collaboration directed at person-centered behavioral support and
holistic care. These clinical interventions can be further supported by the involvement
of psychologists as educators, mentors, and leaders within the interdisciplinary team.
In sum, when psychologists are given the opportunity to bring the full array of skills
and training to bear within long-term care settings, they are able to support residents,
family members, and direct care staff in a manner most consistent with personcentered care and supportive of culture change. [2]
Psychiatric Collaborative Care Management
Based on the Psychiatric Collaborative Care Model (CoCM) supported by the
American Psychiatric Association, CMS introduced several codes (G0502, G0503,
G0504, G0505, G0507) in 2017 to reimburse bundled services furnished to
beneficiaries in primary care. While the CoCM supports an interdisciplinary team
consisting of a primary care physician, a behavioral health care manager, and a
consulting psychiatrist, it neglects to address the contribution of psychologists.
Despite psychologists’ unique role in collaboration, management, and the evaluation
of treatment for older adults, currently psychologists cannot use these G codes
because they are excluded from providing evaluation and management services
(E/M).

Psychologists are doctoral-level, independent licensed healthcare providers like
psychiatrists. Research in primary care shows that the supervision of behavioral
health care managers by doctoral-level professionals, either psychologists or
psychiatrists, is a key component for success. [3] Limiting psychologists’ involvement
to the role of behavioral health care management services in the CoCM fails to
maximize utilization of the full range of skills and expertise offered by psychologists,
and is ultimately more costly. For example, a budgetary impact analysis suggested
that BHI expenditures in a 200,000-member Medicaid plan in California and
Massachusetts would be significantly lower when adopting the Behavioral Health
Consultant (BHC) Model where the behavioral health provider is a fully-embedded
member of the primary care team, as opposed to the Collaborative Care Model
where case managers are in charge of care coordination [4].
Given the complexity of mental health and behavioral issues in nursing homes, we
believe the CoCM, in its current form, is an insufficient BHI model for long-term care
settings. Although the use of interdisciplinary teams and the development of care
plans are recognized, the role of the mental health “consultant” remains limited,
particularly as it relates to psychologists.
Currently, only assessment and direct intervention services provided by
psychologists to long-term care residents are reimbursed by Medicare. While
psychologists are professionally equipped to provide more comprehensive supports
to residents, families, and direct care staff, these services are not reimbursable under
the current system. For example, behavioral challenges related to dementia cannot
be effectively treated by individual psychotherapy alone. Behavioral management
requires a team effort led by a mental health professional to ensure observation and
tracking of resident behaviors. In addition, best practice behavior management is
built upon assessment of residents’ strengths, goals and preferences, resulting in
creation of individualized and person-centered behavioral support plans.
Implementation of the behavioral plan requires staff training, mentoring and system
change to support effective staff engagement in providing consistent person-centered
behavioral support. In sum, the best clinical outcomes achieved in the most costeffective manner occur when the entire interdisciplinary team, including direct care
workers, works collaboratively under the guidance of an expert mental health
specialist to address the behavioral needs of residents.
We assert that outcomes can be improved and costs reduced when psychologists
are reimbursed for non-direct care activities that contribute to the wellbeing of long-

term care residents. This should include leading interdisciplinary care planning
related to behavioral health needs of residents, training direct care staff to
incorporate the needed behavioral techniques, and supporting Quality Assurance
Performance Improvement (QAPI) projects demonstrating the impact of the
interventions. In addition, psychologists can use their professional skills to facilitate
effective team communication, promote dynamic interdisciplinary collaboration
processes, and foster enhanced person-centered, holistic care through the infusion
of psychosocial and behavioral expertise across the care processes. While many
psychologists offer these kinds of services and supports in long-term care settings to
the extent they are able, the current model of reimbursement discourages these
professionals from consistently bringing their full range of professional expertise to
bear in long-term care systems. Ultimately, the financial disincentives that exist
restrict long-term care resident access to the full measure of quality and appropriate
behavioral health services that psychologists can provide.
Other Integrated Care Models
In addition to the CoCM, we strongly encourage CMMI to consider adapting other
well-developed integrated care models as described below.
Based on the Behavioral Health Consultant (BHC) approach, the Primary Care
Behavioral Health (PCBH) model serves a primary care practice’s entire patient
population, not only a segment of the population with specific care needs. This model
utilizes psychologists to enhance primary care services through integrated
comprehensive behavioral health roles. Psychologists assist PCPs in the
management of behavioral health conditions and provide brief, focused interventions
to educate patients about their condition and provide self-management techniques.
The PCBH model represents the behavioral component of the Patient-Centered
Medical Home (PCMH), providing team-based care for all behavioral health issues.
The inclusion of warm handoffs and team huddles helps reduce mental health stigma
and promotes greater collaboration and cohesion among healthcare providers. The
PCMH model promotes good clinical outcomes and improves the patient and
provider experience. [5]
The Veterans Health Administration (VHA) model of integrated primary care is one of
the largest integrated care systems in the nation, with the majority of mental health
providers in integrated care being psychologists. [6] The care management
component, based on models like IMPACT, does not require oversight by a
psychiatrist, but a licensed independent mental health provider.

A review by the Institute for Clinical and Economic Review (ICER) suggested that
effective behavioral health integration programs include screening, team-based care
with non-physicians to support and co-manage patients, shared information systems,
use of evidence-based guidelines for treatment, monitoring patient responses,
engagement with community services, and patient-centered care. [4] In another
review that evaluated the effectiveness of collaborative care models for depression,
researchers identified psychotherapy, supervision by a doctoral-level provider, and
universal screenings as 3 key components of successful collaborative care. [7] To
summarize, psychologists are effective service providers and team leaders in
existing BHI models in primary care.
Integrated Care Models in Long-Term Care
An integrated care model, as seen in primary care, involves the highest degree of
collaboration and communication among psychologists and other health care
professionals on a regular basis. Psychologists are thus recognized as official
members or leaders of the interdisciplinary team. Timely and regular communication
is even more crucial in long-term care settings, where BHI led by psychologists has
achieved much success.
In the Department of Veterans Affairs, the STAR-VA model partners a licensed
psychologist with a registered nurse to train and guide the interdisciplinary team in
behavioral assessment and care planning for nursing home residents with behavioral
and psychological symptoms of dementia. [8] The STAR-VA behavior management
intervention includes Social Work, Recreation Therapy, physician and nursing staff.
Psychologists attend care planning meetings to assist and consult with nursing staff
in developing care plans, attend nursing reports, as well as administrative meetings.
Preliminary research suggests that this is a very successful model in managing
behavioral issues. [9]
In the Eldercare Method, a model that has been implemented in a variety of longterm care settings in Pennsylvania, psychologists serve as consultants, trainers, and
facilitators of an interdisciplinary team model directed at developing person-centered
behavioral support plans (PCBSP). [2] The model utilizes a standardized process of
interdisciplinary team care planning. Referred to as “Community Care Teams,”
psychologists and licensed clinical social workers serve as the leader and facilitator
of the interdisciplinary team process. The team, comprised of staff from a variety of
disciplines and roles at all levels of the organization, engages in reviewing the life
story, personal goals, preferences and strengths of each resident, in addition to
behavior tracking data, to develop the PCBSP. While the team process itself serves

as an educational tool to increase staff awareness and knowledge of personcentered care and behavioral interventions, the model also incorporates regular staff
training, clinical outcome measurement and feedback to the staff, and team building
opportunities. In unpublished quality improvement research in the settings where this
model has been used, long-term care providers have documented positive outcomes
and cost savings, including reductions in falls, behavioral challenges, staff injuries
and staff turnover. Increased resident engagement and staff satisfaction have also
been noted. The Eldercare Method model extends the person-centered behavioral
support services to nursing home residents who present with a range of mental
health and quality of life challenges, including anxiety, depression and trauma, as
well as those with dementia.
BE-ACTIV is a behavioral intervention for depression in nursing homes that illustrates
psychologist-led integrated care utilized in long-term care settings. The intervention is
designed as a 10-week, behavioral, activities-based intervention for residents with
depression that is implemented collaboratively with nursing home activities staff.
Residents with depression are identified by the care team and are evaluated by the
mental health professional. The psychological assessment is used to inform the
development of a depression care plan that draws upon the interests, preferences,
and strengths of the resident to design an individualized approach to engaging and
activating the resident. Activity staff and direct care workers implement the plan
under the direction of the psychologist, and outcomes are measured to ensure
effectiveness and/or to guide revisions to the interventions. BE-ACTIV is an
evidence-based approach that has been well-documented for effectiveness in longterm care. [10]
Conclusion
Psychologist-led models of care and interventions have demonstrated positive
outcomes related to long-term care beneficiaries’ wellbeing and staff efficacy in
addressing behavioral and mental health issues. Moreover, when psychologists are
positioned to engage the full range of their professional expertise in long-term care
settings, their involvement promotes and supports other CMS priority goals, such as
person-centered care, strength based assessment, resident satisfaction, and
enhanced staff knowledge and skills in behavioral health. However, under the current
system, psychologists are not eligible for reimbursement for a range of services for
which they are professionally equipped and would contribute to the overall quality of
life and quality of care provided to older adults with dementia and other mental health
disorders. Even within the expansion of CoCM codes that involve case management

and care planning, psychologists are not positioned to share their full professional
expertise. While we fully support the inclusion of care management within CoCM
models, we submit that psychologists are best equipped to supervise the behavioral
health care management function, rather than serve in that role under the guidance
of another professional specialty. To summarize, we have the following
recommendations:


We suggest, as a first step, that CMMI consider funding BHI models that
demonstrate the financial and clinical benefits of utilizing psychologists in a role
comparable to that of a psychiatric consultant.



We propose new BHI models in long-term care include psychologists in a
leadership role within interdisciplinary teams providing collaborative care for
residents with behavioral health needs.



We support the development of care models and procedure codes that more
accurately describe psychologists’ work in future BHI models for the geriatric
population, specifically behavioral and non-pharmacological interventions.



We advocate for the inclusion of training direct care staff and leadership in
behavioral health care planning into reimbursement structures, so that
psychologists and other mental health professionals can furnish these sorely
needed services in long-term care settings as a means of improving care.

We thank the CMMI for the opportunity to share these comments. Please do not
hesitate to contact us if we can provide further information or assistance.
Respectfully,
Cecilia Poon, PhD
Kelly Carney, PhD
Public Policy Committee
Psychologists In Long-term Care, Inc.
Society of Clinical Geropsychology
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I.
Contact Information
Qsource
Nancy Archer
II.
Response
Qsource appreciates the thoughtful development of the guiding principles presented in this request
for information and offers the following comments specifically related to guiding principles five
and six:

5) Transparent model design and evaluation – Draw on partnerships and collaborations with
public stakeholders and harness ideas from a broad range of organizations and individuals across
the country.
6) Small Scale Testing – Test smaller scale models that may be scaled if they meet the requirements
for expansion under 1115 A(c) of the Affordable Care Act (the Act). Focus on key payment
interventions rather than on specific devices or equipment.
Qsource believes that Quality Innovation Network-Quality Improvement Organizations (QINQIOs) can provide significant assistance to design evaluation by testing models developed under
this new CMMI direction. Like many QIN-QIOs, Qsource represents the only stakeholder
organization with the knowledge, skill and communication infrastructure to perform small, but
effective, model testing with healthcare stakeholders across multiple states. When combined with
all QIN-QIOs, the reach expands to every US state and territory. QIN-QIOs are unique in their
coordinated geographic reach--including relationships at the local community level and recognized
regional leadership; quality improvement expertise in small, rapid cycle testing processes; and
demonstrated advanced analytic skill sets. We’ve lead healthcare communities across the nation
in the use of rapid cycle testing and incorporation of the principles of LEAN and Six Sigma into
defining the possible causes of performance variation.
Qsource uses technology to support community, state, regional and national collaboration and
feedback through virtual forums and secure data sharing portals. Both individualized and aggregate
evaluation tactics are employed on a daily basis across our network. The use of these existing
networks will yield comprehensive model testing and real-time feedback during each small test
cycle.
Qsource offers established, strong relationships with partners, providers and patients which will
allow timely inclusion of their perspectives into the testing process. Qsource has enjoyed lasting
and mutually beneficial relationships linked to each of the focus areas in this RFI: medical
associations focused in primary care and specialty medicine--inclusive of behavioral health;
pharmacists and their associations; state-based health plans; individual consumer representatives
and their local groups; and utilization review organizations. Where others may have to attempt to
establish such relationships, QIN-QIOs have enjoyed strong patient and caregiver participation for
decades.

These comments are directed toward the “Centers for Medicare & Medicaid Services:
Innovation Center (Innovation Center) New Direction”1 (retrieved from
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf) and the goals stated therein of “fostering an
affordable, accessible healthcare system that puts patients first.i” As described below and by denying
Medicare and other patients access to hundreds of thousands of Master’s Degree-trained and fully state
licensed clinical mental health and clinical addiction counselorsii , the current Medicare System operates
to 1) deny Medicare patients access to several hundred thousand highly-trained clinical mental health
and addiction practitioners; 2) acts as a barrier to patients accessing professional counselors specifically
trained in and state-licensed to provide treatment for substance use and co-occurring mental health
disorders; and, 3) artificially restricts competition, decreases patient choice, and increases mental
health and addiction treatment costs. The system does so by denying patients access to hundreds of
thousands of competent, highly skilled and highly trained mental health and addiction treatment
providers2 because these providers are improperly barred from billing Medicare for the costs of treating
Medicare patients.
The vast majority of fully-licensed addiction practitioners are Master’s degree trained and
licensed clinical alcohol and drug counselors. Given the current urgency of the opioid and addiction
crisis, it makes no sense that the current Medicare structure makes it impossible for these highly trained
mental health specialists to treat Medicare patients.
For the millions of patients currently receiving mental and behavioral health services from state
licensed professional counselors, the inability of their providers to get Medicare reimbursement forces
them to have to find new practitioners when they eventually transition to Medicare coverage. This
undoubtedly increases costs and decreases provider effectiveness as new providers will have to
effectively start from scratch. The new providers will have to explore their new patient’s life and
psychological history, earn their new patient’s therapeutic trust, develop a new treatment plan, and
apply the provider’s particular kind of mental health treatment modality.
Allowing hundreds of thousands of highly trained and highly skilled clinical mental health and
licensed clinical addiction counselors to receive Medicare reimbursement will be a major step towards
achieving the purposes of: Guiding Principle 1) of promoting “choice and competition in the market;” of
Guiding Principle 2) of reducing burdensome requirements and unnecessary regulations that prevent
hundreds of thousands of highly-trained clinical mental health and addiction practitioners from
providing cost-effective services to Medicare patients; of Guiding Principle 3, “Patient-centered care, ”
to “empower beneficiaries, their families, and caregivers to take ownership of their health and ensure
that they have the flexibility and information to make choices as they seek care across the care
continuum (bolding and italics added); of Guiding Principle 4, “Benefit design and price transparency …
to ensure cost-effective care that also leads to improvements in beneficiary outcomes; of Guiding

1

A quotations herein are taken from the New Direction document.
There are over 140,000 Licensed Professional Counselors who hold Master’s or Doctoral Degrees in clinical
mental health counseling nationwide. This writer does not know the number of Licensed Clinical Drug and Alcohol
Counselors nationwide. By way of example, in New Jersey there are 3,970 active and 663 application pending
Licensed Professional Counselors (http://www.njconsumeraffairs.gov/pc/Pages/meetings.aspx) and 2069 active
and 515 application pending Licensed Clinical Alcohol and Drug Counselors and 515 pending applications as of
August 25th, 2017 (http://www.njconsumeraffairs.gov/adc/Minutes/Alcohol-minutes-082517.pdf).
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Principle 5, to “draw on partnerships and collaborations with public stakeholders and harness ideas for a
broad range of organizations and individuals across the country… .”
The Innovation Center indicates that it is interest in testing models in eight focus areas,
including: “Medicare Advantage (MA) Innovation Models” and “Mental and Behavioral Health Models.”
Such models should include an examination of the effect of allowing Medicare beneficiaries access to
mental and behavioral health services provided by fully-licensed clinical mental health and addiction
counselors. Denying Medicare patients access to hundreds of thousands of fully-licensed mental and
behavioral health practitioners would be antithetical to the Innovation Center’s observation that
“Consumer-directed care models could empower Medicare, Medicaid, and CHIP beneficiaries to make
choices from among competitors in a market-driven healthcare system.
The Innovation Center is considering testing models that would allow “Medicare beneficiaries to
contract directly with healthcare providers… .” Medicare currently allows Medicare beneficiaries to
contract with practitioners such as licensed clinical social workers, but prevents Medicare beneficiaries
to contract with the hundreds of thousands of highly trained, highly skilled, and fully-licensed clinical
mental health and licensed clinical addiction counselors. That barrier to Medicare and other
beneficiaries accessing clinicians should and must be removed if the Innovation Center truly wants to
achieve its stated purposes of driving “innovation, better quality and outcomes, and lower costs.”
“CMS is actively exploring potential models focused on behavioral health, including focus areas
such as opioids, substance use disorder, dementia, and improving mental health provider participation
in Medicare, Medicaid, and CHIP.” Allowing the hundreds of thousands of highly trained and highly
skilled clinical mental health and licensed clinical addiction counselors to treat the patients in these
programs by allowing these counselors to be reimbursed under these programs would be a major step
in improving mental health provider participation.
i

November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201
Dear Administrator Verma:
Thank you for the opportunity to respond to the Request for Information on a new direction
for the Center for Medicare & Medicaid Innovation (CMMI). As independent primary care
providers, we are truly encouraged by CMS’s focus on patient-centered care and marketdriven reforms that empower beneficiaries as consumers. We firmly believe in CMS’s vision
of transforming primary care from the legacy model which is volume-driven, transactional
and focused on treating the discreet illnesses of patients in the office on a given day, to a
refreshing new model which is continuous, relationship-based and focused on enabling an
entire patient population to achieve its optimum health.
Our organization has whole-heartedly embraced the shift from volume to value in primary
care that CMS has been spearheading:
•

We operate an MSSP ACO (Care is Primary ACO) with over 12,000 beneficiaries in
southeast Pennsylvania and southern New Jersey

•

Our commercial ACO (Advanced Comprehensive Care Organization) is an
outgrowth of the Pennsylvania Chronic Care Initiative and has been engaged in
multi-payer, value-based contracting and practice transformation since 2008

•

Our ACO includes two of the first ten primary care practices in the country to
achieve PCMH Level III recognition from NCQA

•

Ten of our practices are participating in CPC+ (both Track 1 and Track 2) in the
Philadelphia region

•

In a unique public/private collaboration, we currently have seven Direct Primary
Care Medical Homes serving public-sector workers and their families across the
State of New Jersey

In our nearly ten years of deep engagement in primary care transformation, we have run
into two vexing challenges which continuously hinder the ability of traditional primary care
practices to fully implement continuous, patient-centered population health initiatives and
realize the better outcomes, reduced costs, and improved patient and provider satisfaction
which accompany true value-based care:
1. All the various value-based payment models which have been introduced by payers,
including CMS, have been built on a legacy Fee-for-Service payment chassis. So long
as primary care practices must maximize their number of office visits in order to
generate the necessary revenue to pay their bills, transformative primary care is
impossible.

2. Primary care physicians are responsible for caring for too many patients. It is simply
impossible for a primary care physician to take the necessary time, both during
office visits as well as between office visits, to develop a meaningful, trusting
relationship with over 2,000 patients.
These challenges are interrelated - volume based revenue for primary care leads directly to
unmanageable patient volume. By controlling the payment model, and limiting the patient
panel, the most vexing challenges are mitigated. This solution is being rolled out in an
innovative Direct Primary Care pilot program in New Jersey. In a show of strong bipartisanship, the administration of Republican Governor Chris Christie came together with
the large public-sector labor unions in New Jersey to launch a Direct Primary Care
Medical Home demonstration project. This truly innovative model is designed to make
proactive, relationship-based primary care accessible to the over 500,000 public sector
workers and their family members who receive their health insurance through the New
Jersey State Health Benefits Program.
The program has key three key features:
1. Eliminating all patient cost share for primary care. Despite clear evidence
confirming the critical role of primary care in effective and efficient healthcare
delivery, the vast majority of health plans continue to apply deductibles and co-pays
to primary care. The NJ Direct Primary Care program turns this thinking on its head
by completely eliminating all co-pays and deductibles for access to outstanding
primary care. This means that NJ public sector employees and their families can
access a personal primary care physician, as often as necessary, without having to
worry about costs.
2. Capping the number of patients per physician. The NJ Direct Primary Care
program caps the number of patients per physician at 1,000, less than half the
number of patients a typical primary care doctor is responsible for. This smaller
patient panel size, enables the Direct Primary Care physicians to offer truly
convenient access, including:
• Same-day and next-day appointments
• Appointments that actually start on time
• Remote access to the patient’s personal physician via tele-health, virtual
visits and digital messaging
Most importantly, since the doctors are not rushing to their next appointment, they
can take the time to truly get to know each patient and understand their
multifaceted health concerns. So much of effective primary care is based on
listening, and listening requires time. The net result of this convenient access, and
unhurried conversations, is an enduring relationship based on mutual trust. With
this relationship cemented, the primary care doctors can serve as trusted advocates,
helping patients efficiently navigate the complexity of the healthcare system and
achieve optimum health.
3. Completely liberating primary care from perverse fee-for-service incentives.
All the primary care physicians participating in the program must forsake all feefor-service billing. Meaning, providers participating in the New Jersey Direct
Primary Care program cannot have fee-for-service revenue from any source. So
much of what is crucial to outstanding, relationship-based primary care takes place

outside of an office visit. This includes helping patients make smart lifestyle choices,
monitoring adherence to treatment plans for chronic conditions, and coordinating
care among specialists. None of these vital activities are properly incentivized in a
fee-for-service payment system. That is why the architects of the NJ Direct Primary
Care program replaced the traditional fee-for-service payment system, which
incentivizes volume, with a simple per member per month fee which encompasses
an expansive scope of primary care services and incentivizes continuous,
relationship-based care. By liberating primary care doctors from the perverse feefor-service financial incentives, they are free to focus each day on maximizing the
health of their patients, rather than maximizing the number of office visits.
R-Health is privileged to have been selected as one of the two provider organizations to
implement this innovative Direct Primary Care Medical Home across the State of New
Jersey. In so doing, we have seen first-hand the transformative effect of being able to build
primary care practices from the ground up that are completely optimized for true valuebased care delivery and continuous, patient-centered population health management.
Direct Primary Care Medical Home Demonstration Program
We propose that CMMI consider testing and evaluating a Direct Primary Care Medical Home
demonstration program for Medicare beneficiaries. The key features of the program would
be completely replacing fee-for-service reimbursements with a simple per beneficiary per
month (PBPM) fee and capping the total patient panel at 1,000 for participating primary
care physicians.
Payment model
Participating primary care providers would receive a risk-banded PBPM ranging from $90 $110 for each beneficiary who chooses to join the program and selects that provider. This
PBPM would cover all services provided to the beneficiary by the participating primary care
provider, with the exception of the material costs for vaccines which would be reimbursed
by CMS. There would be no cost sharing for beneficiaries for any care received from their
Direct Primary Care Medical Home provider
Risk model
Twenty-five percent (25%) of the Direct Primary Care Medical Home provider’s PBPM
payment would be at risk based on the total cost of care for the patients they are caring for.
For example, if the provider’s average PBPM is $100, up to $25 PMPM of that fee would be
at-risk if the total cost of care exceeds a risk-adjusted benchmark. Similarly, the provider
would be able to earn up to $25 PMPM in shared savings above the $100 PMPM if the total
cost of care is below the risk-adjusted benchmark.
Data sharing
In lieu of claims, since none will be necessary for processing payments, we would welcome
the opportunity to work with CMMI to develop a mechanism for batch submission of ICD-10
codes for beneficiaries participating in the Direct Primary Care Medical Home program for
risk adjustment and program evaluation purposes. If this proves unfeasible, an alternate
would be for Direct Primary Care Medical Home providers to submit zero-dollar claims for
data gathering purposes only.

We also envision CMMI providing participating Direct Primary Care Medical Home
providers with a similar data package as the one provided to MSSP ACOs.
Physician eligibility
As noted above, we suggest that CMMI institutes a per-provider cap of 1,000 total patients
(both Medicare and other payers) for any provider wishing to participate in the Direct
Primary Care Medical Home demonstration program. We further recommend that, similar
to the New Jersey program, participating providers in the Medicare Direct Primary Care
Medical Home demonstration program be required to attest to the fact that they do not
accept fee-for-service reimbursements from any source. Finally, there should be a
minimum scope of services for all participating providers that includes extended hours,
HIPAA compliant telehealth and digital messaging capabilities, and same-day appointment
availability for urgent health matters.
Marketing
We would envision CMMI working in conjunction with representatives of the Direct
Primary Care provider community to develop marketing materials and resources describing
the program to beneficiaries. CMS would then distribute these materials to beneficiaries in
geographic regions that have participating providers. Participating providers would also be
free to market to eligible beneficiaries in their communities. This might require waiving
certain restrictions regarding provider marketing to patients.
In summary, we believe that implementing a Direct Primary Care Medical Home
demonstration program for Medicare beneficiaries would offer a unique opportunity for
CMMI to evaluate the ability of true value-based primary care practices, that are completely
liberated from fee-for-service volume incentives, to deliver superior care, improved patient
outcomes and substantial cost reductions. We would welcome the opportunity to
collaborate with CMS and CMMI on this exciting endeavor and believe it could be the
culmination of CMS’s multi-year effort to deliver transformative primary care to its
beneficiaries.
Sincerely,

Mason Reiner
Chief Executive Officer
R-Health, Inc.

7253 Ambassador Road
Baltimore, MD 21244

November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
RE:

CMS Request for Information (RFI): Innovation Center New Direction

Dear Administrator Verma:
RadNet commends the Centers for Medicare & Medicaid Services (CMS) for soliciting public input on
new directions for the CMS Innovation Center through the Request for Information (RFI) published on
September 20, 2017. We are pleased that CMS wants to promote patient-centered care and test
market-driven reforms that empower beneficiaries as consumers, increase choices and competition, and
reduce costs.
RadNet, Inc. is the leading national provider of freestanding, fixed-site diagnostic imaging services in the
United States based on the number of locations and annual imaging revenue. Our goal is to deliver highquality, conveniently accessible care in the most cost-effective manner possible. RadNet has a network
of more than 300 owned and/or operated outpatient imaging centers. RadNet's markets include
California, Maryland, Florida, Delaware, New Jersey and New York. Our over 300 imaging centers, more
than 700 radiologists, and approximately 7,100 employees perform an estimated 7 million procedures
annually. In addition, RadNet provides radiology information technology solutions, teleradiology
professional services, and other related products and services to customers in the diagnostic imaging
industry.
*****

Consumer-Directed Care & Market-Based Innovation Models
RadNet believes, as does CMS, that beneficiaries should be empowered as consumers to drive change in
the health system through their choices. The RFI goes on to state, “[c]onsumer-directed care models
could empower Medicare, Medicaid, and CHIP beneficiaries to make choices from among competitors in
a market-driven healthcare system.” We agree. RadNet’s goal is to provide convenient access to highquality, cost-effective imaging care for our patients and referring clinicians through expert radiologists,
state-of-the-art equipment, advanced information technology, and a commitment to patient and
clinician satisfaction.
Information is essential to a competitive market. Beneficiaries should have ready access to price, quality,
and appropriateness information so they can make informed healthcare decisions that can lead to
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better outcomes and lower cost. Price transparency is a must. Charges for the same service can vary
widely by site-of-service; much of this variation lacks solid and verifiable economic justification.
Beneficiaries should know their out-of-pocket costs beforehand and be allowed to choose their provider
without restrictions or steerage to any particular provider. Interoperability is another necessary
element. As we will discuss later in these comments, unrestricted, multi-directional interoperability
permits the free-flow of clinical information that can promote quality, encourage efficiency, and
eliminate waste (e.g., avoiding unnecessary repeat studies). Expanded use of clinical decision support
can ensure that the beneficiary gets the right test at the right time. CMS should encourage tools that
provide information to beneficiaries and clinicians.
The RFI presents several innovative market-based approaches. These models, such as patient
contracting and preferred provider networks, have the potential to encourage beneficiary choice.
Preferred provider networks have been utilized by commercial payors for years and can promote
competition between providers. Network participants should be selected based on quality, patient and
clinician satisfaction, as well as cost. Additional qualifications could include adherence to population
health measures (e.g., screening rates), appropriate use criteria, multi-directional interoperability, and
care efficiency (e.g., lower repeat testing). Beneficiaries would then have the choice between network
and non-network providers once presented with quality and out-of-pocket cost considerations. RadNet
would be willing to work with the Innovation Center on such models.

Physician Specialty Models
Breastlink – Freestanding Integrated Cancer Care
According to the RFI, the Innovation Center is “interested in increasing the availability of specialty
physician models to improve quality and lower costs and engage specialty physicians in alternative
payment models, especially for independent physician practices.” Collaborative cancer care was given in
the RFI as an example.
Breastlink is one such collaborative cancer care network. 1 Breastlink’s approach to comprehensive
breast health combines breast imaging, breast oncology, breast surgery, and breast reconstruction in a
freestanding setting that avoids the costs of hospital-based care. Breastlink’s multidisciplinary, nonhospital approach has cared for thousands of breast cancer patients since its founding in 1995.
Breastlink would welcome the opportunity to discuss its cancer care model and explore possibilities with
CMS’ Innovation Center.

1

http://www.breastlink.com/
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Radiology Population Health Model
Another specialty model consisting of independent physician practices in an alternate payment
environment that has the potential to improve quality and lower cost is a population health model for
outpatient, non-emergent imaging care. Under this concept, freestanding (non-hospital) communitybased imaging centers would form a collaborative, self-supporting network to provide the imaging
needs for participating beneficiaries (Medicare or Medicaid). The network would be limited to
freestanding imaging centers because their costs and payment rates are typically lower than hospitalbased facilities. Participating centers would be paid based on a capitation rate. Similar models are
already in place for Medicare beneficiaries in commercial plans (e.g., Regal Medical Group in California)
and state Medicaid programs such as MediCal. RadNet is open to exploring this potential model with
CMS in greater detail.
Characteristics of this model include:
• Participating network imaging centers agreed to accept a capitated payment rate (i.e., dollar
amount per member per month) with risk corridors for non-emergent outpatient care that includes
the technical and professional components
• Treating physicians would have the option to: (1) order imaging tests for their patients after
consulting appropriate use criteria (AUC) or (2) allow a “qualified radiology professional” to
determine the optimal imaging work-up for the patient. Treating physicians have the option to
appeal imaging decisions to a participating imaging medical director.
• Collaboration between referring clinicians and rendering physicians; CDS provides real-time
information on order appropriateness, utilization patterns, progress towards outcome measures,
etc.
• Quality metrics established around time to schedule, report turnaround time, population health
screening (e.g., breast cancer, lung cancer, aortic aneurysm)
• Any savings from reduced utilization, minimizing repeat/duplicate testing, etc. are shared between
payor (e.g., Medicare, Medicaid), ordering, and rendering providers
• Participating network imaging centers have the capability to:
o Provide their patients with subspecialty radiologic interpretation
o Employ certified electronic health record technology and multi-directional connectivity to
receive and share patient health records including imaging and provide subspecialty
interpretation when necessary
• Patients will have access to their radiologic reports, images, the ability to schedule exams, etc. via a
dedicated electronic portal

4

Interoperability
Interoperability is a common component of the test models proposed by the CMS Innovation Center.
We, therefore, believe that interoperability should be prioritized within every test model proposed by
the CMS Innovation Center because this principle will increase transparency and advance quality care
regardless of the setting or service. This interoperability must be multi-directional to include the
exchange of health information between collaborating partners within an ecosystem consisting of
physician practices, freestanding imaging centers, other non-hospital settings, and hospitals/health
systems. Second, interoperability should be technology neutral, not tied to any particular approach or
solution. Finally, the definition of health records must include images and all other aspects of a patient’s
medical record in order to be most effective.
Billions of dollars have been spent on electronic medical records (EMRs). Yet, many of these information
systems are isolated. In some cases, hospitals and health systems have leveraged the size and scale of
their EMRs within their communities in order to exclude independent providers from accessing patient
records or have adopted policies against sharing health information with independent providers. These
efforts - which are often referred to as “health information blocking” - are intended to impede
competition, lock-up referral sources, and limit patient choice. If all the benefits of EMR
implementation are to be achieved, then these systems must be interoperable and not used in ways
that stifle information sharing and/or competition. Willful information blocking for competitive
advantage must be prohibited.
A straightforward, common-sense step that CMS can take now is to require all providers (hospitals,
health systems, and clinicians) attest that they are not knowingly and willfully engaging in information
blocking. The Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) and the Quality Payment
Program effective October 2017 now require Merit-based Incentive Payment System (MIPS) eligible
clinicians to attest to whether that they have not knowingly and willfully limited or restricted the
compatibility or interoperability of their certified electronic health record technology. 2 This Prevention
of Information Blocking Attestation (Attestation) includes three related statements that are based on
the MACRA addressing how MIPS eligible clinicians implement and use certified electronic health record
technology. 3 When a clinician attests to these three statements, he or she is confirming that they have
acted in good faith to (1) support the appropriate exchange of electronic health information; and (2) not
knowingly and willfully limit or restrict the compatibility or interoperability of the certified electronic
health record technology. This Attestation requirement currently applies to only MIPS clinicians,
however, and we encourage CMS to consider applying these standards directly to hospitals and health
systems participating in programs sponsored by the CMS Innovation Center.
2

Centers for Medicare and Medicaid Services Guidance, The Merit-based Incentive Payment System Advancing Care Information – Prevention of
Information Blocking Attestation: Making Sure HER Information is Shared, effective October 2017 at https://www.cms.gov/Medicare/QualityInitiatives-Patient-Assessment-Instruments/Value-Based-Programs/MACRA-MIPS-and-APMs/ACI-Information-Blocking-fact-sheet.pdf as of
October 31, 2017.
3
Id. at page 2.
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Physician Self-Referral of Diagnostic Imaging
Section 1877 of the Social Security Act (SSA), the so-called “Stark” law, prohibits: (1) a physician from
making referrals for certain designated health services (DHS) payable by Medicare to an entity with
which the physician (or an immediate family member) has a financial relationship (ownership interest or
compensation arrangement), unless an exception applies and (2) the entity from submitting claims to
Medicare or billing the beneficiary or third party payer for those referred services, unless an exception
applies.
However, despite the law, physician self-referral continues and millions of dollars of Medicare funds are
wasted. For example, a 2012 Government Accountability Office (GAO) report found that in “2010,
providers who self-referred likely made 400,000 more referrals for advanced imaging services than they
would have if they were not self-referring. These additional referrals cost Medicare about $109
million.” 4 Self-referral also exists in radiation oncology, clinical pathology, and physical therapy. In
August, the Bipartisan Policy Center called upon “Congress to amend the Stark law prohibition on
physician self-referral to eliminate the exception for radiation therapy, therapy services, advanced
imaging, and anatomic pathology services. The exception could be retained in cases where a practice is
clinically integrated and is required to demonstrate cost containment, as defined by CMS.” 5 RadNet
supports removing advanced diagnostic imaging from the in-office ancillary services exception.
*****
In closing, RadNet appreciates opportunity to offer new directions for the CMS Innovation Center. If you
have any questions or need additional information, please contact Michael Mabry, RadNet’s Director of
Public Policy and Economic Analysis.
Sincerely,

Steve Forthuber
President and Chief Operating Officer
RadNet

cc: Ranjan Jayanathan, RadNet
Susan Hollabaugh, RadNet
4

Government Accountability Office, Higher Use of Advanced Imaging Services by Providers Who Self-Refer Costing Medicare Millions, GAO-12966: Published: Sep 28, 2012. Publicly Released: Oct 31, 2012 at http://www.gao.gov/products/GAO-12-966 as of November 20, 2017
5
Bipartisan Policy Center, Future of Health Care: Bipartisan Policies and Recommendations, page 7, at https://bipartisanpolicy.org/wpcontent/uploads/2017/08/BPC-Health-Future-of-Health-Care-Recommendations.pdf as of November 20, 2017
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Introduction

We appreciate the opportunity to provide input on CMS Innovation Center’s Request for Information (RFI)
regarding its guiding principles and the potential advanced alternative payment models being considered
for future testing. The variety and volume of potential models under consideration are impressive,
insightful and undoubtedly offer great potential continue the upward trajectory of fortifying the Medicare
and Medicaid programs, promoting health care quality improvement and reducing costs.
The following responses to the RFI questions reflect the combined input and insights of Rainmakers
Strategic Solutions LLC, HQSI and Veritas. Our strategic partnership was organized with the intent of
combining our respective capabilities in the areas of quality improvement, program integrity and
stakeholder engagement for the purpose of assisting CMS in achieving the optimal alignment of patient
care delivery protocols and payment methodologies.
Rainmakers Strategic Solutions LLC (Rainmakers), is a minority, woman-owned
limited liability company founded in 2008. Rainmakers provides management
consulting services to government and commercial health care clients. We assist our
health care industry clients in planning and implementation of complex legislative mandates and support
the design and execution of strategies to improve efficiency and enhance their customers’ experience.
Our services have included: strategic planning, business and advisory services, studies and analyses,
auditing, program assessments, legislative and policy analyses, program management, outreach,
education and training.
HQSI was founded in 1982 as the Peer Review Organization of New Jersey (PRONJ).
We became Healthcare Quality Strategies, Inc. (HQSI) in 2005. Since its founding,
HQSI has designed, implemented, and evaluated hundreds of successful quality
improvement projects, and reviewed more than three million medical records for a diverse client base.
For more than three decades, HQSI partnered with the Centers for Medicare & Medicaid Services (CMS)
as New Jersey’s Quality Improvement Organization (QIO). We continue to partner with CMS as part of a
regional Quality Innovation Network-Quality Improvement Organization (QIN-QIO). Using our evidencebased, data-driven approach, we have also partnered with governmental (state), private, for profit and
not-for-profit organizations to make healthcare safer, more accessible and more cost effective. Our
physician network covers a diverse and wide range of specialties. Our experienced staff, history as a
Quality Improvement Organization, and current status as a URAC-accredited IRO and a QIO-like entity
demonstrate our reliability and service commitment.
Veritas Medical Review Solutions, LLC, established in 2009 and acquired by HQSI in
2011, offers medical review services including utilization management, claims
analysis and healthcare audit services as well as special projects for a variety of
federal and commercial contracts and clients. Veritas is a dynamic company composed of experienced
clinical personnel who efficiently and effectively manage projects large and small, from coordinating
complex, high-volume specialty reviews to serving as an overflow vendor in a burst capacity to manage
volume fluctuations. Veritas’ experience includes serving as a subcontractor to a Recovery Audit
Contractor, conducting healthcare audits for major health insurers, and conducting medical review for
healthcare systems.
The section below presents our responses to questions related to four focus areas presented in the RFI.
These responses were developed by a team with deep Medicare and Medicaid programmatic experience
and infused with the knowledge and perspectives of physicians, pharmacists, other clinicians and health
plans. We welcome the opportunity to expand on these responses at CMS’ request.
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Responses to RFI Questions
PHYSICIAN SPECIALTY MODELS
What model designs should the Innovation Center consider that are consistent with the guiding
principles?
The physician specialty models are consistent with the guiding principles of the Innovation Center in which
specialty physicians will be rewarded by providing patient centered care to a population with complex
chronic medical conditions that are better managed by specialists than primary/family physician. It should
allow both the patient and the specialist to assess how to best manage their health and encourage
patients to work proactively with the specialist treating their dominating health condition. Incentives
should be provided to both patients and the specialists based on the healthcare savings generated from
costs associated with the short- and long-term complications.
Involving patients in the design and development of the physician specialty model will create transparency
and promote patient-centered care. Objective and transparent evaluation of the model can be enhanced
by maximize the use of Medicare claims data from billing and health information exchanges. This approach
allows the model to be informed by findings from data analysis and also reduce the data collection burden
often reported by physicians.

Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
Background/Current Situation
Physicians and providers should be encouraged to work at the top of their licensure in order to fully
appreciate the breadth of knowledge that their education has afforded them in order to provide quality
and consistent Additional burdens include limited usage of the full capabilities of electronic medical
records, confusion with billing requirements, and increased provider burden to meet quality metrics for
payment purposes. The implementation of specialty focused models for payment provides a unique
perspective which actively engages physicians, beneficiaries, and additional members of the healthcare
collaborative team to provide quality and cost driven care in an environment conducive to reaping the
benefits of improved patient care.
Objective/Expected Outcome(s)
Complex medical conditions are complicated enough for the primary care provider to control, let alone
the patient. Additional support beyond primary care medicine is required in these cases in order to ensure
that these specialty conditions are being treated with the most up to date evidence based guidelines and
relevant clinical research practices. In instances such as these, medically complex patients seek the care
of specialty physicians to guide the clinical course and implement solutions which manage the overall care
for patients, including insurance coverage issues, scheduling, coordination of care, minimizing adverse
events, and reducing hospitalization, just to name a few. The development of a care delivery model which
provides cost effective care according to the trajectory of the disease can not only reduce healthcare
costs, but can also keep patients more engaged in their own healthcare, creating a level of accountability
and ownership for the patient.
Design/Structure
A successful model should be inclusive of seven important components:
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1. An ongoing relationship with a personal specialty provider to provide first contact and
continuous, comprehensive care
2. Physician-led team-based care, where every member of the team works at the top of their
license
3. Whole-person orientation
4. Integrated and coordinated care
5. Evidence-based medicine and performance measures to assure quality and safety
6. Enhanced access, such as late hours and same-day appointments
7. Payment to recognize the value-add of a medical home (1, 2)
Focusing attention on the care of beneficiaries with complex medical conditions can assist in not only the
reduction of long-term consequences, but it can also continue to provide a proactive approach to
healthcare, as patients will reap the benefits of upstream physician efforts with improved care
coordination from care settings and home environment, greater options for care, and reduced risks of
complications. With the center of care focused on the beneficiary, it is expected to have effects on
hospitalizations and costs to the healthcare system, with the expectation that more engaged beneficiaries
will have less acute inpatient hospital stays and reduced overall costs (3).
Physician specialty models stand to have a tremendous positive impact on providers, as the shift away
from traditional fee for service payment models allows for the opportunity for a more collaborative
approach from the provider’s standpoint. At the core of the physician’s mission is to provide high quality
patient care at a lower cost. Physician specialty models can help to provide a method to capitalize on
payment for higher value services that would provide enumerable benefit to beneficiaries, while reducing
avoidable spending (4).
By allowing physicians to have the flexibility of choosing the most effective and efficient diagnostic
treatment options for the beneficiary, without the worry that using these options could result in loss of
payment or reduced financial margins, allows physicians to practice with more autonomy and the
beneficiaries seek the benefit of having truly condition-based treatment and care, not simply treatment
that fits into a checkbox for a diagnosis. Providers participating in physician specialty models will be held
more accountable for controlling avoidable spending, by being granted this flexibility of practice current
with evidence based guidelines.
Additional approach for the innovation center to consider is to fully utilize the resource from QIN-QIOs to
assist the implementation of specialty physician models. QIN-QIOs, under their contract with CMS often
work on improving care for beneficiaries with complex chronic medical conditions; a harmonization
between CMS Quality Initiatives currently implemented by QIN-QIOs is one way to help specialty
physicians improve care and reduce cost. The Innovation Center should consider expanding on current
QIN-QIO initiatives and use the experience and expertise from QIN-QIOs to create and assist the
implementation of specialty focused models for payment. List below are some of the ways QIN-QIOs can
assist:
1. QIN-QIOs are promoting the Million Hearts campaign is being promoted and are working with
participating physician offices to improve cardiac measures, as well as other immunization and
preventative measures.
2. QIN-QIOs have been working with providers and community organizations to improve care
coordination for almost 10 years. QIN-QIOs are in the most suitable position to work with
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3.
4.

5.

6.

providers to assure smooth care transitions and educate about/promote billable services that are
connected with care coordination such as telehealth, CCM, and TCM.
QIN-QIOs have provided hands-on technical assistance to physician practices in selecting and
implementing electronic health records. This objective assistance has enabled practices to select
systems that best fit their individual needs.
QIN-QIOs can promote physician “network” collaboration via QIN-QIO technical assistance and
possible creation of this opportunity in a general forum. QIN-QIOs can identify high-value services
workflows and processes that providers can utilize to adhere to specialty models. This could work
for cardiologists treating heart failure patients, nephrologists treating patients with chronic
kidney disease and ESRD, pulmonologists treating patients with chronic lung disease, oncologists
treating cancer patients, or rheumatologists treating patients with immune system disorders, for
example. Both quality measures as well as cost measures could be included as is done for
accountable care organizations.
QIN-QIOs are experienced in working with/engaging beneficiaries and can bring beneficiaries into
the development of these models. CMs/CMMI should consider offering more programs like
diabetes self-management education that focus on population or chronic disease management.
Additionally, involvement of patients in designing these models to result in cost saving/sharing
process should be considered.
QIN-QIOs have over 30 years of experience working with Medicare claims data and can help in
maximizing the use of billing/claims data and information readily available from health
information exchanges (HIEs) to create quality measures and reduce the burden of additional data
collection, especially for smaller physician groups that often experience workforce
burden/burnout.

Risks and Challenges
Risk/Challenges
Older physicians as well as smaller and lessresourced practices will be less likely to
enthusiastically adopt new approaches without
significant incentives, financial or otherwise.
High value services, such as beneficiary
communication, coordination of care,
beneficiary education, care management, and
transportation assistance are currently not
reimbursable under traditional fee-for-service
payment models.
The increased number of patients attributed to
ACOs may decrease the participation in
physician specialty models

Potential Mitigation Strategies
Technical assistance from the government
(QIN-QIO as an example), in the form of access
to clinical data, training in incentive payment
models and risk management, would be
beneficial to assist these smaller providers. (5)
Advanced physician specialty payment models
can be structured in order to include a more
“home-based” model of care which can
incorporate the vast social and medical needs
for high utilization beneficiaries. (6)
Allowing the integration of physician specialty
model into ACO payment structure will
encourage a better integration of specialist
care for complex patients

References
1. https://wire.ama-assn.org/ama-news/how-my-practice-improving-patient-care-and-reducingcosts
2. http://www.comehomeprogram.com/index.php/come-home-practices/
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3. Renal Physicians Association Incident ESRD Clinical Episode Payment Model, May 2017.
4. American Medical Association: A guide to physician-focused alternative payment models.
5. Johnson, S.R. (2017). Doctors call for help to overcome barriers to joining alternate pay models.
Modern Healthcare, November 8, 2017.
6. Harish, N. J. et al. (2017). How alternate payment models in emergency medicine can benefit
physicians, payers, and patients. American Journal of Emergency Medicine, March 12, 2017.
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PRESCRIPTION DRUG MODELS
What model designs should the Innovation Center consider that are consistent with the guiding
principles?
One of the growing areas that CMS wants to continue to test, are new models for prescription drug
payment that would provide incentives across the care continuum to improve better health outcomes for
beneficiaries while lowering costs. The role of the pharmacist in managing medication therapy in patients
with chronic illnesses have long been recognized. CMMI demonstration projects such as the enhanced
Medication Therapy Management project have been shown to be beneficial in improving medication
adherence.
With the continued release of new drugs with high costs to treat many chronic complex diseases, the
pharmacist will take a central role in managing care and shift from dispensing medication to becoming an
integral member of the health care team. As such, reimbursement models will need to closely align to
account for this shift.
Alternative payment models such as merit based incentive payment systems based on outcomes, or
bundled payments that recognize the pharmacist as a provider of care provide the opportunity to drive
the use of the highest value drugs for an episode of care. Such models will provide the opportunity
evaluate outcomes from a total cost perspective, maintain cost savings from avoiding unnecessary care,
improve provider performance and achieve quality targets.

Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
Background/Current Situation: In the current environment, while Medicare beneficiaries primarily
receive medications from their pharmacists at their community pharmacy, current reimbursement have
been focused on dispensing prescription transactions and not on the pharmacist providing services. Some
Part D plans may provide Medication Management Therapy services as part of their benefit. As a result,
beneficiaries do not routinely interact with their pharmacists and may not necessarily receive information
regarding their medications and compliance often may be an issue, thereby affecting the management of
their illness. Current reimbursement models do not recognize the pharmacist as a provider and there is
no standardized billing for specific services. Medical information is also limited in aiding the pharmacist
in providing comprehensive medication therapy services. (1)
Objective/Expected Outcome(s)
Medication therapy has become a primary treatment option in most chronic conditions. As new and
innovative therapies become available in the marketplace, pharmacists are uniquely qualified through
their specialized training to serve as experts within the health care team. By working in collaboration with
other providers and providing appropriate and cost effective pharmacotherapeutic recommendation and
oversight to the patient’s treatment plans, medication utilization will be optimized to achieve target
clinical outcomes while lowering costs. Additionally, pharmacists can work with patients to promote
patient empowerment through patient counseling and increased understanding of their drug regimen to
improve medication adherence, leading to increased satisfaction and quality of life.
This model with the pharmacist being a central component of the health care team will provide the
opportunity for identifying the most appropriate drug therapy for the individual patient’s disease status
to be implemented to treat specific illnesses and provide oversight to ensure compliance and success of
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the treatment plan. This would result in early identification and intervention of disease complications and
lower overall costs.
Design/Structure
Description: Alternative payment models currently being explored that support coordination of care such
as Accountable Care Organizations, Medical Homes and Bundled payments should continue to be
enhanced by the Innovation Center to allow for payment and create incentives for pharmaceutical care
services beyond traditional dispensing fees (2). These advanced models could include areas such as
developing patient specific treatment plans for specific chronic disease states and medication
reconciliation across the continuum of care and should also include the community pharmacist as 86% of
Americans living within five miles of a community pharmacy (3). This will promote continuity of care across
the health care team by serving as a patient point of contact to identify potential health complications
and promoting adherence of the care plan especially in high risk patients.
Key components that need to be explored in these models should include:
•
•
•

Pharmacist involvement that allows for direct patient care as a provider to provide ongoing
monitoring and management of patient lab values, assess adverse events, adherence to therapy
and recommend dosage adjustments
An avenue for information exchange to the entire health team on medication adherence and
response so care is coordinated across the entire team.
A recognized billing methodology for such services be developed through rule making authority
to compensate for such services

To evaluate the effectiveness of this prescription drug model, value based payments should also include
measures that will demonstrate the ability of the pharmacist target clinical endpoints based on
therapeutic monitoring and appropriate utilization of evidence based medications. To that end,
technology will need to be a key factor in allowing timely information exchange of medical information
through data integration of both providers and payer so that a comprehensive view is achieved to assess
both health outcomes and savings.
Impact to Providers: Providers would benefit from the value of having direct involvement of the
pharmacist as a key provider in care coordination models will provide the opportunity to implement the
optimal therapeutic intervention at the onset of treatment and ongoing monitoring of effectiveness
through early intervention and sharing of information thereby eliminating fragmentation of care.
Impact to Beneficiaries: Beneficiaries will be empowered by having direct involvement in their
management of their disease state, develop an understanding of their medication therapy plans which
will improve medication adherence. Potential adverse effects can be detected early on and the beneficiary
will have a point of access to a care provider who is part of the care team and prevent unnecessary medical
visits or hospitalizations.
Risks and Challenges
Risks/Challenges
Lack of recognition of pharmacists as providers
in delivering care across medical setting and
improve medication utilization and impact
health outcomes
Current reimbursement model does not provide

Potential Mitigation Strategies
Promote the role of the pharmacist as a
medication expert serving as central provider on
the health care team especially to reach rural
areas and underserved populations
Create the ability to bill for services such as
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standard billing for medication therapy services
Fragmentation of data across all providers does
not currently provide the opportunity to
understand the effectiveness of medication
therapy in managing the patient’s disease state

comprehensive medication management for
chronic disease states and care transition services
Provide access of patient medical information to
allow for pharmacist to assess medication
effectiveness and provide appropriate therapeutic
recommendations (dose adjustments based on
patient response or lab values) to care (4)

References
1. Joint Pharmacist Organization Comments to CMS re: MIPS and APMs June 27, 2016.
https://www.pharmacist.com/sites/default/files/files/Joint%20Pharm%20Org%20Comments%20to
%20CMS%20on%20MACRA%20Proposed%20Rule%20Final%20062716.pdf
2. Pharmacists critical to success in 5 value-based models. April 22, 2016.
http://managedhealthcareexecutive.modernmedicine.com/managed-healthcareexecutive/news/pharmacists-critical-success-5-value-based-models?page=0%2C1
3. NCPDP Pharmacy File, ArcGIS Census Tract File. NACDS Economics Department
4. Beyond ACOs Alternative payment models of the future. September 21, 2016.
5. http://managedhealthcareexecutive.modernmedicine.com/managed-healthcareexecutive/news/beyond-acos-alternative-payment-models-future?page=0,1
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CONSUMER-DIRECTED CARE & MARKET-BASED INNOVATION MODELS
What model designs should the Innovation Center consider that are consistent with the guiding
principles?
In the description of this potential model focus area, CMS references direct contracting between
beneficiaries and providers. Such a model could be tested using the “concierge medicine”, “retainer
medicine” or “direct care” models that have been steadily growing among the under-65 age group over
the last decade (currently estimated at about 6000 in 2015 [American Academy of Private Physicians] and
projected to grow to 45000 practices by 2020 [Association of American Medical Colleges}.
Growth of concierge medicine practices aimed as seniors is also growing. “The consumer audience for
private medicine is beginning to expand fairly dramatically where once this was sort of a service category
that was most appealing to wealthier seniors,” said Tom Blue, chief strategy officer for the American
Academy of Private Physicians. “Legislatively, the climate for private medicine is only getting more
friendly,” he added. (1)
In general, concierge practices are an alternative to the insurance-based model and involve a financial
arrangement between the provider and the patient where primary and wellness care are provided for a
fixed fee. Annual fees typically range from $80 to $5,000 per year, but typically average $1500 per year.
According to a late 2013 Wall Street Journal report, two-thirds of U.S. concierge retainers are less than
$135 per month (regardless of whether they’re charged monthly, quarterly, or annually) (2). The variation
in pricing is largely tied to the quantity of services provided which range from just primary care to include
more complex services that are billed to insurance companies. Patients receive extra benefits which may
contribute to improved health outcomes, including: direct contact with their physicians by phone and
email; same day appointments; extended duration appointments, a closer relationship with their
provider. Such models would allow CMS to test the potential for improved quality outcomes as well as
cost savings.

Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
Background/Current Situation: Whether in fee for service or managed care, there is ample room for
Currently, Medicare beneficiaries receive services from their Medicare Advantage plan’s network or selfrefer under the fee for service program. Beneficiaries complain about poor service and care, i.e. lengthy
wait times for appointments, abbreviated appointments that don’t allow for development of the patientprovider relationship, lack of effective care coordination between primary care physicians and specialists.
These issues, and others, are reflected in the results of the 2016 Clinician and Group Consumer
Assessment of Healthcare Providers and Systems (CAHPS) Survey from which the data in Figure 1 has been
excerpted (3). These data illustrate that beneficiaries’ experience is less than desirable in terms of timely
and off-hours access to care and provider knowledge of treatment provided by specialists. Provider
attention to mental/emotional health issues and support for patient involvement in managing their health
care may be low due to abbreviated appointments. Results appear consistent across the country.
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Composite/Item

CAHPS
Midwest Northeast South
DB
Region Region Region
Overall

West
Region

Getting Timely Appointments, Care, and Information

58%

61%

64%

56%

56%

Saw provider within 15 minutes of appointment time

40%

56%

46%

35%

26%

Providers Pay Attention to Your Mental or Emotional Health
(PCMH)

46%

45%

47%

41%

49%

Providers Support You in Taking Care of Your Own Health
(PCMH)

51%

49%

51%

50%

52%

Got needed care during evenings, weekends, or holidays

31%

31%

37%

27%

28%

Provider was informed and up-to-date on care received from
specialist

59%

64%

61%

58%

56%

Figure 1: Low value results from 2016 CAPHS Clinical and Groups Survey Results

In addition, the Medicare program bears the cost of administration added by the health plan, including
provider contracting, provider education, claims payments, etc. Some of these costs can be reduced or
eliminated in the case where beneficiaries contract directly with physicians.
Objective/Expected Outcome(s)
In general, the concierge medicine model (sometimes referred to as retainer medicine or direct care) is a
primary care model that covers routine office visits and in-office services, as well as lab work and simple
diagnostics (such as x-rays) in some cases, but usually not prescriptions or procedures. Currently, this is a
cash model – patients contract directly with the concierge physician for health care services and pay cash
(a monthly, quarterly or annual retainer) instead of using insurance. There are also hybrid models which
include specialty care and complex diagnostics for which providers agree to bill Medicare and other
insurers. The following basic benefits typically included in concierge medicine:
• Same day and next/day appointments
• Telephone and email consultations
• Longer duration appointments
• Wellness screening
• Coordination of care
This model would allow CMS to test the potential for healthier outcomes, improved patient satisfaction,
and cost savings from the elimination of administrative costs currently introduced by the involvement of
health plans in the contracting arrangement.
Design/Structure
Description: Concierge providers would provide a standard, comprehensive set of services, including
wellness care, preventive monitoring and care of chronic disease states and diagnosis and outpatient
treatment of illness. Instead of contracting with health plans, providers and beneficiaries would have a
direct relationship. CMS would pay providers a fixed annual, quarterly or monthly fee for this care.
Impact to Providers: Providers would be paid a negotiated portion of the Part B premium. In order to
ensure adequate service levels, standards would be set for: maximum number of patients per practice,
service levels for response to phone calls/emails and request for same/next day appointments. Quality
reporting and other Star program participation would be required.
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Impact to Beneficiaries: Instead of enrolling in a health plan or self-referring to individual providers to for
treatment of an illness, Medicare beneficiaries would select from among eligible concierge practices that
are providing a standard set of Part B services. Participating beneficiaries would bear the burden of
selecting their providers instead of choosing from a plan’s network.
Challenges and Risks
Challenges/Risks
Current Medicare regulations do not allow
providers to directly charge beneficiaries for
services covered by Medicare

Availability of concierge practices – currently
concierge practices are concentrated on the
east and west coasts
Increase in concierge doctors has the
potential to decrease the number of available
providers to serve non-concierge
beneficiaries
A mechanism is needed for monitoring
quality of care and utilization
Greater transparency would be required in
order to provide beneficiaries with enough
information to make an informed choice of
providers

Potential Mitigation Strategies
• Revision of standard Medicare provider contract
provisions
• A waiver and systems changes would be required
to promote reimbursement of a fixed fee for
concierge services instead of by claim.
• A minimum benefit package must be defined
• Initial demonstrations in areas of high
concentration
• Promotion activities in areas of less
concentration

•
•
•
•

CAHPS survey
Star ratings
Additional reporting from providers
New resources for beneficiaries, e.g. website for
researching available practices, 1800MEDICARE

References
1. Steven Ross Johnson, “Expanding VIP care: New concierge doc models focus on employers, with
some offering specialists”, Modern Healthcare, 19 September 2015.
2. Jen Wieczner, “Pros and Cons of Concierge Medicine”, The Wall Street Journal, November 10.
2013 https://www.wsj.com/articles/pros-and-cons-of-concierge-medicine-1383766139?tesla=y
3. “CAHPS Survey and Tools to Advance Patient-Centered Care – Comparative Data: Clinical and
Group”, Agency for Health Care Research, Accessed 11/17/2017,
https://www.cahpsdatabase.ahrq.gov/CAHPSIDB/Public/CG/CG_Topscores.aspx

P a g e | 11

Centers for Medicare & Medicaid Services: Innovation Center New Direction
Response to Request for Information

PROGRAM INTEGRITY MODELS
What model designs should the Innovation Center consider that are consistent with the guiding
principles?
We recommend testing one or more program integrity models. CMS’ community of program integrity
contractors (UPICs/ZPICs/PSCs/MEDIC and RACs) are successful at identifying fraud, waste and abuse. The
maturity of the Health Care Fraud Prevention Partnership promises to accelerate fraud detection.
However, there are potential opportunities to test new models that address program integrity
vulnerabilities in two ways:
Vulnerability 1: Under the Medicare Part C and Part D programs, most plans are paid pre-negotiated
capitated rates which are, in part, inclusive of excess cost associated with existing fraud, waste and abuse.
While plans are required to engage in efforts to detect and combat fraud, waste and abuse and the
National Benefits Integrity MEDIC does the same, with the exception of settlements effected through the
judicial system, the Medicare trust funds see no or little benefit of any recoupments made by plans; either
in terms of reduction of capitation payments or direct return of recoupments to the trust funds.
Vulnerability 2: Ensuring program integrity in the pay for performance environment requires a different
set of detection/investigative strategies and skills than those which have historically been successful in
today’s environment. Instead of being focused on claims and prescription drug event payment data,
program integrity efforts need to focus on achievement of patient quality indicators, reporting accuracy,
and verification/validation of incentive payment drivers. Therefore identification of potential fraud will
require analysis of different types of data, a heavier emphasis on predictive analytics, and a novel program
integrity contracting strategy.
Testing models that address these vulnerabilities will allow CMS Innovation Center and Center for
Program Integrity (CPI) to examine the effectiveness of a variety of program management strategies,
before determining an approach or contracting model to address fraud waste and abuse.

Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
•

Part C Shared Savings. Special Investigations Units (SIUs) of Medicare Advantage and Prescription
Drug Plans collectively represent a significant potential to exponentially supplement and even
surpass the capability and capacity of NBI MEDIC in detecting identifying and recouping losses
from fraud, waste and abuse. Although plans are required to perform program integrity activities
and refer suspected fraudulent providers to the NBI MEDIC or law enforcement in compliance
with the Program Integrity Manual, current conditions may cause these efforts to be suboptimized: 1) loss from fraud, waste and abuse is in part already “baked into” the capitation rates
and there is no requirement to return recoupments to Medicare; and 2) much like fiscal
intermediaries and carrier prior to the passage of HIPAA 1996, there is a built in conflict of interest
with sanctioning providers because the provider network (usually a subset of the commercial
provider network) is a significant part of a health plan’s competitive advantage. As a result,
investment in fraud, waste and abuse resources and activities varies widely among plans, referrals
are not maximized.
Models that incentivize plans to increase their investment in fraud detection while sharing some
of the savings achieved with Medicare may result in an increase in anti-fraud activities among
plans. One possibility is to add a program integrity component to future health plan models and
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including incentive payments for achievement of set goals associated with fraud referrals,
recoupments and administrative actions.
•

Opioid Prescribing Patterns. Opioid abuse in the U.S. has reached epidemic levels, including
among the Medicare and Medicaid populations. President Trump has declared this a national
emergency. In many cases, this abuse involves fraudulent providers or “pill mills”. Stopping “pill
mills” and preventing harm to beneficiaries are both Medicare program integrity issues. CMS
provides guidance to Medicare Prescription Drug Plans that instructs monitoring of patterns that
suggest abuse by Medicare beneficiaries (doctor shopping, use of multiple pharmacies, etc.),
however, PDPs are not required to report this information to CMS. In addition, per a recent GAO
Report (1), the guidelines set by CMS are inconsistent with Centers for Disease Control and
Prevention guidelines, and causes serious under-identification of Medicare beneficiaries receiving
high doses of opioids.
Quickly collecting and analyzing data specifically on opioid use can be accomplished through
collaboration of pharmacy benefits managers (PBMs) and health plans. With consolidation of
PBMs over the last 10-15 years, the vast majority of pharmacy claims data is possessed by a
handful of companies. CMS should investigate the potential for a collaborative study involving
the national PBMs, law enforcement and the HFPP to study the opioid abuse problem in the
Medicare and Medicaid programs.

Risks and Challenges
Risks/Challenges
Innovation Center testing may conflict with the
mission and studies being conducted by the Health
Care Fraud Prevention Partnership.
Coordination with law enforcement (OIG and/or
FBI) and CMS program integrity contractors may be
required in order to optimize access to data
Calculating return on investment, historically
challenging, presents difficulties in evaluating
demonstration success

Potential Mitigation Strategies

References
U.S. Government Accountability Office, OPIOIDS Medicare Needs to Expand Oversight Efforts to Reduce
the Risk of Harm (GAO-18-15), October 2017
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These c mments are directed t ward the “Centers f r Medicare & Medicaid
Services: Inn vati n Center (Inn vati n Center) New Directi n” 1 (retrieved fr m
https://inn vati n.cms.g v/Files/x/newdirecti n-rf.pdf) and the g als stated therein
f “f stering an af rdable, accessible healthcare system that puts patients frst. i”
As described bel w and by denying Medicare and ther patients access t hundreds
f th usands f Master’s Degree-trained and fully state licensed clinical mental
health and clinical addicti n c unsel rs ii , the current Medicare System perates t
1) deny Medicare patients access t several hundred th usand highly-trained
clinical mental health and addicti n practiti ners; 2) acts as a barrier t patients
accessing pr fessi nal c unsel rs specifcally trained in and state-licensed t
pr vide treatment f r substance use and c - ccurring mental health dis rders; and,
3) artifcially restricts c mpetiti n, decreases patient ch ice, and increases mental
health and addicti n treatment c sts. The system d es s by denying patients
access t hundreds f th usands f c mpetent, highly skilled and highly trained
mental health and addicti n treatment pr viders2 because these pr viders are
impr perly barred fr m billing Medicare f r the c sts f treating Medicare patients.
The vast maj rity f fully-licensed addicti n practiti ners are Master’s degree
trained and licensed clinical alc h l and drug c unsel rs. Given the current urgency
f the pi id and addicti n crisis, it makes n sense that the current Medicare
structure makes it imp ssible f r these highly trained mental health specialists t
treat Medicare patients.
F r the milli ns f patients currently receiving mental and behavi ral health
services fr m state licensed pr fessi nal c unsel rs, the inability f their pr viders
t get Medicare reimbursement f rces them t have t fnd new practiti ners when
they eventually transiti n t Medicare c verage. This und ubtedly increases c sts
and decreases pr vider efectiveness as new pr viders will have t efectively start
fr m scratch. The new pr viders will have t expl re their new patient’s life and
psych l gical hist ry, earn their new patient’s therapeutic trust, devel p a new
treatment plan, and apply the pr vider’s particular kind f mental health treatment
m dality.
All wing hundreds f th usands f highly trained and highly skilled clinical
mental health and licensed clinical addicti n c unsel rs t receive Medicare
reimbursement will be a maj r step t wards achieving the purp ses f: Guiding
1 A qu tati ns herein are taken fr m the New Directi n d cument.
2 There are ver 140,000 Licensed Pr fessi nal C unsel rs wh h ld Master’s r
D ct ral Degrees in clinical mental health c unseling nati nwide. This writer d es
n t kn w the number f Licensed Clinical Drug and Alc h l C unsel rs nati nwide.
By way f example, in New Jersey there are 3,970 active and 663 applicati n
pending Licensed Pr fessi nal C unsel rs
(http://www.njc nsumerafairs.g v/pc/Pages/meetings.aspx) and 2069 active and
515 applicati n pending Licensed Clinical Alc h l and Drug C unsel rs and 515
pending applicati ns as f August 25th, 2017
(http://www.njc nsumerafairs.g v/adc/Minutes/Alc h l-minutes-082517.pdf).

Principle 1) f pr m ting “ch ice and c mpetiti n in the market;” f Guiding
Principle 2) f reducing burdens me requirements and unnecessary regulati ns that
prevent hundreds f th usands f highly-trained clinical mental health and addicti n
practiti ners fr m pr viding c st-efective services t Medicare patients; f Guiding
Principle 3, “Patient-centered care, ” t “emp wer benefciaries, their families, and
caregivers t take wnership f their health and ensure that they have the fexibility
and inf rmati n t make ch ices as they seek care across he care con inuum
(b lding and italics added); f Guiding Principle 4, “Beneft design and price
transparency … t ensure c st-efective care that als leads t impr vements in
benefciary utc mes; f Guiding Principle 5, t “draw n partnerships and
c llab rati ns with public stakeh lders and harness ideas f r a br ad range f
rganizati ns and individuals acr ss the c untry… .”
The Inn vati n Center indicates that it is interest in testing m dels in eight
f cus areas, including: “Medicare Advantage (MA) Inn vati n M dels” and “Mental
and Behavi ral Health M dels.” Such m dels sh uld include an examinati n f the
efect f all wing Medicare benefciaries access t mental and behavi ral health
services pr vided by fully-licensed clinical mental health and addicti n c unsel rs.
Denying Medicare patients access t hundreds f th usands f fully-licensed mental
and behavi ral health practiti ners w uld be antithetical t the Inn vati n Center’s
bservati n that “C nsumer-directed care m dels c uld emp wer Medicare,
Medicaid, and CHIP benefciaries t make ch ices fr m am ng c mpetit rs in a
market-driven healthcare system.
The Inn vati n Center is c nsidering testing m dels that w uld all w
“Medicare benefciaries t c ntract directly with healthcare pr viders… .” Medicare
currently all ws Medicare benefciaries t c ntract with practiti ners such as
licensed clinical s cial w rkers, but prevents Medicare benefciaries t c ntract with
the hundreds f th usands f highly trained, highly skilled, and fully-licensed clinical
mental health and licensed clinical addicti n c unsel rs. That barrier t Medicare
and ther benefciaries accessing clinicians sh uld and must be rem ved if the
Inn vati n Center truly wants t achieve its stated purp ses f driving “inn vati n,
better quality and utc mes, and l wer c sts.”
“CMS is actively expl ring p tential m dels f cused n behavi ral health,
including f cus areas such as pi ids, substance use dis rder, dementia, and
impr ving mental health pr vider participati n in Medicare, Medicaid, and CHIP.”
All wing the hundreds f th usands f highly trained and highly skilled clinical
mental health and licensed clinical addicti n c unsel rs t treat the patients in
these pr grams by all wing these c unsel rs t be reimbursed under these
pr grams w uld be a maj r step in impr ving mental health pr vider participati n.
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November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: The CMS Innovation Center’s “New Direction”
Dear Administrator Verma:
We are excited to learn more about the “New Direction” for the Center for Medicare & Medicaid Innovation. We
appreciate your focus on competition, patient empowerment, and specialist engagement. Payment models and
insurance design that rely on these principles are essential for the Medicare and Medicaid programs to enlist
those who are best positioned to improve care delivery. To this end, we encourage the Centers for Medicare
and Medicaid Services (CMS) to support the continuation and expansion of voluntary episode-based payment
models in Traditional Medicare, Medicare Advantage, and Medicaid. These models encourage integrated teams
of clinicians and institutional and community providers to build business and care models that are driven by
improvements in patient outcomes through:
Transparent Pricing - straightforward pricing of clearly defned health care events,
Informed Patients - improved visibility into provider quality and relative value, and
Smart Beneft Design - complementary beneft design changes that support better shared decision-making.

Performance of the Innovation Center’s Largest Payment Model
Voluntary, episode-based payment models harness an incredible demand by providers to reimagine patient
care for a broad set of diseases and conditions. Thousands of health care providers are accepting fnancial
responsibility in the Innovation Center’s largest payment model, the Bundled Payments for Care Improvement
(BPCI) initiative. A multitude of diferent types of organizations – including hospitals, physician groups and
post acute providers – have volunteered to take full responsibility for nearly 180 types of medical and surgical
episodes, generating $200 million in annual savings to Medicare under this voluntary program. This framework,
if applied even more broadly, could cover over two-thirds1 of Medicare hospitalizations and half2 of Medicare’s
expenses associated with acute care episodes.
The BPCI initiative has demonstrated that all types of clinicians and institutional providers are capable of
driving signifcant reductions in unproductive utilization while improving patient outcomes through careful
focus on, and investment around, specifc patient episodes. Over 1,000 healthcare organizations are partnering
with Remedy, and organizations of every type are generating savings in excess of the guaranteed discount to
Medicare. These institutions and groups have shown continued utilization improvement over the course of the
BPCI initiative, refecting the impact that new workfows, software systems and dedicated personnel can have on
outcomes and efciency. At the outset, approximately 40 percent of participants exceeded the episode budget

1.
2.

Analysis of Medicare Provider Utilization and Payment Data, Inpatient Charge Data FY 2015.
Dobson DaVanzo, Medicare Payment Bundling: Insights from Claims Data and Policy Implications 20 (2012).
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and failed to cover the two percent Medicare discount rate. With the beneft of experience, more than 80 percent
of participants reduced costs below the episode budget in the most recent Performance Quarter.
Physician groups have demonstrated the fastest improvement and the highest levels of absolute savings,
followed by SNFs and Acute Care Hospitals. All have shown steady improvement in savings rates and outcome
measures. Physician groups have shown the greatest relative reduction in readmissions, averaging a 13.6%
decrease over the past four quarters, while continuing to show a decrease in mortality rates. This payment model,
by any measure, is a resounding success.

The Promise of Episode-based Payment Models
The success of voluntary episode-based payment models is rooted in the empowerment of clinicians, case
managers, nurses, therapists, and community providers. These models harness the superior knowledge of
experts in specifc conditions and diseases to identify the most promising opportunities for achieving cost
efciencies and improving patient outcomes. These professionals are best positioned to reduce geographic
variations in practice patterns and achieve integration across care settings.
Participation in BPCI has been shown to ignite an organizational movement that enlists administrative staf in
support of clinicians’ interventions and the social supports necessary for patients and care givers to manage
a successful post-hospital recovery. Models like the BPCI initiative empower specialists of all kinds, including
hospital-based clinicians, to integrate and manage teams of case managers, social workers, nurses, and
therapists, channeling an institution’s resources towards improving patient outcomes in the community.
Episode-based payment models encourage competition. In particular, the unique design of BPCI has not
favored any single type of health care organization. In places where physician groups are more willing and
able to accept the risk of bundled payments, they have proven an ability to achieve success and integrate with
hospitals and community providers. In other settings, hospitals have shown the ability to also achieve consistent
success. Ideally, there is always dynamic competition in all communities and regions. Medicare should avoid
‘picking winners’ and let innovation be driven by a wide range of organizational types. Episode-based payment
models empower providers of all types to invest in patients’ unmet clinical and social needs that emerge.
Additionally, the potential to expand BPCI to include episodes that trigger ‘at diagnosis’ will unleash even greater
transformation in patient care and savings to Medicare.

Specialists Need Episode-based Payment Models to Participate in Advanced APMs
Remedy believes that the most meaningful opportunity for specialists to participate in Advanced Alternative
Payment Models (“Advanced APMs”) will be episode-based payment models. Medicare has sponsored to-date
mostly population health Advanced APMs, which are tailored to the practice patterns and needs of communitybased primary care physicians. But specialists will forego meaningful participation in population health
Advanced APMs, which cannot guarantee a sufcient volume of patients to warrant a specialist’s commitment of
institutional resources to risk-based clinical models.3

3.

Most of the patients in a specialists’ panel do not live in the primary-care service area of a given ACO. For instance, hospitalbased specialists that are participating in the BPCI initiative care for, on average, just over 2% of an ACOs total attributed
patients. Most of the specialists’ care redesign is therefore not recognized by the ACO and, ultimately, by Medicare under its
Quality Payment Program.
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Episode-based payment models, by contrast, aggregate volumes of specialists’ patient panels, ofering to
specialists reduced transaction costs for entering risk contracts and more certainty compared to population
health Advanced APMs. Models like the BPCI initiative adapt to and refect the value created by specialists
across a diverse array of medical practices, appropriately rewarding specialists for their participation in an
Advanced APM. Sponsoring more episode-based payment models would encourage specialists to match their
fnancial responsibility under Advanced APMs to the needs and clinical conditions of the patients in their
panel. The breadth of conditions covered by BPCI and any similar successor program provides meaningful
opportunities for clinicians across the spectrum, both from a practice size, location and specialty perspective,
opportunities to participate in Advanced APMs.
An even greater number of specialists could be included in episode-based payment models through an
expansion of the types of episodes available for risk contracting. Episodes that trigger ‘at diagnosis’ are already
used throughout the commercial health insurance feld and lend themselves to a wider range of cost and quality
levers than episodes that only trigger with an acute care hospitalization. We encourage CMS to consider the
many ways these additional episodes can be integrated into bundled payments to include an even greater
number of medical specialties.

Payment Policy Waivers Essential for Supporting Episode-based Payment Models
Waive the 30-day “timely transfer” requirement for coverage of post-hospital extended care services during an at-risk
Episode of Care. There are instances, during the post-hospital period, in which a patient experiences a need for
extended acute care services but does not require the intensity of care provided in a hospital. Direct admission
to a skilled nursing facility after the “30-day” transfer period would be an important care option for many
benefciaries during an at-risk Episode of Care.
Waive the “originating site” requirement for telehealth services delivered during an at-risk Episode of Care. We agree
with CMMI’s statement in the CJR Final Rule that such a waiver would improve the ability of participants “to
engage health care professionals in furnishing timely visits to homebound or non-homebound” communitydwelling patients. While community-dwelling patients beneft from “post-discharge” home visits by physicians
or non-physician practitioners, Medicare reimbursement often does not cover the costs associated with these
services. Waiving the “originating site” requirement would encourage more investment in clinical support of
patients during the vulnerable post-hospital period.

Episode-based Benefit Design Can Complement the Innovation Center’s Efforts
Medicare’s beneft design can be tailored to the measured outcomes and costs under episode-based payment
models, modifying patient responsibility based on the clinical characteristics and cost-efectiveness of the
care received. Medicare can complement this value-based insurance design with the public reporting of the
measured costs and quality of competing networks of episode-based providers, enabling more informed
patients and referring providers.
The current Medicare beneft structure is grounded in anachronistic categories referencing the fee schedules
created by Medicare. Instead, an episode-based beneft design would be tailored to the underlying conditions
experienced by the benefciary, complementing Medicare’s portfolio of transparency tools and alternative
payment models.
| 3

The Innovation Center should build upon this framework of episode-based payment models, which encourage
provider competition across and within sites of care. Sharing information about participants’ relative quality of care
would enhance patient choice before the start of the episode of care and would promote greater competition among
healthcare organizations serving specifc diseases and conditions. Organizing and fnancing healthcare delivery
around a patient’s episode of care creates the most relevant unit of measurement for patient outcomes and provides
an easier framework for collecting patient-reported outcomes. This allows Medicare, providers and patients to speak
in the same language about the relative quality of care delivered by diferent episode-based networks of providers.
Benefciary Rebates Tied to Episode-based Payment Models
One approach to align benefciaries’ economic interests with those created by alternative payment models is to
incorporate a rebate to a benefciary who elects to receive his or her care during a health care event through a provider
participating in an episode-based payment model.
For example, a portion of the of-the-top discount could be allocated as a rebate to the benefciary similarly to how
CMS receives a guaranteed discount of 2% or 3% in the BPCI initiative. In the case that CMS achieves a two percent
savings relative to the episode costs in the baseline period, an additional 0.25% discount could be added and paid to
a benefciary who experiences an acute episode of care under an Innovation Center model. These savings could be
applied to premium, deductible, or coinsurance obligations of the benefciary. Combined with additional information
on provider quality and outcomes, this approach would enable Medicare benefciaries to make informed, cost-based
decisions on where and how to receive their care. The Table below illustrates the hypothetical patient rebates based
on the historical costs for several prevalent episodes of care (inclusive of the 90-day post-discharge recovery period).

EVENT

TRIGGER DRG

AV ER AGE COS T
OF EPISODE

DISCOUNT TO
CMS (2%)

R E B AT E T O
PAT I E N T (0 . 2 5 %)

Acute Myocardial Infarction

281

$28,979

$579.58

$72.45

COPD

190

$31,978

$639.56

$79.95

CHF

291

$24,088

$481.76

$60.22

Simple Pneumonia

178

$38,881

$777.62

$97.20

UTI

689

$29,567

$591.34

$73.92

Elements of Benefciary Rebate Model under Episode-based Beneft Design
Allocate a share of the CMS discount as a rebate to participants that elect bundled care.
Set up a website the informs of at-risk provider networks, target prices, history of savings and quality of care.
At the election of the at-risk provider network, add a 0.25% patient discount to the baseline historical
price of the episode costs.
Fixed Co-Pay Obligations
Another alternative beneft design is to shift the patient deductible for care received during the episode of care.
This would create frst-dollar coverage and patient incentives to select networks of at-risk providers that excel
in delivering episodes of care. Medicare would, under a demonstration model, mitigate the patient’s fnancial
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risk by incorporating a fxed co-payment or co-insurance into the overall cost of an episode (for example, based on average
co-pay or co-insurance). Medicare could bolster its performance feedback systems (Hospital Compare, SNF Compare)
by publishing the change in deductible obligations associated with using at-risk provider networks during acute
episodes of care. Patients could compare these deductible obligations with those they would experience under care
delivered by fee-for-service providers.
Fixing co-payment obligations during an episode of care covered by a bundled payment program will encourage
benefciaries to understand bundled payments and make voluntary selections of the care teams that have accepted risk
under the Innovation Center’s models. This will have the efect of channeling care delivery to provider teams, inducing
more networks of care teams to enroll in episode-based payment models. Fixing co-payment obligations will also make
costs substantially more predictable for providers of Medicare Secondary insurance, which may encourage them
to modify plan designs and lower premium cost for benefciaries who elect to purchase this type of coverage.
Elements of Fixed Co-Pay Obligations under Episode-based Insurance Design
Set up website that provides patients with target price and outcome data including comparison of their copay
obligation at bundled provider versus range of co-pay outcomes in FFS bundle.
Patients can get known copay outcome and avoid fnancial risk by selected a bundle provider.
Quality metrics will further inform their decision.
Could also include co-insurance obligations potentially in bundle price.
Patients will efectively get a specifed reduction in copay in addition to certainty of cost of care during episode.
Medicare could pay copays for patient on bundled episodes and then invoice patients for their fxed copay obligation
based on the bundle target price. There are other mechanisms that could be used as well.
Set price by hospital with acuity adjusters for acute events.

Conclusion
Thank you for considering this important issue. The BPCI initiative has achieved impressive results for patients. Providers
are voluntarily assuming responsibility for the outcomes achieved by patients, who beneft from additional supports and
transparent pricing of well-defned health care events.
Moreover, there is pent-up demand for physician groups and hospitals to accept fnancial responsibility under this type
of model. With this level of interest, broad deployment of episode-based payment models could generate over $10 billion
annually in savings to Medicare.4 We look forward to working with the administration on behalf of BPCI patients and
providers to build upon the success of its current portfolio of voluntary episode-based payment models.
Sincerely,

Christopher J. Garcia
Chief Executive Ofcer
Remedy Partners, Inc.

4.

Congressional Budget Ofce, Options for Reducing the Defcit: 2014 to 2023 (November 2013).
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November 20, 2017

The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: The CMS Innovation Center’s “New Direction” Request for Comments

Dear Administrator Verma:
Thank you for this opportunity to share my views on new directions CMS may wish to consider.
The team at Remedy Partners has a separate set of suggestions, but I would like to offer these
directly. I have limited my suggestions in this letter to the Medicare fee-for-service program.
Summary Recommendations:
● Concentrate on payment models demonstrating meaningful savings
● Expand payment models that promote competition
● Empower Alternative Payment Model (APM) participants to achieve greater savings and
improve patient care
● Leverage APMs to drive greater transparency
Concentrate on payment models demonstrating meaningful savings
● Population health pay-for-performance programs, including MSSP ACOs, are not
achieving meaningful savings levels. From 2014 through 2016, $228 billion of Medicare
spending moved through ACO programs generating a net cost to Medicare of $201
million. Population health initiatives are experiencing similar outcomes in the
commercial sector. The one exception are Medicare Advantage Plan full risk capitation
programs, which reward ‘revenue maximization’ through the risk adjustment program.
Those organizations succeeding in capitation contracts with Medicare Advantage Plans
are almost exclusively those entities with extraordinarily high average risk scores and
consequently, very high PMPM revenue levels.
● To address Medicare’s goal of reducing cost growth, full risk programs should be
promoted over the ‘no downside, savings sharing’ models. The nascent Bundled
Payments for Care Improvement (BPCI) initiative is presently generating approximately
$200 million in annual savings to Medicare due to the guaranteed savings in that
voluntary initiative.
1120 Post Road Darien, CT 06820 | 5 Penn Plaza, NY, NY 10001 | 855.395.6171 RemedyPartners.com
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● BPCI participants are anxious to expand their programs and continue their participation.
There is an opportunity for CMS to leverage the growing interest in bundled payments to
drive a greater level of spending through bundled payments by immediately extending the
program and expanding the range of episodes covered by this initiative. The program is
demonstrating that both surgical and medical bundles can be very successful.

Expand payment models that promote competition
● Using payment models to manage the Medicare and Medicaid programs can change the
course of the healthcare industry’s evolution, encouraging greater innovation and
efficiency. Presently, the course favoring ACO initiatives is reinforcing the consolidation
of the healthcare delivery system. Most markets are hurtling towards a future with just
one, or perhaps a few, competing health systems that dominate markets. This has proven,
by every measure, to slow innovation. Moreover, it has no demonstrable impact on cost
levels. In fact, studies show consolidation only increases costs.
● Bundled Payment programs have proven to foster the creation of an ecosystem of
innovative businesses that enable participants of all types (hospitals, physician groups,
skilled nursing facilities, disease management companies, alternate site providers) to
succeed with this payment model. Competition around cost and quality at the level of a
patient episode of care forces tighter integration across care settings and the creation of
teams focused on specific diseases and conditions. This specialization, at the team level,
promotes greater cross-organizational information sharing and profoundly improves
responsiveness to a patient’s unique needs. With required ‘warranties,’ BPCI has
effectively implemented the 30-day look-back; Medicare is promoting radical, new
1120 Post Road Darien, CT 06820 | 5 Penn Plaza, NY, NY 10001 | 855.395.6171 RemedyPartners.com
Page 2 of 7

competitive arrangements that will pay dividends to the Medicare Trust Fund and, most
importantly, to the beneficiaries being served.
Empower APM Participants to achieve greater savings and improve patient care
● Any APM that takes full downside risk should be able to spend its ‘allowance’ for
patient care in ways that are most responsive to improving patient care at lower levels
of spending. Unfortunately, the Medicare fee-for-service program has evolved to
micromanage decisions and restrict innovation. In those APMs, such as the BPCI
initiative, in which 100 percent of the technical risk is assumed by APM participants,
micromanagement is no longer necessary. Medicare Advantage Plans are the example
here as they are able to enter into contracts and enhance coverage beyond what
Medicare benefits presently allow. These same freedoms should be afforded APM
participants in full downside risk models. This single change will lead to a surge of
innovation in how Medicare beneficiaries receive care.
● This capability involves administrative modifications that can be reasonably
managed. Participants or their designees must have the ability to submit a special
invoice to MACs that provides details of the intended use of funds and a payment
would be made by the MAC to the approved participant or designee. Participants or
designees must prove their ability to accept payment, comply with state rules for
handling such payments (generally IPA status in a state), demonstrate their ability to
make payments in a manner consistent with Medicare policies, and have the ability to
deliver back to the MAC, in digital form, the entire accounting of funds received and
spent.
● Examples of changes that would rapidly occur if full risk participants, who are
already responsible for all spending, were afforded the freedoms of Medicare
Advantage Plans might include:
o Greater use of remote patient monitoring and the leveraging of the wearables
that now capture important measures such as respiration, heart rate, blood
pressure and body temperature. Integration of these capabilities into patient
care is lagging in the area of Medicare fee-for-service due to payment
limitations that are reasonable for fee-for-service but not for APMs assuming
the full downside risk.
o Delivery of services in the home that are not presently covered by Medicare,
such as infusion therapy and limited custodial care during post-hospitalization
periods. These would avoid observation and full stay hospitalizations.
o Innovative contracting arrangements for home and community-based services,
as well as for conventionally covered services.
o Ability to require adherence to evidence-based care protocols and limit or
deny payments to provider organizations who fail to follow proven guidelines.
Medicare Advantage Plans enjoy this freedom, and it enables the adoption of
1120 Post Road Darien, CT 06820 | 5 Penn Plaza, NY, NY 10001 | 855.395.6171 RemedyPartners.com
Page 3 of 7

the latest care guidelines and decision-support tools. This would assure that
only necessary surgeries are being performed and assure adherence to proven
care pathways and treatment regimens. For oncology bundles in particular,
this would accelerate the potential to move to full risk bundles and achieve
more widespread adoption.
o Ability to create patient incentives to stay within the team that has been
assembled to deliver coordinated care in a bundled payment program.
o Ability to create beneficiary rebates, described more fully in the response of
Remedy Partners to your request.
Leverage APMs to drive greater transparency
● Bundled payments, in particular, represent a platform to drive radical transparency that
can improve the performance of population health programs. Primary care physicians
currently make referrals with no measurable data on a specialty team’s cost, volumes,
outcomes or patient satisfaction levels. These are all measures than can be quickly
collected and reported.
● Medicare has a chance to do with bundled payments what has achieved with Nursing
Home Compare, the valuable website that enables Medicare beneficiaries to evaluate,
compare and select among post-acute facilities. For a modest investment, a website could
accomplish the same for bundled payment contracts. This would require a standard set of
achievable outcome measures for each episode of care (ideally the two or three most
important measures) and standard ways to display historic, ‘provider specific’ volume
data. This is all very achievable in a short time frame, and most of the information
already exists in a database controlled by CMS.
Thank you for the opportunity to offer these thoughts to CMS. As a short reference on my
background:
I have worked with CMS since the late 1970s when I started my first healthcare organization, a
non-profit organization serving disabled adults. Since then, I have built and managed HMOs and
was an original participant in the Medicare Plus Choice program that became Medicare
Advantage. I have owned and operated seven Medicare Advantage Plans for many years, and my
company at the time, Oxford Health Plans, was also the largest provider of services to Medicaid
beneficiaries in New York City. More recently, I helped create Remedy Partners to advance the
bundled payment initiative. Remedy Partners is a direct contractor to CMS as an ‘Awardee
Convener’ in BPCI initiative and represents approximately half of that nationwide program. I
have attached an appendix to this letter with more information on Remedy Partners and the
performance of the over 1,000 healthcare organizations we have partnered with in the BPCI
initiative.
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Good luck with the important work you are doing,

Steve Wiggins
Chairman
Remedy Partners, Inc.
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Appendix: Performance of the Innovation Center’s Largest Episode-based Payment Model
Thousands of healthcare organizations are participating in the Innovation Center’s largest
episode-based payment model, the Bundled Payments for Care Improvement initiative,
collectively generating $200 million in annual savings to Medicare. Providers can accept risk in
the BPCI initiative in medical and surgical episodes covering nearly 180 types of hospital stays.
The expansive framework of the model covers over two-thirds1 of Medicare hospitalizations and
half2 of the Medicare expenses associated with hospitalizations and recovery for Medicare
beneficiaries.
More than 1,000 healthcare organization participating with Remedy Partners have achieved
successful financial results and patient outcomes:
Financial Performance:
● Healthcare providers of all types achieved savings rates in excess of the guaranteed
amount to Medicare.
● Facilities that have partnered with Remedy Partners have seen more realized savings the
longer they participate in the program. In their first quarter of the BPCI initiative, more
than 40 percent of participants in Remedy Partners’ program either exceeded the episode
budget or did not cover the two percent Medicare discount rate. By comparison, in the
latest quarter, that percentage of participants dropped below 20 percent.
● Physician groups have seen the greatest savings rates for clinical episodes beginning in
the hospital, achieving approximately 11 percent gross savings in a single quarter. Acute
care hospitals have seen nearly a 4 percent absolute increase (from 3.2 to 7.1 percent) in
their gross savings rate since the beginning of 2014.
● Since the inception of the BPCI initiative, 22 out of the 48 BPCI clinical episodes had
gross savings rates in excess of 7 percent. These clinical episodes span a wide variety of
conditions including pneumonia, sepsis, acute myocardial infarction, diabetes and hip and
femur procedures except major joint.
Mortality & Readmissions:
● The BPCI initiative has lowered readmission rates for patients experiencing key clinical
conditions and has done so without increasing the rates of mortality. Providers have
reduced readmission rates in excess of 13 percent over the past four quarters for patients
experiencing acute myocardial infarction, lower major joint replacement, pneumonia or
stroke.

1
2

Analysis of Medicare Provider Utilization and Payment Data, Inpatient Charge Data FY 2015.
Dobson DaVanzo, Medicare Payment Bundling: Insights from Claims Data and Policy Implications 20 (2012).
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● Most provider types have shown decreases in mortality with modest reductions in
readmission rates. In addition, all provider types lowered readmission rates in the first
quarter of 2017.
● Of all provider types, physician groups have shown the greatest relative reduction in
readmissions, which decreased on average by more than 13 percent decrease over the past
four quarters, while continuing to show a decrease in mortality rates.
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November 20, 2017
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
CMMI_NewDirection@cms.hhs.gov
Re: Request for Information – Consumer-Directed Care & Market-Based Innovation Models
ResMed commends the Center for Medicare & Medicaid Innovation (CMMI) for soliciting input from
stakeholders on payment and care delivery innovation and the new direction to support patient-centered
care and empower beneficiaries as consumers. The six guiding principles and eight focus areas in
CMMI’s request for information represent opportunities for reforms that modernize Medicare. ResMed
appreciates the opportunity to provide some of our ideas to put patients at the center of their care. Our
comments center on consumer-directed care and market-based innovation models to incentive highquality care and better health outcomes for patients with chronic respiratory conditions.
ResMed is a global leader in connected care delivering innovative technology to improve quality of care,
therapy adherence and to decrease healthcare costs. Cloud connected durable medical equipment
(DME) support the diagnosis, treatment and management of patients with sleep apnea, chronic
obstructive pulmonary disease (COPD) and other chronic respiratory conditions. ResMed also provides
software-as-a-service business solution platforms to create operational efficiencies which enable
connectivity with patients, providers, physicians and hospitals.
Opportunities in Consumer-Directed & Market-Based Innovation Models
In order to foster an affordable, accessible healthcare system that puts patients first, Medicare must seek
solutions that enable patients to care for themselves safely and effectively in the home. Technologyenabled connected devices are already integrated into daily care in many areas, including cardiac care,
diabetes and respiratory care. In addition to real-time or minimally delayed clinical status reporting to the
physician, patient-focused applications empower ownership of health-related conditions and treatments
and help patients understand how they can positively impact their own health outcomes. For example,
more than 4 million sleep apnea patients treated with ResMed solutions have their data transmitted to
the cloud every day, allowing physicians and providers to proactively provide patient education and
encouragement to keep them adherent to their therapy. In addition, 1,300 new users sign up daily for
ResMed’s myAir treatment application to coach and encourage them in their therapy resulting in 24%
increase in therapy adherence.
Recommendation: When exploring opportunities to introduce consumer-directed care to Medicare
beneficiaries, ResMed encourages CMMI to focus on the ever-expanding and increasingly well studied
technology solutions that connect patients to their own healthcare data, and allow their caregivers and
providers to intervene in a timely fashion. Though price transparency can aid in individual decisions, it
has never been shown to improve healthcare outcomes. Beneficiaries become empowered when they
ResMed Corp 9001 Spectrum Center Blvd, San Diego CA 92123, USA
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can manage their health conditions in a continuously informed way. CMMI should accordingly prioritize
and incentivize pilot programs that include technology solutions to empower beneficiaries as consumers,
reduce costs and improve outcomes. Many of these technologies also enable alternative payment
models (APMs) based on the documented outcomes they afford.
Medicare currently uses heavy-handed utilization management policies such as 90-day adherence
requirements and mandated face-to-face visits to control sleep apnea therapy with continuous positive
airway pressure (CPAP) machines, the gold-standard treatment. Considering the importance of
adherence to CPAP therapy to avoid the frequent nightly suffocation associated with obstructive sleep
apnea that exacerbates costly chronic conditions and increases overall healthcare costs, a more patientcentric model would incentive adherence and leverage the readily collected treatment data to reduce the
costs associated with both treatment-related visits and long-term chronic condition exacerbations.
Medicare payment policies for DME lack care coordination and do not facilitate focus on outcomes.
Payment models should explore incentives to encourage greater collaboration between healthcare
providers, patients and caregivers to encourage the most beneficial utilization of services and to
maximize health outcomes. Most CMMI efforts to date have focused on the current “bricks-and-mortar”
settings of care. The future of the most effective health interventions must shift to the community and the
home, settings that are increasingly made accessible to more patients by leveraging the right
technologies.
Once again, ResMed appreciates the opportunity to share our perspective on patient-centered care and
alternative focus for market-driven and patient-centric reforms. We would welcome the opportunity to
provide more details about these ideas, including sharing promising initiatives in the private sector as
well as the data underlying the lessons we have learned through our own patient-centric care journey.
Sincerely,

Dr. Liesl Cooper
Vice President, Market Access
ResMed Corp.
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Standing Up For America’s Seniors!
November 17, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD21244
Dear Administrator Verma:
RetireSafe appreciates the opportunity to share our thoughts on the “Centers for Medicare and
Medicaid Services (CMS): Innovation Center New Direction” Request for Information (RFI). We
think that the Center for Medicare and Medicaid Innovation (CMMI) plays an important role in
discovering new and efficient ways to deliver health care in America.
RetireSafe is a nationwide non-profit organization representing over 200,000 mature
Americans. We believe that choice and access are important aspects of health care and
applaud efforts that increase options for doctors and patients while maintaining cost effective
access. We take our responsibility to be a voice for older Americans seriously, and we speak
for them as we provide feedback in response to the CMS RFI.
RetireSafe has seen many successful demonstration projects that have come from the CMMI.
These projects were highlighted by efficient planning, appropriate scale, defined time-limits
and well-thought-out safeguards. These projects were often accompanied by enthusiastic
voluntary participation by health care providers. Unfortunately, we have also observed
demonstration projects that lacked many of the attributes listed above and caused, or
threatened to cause, long-term health care access and quality issues. RetireSafe, along with
hundreds of other involved groups responded to these ill-advised projects with numerous
letters voicing our disappointment.
RetireSafe wants to avoid these ill-advised projects by offering the safeguards and principles
outlined below. While some of these safeguards are already part of the CMMI principles it is
hoped that stronger adherence to those principles along with the adoption of the newer
principles will result in demonstration projects that fulfill the promise of improving health care
efficiency and effectiveness.
RetireSafe believes that the CMMI should design and execute demonstration projects that:
•

Include input from the stakeholders in all phases of the project;

•

Define measurable indicators of success;

•

Share data;

•

Design transparency into the project;

•

Set and adhere to time limits;
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•

Scale the project such that the demonstration project does not disrupt the
existing delivery of health care;

•

Avoid mandatory participation;

•

Safeguard the beneficiary; and

•

Recognize and respect the role of Congress in setting health care policy.

We recognize and support the role the CMMI plays in using innovation to develop an
affordable, efficient and accessible health care system. We offer this input in the hopes it will
enhance this innovation.

Thair Phillips
President/CEO
RetireSafe
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www.retiresafe.org
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My company is interested in being considered for a pilot demonstrating new patient-directed care
models. We are the only company developing triage applications for seniors diagnosed with
COPD and Asthma. We believe we would be a strong fit for the program and would like to know
more about the process for engaging with CMMI.
Thank you,
Ted

Ted Smith, PhD
Chief Executive Officer
REVON Systems
@RevonSystems

November 20, 2017
Ms. Seema Verma
Administrator, Centers for Medicare and Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244-8013
Submitted via email: CMMI_NewDirection@cms.hhs.gov
Re: New Direction in Patient-Centered Care for Individuals with Spinal Cord Injury/Paralysis:
Targeted Innovation Model Opportunity
Dear Ms. Verma:
ReWalk Robotics Ltd. is pleased to submit comments to the Centers for Medicare and Medicaid Services
(CMS) regarding the Innovation Center New Direction Request for Information. ReWalk Robotics
develops and manufactures computerized prosthetic exoskeleton systems for individuals with spinal cord
injury (SCI). Our mission is to fundamentally change the quality of life and improve the health of
paralyzed individuals by enabling these individuals to ambulate in their homes and the community and
reap the health benefits associated with physical activity.
ReWalk Robotics appreciated the opportunity to meet with CMS on October 17, 2017 so CMS
policymakers could see first-hand the life-changing capabilities of computerized exoskeletons. This letter
follows up on our presentation with additional details regarding our recommendation for a targeted
innovation model, “Patient-Centered Care for Individuals with Spinal Cord Injury/Paralysis,” aimed at an
underserved, medically-complex patient population: individuals with SCI and paralysis.
Background on SCI Health and Economic Effects
There are about 282,000 people in the US living with SCI. They can face a number of serious and costly
secondary negative medical consequences of paralysis, including:












Cardiovascular disease
Pulmonary problems (including thrombosis)
Pressure ulcers
Pain
Osteoporosis
Loss of lean mass/gain in fat mass
Insulin resistance
Diabetes
Spasticity
Difficulty with bowel and urinary tract function
Depression

Individuals with SCI also frequently need hospitalization for the secondary impacts of their medical
1
condition. The National Spinal Cord Injury Statistical Center estimates that about 30% of persons with
SCI are rehospitalized at least once during any given year following injury, with average length of hospital
stay of about 22 days. Common causes of rehospitalization are diseases of the genitourinary system,
disease of the skin, and respiratory, digestive, circulatory, and musculoskeletal diseases.

1

See https://www.nscisc.uab.edu/Public/Facts%202016.pdf.
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With the wide range of secondary health impacts and recurring hospital care, SCI treatment is costly.
According to Loyola Medicine neurologists, it costs between $320,000 and $985,000 for an SCI patient’s
first year of care, and as much as $5 million during the patient’s lifetime.2
Greater focus is needed to address the secondary health impacts of SCI to improve patient health and
reduce associated health system costs.
Computerized Exoskeletons as a Component of Ongoing Patient Care
Computerized exoskeleton devices enable user-initiated ambulation through the integration of a wearable
prosthetic device that includes a computer-based control system and motion sensors along with powered
hip and knee motion to enable individuals with SCI to sit, stand upright, and walk. The external structure
includes joints and links that correspond to parts of the human body
and a power source that supplies the energy for limb movement,
allowing independent, controlled ambulation with a natural gait
pattern.
The Food and Drug Administration (FDA) has cleared the ReWalk
and one other computerized exoskeleton for personal use in the
home and community setting. Additional exoskeletons are cleared
for use in the rehabilitation setting.
Improving physical activity levels of individuals with SCI has
important health and economic benefits, and many of these benefits
have been documented in peer-reviewed clinical publications. For
instance, one recent publication observes that “[r]ehabilitation
protocols and technologies aimed to improve functional mobility
have potential to significantly reduce the risk of medical
3
complications and cost associated with SCI.” Older technologies
aimed at improving SCI ambulation resulted in early fatigue,
preventing patients from fulling realizing the benefits of ambulation.
However, newer technology – including the ReWalk computerized
exoskeleton – is now available that allows individuals with SCI to
ambulate for a duration and exertion level that confers meaningful
health benefits.
A recent meta-analysis that included eight computerized
exoskeleton studies concludes that “[p]owered exoskeletons allow
patients with SCI to safely ambulate in real-world settings at an intensity level known to yield health
benefits.”4 In addition, the Archives of Physical Medicine and Rehabilitation (PMR) recently published a
paper entitled, “Information/Education Update, Exoskeleton-Assisted Walking for People with Spinal Cord
Injury,” July 2017.5 This educational update noted that the health benefits of exoskeleton-assisted
ambulation include, among other things:

2

See https://www.loyolamedicine.org/news/spinal-cord-injury-patients-face-many-serious-health-problems-besidesparalysis-02162017.
3
Miller LE, Herbert WG. Health and economic benefits of physical activity for patients with spinal cord injury.
ClinicoEconomics and Outcomes Research: CEOR. 2016;8:551-558. doi:10.2147/CEOR.S115103.
4
Miller LE, Zimmermann AK, Herbert WG. Clinical effectiveness and safety of powered exoskeleton-assisted walking
in patients with spinal cord injury: systematic review with meta-analysis. Med Devices (Auckl) 2016;9:455–466.
5
See Exoskeleton-Assisted Walking for People With Spinal Cord Injury; Archives of Physical Medicine and
Rehabilitation, available at: http://www.archives-pmr.org/article/S0003-9993(16)31367-3/fulltext.

200 Donald Lynch Boulevard – Marlborough, MA 01752
Tel.: 508.251.1154 – Fax: 508.251.2970
www.rewalk.com







Improved bone density
Improved cardiorespiratory function,
Improved gastrointestinal function,
Improved sitting balance (critical for safety in a wheelchair) and
Decreased pain and spasticity.

Computerized, powered exoskeleton use also offers significant quality of life benefits, including making it
easier to work and participate in activities and restoring self-esteem.
The benefits of ReWalk have been recognized by numerous health insurers, including Blue Cross Blue
Shield Vermont, Blue Cross Blue Shield Illinois, Common Ground Healthcare, Moda Health, Medica, and
various workers’ compensation programs. Furthermore, in a major expansion of coverage in the United
States, the U.S. Department of Veterans Affairs (VA) announced in a December 10, 2015 Memorandum
that it is making the ReWalk Powered Exoskeleton available to qualified veterans with SCI for use in the
home.
Computerized exoskeleton use is supported by experts in spinal cord injury and rehabilitation physicians,
and patient advocacy groups, including: the American Academy of Physical Medicine and Rehabilitation,
the North American Spine Foundation, United Spinal Association and Vets First, Travis Roy Foundation,
Christopher & Dana Reeve Foundation, and Determined 2 Heal.
Unfortunately, Medicare beneficiaries currently do not have routine access to powered exoskeletons for
home and community use. A May 19, 2016 DME MAC joint coding determination on “Powered
Exoskeleton Products” describes powered exoskeletons as “Equipment used in institutional rehabilitation
settings” that “is statutorily excluded from reimbursement” under the durable medical equipment benefit.
This narrow designation fails to recognize the proven clinical value of powered exoskeleton use in the
home setting for appropriate candidates, the FDA designation of ReWalk as appropriate for home use,
and its excellent safety profile.

Innovation Center Request for Information
CMS’s Innovation Center Request for Information seeks ideas for “a new direction to promote patientcentered care and test market-driven reforms that empower beneficiaries as consumers, provide price
transparency, increase choices and competition to drive quality, reduce costs, and improve outcomes.”
To that end, ReWalk submits this recommendation for a “Targeted Innovation Model for Patient-Centered
Care for Individuals with Spinal Cord Injury/Paralysis” (“SCI Model”). The main features of the SCI
Powered Exoskeleton Model are set forth below.
Overview


The SCI Powered Exoskeleton model would represent a patient-centered care model for
individuals with SCI/paralysis. This model would analyze the extent to which frequent
ambulation with the use of a powered exoskeleton in the home setting -- improves secondary
health outcomes, reduce costs, and improve quality of life for a underserved patient population
with significant health care expenses.


This is a similar approach to the CMS Medicare Diabetes Prevention Program Model and
Expanded Models, testing whether certain clinical interventions, including increased
physical activity, help individuals with an indication of pre-diabetes lose weight and avoid
a progression to type 2 diabetes, improve health, and reduce costs.
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CMS would waive rigid Medicare benefit category and site of service rules that needlessly
compartmentalize care (e.g., home vs. rehabilitation center) and prevent beneficiaries with SCI
from accessing the full range of treatment options for their condition.


This is a similar approach to the current Medicare Care Choices Model, which allows
certain individuals with terminal illness to obtain select hospice services that are included
in the Medicare Hospice Benefit while concurrently receiving curative care services
concurrently – which otherwise would be prohibited under Medicare hospice benefit rules.



The SCI Model would be voluntary and involve leading rehabilitation centers, along the lines of
the current VA model.



The model would feature value-based pricing for the powered exoskeleton plus a patient
management payment for physician services and an administrative payment to model centers.

Designated SCI Exoskeleton Model Centers


There are currently 24 SCI Model Centers in the US.



CMS would solicit applications from rehabilitation centers or these SCI Centers to be designated
as Exoskeleton Model Centers based on the center’s experience with training patients on the use
of a powered exoskeleton. CMS would designate 8 to 10 (up to 24) of the applicants as SCI
Exoskeleton Model Centers.



Physicians affiliated with the SCI Exoskeleton Model Centers would have the opportunity to
voluntarily participate in the SCI Model as an SCI Model Physician.



The SCI Exoskeleton Model Centers would interface with CMS, coordinate technical assistance
from powered exoskeleton manufacturer to SCI Model Physicians and SCI Model Beneficiaries,
and compile specified data from SCI Model Physicians to transmit to CMS.



CMS would make a per-beneficiary payment to the SCI Exoskeleton Model Centers for
administrative services.

Beneficiary Selection


The model would be open to Medicare and Medicare-Medicaid dual eligible beneficiaries with
paralysis as a result of SCI.


CMS could also consider facilitating involvement of private payer partners. Since
individuals with paralysis due to SCI generally qualify for Medicare on or before two years
of the injury as a result of their disability; reduction of negative secondary health effects in
this population might also result in Medicare savings in the long run.



SCI Model Center Physicians would evaluate individuals with SCI to determine eligibility for
training on a powered exoskeleton for use in the home/community, using the VA Clinical Protocol,
attached, as appropriately modified.



SCI Model Beneficiaries are eligible if they have successfully completed a powered exoskeleton
training program and are assigned a powered exoskeleton for home use.



Beneficiaries remain enrolled in the program as long as they meet or exceed a designated
qualifying minimum exoskeleton usage threshold (e.g., 75,000 steps/month).
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SCI Model Beneficiaries would continue to be eligible for the full, standard range of Medicare feefor-service benefits for the duration of the model.

Payment to SCI Model Physicians


CMS would make SCI Model-specific payments to the SCI Model Physician for (1) beneficiary
evaluation, (2) specialized training on the exoskeleton, and (3) ongoing patient management and
assessment.



Payment would vary based on level of services provided.


This is a similar approach to the current Medicare Care Choices Model, under which
participating hospices receive a “per beneficiary per month fee” ranging from $200 to $400
when delivering services under the model.

Value-Based Payment for Powered Exoskeleton


CMS and Industry Participants would establish model-specific pricing for the exoskeleton.



Leasing and/or purchase options would be tied to actual SCI Exoskeleton Model Beneficiary Use
(based on actual steps walked during the month.



Potential for special value-based pricing, contingent on Medicare achieving savings/reducing
Medicare spending based on lower prescription drug use, reduced Medicare spending on urinary
infection and skin ulcer treatments, and reduced Medicare spending on hospital emergency
department visits related to the SCI.

Evaluation and Shared Savings


An SCI Exoskeleton Model Physician would conduct baseline assessment of the beneficiary’s
health/quality of life status (including prescription drug use, treatments for skin ulcers or urinary
tract infections, and post SCI-hospitalization history).



Reassessment would occur periodically (i.e., at least quarterly with monthly review of utilization of
the exoskeleton).



Spending on SCI Model (physician services and equipment use) would be compared to spending
on a similar SCI population and/or the preliminary baseline.



Savings in the SCI Model (e.g., decreased rehospitalizations, reduced prescribed drugs, or other
specified milestones) would be assessed/estimated at least annually.



CMS would provide a bonus or otherwise share the savings with SCI Model Physicians and SCI
Exoskeleton Model Centers, and through value-based pricing on the exoskeletons, depending on
program structure.

In conclusion, the SCI Model offers an opportunity for CMS to collaborate with an underserved SCI
patient population and their providers, advocates, and technology manufacturer partners.
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We would welcome the opportunity to provide additional information and answer any questions you may
have.
Sincerely,

Lawrence J. Jasinski
CEO
ReWalk Robotics
Marlborough, MA USA
Yokneam, Israel
Berlin, German
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SUGGESTED NEW DIRECTIONS FOR INNOVATION CENTER
I am responding to the Innovation Center’s request for information (RFI) in order to
provide feedback on what we consider to be a new direction of care for Medicaid patients. The
enclosed ACADEMIC MEDICINE article (in-press) and a recently-submitted follow-up article
(under review, so please do not disseminate) represent a new approach which addresses many of
the focus areas which you describe in your RFI.
Since these publications do not address in detail the necessary innovations for success of
this system, we will submit a detailed proposal to the MACRA-established Physician-focused
payment model Technical Advisory Committee (PTAC) for their analysis and hopeful
recommendation by the Assistant Secretary For Planning And Evaluation to the Innovation
Center that you test this model.
In view of the emphasis and perspective of PTAC, we will propose in detail a global
payment system (based on recent Community Health Center experience) for analysis. Also, we
will describe other necessary innovations such as (1) electronic health record development
facilitating team care, (2) teaching hospital partnerships for consultative care and administrative
structure of partnership, (3) expansion of Community Health Center capacity to provide primary
care team for care of dual eligibles either at home or in skilled nursing facilities, (4) logistics of
graduate education for primary care providers- interprofessional education (5) unique
innovations required in the rural setting- outreach mobile clinics with primary care technicians,
(6) unique innovations required in the urban setting- outreach housing project clinics, (7) role of
expanded community health centers for care in mental health, addiction therapy, dental health,
and outsourced care of veterans, and (8) emphasis on prevention and social determinants of
health.

Another important area of discussion is the collaborative relationship between States and
the Innovation Center, with administration of funds flow via CHAMP Consortia. The National
Governor’s Association has expressed interest in this proposal, with states such as Wisconsin,
Minnesota, Illinois, Idaho, New Mexico, Massachusetts, California, and New York being
particularly attractive candidates for Mega-THCs.
We have discussed our proposal with several professional organizations and many
congressional staff in the House and Senate over the past several months. We have been pleased
with their excellent suggestions and level of enthusiasm. We intend to submit our input to PTAC
before the end of next month, with the hope that their recommendations will be promptly
forwarded for Innovation Center Consideration. Please confirm receipt of this suggestion.

Sincerely yours,

Richard Rieselbach, Professor Emeritus of Internal Medicine
University of Wisconsin School of Medicine and Public Health

50 College Road East
Princeton, New Jersey 08540-6614
Tel. 877 843 RWJF (7953)
www.rwjf.org

Office of the President and CEO

November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Dear Administrator Verma:
Thank you for the opportunity to comment on the new direction that the Center for Medicare and
Medicaid Services Innovation (Innovation Center) is considering to promote patient-centered
care; test marketing reforms that empower beneficiaries as consumers; provide price
transparency; and increase choices and competition to drive quality, reduce costs, and improve
health outcomes. The Robert Wood Johnson Foundation (RWJF) is working to build a Culture of
Health nationally, where everyone has a fair and just opportunity to live the healthiest life
possible, and we recognize that promoting innovation and learning is central to our mission.
We are working to improve health and well-being together with partners across the country,
many of whom contributed to these comments. We would like to recognize important input from
various organizations including: The Center for Healthcare Strategies, State Health and Value
Strategies at Princeton University, the Altarum Institute, Health Quality Advisors, American
Institutes for Research, the Data Across Sectors for Health program, the John Snow Institute, the
University of Chicago Finding Answers program, ReThink Health, Community Catalyst, the
George Washington University, the National Safety Net Advancement Center, Catalyst for
Payment Reform, and the Network for Regional Healthcare Improvement.
While each organization provided input to this response, these comments reflect the views of
RWJF and not necessarily those of the organizations cited above.
Innovation Center Guiding Principles
RWJF applauds the Innovation Center for considering guiding principles as it evaluates decisions
for new directions. These include choice and competition in the marketplace; provider choice
and incentives; patient-centered care; benefit design and price transparency; and transparent
model design and evaluation. We believe that these are positive approaches to driving

improvements in heath and health care. However, we are submitting additional possible guiding
principles for the Innovation Center’s consideration and offering furthering suggestions about
patient-centered care.
Advancing Health Equity
RWJF believes that working to reduce racial and ethnic disparities in health and valuing diverse
perspectives including those of historically excluded and marginalized groups is critically
important to advancing health and needs to be at the forefront of the Innovation Center’s
actions.1 As mentioned earlier, we believe this means that everyone has a fair and just
opportunity to be healthier. Health equity also requires addressing obstacles to health such as
poverty, discrimination, and their consequences, and increasing opportunities such as good jobs
with fair pay, quality education and housing, safe neighborhoods, and – most immediately
relevant to the Innovation Center – health care. Without a specific focus on health equity,
payment and delivery system reform innovations can exacerbate health disparities.2 States can
play a major role in fostering health equity through payment and delivery system reform efforts.
We would like to refer CMS to the recently released National Quality Forum Roadmap for
Promoting Health Equity and Eliminating Disparities which includes several helpful
recommendations for how to incentivize the reduction of health disparities and achievement of
health equity.3 The RWJF-funded National Academy of Medicine report, Communities in Action,
released in January of this year is another valuable resource.4
As part of this effort, it is important for the Innovation Center to address special needs in the
context of the health care safety net, which includes Federally Qualified Health Centers,
community behavioral health organizations, Critical Access Hospitals, and Tribal Health
Centers, among others. We encourage the Innovation Center to increase its initiatives to focus on
the safety net because we believe that it is critically important not to leave the population served
by these organizations behind in efforts to improve quality and value of care. New payment
models often carry high financial, technological, and personnel needs that can be prohibitively
expensive and risky investments for providers operating on extremely limited margins and while
caring for especially vulnerable populations. Safety net organizations tend to have more
difficulty meeting the requirements of broadly-designed payment and care delivery models
compared to non-safety net organizations. Safety net organizations will benefit most from
advanced payment models designed with them in mind.
Patient-centered Care
RWJF appreciates that the Innovation Center is already considering the principle of patientcentered care which provides an opportunity to drive meaningful change so that people are
getting the care that meets their goals, needs, and preferences. We encourage the Innovation
Center to set expectations for patient-centeredness that emphasize opportunities to empower
patients as consumers and ensure that health care systems are designed around the patients they
are intended to serve. Specifically, with respect to metrics by which to gauge the success of new
2

innovations, we urge the agency to include the principles of patient-centered measurement that
American Institutes for Research developed with RWJF funding. These principles emphasize
that measurements be patient-driven, holistic, transparent, comprehensive and timely, and cocreated with patients.5
RWJF believes it is also critically important that people are given the information they need to
make decisions that are right for them. When it comes to helping patients make health care
decisions, people want information they can understand and that is easily accessible to them,
particularly about cost.6,7 As the Innovation Center moves in the direction of providing
consumers with more information, however, we want to emphasize that trust can be a major
issue for many consumers – we have found in our research that people don’t necessarily trust the
information they are given and they can feel alienated from the health care system based on
previous negative experiences with it which can impact their care and health outcomes. This is
especially true for lower-income, sicker patients, many of whom feel disrespected by providers.
On average, patients who feel disrespected by providers are twice as likely to not follow their
medication protocols. It is important to address these trust issues as part of any patient-centered
care agenda.8
In addition, we encourage the Innovation Center to recognize that it can be challenging for
people to feel ownership of their health and health care, even with full information, if they do not
feel the support and partnership of their clinical care team. Especially when it comes to cost and
appropriateness, patients rely on clinicians for information and support. We have worked with a
range of partners, like Choosing Wisely, to make sure that providers are engaging patients in
decision-making about what the right care is for individuals based on their specific needs.9
Shared decision-making is critically important and would be an extremely helpful tool for the
Innovation Center to include in its models being tested.10
As the Innovation Center explores work with state-based models, we note that states can play an
important role in ensuring that people are receiving patient-centered care by creating the
conditions for greater transparency so that people have the information they need by requiring
that health plans engage consumers in their care and by requiring reporting on measures that
matter to patients, caregivers, and families.
Holistic/Integrated Care
We know that access to high-quality health care is critical to health outcomes but many patients’
health issues are complicated by underlying social needs that expand outside the clinical setting.
In order to truly improve health outcomes and expand the value of health care dollars, it is
important that social needs are addressed as well.11,12 For that reason, RWJF believes it is
critically important that, as new payment and delivery system models are developed and tested,
they include assessment, planning and payment that address the range of patients’ needs, whether
they be physical health, oral health, social/emotional health, and social factors.
3

In order to truly improve health outcomes and expand the value of health care dollars, it is
important that issues like nutrition, education, housing, employment, and transportation, among
others are addressed as well.
At RWJF, we are working on the capabilities and incentive structures health and health care
systems need to provide people with complete, appropriate care. These include integrated
behavioral and physical health care services, trauma informed care that addresses patients’
traumatic experiences and their associated health effects; and data systems that connect across
sectors using innovative technologies to provide a full picture of a person’s physical and social
health to their providers.13,14,15 We would also urge CMS to continue to advance the work being
done to care for the segment of the population that has especially high medical, psychological
and social needs to ensure coordinated, effective, and comprehensive care.16,17 This includes
team-based, data-driven, holistic, and coordinated care with payment systems and incentives that
support such approaches.
Finally, we urge CMS to consider innovations needed especially for children and families, such
as multi-generation approaches, efforts to connect data across early childhood-serving systems,
and provide evidence-based care to support physical, social, behavioral and cognitive
development, in addition to aligning metrics across systems to promote coordinated care and
address the needs of the entire family. If children, especially the most vulnerable ones, are not
provided the supports they need early, they can become adults with more complex medical and
social needs.18 States can do a lot to promote greater holistic and integrated care in setting
Medicaid payments and measuring quality.19
Value of Collaboration
RWJF encourages CMS to promote alignment across sectors whenever possible. For example,
this could include governance requirements, shared measures, shared data, connected
information systems, building on lessons in Accountable Communities for Health, and shared
funding approaches (e.g. global budgets, braided and blended funding arrangements). This could
also include incentivizing cross agency collaboration.20 All payer models offer promise, because
the more Medicare and Medicaid payment models can align, the more potential there is for both
reductions in administrative burden for providers and true delivery system reform that improves
care delivery, patient outcomes, and high value spending. This also means getting state-level
engagement in new Medicare and Medicaid models to foster a true partnership between states
and the federal government to move health and health care transformation forward. We are
currently exploring different payment models that incentivize collaborative efforts at the
community level to address population health.21 If CMS is interested, we would be happy to
share our findings as they become available.
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Critical Importance of Research, Evaluation and Learning
The Innovation Center principles recognize the importance of research and evaluation. We want
to emphasize the value of true learning from the new models being developed across CMS. It is
critically important to not only look at outcomes overall, but to understand outcomes across
programs and sub-populations, and evaluate implementation. Importantly, we also ask CMS to
engage directly with patients themselves about the impacts or potential impacts of different
programs.
As an organization that is rooted in evidence, learning also is critical to our work. We commend
the Innovation Center for its learning activities, especially through State Innovation Models and
the Innovation Accelerator Program. We encourage CMS to continue to think of ways for
different stakeholders – providers, payers, and states – to learn from each other by sharing best
practices and challenges and also by sharing data in order to encourage additional research and
learning. Again, states can play an important role in spreading learning as they establish
infrastructure to learn from their policymaking decisions and innovations and move toward
evidence based policymaking.22,23,24 We are especially interested in learning from state
innovations through different waiver opportunities and accompanying evaluations.
Conclusion
In conclusion, we appreciate the opportunity to comment on the new directions the Innovation
Center is considering. Innovation and learning are significant to our work at RWJF and we are
happy to continue conversations with CMS about what we are doing to help improve the health
and well-being of individuals, families, communities, and the nation.
Sincerely,

Richard E. Besser, MD
President and CEO
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VIA ELECTRONIC SUBMISSION at CMMI_NewDirection@cms.hhs.gov
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMMI Request for Information
P.O. Box 8016
Baltimore, Maryland 21244-8013
Re:

Centers for Medicare & Medicaid Services (CMS): Innovation Center New Direction

Dear Administrator Verma:
I am a geriatrician and the Chief Executive Officer of Rockport Healthcare Services. Rockport provides
clinical support and administrative services for skilled nursing and assisted living facilities throughout
California. We serve a medically and psychiatrically complex population of patients and residents.
We were pleased to see that Behavioral Health is one of the eight areas of focus for the Innovation Center.
We fully support the Center’s focus and we offer the following observations regarding the unique
behavioral health needs of beneficiaries in skilled nursing facilities and nursing homes (“nursing
facilities”).
• Half of all beneficiaries in nursing facilities have a history of behavioral illness (Minimum Data
Set 3.0 Frequency Reports).
• CMS policy is focused on improving outcomes for these beneficiaries including recently
expanded policies for patient-centered behavioral care (42 CFR §483.40) and for conservative use
of psychoactive medications (42 CFR §483.45).
• As nursing facilities address these policy goals, we are seeking innovative models of behavioral
care that can foster integration across the care-team, leverage evidence-based practices, and
stretch the limited supply of behavioral health consultants.
• In nursing facilities, our care-teams are anchored by primary care physicians who order the
services of consultants including, when medically necessary, behavioral health consultants such
as psychologists and psychiatrists.
• We encourage the Innovation Center to pilot new models that allow our behavioral health
consultants, including psychologists and psychiatrists, to make use of bundled payments, teleconsults, case management, and other innovative approaches that can be deployed based on an
order from the primary care physician.
Thank you again for your focus on innovative models for behavioral health.
Sincerely,

Michael Wasserman, MD, CMD
Chief Executive Officer,
Rockport Healthcare Services

“Work Sheet” for Rockwell Medical Inc.
Commenter name:

Rockwell Medical Inc.

Brief description of model:
This proposed demonstration will measure and analyze the quality of care and cost
savings achieved through the use of drug therapies that the Agency deems to be
transformative new ESRD drugs. The proposed demonstration will promote patient
access to transformative new drug therapies that improve care for ESRD patients in
ways that meet the overarching goals of this patient population and the Medicare
program.
Provider participants:
Medicare beneficiaries with ESRD
Beneficiary pool:
Medicare patients with ESRD
Delivery problem:
This demonstration will promote responsible drug pricing by permitting drugs to remain eligible for the
proposed demonstration without the need to exceed any minimum price threshold. Under the
current ESRD PPS, the costs of even modestly priced innovations can create barriers to
patient access.
Payment intervention:
N/A
Payment mechanism:
N/A
Additional operational details:
Both providers and the Medicare program will have the opportunity to actualize cost
savings under this demonstration. Providers will have immediate access to savings that
result from reduced ESA and intravenous iron use and will have a strong financial
incentive to use innovative cost saving drugs. The Medicare program would have the
opportunity to rebase the bundle to reflect lower utilization to share in these savings with
providers. Additionally, the Medicare program would have immediate access to savings

that result from reduced spending outside of the bundle. The demonstration could be
designed so that providers have the opportunity to share in these savings. The
Medicare program could create a risk-adjusted threshold value for outside of the bundle
spending. Any savings relative to that amount could be shared between the Medicare
program and providers.

Rural Health Panel
Keith J. Mueller, PhD., Chair
Andrew F. Coburn, Ph.D.
Jennifer P. Lundblad, Ph.D., M.B.A.
A. Clinton MacKinney, M.D., M.S.
Timothy D. McBride, Ph.D.
Charlie Alfero

College of Public Health – N232A
105 River Street
Iowa City, IA 52242
(319)-384-3832
http://www.rupri.org/panelandnetworkviewer.php?id=9

November 20, 2017
Centers for Medicare and Medicaid Services
Department of Health and Human Services
By electronic submission at https://survey.max.gov/429625
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
To Whom It May Concern:
The Rural Policy Research Institute Health Panel was established in 1993 to provide sciencebased, objective policy analysis to federal policy makers. The Panel is pleased to offer comments
in response to the informal Request for Information (RFI) that the CMS Innovation Center is
seeking. Our comments are limited to rural-specific issues and are structured to parallel general
questions posed, or issues stated, by CMS (not technical comments regarding specific sections of
the Request for Information).
Increased participation in Advanced Alternative Payment Models (APMs)
The RUPRI Health Panel (“Panel”) recommends that CMS consider allowing physicians that
participate in Track 1 ACOs be eligible for AAPMs during the current ACO contract cycle.
Further, the Panel recommends rapidly expanding the Comprehensive Primary Care+ (CPC+)
model to additional areas and states which encompass rural communities, and fund technical
assistance (TA) to help rural practices become eligible for CPC+. TA resources should also be
made available to rural practices not simply to educate them about the Quality Payment Program
(QPP), but also to help rural practices build population health and risk-bearing capacity. CMS
should expeditiously identify changes needed in the Patient Centered Medical Home (PCMH)
accreditation guidelines which would qualify PCMHs as AAPMs and move quickly to enable
physicians practicing in a Medical Home to be eligible for AAPM bonus payments. Finally, the
Panel recommends that measures and data collection methods in AAPMs, CPC+, and MSSP
programs be harmonized for burden reduction, efficiency, and impact.
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Consumer-Directed Care & Market-Based Innovation Models
The Panel thinks that if the payment system is built on fee-for-service, a market-based approach
may pose challenges especially in rural communities with low patient volume. If fee-for-service
payment remains, cost data and measures should account for costs beyond providers’ control, in
particular, standby costs required in low volume settings. Quality and cost transparency is
important. However, new quality assessments that consider low-volume (i.e., small denominator)
are needed. CMS should consider National Quality Forum recommendations regarding
performance measures for rural and low-volume providers.
Medicare Advantage (MA) Innovation Models
As above, quality and cost transparency is important in MA Innovation models. However, quality
assessments and metrics should consider low-volume rural environments and costs beyond
providers’ control. The Panel proposes that CMS include the following supplemental benefits in
MA plans that would increase choice, improve care quality, and reduce cost: non-emergent
medical transportation, onsite care coordination, periodic PharmD medication review and
medication therapy management programs, and palliative care services for those with multiple or
complex chronic conditions. Additionally, the Panel suggests that MA Innovation models consider
new payment ideas that consider timely and accurate cost and quality data for referral services
(e.g., specialty care, procedures, and hospital care), and CPC+ payment systems or primary care
capitation with appropriate risk adjustment for rural populations.
State-Based and Local Innovation, including Medicaid-focused Models
CMS is seeking to partner with states to drive better health outcomes for people based on local
needs. Rural residents could benefit from expanded Accountable Health Communities
demonstrations in rural areas. A review of current ACHs suggests that currently there is only one
rural-based ACH (Tifton, Georgia). Furthermore, engaging multiple payers in all demonstrations
will help harmonize program details and reporting across payers, ameliorating administrative
burdens on rural providers. Lastly, facilitating expansion of all-payer systems and global payment
systems to other states (beyond Maryland and Pennsylvania) will advance population health
activities.
Questions
a. Do you have comments on the guiding principles or focus areas?
From a rural perspective, the Panel recommends recognizing in principle that one size does not
fit all. Special considerations are necessary to engage rural health care organizations and
clinicians to develop and test new care delivery and payment models that preserve the rural
health care safety net for rural people and places; i.e., allow participation and testing through
demonstrations and models designed with a narrower set of services and a lower volume of
patients in mind.
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The Panel recommends prioritizing the expansion of ACH and CPC+ demonstration models in
rural areas. Further, demonstrations should operate over a specific period, with either a set date
in which to become permanent or to sunset. The Panel recommends expanding primary care and
essential service payment and TA support, especially to under-resourced rural areas and
providers.
As part of the Innovation Center principles, the Innovation Center should devote support (i.e.,
payment, TA, and demonstrations) to rural areas and providers commensurate with the
proportion of people living in rural areas, which is approximately 25%.
b. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
Critical Access Hospitals and Rural Health Clinics are ineligible for many value-based payment
opportunities. This is likely due to cost-based reimbursement and other regulatory policies that
were originally designed to protect rural safety net providers. However, the Panel believes that
rural providers should be given the same opportunity as urban counterparts to participate in
value-based demonstrations, receive population health and financial risk management TA, and
value-based payments. Thus, CMS and the Innovation Center should specifically design
programs and systems to include rural providers in care and payment innovation.
The Panel has recommended a number of model designs that are consistent with the guiding
principles in the RUPRI Panel Paper, published November 2014, titled Advancing the Transition
to a High Performance Rural Health System (http://www.rupri.org/wpcontent/uploads/2014/11/Advancing-the-Transition-Health-Panel-Paper.pdf)
c. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify challenges or risk associated with any of these suggested models.
The Panel recommends a range of alternative approaches to achieve a high performance rural
health care system. These designs are as follows:
MODEL #1: Community-appropriate health system development and workforce design
Health systems whose delivery structure is community-determined and driven, where the term
“community” is defined in geographical terms (e.g., state, region, town/village), use a
community-appropriate health system development and workforce design approach. The ultimate
delivery organization is informed by an identification of and coordinated response to local
community health needs and priorities.
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Demonstration Idea: “Local Primary Care Redesign” projects that combine local primary care
and other health care providers (including the local hospital) in organizational configurations
that expand and sustain access to comprehensive primary care focused on individual and
community health improvement.
MODEL #2: Governance and integration approaches
The Panel believes integrated governance is the most critical and necessary condition for a
successful and sustained transition to a high performance rural health system. Systems that
manage and deliver integrated health services within either a global budget or a constrained
reimbursement environment use governance and integration approaches to align service delivery
across the care spectrum. The ideal model of governance depends on local context; a rural
community of 1,000 needs a different system structure and set of services than a rural
community of 10,000. One option for rural communities is the use of community health system
boards that bring stakeholders together under one umbrella. The structure results in a single,
common board for multiple organizations or a system-level board with representatives from
multiple community organizations.
Demonstration Idea: “Integrated Governance” projects align various organizations in a
community or region in a new model of governance. New models include using affiliation
agreements and memoranda of understanding, requiring new governing entities such as
community foundations, or establishing new designs that merge financing and funding streams
and direct new programs.
MODEL #3: Flexibility in facility or program designation to care for patients in new ways
Systems that meet specific programmatic objectives through facility use or program designation
are caring for patients in new ways. Objectives may be met by adhering to designation or
certification standards set by policy makers or accreditation organizations, or by incorporating
business model approaches that designate facility use and purposes.
Demonstration Idea: “Frontier Health Systems.” While the term “frontier” may be defined by
formulae incorporating population concentration and distance criteria, “frontier” also
characterizes places lacking arrays of health care services that may include acute inpatient
capacity and other services found in larger population centers. Innovative models should secure
sustainable essential health care services (comprehensive primary care, emergency care, public
health, and social services) integrated with services across the horizontal and vertical care
continua. Models should be tailored to unique community circumstances (including health needs,
available resources, linkages to distant health care delivery systems), but key elements can be
replicated across locations.
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MODEL #4: Financing models that promote investment in delivery system reform
Systems that invest in health care services reconfiguration through the use of financial
incentives, including shared savings arrangements, Medicaid waivers to experiment with new
modes of care delivery, and capitated payments, leverage financing models to promote health
care delivery change.
Demonstration Idea: “Finance tools to repurpose existing local health care delivery assets”.
Create new financing options for projects that leverage existing assets (which may include
inpatient hospital facilities) to serve as health hubs in rural places. Reconfiguring physical
plants and using financing capacity of a central organization(s) (e.g., the community hospital,
clinic, and skilled nursing facility) will help transform the local delivery system.

The Panel commends CMS’ continued work on these important issues and we thank you for the
opportunity to submit comments.

Sincerely,
The Rural Policy Research Institute Health Panel
Keith J. Mueller, PhD – Chair
Andrew F. Coburn, PhD
Jennifer P. Lundblad, PhD, MBA
A. Clinton MacKinney, MD, MS
Timothy D. McBride, PhD
Charlie Alfero
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I acknowledge that this submission is past the reported deadline due to some recent time off. We still
feel this feedback is extremely important. We are a large, integrated healthcare system serving rural
populations and have a lot of experience in various programs. Please consider our thoughtful response
to this RFI.
Data is needed to measure the impact of change, but this is very difficult due to a lack of standardized
terminology, lack of uniformity and interoperability of electronic data, slow speed of optimization both
by vendors and providers. It takes a lot of resource to gather data and little is left for innovative
transformation. Requests for documentation and evidence, predictions about performance and plans
for execution are valued more than actual change and gains in providing care. Supportive organizations
may encourage providers to “be innovative” but only if it follows their specified questionnaire and these
primary and secondary drivers, etc. In addition, many of the initiatives require regular submission of
data or reports that have already been submitted to CMS in other quality reporting programs. The cost
of excess and duplicative measurement is likely not trivial and should warrant further understanding to
inform future decisions. We would recommend reducing the number of measures for reporting and
developing a standard, small menu set of validated & reliable measures that support population health
across federal and state programs, while allowing various mechanisms for data reporting.
There is a gap in current payment models and the future one and providers don’t know how to carefully
cross without losing needed revenue. Some providers and systems have innovative resources and ideas,
but are limited by current reimbursement rules. Large third party organizations that have contracted to
help small and struggling providers are not effective. They target larger systems to get a large group
providers, but those systems are the ones who need help. The small practices have technical barriers
with very limited resources and simply cannot engage in activities for transforming care when they are
struggling to meet basic requirements to avoid payment penalties. This results in a major waste of
dollars being used for administrative tasks and the tedious collection of non-standardized data that is
not useful to providers anyway. Funding to support innovation needs to be given directly to providers
and systems who are structured in a way that facilitates change. These funding opportunities should be
voluntary and allow the innovative providers and health systems financial incentives to expand their
work and share best practices to the community of innovators. Examples of provider attributes include
having centralized data and quality improvement teams, employed physicians, and a fully integrated
system with the same EMR. These providers can test new care strategies and consistently measure data
if given the opportunity to define the measure specifications based on what their system can provide
most readily. When successful innovations are identified, the system could invest more time into
producing detailed data surrounding that initiative. The more data burden that is placed on providers
the slower they are able to perform improvement cycles. Resources should not be spent on data
gathering of less successful trials.
Providing some flexibility in how funding can be used would allow testing of new ideas for improving
access and management of care without the administrative burden determining how to get paid for
those services in the current reimbursement system. There should be additional funding opportunities
for small provider practices that have the desire to be innovative, but are lacking the resources to
develop new strategies and report data. These smaller practices could belong to a collaborative that
would have similar practice environments and shared challenges. They could use their funding to
develop and test interventions tailored for these small independent practices, while determining
appropriate measures and reporting requirements for this sub-set of clinicians. Providers remain
hesitant to enter Advanced APMs because they are not confident in the ability to guide and monitor the
impact of care management. Providers need time to develop and test ideas without high risk involved.

Offering a “safety net” of funding while testing new care models would be a major incentive to move
more quickly. Lack of appropriate data is certainly a major issue for providers. Access to data is too
fragmented and comes from too many different sources. CMS claims data is helpful, but does not
provide information to guide care for the entire population. Providers get different types, levels, and
formats of data from payers. It is extremely difficult to piece together these data to inform practice.
Ultimately, providers are not wanting to provide different care to patients based on payer, so payer
based data is less useful. State level data is not helpful to providers who operate in more than one state.
CPC+ is a good example of how the Administration is incorporating other payer data.
Appropriate attribution of patient data to providers is an area of major concern. We are very supportive
of the medical home concept involving a team care approach to primary care. Clinicians are engaged
and feel accountable to their patient outcomes. Barriers to the success of this approach in moving
towards Advanced APM participation include the attribution of patients that clinicians do not deem as
being within their panel. There are a couple of things that can be done to help with this. First is to
educate beneficiaries on the importance of consistency of providers and maintaining a medical home.
Second is to develop a method of separating encounters that fall within the scope of medical home and
those that are for individual acute care conditions involving time limited medical treatment without
follow-up. If a healthy beneficiary has a medical home within one provider system, but visits the nearest
acute care clinic for things like a possible sinus infection or minor injury, the provider/group who cares
for the acute care conditions should not be held responsible for all of that patient’s routine healthcare
needs such as preventative screenings and vaccinations. Attribution models should be optimized to
account for these patient centered care patterns that are out of the control of the provider. Despite
advances and interoperability of EMRs, providers do not always have access to full patient records at the
time of a visit. The acute care scenario is a good example. Clinicians should not be held responsible for
these barriers as well, but should be held responsible for providing efficient, evidence based care.
Clinicians will continue to lack engagement, trust in data, and confidence to move into Advanced APMs
if they do not believe they are being measured fairly.
Very similar concerns exist for specialty providers, even when they are in the same system as the
medical home. If the patient has identified another provider/group as their medical home, the specialist
will expect that a majority of the patient’s preventative care screenings, immunizations, and overall care
management will be handled by that team. Specialty providers want to be measured on the outcomes
and care they provide. Providers will not feel comfortable entering into Advanced APMs when they do
not know their actual performance, do not think their performance will be accurately measured, and
fear decreased reimbursement based on data they do not feel they can impact. In an updated
attribution model it is likely that not all beneficiaries will be attributed to a provider/group. An
attribution model that produces data reflective of provider care would be much more useful in guiding
improvement to build confidence in the readiness to participate in Advanced APMs.
Thank you for this opportunity to comment.

Jennifer Lamprecht, MS, RN, CNL, CPHQ
Director of Quality Strategy
Quality & Safety, Sanford Health
Sioux Falls, SD

SANOFI

As stated earlier, tools and services that support therapy and treatment plan adherence are
critically important to maximizing the health value to the patient and the Medicare program.
To that end, organizations like Sanofi recognize that value-based arrangements, to be
successful, may need to use technology, monitoring devices, care coaches, community health
workers and other value-added tools/services to ensure beneficiaries achieve treatment
adherence. Interpretation of current Stark and anti-kickback statute (AKS) provide minimal
waivers and limited safe-harbors for these types of treatment support.
Sanofi appreciates the request to provide feedback regarding new directions for CMMI and
welcomes the opportunity to discuss any of the comments herein in depth. In the event you
have any questions or would like to discuss anything included, please feel free to contact me.

Respectfully submitted,

Liz Cirri
Head, U.S. Reimbursement and Policy
Sanofi, U.S.
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Ms. Seema Verma
Administrator of the Centers for Medicare and Medicaid Services (CMS)
Centers for Medicare and Medicare
200 Independence Ave SW
Washington, DC 20201
November 5, 2017
Re: Centers for Medicare & Medicaid Services (CMS) Innovation Center New Direction Request for
Information (RFI)
Dear Ms. Verma,
In response to your Request for Information (RFI) regarding your new vision for healthcare, to quote the
Office of the National Coordinator Health Information Technology: “The nation needs an interoperable
health system that empowers individuals to use their electronic health information to the fullest extent;
enables providers and communities to deliver smarter, safer, and more efficient care; and promotes
innovation at all levels. While the Health Information Technology for Economic and Clinical Health
(HITECH) Act stimulated significant health information technology (health IT) adoption and exchange of
electronic health information with the goal of every American having access to their electronic health
information, 2015’s interoperability experience remains a work in progress. The vision is a learning
health system where individuals are at the center of their care; where providers have a seamless ability
to securely access and use health information from different sources; where an individual’s health
information is not limited to what is stored in electronic health records (EHRs), but includes information
from many different sources (including technologies that individuals use) and portrays a longitudinal
picture of their health, not just episodes of care; where diagnostic tests are only repeated when
necessary, because the information is readily available; and where public health agencies and
researchers can rapidly learn, develop, and deliver cutting edge treatments.”*
Secure Exchange Solutions, Inc. and Briljent, LLC have been working on the key aspect of CMS’ new
vision, “Patient Centered Care” for the past two years and have several programs/models that will
validate your overall vision. And we welcome your participation. As you will see, we are working with
both the Office of the National Coordinator (ONC), CMS and numerous healthcare organizations to
create a “Patient Centric Medicine (PCM)” model that addresses all six aspects of your vision. The
corner stone of your vision is to create a trusted identity (patients and providers) across multiple
healthcare systems. An identity unique to an individual that provides the security that individual needs
to protect his personal and health information is essential to collaboration across the healthcare
continuum and is essential to creating the “continuum of care”. We believe the “Trusted System” and
its “Patient Centric Medicine” application provides the highest level of identity verification;
credentialing, authentication, and authorization available to the healthcare sector and; therefore, is the
key to interoperability between diverse healthcare systems providing truly “patient centered medicine”.

In order to respond to this “Request for Information”, Secure Exchange Solutions has teamed with
Briljent, the Centene Corporation, Burke Medical Research Institute (an Academic Affiliate of Weill
Cornell Medicine), Mount Sinai Hospital System Seniors which includes multiple healthcare systems. The
five Use Cases discussed in this RFI cover some of potential patient centric medicine applications. For
example, PCM’s Telehealth Interventions Program for Seniors (TIPS) model, (USE CASE No.: 4) is an interdisciplinary, intergenerational, multi-state, high-tech/high-touch, remote patient monitoring model with
wraparound services targeting not only low-income, high health risk seniors but also the overall general
population including deployed service personnel.
We believe that the Patient-Centered approach provides the perfect solution for the National Strategy
for Trusted Identities in Cyberspace (NSTIC) Federated Identity in Healthcare Pilot Program, while
satisfying the visions set forth with the RFI. As shown during Secure Exchange Solutions’ pilot in North
Carolina, a federated identity system improves the quality of care while increasing the efficiency of the
overall medical system.
In addition, we believe that this RFI will expose our approach to patient centric medicine and how our
Patient Centric Medicine model will improve healthcare services to the overall Medicare and Medicaid
populations while significantly reducing its costs. Our current projects, which you can participate in, will
prove this and become your vision of the future of healthcare in the United States.
We are available for further discussions and demonstrations of this new approach.

Sincerely yours,

Douglas H. Trotter
President and CEO
Secure Exchange Solutions, Inc.

*Connecting Health and Care for the Nation, A Shared Nationwide Interoperability Roadmap, Final
Version 1.0; Published by: The Office of the National Coordinator for Health Information Technology;
Executive Summary, page vi.
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Introduction
The Centers for Medicare & Medicaid Services (CMS) Innovation Center has identified six
guiding principles to facilitate a better healthcare system. Of these, the most important one is
“Patient-Centered Care,” or what we call “Patient-Centric Medicine (PCM).” While the other
guiding principles are laudable, they cannot be achieved without changing the current
healthcare paradigm from a payer-centric process to a patient-centric process. Without this
change, our health care will continue to be inefficient, of poor quality, and wasting billions of
dollars per year. This not only applies to Medicare and Medicaid, but also to the current
healthcare system across the United States. Secure Exchange Solutions, Inc.’s (SES’s) proposed
solution will reduce the overall cost of health care within the United States between 10 and 30
percent (see Section 1: Fraud, Waste, Abuse, and Process Inefficiencies).
What every American should ask is: Do I have control of my complete healthcare record,
where does it reside, and who has access to it? This is a question we can answer.
Our PCM model provides a new level of information across the continuum of care that is not
currently available today. Our PCM application is built on the Trusted System platform and
provides a portable and secure solution that is Health Insurance Portability and Accountability
Act of 1996 (HIPAA) compliant; uses an innovative IT framework to manage, classify, protect,
and control valuable digital content and data; and enables real-time collaboration across
multiple enterprises (see Section 2: Trusted System Platform). PCM utilizes a token and is
designed to work both for identification and sophisticated, secure, cloud-based services,
allowing physicians and providers to use their existing electronic medical record (EMR) systems.
By creating a front-end system that establishes the validity of a transaction, the system solves a
tremendous problem/gap facing the overall medical system, establishing a trusted transaction
that certifies both the provider and beneficiary by confirming identity, certifications, eligibility,
location, and length of service. Utilizing this trusted transaction, the PCM model is able to track
a specific protocol across the continuum of care, providing a reduction in duplicate services and
rapid access to integrated medical systems/records (e.g., Health Information Exchanges [HIEs],
Hospital Electronic Health Records [EHRs], Health Benefit Exchanges [HBXs], and payment
systems) that enable proactive intervention models to be undertaken. By placing the person in
charge of his or her own health care, it results in a reduction in overall cost and better overall
health care -- the key elements of the PCM service offering.
The problem is simple: the current healthcare system does not offer a mechanism that tracks a
valid transaction through a healthcare protocol; each separate event results in a series of
transactions that are processed on an individual basis through the respective payment systems.
Besides providing a marked improvement in the overall health care of the beneficiary, the PCM

3

model reduces the overall costs by providing not only a confidence factor to each transaction,
but also information that has never been or never will be available to patients, thus
incentivizing them to use the system.
The PCM model not only addresses outpatient models, but also addresses “Home Healthcare
Telehealth Intervention Program for Seniors Models” (see Use Cases Nos. 3 and 4), enabling
focused healthcare plans to be developed that provide better outcomes and reduce costs
associated with hospital readmissions. Our pilot PCM programs have shown that our processes
and information are sustainable and lower the cost of the overall healthcare system by
approximately 10 percent to as high as 35 percent. In other words, applied across the Medicaid
and Medicare programs, our programs could save the United States between $120 and $420
billion per year.
The PCM model is based on multiple focus groups conducted with internists, primary care
physicians, hospitals, and insurance companies, as well as a pilot conducted in North Carolina
(Section 3: North Carolina Executive Summary). These focus groups, along with the pilot,
provided tremendous insight into the value of establishing a basic tracking mechanism of
healthcare transactions through the continuum of care for all populations. Through this
exercise, we were able to project that the PCM model could result in the following:







An improvement in eligibility analysis
Efficiencies in provider process models
Beneficiary acceptance (e.g., surveys demonstrating that patients exhibited a sense of
pride in being part of the system)
Reduction in data errors
Ease of integration with diverse systems
An improvement in the overall quality of healthcare.

In our current Telehealth Intervention Program for Seniors (see Use Case No. 4), we are
projecting a greater than a 20 to 1 return on investment (ROI). The current projections for this
program alone, if implemented across the United States, are approximately $100 billion.
This RFI response will describe six use cases for the PCM model that have been used or in the
process of development, which are:
1.
2.
3.
4.
5.

PCM at the Physician Practice Level
Integrated Hospital System
Home Healthcare
Telehealth Intervention Program for Seniors
Internal Government Healthcare
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The PCM use cases will demonstrate that this unique front-end systems approach provides
more accurate, secure, and timely information to all parties involved in patient health care.

“Simply put, the PCM model significantly improves the overall quality of healthcare
while reducing its overall cost.”
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PCM Model
Overview
Within the perceived chaos of the current healthcare system in the United States, there exists a
tremendous opportunity to provide PCM that will greatly enhance the provider-patient
relationship and solve some major problems associated with the current system. PCM was
specifically designed by physicians associated with the Johns Hopkins Medical System, powered
by SES’s Trusted Medical System (TMS).
PCM provides the “patient-centric” healthcare professional with a portable, secure solution
using an information technology (IT) framework to manage, classify, protect, and control
valuable digital content and data, enabling collaboration across multiple enterprises. PCM
utilizes a Universal Serial Bus (USB)/microSD chip device and is designed to work as both an
identification card and a key to sophisticated, secure, cloud-based services, allowing the
physician to use a traditional paper-based system or an existing EMR system.
By creating a front-end system that establishes the validity of a transaction, the system solves a
tremendous problem/gap facing the overall medical system, establishing a trusted transaction
that certifies both the provider and beneficiary by confirming identity, certifications, eligibility,
location, and length of service. Utilizing a trusted transaction, the PCM system is able to track a
specific protocol across the continuum of care, providing a reduction in duplicate services and
rapid access to integrated medical systems/records (e.g., HIEs, Hospital EHRs, HBXs, and
payment systems). This enables proactive intervention models to be undertaken, resulting in
better health care and a reduction in overall cost, key elements of the PCM service offering.

The Problem
The problem is simple: the current healthcare system does not offer a mechanism that tracks a
valid, real-time transaction through a healthcare protocol; each separate event results in a
series of transactions that are processed on an individual basis through the respective payment
systems. Besides providing a marked improvement in the overall health care of the beneficiary,
PCM reduces the overall costs by not only providing a confidence factor to each transaction,
but also information that has never been or never will be available to patients, thus
incentivizing them to use the system.
PCM not only addresses outpatient models, but also the “Home Healthcare Model,” enabling
focused healthcare plans to be developed that provide better outcomes and reduce costs
associated with hospital readmissions. PCM produces processes and information that are
sustainable and lower the cost of the overall healthcare system by approximately 10 to
35 percent.
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Proven Technology
The PCM system is based on a successful TMS pilot conducted in the state of North Carolina
(see Section 3: North Carolina Executive Summary). While this pilot was conducted on a limited
population for a select time period, it provided tremendous insight into the value of
establishing a basic tracking mechanism through the continuum of care for all populations.
Through the pilot, we were able to ascertain the following:







An improvement in eligibility analysis
Efficiencies in provider process models
Beneficiary acceptance (e.g., surveys demonstrated that patients exhibited a sense of
pride in being part of the system)
Reduction in data errors
Ease of integration with diverse systems
An improvement in the overall quality of healthcare

PCM is based on the Trusted System (see Section 2: Trusted System Platform) and provides
physician/patient-centric service, producing a program that addresses other aspects of the
service continuum, such as the reduction of duplicate services and an integrated “Home
Healthcare Model” (see Use Case 3). By creating this basic information infrastructure, the PCM
system integrates new, innovative process models that improve the overall quality of the
healthcare delivery system through continuous patient interaction (e.g., monitoring and
education) and reduce the overall costs in delivering healthcare services.

Healthcare Improvements
The PCM system enables the following immediate improvements:
1.
2.
3.
4.
5.
6.
7.
8.
9.

Provides patient-centric health care
Provides alerting functions at the point of service
Establishes rapid, secure communications between the physician and the patient
Establishes a complete record for each beneficiary (i.e., records the entire episode
of healthcare)
Establishes roles and responsibilities of the participants within the healthcare system
Establishes certification of providers (e.g., physicians, pharmacists, hospitals, Emergency
Room [ER], specialists, rehabilitation technicians, administrators, billing personnel, etc.)
Reduces duplicate services
Reduces cost of prescriptions, services, and durable medical equipment (DME) through
an innovative auction process
Monitors medication compliance
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10. Provides instant access to medical directives
11. Allows integration of third-party services into the overall healthcare system at the point
of service (HIE/HBX integration)
12. Provides unique data analytics capabilities
13. Provides tracking throughout the entire healthcare system
14. Allows the patient to be directly involved in his or her healthcare outcomes (i.e., gives
the patient a sense of ownership)
15. Establishes a new and auditable process for the “Home Healthcare Model”
16. Eliminates unnecessary processes in the provider office (e.g., faxing referrals, test
results, etc.)
17. Establishes a confidence level for a single healthcare transaction
18. Provides a secure healthcare environment that is controlled by the patient under HIPAA
19. Enables the creation of a system to incentivize patients to participate
20. Provides the establishment of real-time case managers
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Use Case Nos. 1 & 2: PCM at the Physician Practice and an
Integrated Hospital System
We believe that health care starts with the relationship between the patient and his or her
primary care physician, aligned or not aligned with any particular hospital system. These are our
first two use cases.

How the PCM System Compares to Today’s Healthcare Environment
The current healthcare system design in the United States is fragmented across multiple
providers/healthcare systems that cannot provide a continuum of care. Each provider and
hospital has its own system, either paper-based or electronic, that records patient data. The
data-sharing infrastructure mandated by the Affordable Care Act (ACA) and the passage of the
Health Information Technology for Economic and Clinical Health (HITECH) Act creates a
distributed system that requires an architecture/design to work properly and efficiently.
However, its implementation has been non-standard and with different processes and
designs/architectures. The resulting major concerns within the current system are addressed by
the PCM model and are as follows.

Data Sharing
Current System
Over the past several years since the passage of the HITECH Act, the groundwork for data
sharing has been in place, with federal incentives available for EHRs, HIEs, telemedicine, and
related projects. The goals of HIEs are straightforward: reduce administrative costs associated
with manual data and paper-based systems; reduce costs related to improved information
access by decreasing redundant testing; avoid unnecessary hospitalizations due to missing
information; increase the efficiency of visits; improve coordination of patient care with timely
and accurate information across providers; and provide more effective treatments. However, to
date, much of the data resides in narrow sets of silos and is not always available to attending
physicians nor controlled by the patient.
PCM System
The PCM system provides an integrated database of a patient’s healthcare record created by
his or her healthcare providers and securely controlled by the patient across the entire United
States healthcare system.
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Patient Consent
Current System
Patient authorization and consent is a major challenge faced by the current healthcare system
design/architecture. Authorization and security (i.e., control of medical information by the
individual) are the true tests of a system’s ability to work across healthcare and technology
platforms as data is exchanged. Countless legal counsels have asserted the risks associated with
sharing medical information without the patient’s authorization. Security and the control of
medical information are two major concerns of patients today that are not being properly
addressed within the current healthcare system.
PCM System
With medical data being ten times more valuable than credit card information, the concern of
security (i.e., control over one’s information) is becoming a primary issue. The PCM system
provides patients with multifactor control of their medical information. The system notifies the
patient every time his or her information is accessed and by whom. Only with the patient’s
permission can the data be distributed or shared with other providers, insurance companies, or
governments, which is completely HIPAA-compliant.

Standards
Current System
The current implementation requires the system to bring in as many stakeholders (e.g., doctors,
providers, patients) as possible from the very beginning, particularly to settle differences of
healthcare standards that might prevent integration. This has not been achieved; there are a
plethora of EHR, EMR, Personal Health Record (PHR), HIE, and Health Vaults that cannot
exchange information due to software incompatibilities. As documented in Julie Creswell’s
New York Times article, “Doctors Find Barriers to Sharing Digital Medical Records,”
September 30, 2014: “While most providers have installed some kind of electronic record
system, two recent studies have found that fewer than half of the nation's hospitals can
transmit a patient care document, while only 14 percent of physicians can exchange patient
data with outside hospitals or other providers.” To be blunt, it does not work and will take years
for standards to be developed and the appropriate systems to be modified. One need only look
at how long it took to establish Electronic Data Interchange (EDI) standards across an industry.
PCM System
While the PCM system does not solve the problem of establishing standards across the
healthcare system, it does provide a single focal point and Application Programming Interface
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(API) where the information is reviewed and entered in the system. The system will provide a
single API of the data in a form that is easy to use by any healthcare provider in the world.

Complexity Costs
Current System
The most cutting criticism of the current system is that it may be too complex. What sounds
good as an ideal health system in practice often turns out to be too demanding for hospitals,
doctors, and community health centers and, ultimately, does not provide better health care to
patients. All too often, the way to address complexity is to pay for new systems, with costs
mounting in unison. As such, the wide variety of community, state, and regional HIEs are
operating under different economies of scale.
“From a national perspective, we’re not proceeding in a rational fashion,” said Julia AdlerMilstein, one of the authors of a mid-summer Harvard Business School report that found many
Regional Health Information Organizations (RHIO) are struggling to achieve financial
sustainability. “States with five organizations will take a different approach than states
with one.”
PCM System
The cost and complexity of the PCM system is minimal as the software is provided as a
“Software as a Service” (SaaS) offering to Patient-Centric Focused practices and provides a
real-time, integrated healthcare record to the patient. All information is reviewed, analyzed,
approved, and submitted by the patient’s physician, who becomes the focal point of his or her
health care.

Competition
Current System
Despite great efforts at technology fixes and government regulation to develop a standard
system for health care, competition among providers persists and only slows cooperation. The
biggest challenge is that health care operates in a complex environment fundamentally based
on the centrality of information; health care is a business. Competition among providers is a key
component of every business. Organizations will continue to compete for patients, but they
should not compete on sharing information (which they currently do). The Harvard Business
School report found reluctance about sharing information to be a significant concern among
healthcare providers such that it actually impeded the overall quality of health care.
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PCM System
Since the focal point is the primary care physician and his or her relationship with the patient,
the element of competition is basically not an issue. However, healthcare systems will focus on
offering a total healthcare solution. While providers like Kaiser Permanente Health System offer
a total healthcare environment, they are limited by their functionality, personalization, and
integration with competing healthcare systems. PCM’s market is Patient-Centric Focused
medicine, which will create an important provider-patient relationship by providing focused
health care.

Comparative Example
Current Medical System
A patient has a gastroenterological problem (e.g., severe vomiting, diarrhea, weight loss, and
renal failure) and sees his primary care physician. It is determined that the patient should be
given a complete blood lab, a barium swallow scan, a colonoscopy, and an endoscopy to help
determine the underlying problem. At each procedure/appointment, the patient must fill out
extensive health information forms which request detailed medical information (e.g., complete
medical history, medications, surgeries, family history, etc.). This is done each time for each
procedure. These procedures could be given at different facilities with different EMRs. The
consultative results are provided to the referring physician for evaluation while the actual test
results, x-rays, scans, etc. are not usually forwarded unless requested. If the source of the
problem is determined, a treatment plan is recommended and follow-up visits are scheduled.
The problem is that the patient has no record of the tests, consultations, or diagnosis except for
billing records that contain no medical information besides codes and location. The patient can
potentially see his results through the medical portals of the respective physicians or healthcare
systems; however, these are not necessarily complete. There is no single place where the
patient can view the complete information except to request the medical records from each
physician/facility. Additionally, healthcare records are requested by insurers without the
patient’s knowledge. This raises questions concerning the security of a person’s healthcare
information as it is distributed over multiple diverse systems.

PCM System
As shown in Figure 1 and Figure 2, the PCM system solves this problem within the
patient-centric primary care practice, as well as the integrated hospital system. The complete
medical record of a patient is managed by the PCM system within the physician’s practice. It
contains the patient’s complete medical history that would be required by any medical
healthcare system. A patient need only present the PCM token at the point of service and, with
the patient’s permission, the physician/facility could access the patient’s complete medical
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record. In addition, it provides immediate health alerts (e.g., patient is on blood thinners),
insurance eligibility, directives, and instructions that are not usually contained in healthcare
history forms. Since this information is created by the patient’s primary care physician, the
information is accurate and up-to-date as opposed to the traditional method of telling a patient
to fill out a set of medical forms.
As the information from the consultations and test results/labs are received by the
Patient-Centric Focused physician, they are reviewed, initialed, and uploaded to the PCM token,
providing the actual test results, labs, consultations, diagnosis, and plan. The patient’s medical
history is updated and the PCM system communicates the current status of the treatment plan
to each party. In addition, the physician has a Physician token that contains the information of
all of the patients within his or her practice, providing real-time secure access to all the medical
information associated with each patient. Section 4: A Day in the Life of a Patient shows the
interaction within a patient-centric physician practice.
The PCM system provides a real-time interaction/communication method between the
physicians and their patients, providing significant time savings to both. It allows both parties to
communicate in a secure, real-time fashion while allowing patients to have control over their
healthcare records, which is required under HIPAA.
Figure 1: TMS System – Patient-Centric Focused Practice Application Process Overview
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Figure 2: PCM Integrated Hospital System Overview
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Use Case No. 3: Home Healthcare
With the advent of the ACA, healthcare delivery systems are incentivized to reduce the time
spent in hospitals and reduce the recidivism rate resulting in a significant amount of resources
being directed to deliver quality home healthcare. This resource commitment is at risk in this
down economy, in addition to the serious amount of fraud known to exist in delivery of these
services. The extension of the PCM approach provides an integrated and controlled process for
improving home healthcare execution and its quality while minimizing fraud.
As shown in Figure 3, the PCM approach produces a set of practices threaded together into a
modern business process, employing advanced security and communications technologies. This
streamlined process provides the following benefits:








Connectivity to the primary care physician during the appointment, if required
Centralized control over the process from appointments through payment
Rewards for the highest-rated providers in each services category with the earliest
potential for additional service opportunities
Minimization of travel time/costs where practical
Timely reporting on services delivered and invoice billing
Timely auditing of execution and gathering essential quality control feedback
Quick payments for audit-certified execution
Figure 3: PCM Home Healthcare Service
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Each healthcare system seeks to deliver high quality of care for taxpayer-subsidized Medicaid
and Medicare services. Home healthcare service delivery may have the most fraud of all
Medicaid and Medicare services. To effectively combat this dual challenge of delivering quality
while minimizing fraud and not seriously encumbering honest providers, improving business
process controls with baked-in security is required.
The conceptual approach to the home healthcare business process described here uses
commercial hardware and software, as well as proprietary security software, to enable truly
advanced process execution with the highest level of systems security. The following significant
benefits serve everyone:





Healthcare systems require efficient home healthcare service delivery to supply a
mechanism that provides the best care
Healthcare systems operate a more efficient service delivery process with
improved integrity
Honest providers enjoy a streamlined process that rewards their own
performance excellence
Patients obtain essential benefits from a process focused on their quality of care

The Home Healthcare System
Transforming the home healthcare delivery process starts with centralized appointments and
primary allocation of work opportunities to the highest-rated performers. Providers are notified
one business day in advance of their assignments to enable planning.
The critical element is the PCM token from SES. The PCM token provides timely, secure
communications and a comprehensive processing support system. The various documents and
forms (e.g., OASIS) are provided to facilitate important information collection and secure
communication. The PCM token and its special software is the unique element facilitating this
streamlined process.
Another important component of this streamlined process involves the use of integrated,
timely activity reporting. Providers can easily create and transmit reports and invoices from
their smart phones, tablets, or conventional PCs. Honest providers who follow these
procedures will enjoy prompt payments for services rendered.

Appointment
Healthcare services typically begin when the patient or a provider initiates a demand on the
delivery system for an appointment or possibly a sequence of particular services by a provider.
For example, when a doctor orders specific physical therapy and nursing services following a
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hospital stay to replace a hip or some similar “trigger” event, the system receives a demand
for service.
In order to achieve and maintain the offered range of benefits while minimizing fraud, the
paying organization needs to control the process from beginning to end. The appointment step
is the entry funnel to the process with the following considerations:






What services are available
When can these services be delivered
Which providers are qualified to deliver what specific services
How are providers evaluated (e.g., their performance rating) and incentivized
What is the week-to-week availability of each provider

These elements define the size of the appointment funnel and the resources available to meet
the demands at any time.

Allocations
The next important step in preparation is the allocation of qualified resources available for each
appointment demand. Ideally, this is a computer-driven, auto-executing, allocation process.
Steering this allocation process is the “rating” of each provider (further discussed below). Other
elements contributing to guiding the allocation are somewhat simple and mechanical and
include the following:





Specific services each provider is qualified and authorized to deliver
Availability (provider submits weekly)
Location proximity to the scheduled patient’s location
A tie-breaking method (random number generator prioritizing equally
qualified providers)

These elements are more or less essential for an orderly allocation process. However, any
well-functioning process also needs an ability to evolve and continuously improve. The
personnel performing these services also deserve incentives to stay focused and drive their
personal performance.
The allocation process is neutral and balanced. Each provider is treated equally. The providers’
performance ratings are the sole variable for adjusting individual performance ratings.
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The following four objective values are measured for calculating a rating, along with one
subjective measure:





Calling the patient 15 to 30 minutes before arriving for the appointment as a courtesy to
the patient
Following formal policies and procedures and delivering industry “best practices”
Accuracy and timeliness when self-reporting on services delivered
Accuracy and timeliness of invoice billing for these delivered services

The one subjective area of evaluation is provided by the patient. The patient is asked to offer a
brief evaluation of the service delivered. An evaluation that is higher or lower than typically
given may lead to additional follow-up performance review questions.
Occasionally, the healthcare system may be randomly sampled for service delivery
performance. Special follow-up surveys may also be conducted to investigate revising practices
or if issues are discovered with delivery execution.
Clearly, execution excellence is the process goal. Provider performance is a key criterion to the
Healthcare Effectiveness Data and Information Set (HEDIS) score for an insurance provider.
Each provider has almost total control over his or her own evaluation. The best performing
providers will gain an edge.

Timely Reporting
One objective measure of execution is preparing and issuing timely reports for each service
delivered. Management can broadly monitor ongoing home healthcare service execution daily
using these provider reports. Generally, reports document in brief statements the services
delivered. Rapid invoicing and timely payments for audit-certified delivery is equally important
to this streamlined execution process.
The brief Timely Activity Report (TACREP) is begun upon arrival at the patient’s residence. This
brief report includes start time, location, patient identity, specific services planned,
confirmation of patient eligibility and authentication, reporting on the actual services delivered,
any appropriate remarks, and the time of appointment completion.
Following transmission of the TACREP, the provider can then quickly invoice for
delivered services.

Delivery Process
Delivery of services informally begins when the provider considers what type of service the
patient will require and an optimum route to the patient’s residence. The next day, the provider
calls and advises when he or she will arrive at the patient’s residence. The delivery process
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formally begins by initiating a TACREP. At the front entrance of the residence, the provider
captures the GPS location before signaling arrival (e.g., knocking or ringing).
The provider greets the patient upon entering and immediately begins setting up and preparing
for the service while interacting with the patient.
An essential step is for the provider to log-in to the PCM system. Next, the patient’s eligibility
for Medicaid/Medicare services is again checked. If as expected, the patient is eligible, it is time
for the patient to log in. The provider authenticates the patient login and begins service
delivery. (Note: Both PCM tokens remain plugged-in for the duration of the service delivery.)
Depending on the type of service, the steps, duration, amount of fact-finding discussions, and
documentation will vary. The provider has the time and tools to accomplish an excellent
service visit.
When the delivery is concluded, the provider returns to finish the TACREP, documenting
services delivered plus any appropriate findings/remarks. Departing the residence, the provider
completes and sends the TACREP and the service invoice before focusing on the next
patient’s appointment.
Meanwhile, management has the opportunity to remotely obtain a limited awareness of
execution flow as the day progresses. The receipt of TACREPs and invoices shortly after each
completed visit document execution as the delivery day progresses and the primary care
physician’s medical data is updated.

Post-Appointment Processing
The paying organization performs a more detailed analysis and audit once activity and billing
reports are pre-processed. It is during this processing that critical comparisons of planned
versus actual and other execution details are closely examined. Fine-grained analysis of
statistical results may indicate “model” performers as well as curious performance deviations
and irregularities.
When pre-processing is complete, certain results may trigger specific kinds of follow-up action.
For example, if necessary, the patient may be called for a routine quality control evaluation or
may even be visited for a special quality control assessment.
Any irregularity in the reporting profile will be examined by an auditor. As a result of this
analysis, a provider may be called to discuss policy, procedures, or practices. Subsequently, the
provider may be required to repeat a segment of training or even be suspended. Any verifiable
infraction of a serious nature may result in immediate termination.
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The auditing and quality control teams require independence, if not near-anonymity, from the
providers. The system’s continuing performance integrity requires an ability to detect and stop,
in any form, “gaming” of the system, as well as any potential for fraud.

Summary
A modern, integrated process can provide participants with powerful tools to quickly and easily
perform their responsibilities. The design of the aforementioned process is intended to help
honest providers efficiently deliver their services, report on their efforts, and obtain timely
payment for their work.
The PCM home healthcare system maintains control over the entire home healthcare process,
minimizing opportunities for fraud and effectively managing high-performance execution. It is a
system that extends the boundaries of traditional health care and reduces costs while
increasing the quality of care.
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Use Case No. 4: The Telehealth Intervention Program for
Seniors (TIPS)
Overview
The Telehealth Intervention Program for Seniors, Version 2 (TIPS-2) is a collaborative initiative
between Burke Rehabilitation Hospital and Westchester Medical Center. TIPS-2 was developed
for the National Institute of Standards and Technology’s (NIST’s) National Strategy for Trusted
Identities in Cyberspace (NSTIC) as part of their Federated Identity in Healthcare Pilot Program.
The goal of TIPS-2 is to develop a remote patient monitoring (RPM) service that utilizes
state-of-the-art federated identity technology to significantly decrease the rate of hospital
readmissions within 30 days of discharge.
The TIPS initiative is an award-winning telemedicine initiative that uses RPM strategies to
identify chronically ill individuals who are at risk of deterioration and prevent them from
requiring hospitalization. Although TIPS has proven to be an effective program, with 12 sites
across New York and Pennsylvania, there is currently no interoperability between TIPS sites.
That is, an individual who is receiving TIPS services from one site is unable to receive services
from any other TIPS site. This is a serious limitation to the scalability of the TIPS initiative. There
is currently no way to authenticate a TIPS participant’s identity and medical history if he or she
arrive at a TIPS site that is not that participant’s regular location. Thus, TIPS remains an
effective strategy for providing health services to individuals living in conjugate care of affinity
housing situations; but, it must improve to similarly service other vulnerable members of the
senior population.
The goal of this proposal is to alter the TIPS initiative in a way that it can help prevent
under-30-day readmissions in a population of elderly individuals who have recently been
discharged from the hospital. The TIPS-2 proposal offers a new method of identity
management and multifactor authentication across multiple, diverse healthcare systems. This
approach will improve the overall quality of the existing TIPS initiative, while improving the
overall system efficiency and reducing operational costs. The overall goal of this application is
to demonstrate how a federated identity verification and registration system can be integrated
into the TIPS initiative in a way that reduces administrative costs and under-30-day
hospital readmissions.
The TIPS initiative was designed to address the needs of the underserved senior Medicaid
population. Once the utility of the enhanced TIPS-2 initiative has been proven, it will have the
potential to spread across all services, including Medicaid, Medicare, Children’s Health
Insurance Program (CHIP), and private insurance populations. By creating a front-end system
that securely establishes the validity of a transaction, the project will solve a tremendous
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problem/gap facing the overall medical system. It will establish a trusted transaction—one that
certifies both the provider and beneficiary—by establishing identity, certifications, eligibility,
location, and length of service. Utilizing a trusted transaction, the TIPS-2 system will be able to
track a specific protocol across multiple, diverse healthcare systems, providing the following:





A continuum of care
Medical alerts to each respective healthcare system
A reduction in duplicate services
Rapid access to integrated medical systems/records

TIPS-2 enables proactive intervention/tracking models to be undertaken, resulting in better
health care and a reduction in under-30-day hospital readmissions. The problem is simple: the
current system does not offer a mechanism that tracks a valid identity transaction through a
healthcare protocol. Each event is separate, resulting in a series of transactions that are
processed on an individual basis through the respective payment systems of the provider. This
project will evaluate the ability of the SES PCM system to establish a single, trusted identity
system across multiple healthcare systems.
Two diverse healthcare systems, the Burke Medical Research Institute and the Westchester
Medical Center, will launch their own TIPS sites for discharged patients who are thought to be
at-risk of deterioration by their physicians. Patients will be asked to engage in twice-weekly
RPM at the TIPS sites, but will be encouraged to use whichever TIPS site in the county is most
convenient for them (since patients do not necessarily live a convenient distance from the
hospital from which they have been discharged). In order to handle the potential complications
that will arise from allowing patients to access more than one TIPS site for their RPM, the TMS
solution will be utilized to track user identity, compliance to TIPS, and relevant medical history.
By establishing a trusted identity across multiple healthcare systems in an operational
environment, the TIPS-2 program will demonstrate the interaction of two healthcare systems to
show the value of cooperation between two healthcare systems that are sustainable and will
lower the overall costs. In this initial pilot feasibility approach, the PCM system will be deployed
to up to 100 providers and up to 300 beneficiaries who engage in the TIPS-2 program over the
14 - 16 months of active project execution.
The viability, efficacy, and value of a token-based identity management and verification system
will be evaluated in the context of outpatient RPM service provision across two hospitals in a
randomized, controlled trial. Patient readmission/hospitalization rate will be the primary
outcome measure in this study. However, cost efficacy, wellness metrics, and duration of
clinical encounters will also be tracked. Data will be compared between subjects randomized
either to a conventional care (“Control”) group or the TIPS-2 (“Intervention”) group.
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The TIPS-2 program is the perfect application to demonstrate the viability of a token-based
verification and identity management system across multiple healthcare systems. Our feasibility
trial will involve patients from two hospital systems interacting with two separate TIPS-2
healthcare monitoring locations and a diverse set of providers.

Problem Statement and Use Case
Problem Statement
The Agency for Healthcare Research and Quality estimates that the cost of treating patients
who are readmitted within 30 days of discharge amounts to approximately $41.3 billion
annually. From January to November 2011 alone, there were an estimated 3.3 million hospital
readmissions across the United States. RPM programs have been shown to reduce hospital
readmissions in participating individuals. However, RPM programs are often logistically difficult
to run, expensive, and show poor compliance with their participants. There is a critical need to
develop an RPM infrastructure whereby individuals who are deemed to be at high-risk of
within-30-day readmissions can be prescribed access to low-cost, regular RPM that is
reasonably accessible to them and promotes a high level of compliance. If this need is not met,
the financial and public health burden of hospital readmissions will continue to grow rapidly as
the population continues to age at an unprecedented rate.

TIPS: An Innovative RPM Solution
TIPS was developed under the auspices of the Westchester Public/Private Partnership (WPPP)
to improve healthcare options for underserved elderly individuals living at, or below, the
poverty line in Westchester County, New York. Westchester has the highest longevity rate
(79.2 years) in the state. CMS estimates that between 69 and 75 percent of individuals over the
age of 65 in Westchester live with multiple chronic conditions. This leads to a significantly
higher number of ER visits than state and national averages, as well as a higher number of
hospital readmissions in less than 30 days.
The fact is that the more chronic conditions a person has, the greater the healthcare cost to
Medicare beneficiaries, hospitals, insurers, and the Medicare/Medicaid system. It is known that
RPM programs can be instrumental in decreasing costs associated with chronic disease
management; but, compliance is often an issue. Trained students provide the RPM services,
and the intergenerational environment that is created fosters positive health and attitudinal
transformations. The TIPS initiative is an award-winning, inter-disciplinary, intergenerational,
multi-state, high-tech/high-touch RPM initiative. It was developed to provide wraparound social
services that assist low-income, high-health-risk seniors who are living in congregate or affinity
housing. Many of the current TIPS participants live at or below the poverty level, and they
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seldom have access to regular medical care. When they do, it is usually when there is an
emergency, since routine preventative care is not an option.
Emergency care is expensive and, comparably, incredibly wasteful in comparison to RPM and
early intervention. TIPS provide at-risk individuals with low-cost, regular,
twice-weekly access to college students who assist them with taking their vital signs (e.g.,
weight, pulse, oxygen levels, and blood pressure). Information is transmitted to tablet
computers and then to a HIPAA-compliant server. Registered Nurses (RNs) review the data on a
secure dashboard and focus on those individuals whose vital signs are out of compliance with
previously determined standards. In addition, the program provides an array of wraparound
social services, including chronic disease self-management, care circles, caregiver coaching, and
access to benefits checkups.
These seniors, many of whom are socially isolated, thrive through support from a community
environment that stresses interdependence among generations. In its 18 months of operation,
the TIPS initiative has provided almost 900 participants with over 80,000 RPM contacts at a
participant compliance rate of 87.5 percent. It is estimated to have decreased hospital
admissions in the participating population (based on their baseline statistics on joining the
program) by at least 35 percent. External corroboration of the success of TIPS was provided
when the National Association of Area Agencies on Aging awarded TIPS the 2015 Aging
Achievement Award.

The Specific Use Case
Despite the success of TIPS, it has a serious limitation that influences its ability to scale: it is
currently only available to those living in congregate of affinity housing and who go to the same
TIPS site for their services. Until now, the TIPS initiative has lacked the infrastructure to allow
participants to complete a RPM session at any TIPS site in the county as the ability to quickly
and effectively engage in a trusted transaction at multiple sites has been lacking (see Figure 4).
Thus, TIPS is limited to providing RPM services to individuals under the provision that they
reliably use a single TIPS location for their RPM needs. In addition, the current TIPS
infrastructure has no ability to inform each user’s provider with updates about patient status.
The proposed TIPS-2 project will further develop the TIPS initiative so that it can be
interoperable between multiple healthcare systems and TIPS-2 locations (see Figure 4). The
TMS will enhance the RPM that is provided, along with many new wraparound social services
and their impacts on the health and wellbeing of the participants. SES is very interested in being
able to quantify the differences that the TIPS-2 program will make in the overall health and
wellbeing of the participants, as well as with regards to lessening the need for ER and
hospitalization visits.
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As TIPS-2 has many new pieces, SES will evaluate the use of the PCM system on the overall
program to better determine if, in an integrated verification and identity system across diverse
healthcare systems, PCM would make a significant difference for individuals enrolled in the
program. Additionally, SES will evaluate the difference in their surrounding communities by
providing critical, secure health information at the point of service.
The proposed TIPS-2 innovation will disrupt “business as usual” in several ways:
1. TIPS-2 will verify the identities of all beneficiaries and providers through
multiple-identity verification systems, creating a single, secure identity for
each participant.
2. The TIPS-2 initiative promotes a cost-effective model that will provide community-based
RPM services and wraparound social services to individuals who have recently been
discharged from hospital care. The goal will be to significantly reduce hospital
readmission rates in less than 30 days.
3. It provides each TIPS-2 participant with a portable health record summary that can be
accessed from any healthcare facility that has a PC and an Internet connection.
4. TIPS-2 is eminently scalable; the original TIPS grew from 23 individuals in 2013 to almost
900 individuals in 2016. However, scalability of the original TIPS project has been limited
by the fact that each TIPS participant can only attend his or her assigned TIPS location
due to a lack of interoperability infrastructure. SES will use the TMS to allow TIPS
participants to access RPM services at any TIPS-2 location in the county.
Figure 4: TIPS and TIPS-2 Initiative Comparisons
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Federated Identity Solution
The TIPS-2 grant involves the implementation of the Trusted System’s PCM application, which
provides the federated model that will enable the trusted identification and access to all shared
medical records across multiple healthcare systems. PCM is built on SES’s Trusted System
platform (see Section 2: Trusted System Platform).
SES’s Trusted System provides a federated framework to develop specific applications (e.g.:
Medical), using an IT framework to identify, manage, classify, protect, and control valuable
digital content and data, enabling collaboration across multiple enterprises. SES’s primary
family of products emphasizes the Trusted System featuring identity tokens and the first system
designed to work as a key to identity-driven, sophisticated, controlled, cloud-based services.
The Trusted System is built on the following four technical pillars:
1.
2.
3.
4.

A virtual Java machine
Multifactor authentication and secure content control
Modern cryptographic techniques
Internet ubiquity coupled with a contract infrastructure

Each of these technologies is of recent vintage and, together, demonstrates a wholly novel,
patented approach to provide identity management over the Internet and to secure
information control and persistent protection. It can be insured.
SES and its Trusted System process offer industry and government the opportunity to complete
the electronic commerce revolution by conducting transactions in a secure and auditable
environment. The market for such a process is vast. Candidates include organizations that
conduct multi-step, multi-party transactions of a lasting duration that are not available in
today's electronic commerce environment.
The Trusted System’s medical application, the PCM system, greatly improves the overall quality
of health care across a diverse population and organizations while significantly reducing the
cost of health care through its breakthrough efficiencies and the integration of multiple
healthcare systems. TMS addresses the needs of the general patient population, providers, and
insurance companies. By creating a front-end system that establishes the validity of a
transaction at the point of service, the system solves a tremendous problem/gap facing the
overall medical system today, establishing a trusted transaction that certifies both the provider
and beneficiary by confirming identity, certifications, eligibility, location, and length of service.
Utilizing a trusted transaction, TMS is able to track a specific protocol across the continuum of
care, providing the reduction in duplicate services and rapid access to integrated medical
systems/records (e.g., HIEs, Hospital EHRs, HBXs, and payment systems) that enables proactive
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intervention models to be undertaken, resulting in better health care and a reduction in
overall cost.
The problem is simple: the current healthcare system does not offer a mechanism that provides
rapid identification of provider and beneficiary at the point of service. It also fails to track a
valid transaction through a healthcare protocol, with each separate event resulting in a series
of transactions that are processed on an individual basis through the respective payment
systems. Besides providing a marked improvement in the overall health care of the beneficiary,
PCM reduces the overall costs by providing a confidence factor to every transaction that will
allow rapid payment to providers, incentivizing them to use the system.
PCM not only addresses outpatient models, but also the “Home Healthcare Model” (see Use
Case No. 3), enabling focused healthcare plans to be developed that provide better outcomes
and reduce costs associated with hospital readmissions. TMS produces a method and
information system that is sustainable and will lower the cost of the overall healthcare system
by approximately 10 percent.
PCM is based on a successful Medicaid-based pilot conducted in the State of North Carolina
(see Section 3: North Carolina Executive Summary). While this pilot was conducted on a limited
sample of the Medicaid population for a select time period, it provided tremendous insight into
the value of establishing a beneficiary’s identity through recognized sources (i.e., federal, state,
and private insurers) and tracking this identity through the continuum of care through
numerous healthcare systems. Through the pilot, SES was able to ascertain the following:







An improvement in eligibility analysis
Efficiencies in provider process models
Beneficiary acceptance (e.g., surveys demonstrated that patients, mostly the poor and
underserved, exhibited a sense of pride in being part of the system)
Reduction in data errors
Ease of integration with diverse healthcare systems
An improvement in the overall quality of healthcare

The Trusted System’s Identity Management System is controlled by the participating healthcare
organizations. It is their responsibility to obtain the identity of the providers and beneficiaries
and determine the policy, permissions, and benefits granted to each individual. This is
accomplished in the medical sector by obtaining identity and insurance information for various
sources at the point of registration. These sources vary; however, most are provided through
private insurance, Medicaid, or Medicare. Once an individual is registered to the PCM system
through the Trusted System’s federated identity system, their identity within the system
becomes the “record of truth” which all services and security policies are based on and can only
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be updated (e.g., changes to benefits, address, contact information, etc.) by a participating
identity authority.
This approach satisfies the NSTIC’s four guiding principles of the Identity Ecosystem:
1. Identity solutions will be privacy-enhancing and voluntary. The Trusted System’s
identity solution insures the highest level of privacy, creating a complete audit trail of
each transaction concerning an individual healthcare record. The Trusted System
applications require a token to access the system, and whenever a beneficiary’s record
is accessed, the beneficiary is notified. Since an individual must register him or herself, it
is completely voluntary.
2. Identity solutions will be secure and resilient. The Trusted System’s PCM models the
only medical system that truly meets all of the HIPAA requirements, including informing
the beneficiary every time his or her medical record is accessed. In addition, we believe
the Trusted System’s PCM model is the only system that provides
three-factor plus, multi-participant authentications at the point of service. It was
designed to provide ease of use to all participants and a fault-tolerant basis.
3. Identity solutions will be interoperable. Therefore, PCM provides interoperability
across all healthcare systems, even to those that are not part of the PCM system. The
PCM system establishes an individual’s identity anywhere in the world. TMS also
provides an open API for those healthcare systems that are participating, which
provides a method for different EHR systems to exchange information in a secure and
protected manner.
4. Identity solutions will be cost-effective and easy to use. The PCM system has been
proven to be the most cost-effective and easy-to-use identity and content medical
management system on the market. It has been developed with a major insurance
company and piloted within the State of North Carolina. It has been shown to save
between 10 to 20 percent of healthcare costs, and has even saved a life during the
North Carolina pilot. The pilot also demonstrated its ease of use, providing the poor,
underserved Medicaid population with an easy way to access medical records. Training
of both providers and beneficiaries lasted approximately 10 minutes.

TIPS-2 Use of the PCM System
The objective of using the PCM in conjunction with TIPS-2 is to improve the quality of health
care for individuals who are discharged from the Burke Rehabilitation Hospital and Westchester
Medical Center by providing a real-time continuum of care to all participants and healthcare
providers. PCM will provide a single, trusted identity across diverse medical systems, providing
rapid, integrated access to all parties.

28

The TIPS-2 PCM includes the following activities:


















Enrollment of designated recipients as program participants
Interfacing with Identity Verification Systems (e.g., State Medicaid Eligibility Systems)
Distribution of PCM tokens to recipients to be used in lieu of their current Medicaid
eligibility identification tokens
Authentication of designated recipients at the point of transaction, both at the onset
and completion of each transaction
Authentication of providers at the point of transaction
Provision of any efforts necessary to secure and protect the personal identity and
information of designated recipients
Ability to function on all types of machines (PCs, smartphones, tablets, etc.)
Minimum of 4 GB of data storage
Ability to keep data on a cloud-based Fed Ramp back-up server
Provision of an approved CMS biometric authentication
Provision of beneficiary/provider transaction authentication at the point of service
Provision of, at the point of service, a single authenticated transaction between the
provider and the beneficiary
Compliance with HIPAA
Ability to be completely secure (encrypted data and distributed key
management system)
Ability to create permission-based data fields for multiple parties
Ability to access multiple data sources through a single API
Multi-participant three-factor authentication at the point of service

How the TMS Works
Through the TMS federated identity model, PCM provides TIPS-2 with data security applications
to protect an enterprise’s valuable data assets and promote collaboration among multiple
networked participants and enterprises. The PCM solution is comprised of proprietary security
software, a credit-card-sized USB token that contains a Java Virtual Machine (see Figure 5 and
Figure 6), and digital printing on specialty substrates that provides pervasive protection,
ensuring a proper trust model. These capabilities and features allow for data forensics for
security mandates, and simplify the way security is managed throughout and outside the
enterprise as shown in Figure 7.
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Figure 5: TIPS-2 Beneficiary Token

Figure 6: TIPS-2 Provider Token
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Figure 7: Overview of TIPS-2/TMS Federated Identity Process
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Through these technologies, TIPS-2 can easily protect, manage, store, and retrieve sensitive
data, ensuring that only authorized users gain access to the assets every time and from
anywhere they choose. TIPS-2 participating organizations (i.e., Burke Rehabilitation Hospital or
Westchester Medical Center) will issue initial PCM Tokens to patients, medical service
providers, and other beneficiaries.
When a beneficiary seeks medical care, he or she presents the PCM token to a medical service
provider. The provider inserts his or her own token, as well as the beneficiary’s token, into a
point-of-service device to access the patient’s biometric data encrypted on a TMS policy server.
The biometric data returned by TMS consists of a photo of the beneficiary taken when the
token was issued, which is the only biometric currently approved by CMS. Once both tokens are
inserted, the TMS generates an authorization code and a reference date/time stamp that is
stored both on the policy server and, in the case of the TMS token, on the token, as well. This
stamp documents the time the beneficiary’s appointment began with the provider. Upon
completion of the medical appointment, the beneficiary checks out, using the same two-token,
three-factor authentication process, creating a service visit duration time stamp. This record
documents the duration of the medical service appointment. TMS is flexible, adaptable, and
able to meet data security and privacy standards that enable a beneficiary to be recognized
across multiple healthcare systems.

PCM System Unique System Attributes
The following features and functionalities of TMS make it unique, effective, and extremely
cost efficient:






Secure and Interoperable Identity System – PCM offers a portable, interoperable,
secure means of storing, exchanging, and presenting patient identity and medical
information across multiple healthcare providers and facilities. Providing patient
security and interoperability, the PCM system is a bridge technology between health
records, patient information, and HIEs.
Dual Authentication Enhanced Security – The most effective way to establish identity is
through a physical token that interacts instantaneously with a cloud-based Fed Ramp
identity server. Using a USB token, TMS is a less expensive and more secure solution
than a Smart Card. Rather than storing keys locally (within the token), the PCM stores
keys on its secure policy server. TMS mitigates risk of impersonation by requiring dual
authentication by the user and registered clinician.
Rapid and Efficient Identity and Eligibility Checking – The PCM system will update plan
information, provide updated appointment schedules, and validate Medicaid eligibility.
The PCM token provides individualized plan and provider information to patients,
as required.
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Additional Medical Records Capability Upgrades – Once the basic system has been
deployed, adding functionality upgrades, such as the inclusion of medical records on
each TMS token, can easily occur.
Identity and Transaction Validation Every Step in the Process – The PCM system must
immediately verify a beneficiary’s identity and eligibility for services at the initiation and
completion of each point of the healthcare encounter transaction. PCM provides the
ability to create, store, and use electronic records, meeting National Information
Exchange Model (NIEM) standards, to create a transaction log that contains information
about the date, check-in and check-out times, type, nature, and duration of services
rendered to a Beneficiary by a Provider at the time of service.

Metrics Collection
The goal of the current TIPS-2 program in Baltimore is to evaluate the efficacy of the program in
preventing hospital readmissions in patients who are discharged from either Medstar Health
System or University of Maryland Medical System. Using the TMS system, we will ensure that
patients discharged from either hospital can attend any participating TIPS-2 site in their locale
in order to complete their RPM service. We will evaluate the efficacy of the TIPS-2 initiative by
randomizing eligible patients who are preparing for discharge into either a TIPS-2 or control
group. Individuals in the TIPS-2 group will receive twice-weekly RPM services to monitor their
wellbeing, whilst individuals in the control group will receive a standard continuum of care. This
project, by its very nature, is designed to collect large volumes of data that are related to
wellness of the study participants. The primary outcome measure of this study will be the rate
of under-30-day hospital readmissions in the pilot population. SES will track all study
participants for a period of two months post-discharge, and collect metrics from them at key
points during the study to make determinations about the primary outcome measure.
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Figure 8 - Projected Potential TIPS Medicare Annual Savings
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Use Case No. 5: Internal Government Health Care
Federal Inter-Agency Healthcare Programs
Problem
The Federal Government has numerous healthcare initiatives efforts currently under
development or consideration, including the following:





Defense Health Agency (DHA) (Leidos/Cerner Genesis development)
Veteran Administration (VA) (the replacement of the VISTA system with the CERNER
software suite, and the current Fraud Detection System RFI)
Department of State (currently considering a worldwide electronic healthcare system)
United States Coast Guard (evaluating options)

While all these programs serve different populations, including active military, reservists,
veterans, and State Department employees, their basic healthcare needs are the same. The
only major difference is active duty personnel records are controlled by the Department of
Defense (DOD) and not the individual. While this creates a minor problem, the major concern is
their system architectures are exactly like other commercial healthcare systems in that they are
billing-centric and not patient-centric. In addition, these government systems must
interoperate with numerous private sector systems since approximately 60 to 70 percent of the
health care takes place outside their respective systems. This requirement is currently not being
addressed. Without solving this problem, these initiatives will fail to provide quality health care.
The best example of this inherent problem is the recent selection of the standard commercial
software, Cerner, for DHA’s Military Health System and the replacement for the VA’s VISTA
Healthcare System. Standardization is a noble goal; however, each community has completely
different topology, as shown in Figure 9.
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Figure 9: Current DHA and VA Health Systems

The collective DHA and VA organizations service over 18 million people and spend over
$120 billion per year. However, their missions are different: DHA provides active duty service
personnel and their families with health care and the VA provides different healthcare levels to
classes of veterans, depending on their healthcare condition level upon leaving active duty. In
addition, each organization has a different demand on the information. Therefore, while the
basic information needs of the practitioners are the same, the underlying processes are
dramatically different. To satisfy this problem, the individual must be the focal point and not
the data.
To illustrate these differences, DHA must support its active duty service personnel and their
families to ensure mission readiness. This involves providing medical information at multiple
locations with different EHRs to millions of people. This is especially prevalent in TRICARE and
the Reserve Force. As stated before, more than 70 percent of the data will be created outside
the Cerner system.
In addition, the deployed forces have little or no healthcare information at their disposal. For
example, a soldier deployed to Afghanistan is wounded. He is initially taken to a field hospital
for triage. The information that is available on site is his blood type, contained on the dog tag,
and allergies, contained on a risk band. After triage, the soldier is sent to a theater hospital with
very little information, unless there is a critical problem, in which case the information (e.g., if a
piece of shrapnel is next to the heart) is taped to his forehead. After the soldier has been
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stabilized, he is sent back to the states with a written consultation for further treatment
and rehabilitation.

Solution
As shown in Figure 10, the solution is simple: create a healthcare token which provides an API
that could update a meaningful use (MU) level 2 EHR. This would provide a transport
mechanism across the current Military Healthcare System and the veteran healthcare system.
Furthermore, this would provide a portable EHR for the deployed forces resulting in more
accurate information in forward areas of operation.

Figure10: An Integrated Approach for the DHA and VA Healthcare Systems

In summary, while the current approach that the VA and DHA are pursuing might provide an
integrated system, which will cost billions, they will have the same problems that exist in the
current conventional implementations (i.e., the interface with external provider systems). The
PCM model solves this problem.
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Active Programs
SES is pursuing numerous programs in the public and private healthcare sectors; however,
Figure 11 illustrates the active programs that will demonstrate the efficacy of the use cases
discussed within this RFI.
Figure 11: Active Programs
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Section 1: Fraud, Waste, Abuse, and
Process Inefficiencies
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PCM Data Security
The PCM system provides data security applications to protect an enterprise's valuable data
assets and promote collaboration among multiple networked participants and enterprises. The
solution is comprised of proprietary security software; unique content preparation and
distribution; a credit-card-sized USB token Smart Token/microSD chip, which contains a Java
virtual machine (JVM); and digital printing on specialty substrates that provides pervasive
protection, ensuring a proper trust model. These capabilities and features allow for data
forensics for security mandates and simplify the way security is managed inside and outside the
enterprise. With the PCM system’s technologies, healthcare organizations can easily protect,
manage, store, and retrieve and control sensitive, proprietary data assets outside the control of
their enterprise while ensuring that only authorized users gain access to the assets anytime and
from anywhere (on a global basis). Moreover, data is protected wherever it resides, whether
users find the data or the data is sent to the user.

PCM Fraud, Waste, and Abuse
PCM provides measureable results that improve authenticating beneficiaries and providers. The
solution is 100 percent compliant with the guidelines provided by HIPAA regulations, the
HITECH Act, and Senate Bill No. 255, Section 146. PCM will also assist states and their Managed
Care Organizations (MCOs) in avoiding a multitude of unnecessary costs due to identity,
patient, and provider fraud. PCM’s three-factor authentication process is comprised of
something you have (i.e., the token), something you know (e.g., Personal Identification Number
[PIN]), and something you are (e.g., token holder's picture stored on policy server) (see
Figure122). This ensures the identity of a recipient in a protected and expedient manner by
checking the token holder's demographics and photograph with the information on the PCM
remote policy server. The patient must not only possess a PCM token, but must also provide his
or her PIN and resemble the photograph on the policy server, thus reducing the risk of identity
fraud dramatically.
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Figure12: Patient-Centric Care Authentication Diagram

Another major cost to a state’s Medicaid program arises due to provider fraud. While many
electronic healthcare token systems largely neglect the role of the provider, PCM accounts for
this cost drain by allowing for the interface of both provider and recipient tokens. Unlike many
smart tokens with swipe strips, PCM tokens have USB capabilities, making them uniquely
compatible with a dual-authentication process due to the ubiquity of USB ports. Providers can
no longer simply use Social Security numbers (SSNs) or other personal patient information to
bill Medicaid for fabricated services, as all transactions must be combined with a patient's
token, providing the transaction/policy server the time and length of service (see Table 1).
Table 1: PCM Fraud Prevention Benefits
Token Fraud
Type
Phantom Billing

Description



Up-Coding



Token-Sharing & 
Identity Theft

Token Benefit Achieved

Claim is submitted, but no

services were rendered
Client is not physically present
at provider's office
Provider’s claim includes more 
services than were actually
rendered


Ineligible individual uses
another's valid Medicaid ID
token to receive services
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Verifies client is physically present
in provider location at the time
of service
Provides date-time-stamped visit
duration data
Data is compared to provider
billings to identify up-coding fraud
(could be accomplished in real time)
Biometrically verifies that the client
is the only one that can use
the token

Provider
Medical Services 
and Pharmacies 



Description
Provider accesses token
Provider identifies client and
himself or herself to token
Provider electronically issues
and signs prescriptions
Provider updates token







Patient
Client



Description
Medical token





Token Benefit Achieved
Biometric ID and accurate/complete
medical information obtained
Billing submitted and
paid electronically
Provider provided healthcare record
across multiple Medicaid providers
Prescriptions are accurate
Token Benefit Achieved
Client receives better quality
healthcare services
Provides a multiple enterprise
platform which produces greater
efficiencies for all parties
Client has continual access to
proprietary information

PCM Unique System Attributes
The following features and functionality of PCM make it different, effective, and cost-efficient:








Secure and Interoperable – PCM offers a portable, interoperable, and secure means of
storing, exchanging, and presenting patient medical information across multiple
healthcare providers and facilities. Providing patient security and interoperability,
the PCM system is a bridge technology between health records, patient information,
and HIEs.
Dual Authentication Enhances Security – The most effective way to establish identity is
through a physical token that interacts instantaneously with a cloud-based identity
server. Using a USB token, PCM is a less expensive and more secure solution than a
Smart Token. Rather than storing keys locally (i.e., within the token), PCM stores keys on
its secure policy server. PCM mitigates risk of impersonation by requiring dual
authentication by the user and registered clinician.
Rapid and Efficient Eligibility Checking – The PCM system will update plan information,
provide updated appointment schedules, and validate Medicaid eligibility. The PCM
token provides individualized plan and provider information to patients, as required.
Additional Medical Records Capability Upgrades – Once the basic system has been
deployed, adding functionality upgrades, such as the inclusion of medical records on
each PCM token, can easily occur.
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Transaction Validation Every Step in the Process – The system immediately verifies a
beneficiary's identity and eligibility for services at the initiation and completion of each
point of the healthcare encounter transaction. This method provides the ability to
create, store, and use electronic records, meeting NIEM standards, to create a
transaction log that contains information about the date; check-in and check-out times;
type; nature; and duration of services rendered to a beneficiary by a provider at the
time of service.

PCM System Augments Predictive Analytics
The GAO model places emphasis on the front end of the process through prevention
(see Figure 13). Its goal is to avoid "pay and chase" from the outset. Prevention can also help
with detection and monitoring by identifying anomalies that can be further investigated during
these later phases. Detection and monitoring can provide lessons learned to enhance
preventive controls where weaknesses are identified. The components of the model work
together to support prevention. For example, investigations and prosecutions support
prevention by providing a deterrent impact.
Figure 13: GAO Fraud, Waste, and Abuse Model

Preventive controls are intended to both stop an improper payment before it is made as well as
deter a fraudster from ever trying. At the heart of preventive controls is data analytics. With the
advances in IT and improved data reliability, state Medicaid program integrity officials have
significantly more data at their fingertips than they ever imagined was possible five years ago.
The challenge is to turn data into actionable information to reduce fraud, waste, and abuse.
Data analytics provide a new window into strategic analysis and decision-making. For the
administrators of Medicaid—with their mandate to prevent or reasonably mitigate fraud,
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waste, and abuse and the significant expenditures of the program—data analytics represent the
current and future state of program integrity. The volume of data is enormous, and additional
staffing will continue to be difficult to fund. The only viable option is leveraging technology and
powerful data analytic tools.
While predictive analytics software has worked in the insurance industry, there are two main
drawbacks within the Medicaid fraud control and program integrity area:
1. The size, amount, and the quality of data are determining factors of how well
predictive analytics will function. In order to recognize the outliers within a normal data
set, a large amount of data is required over time; but, in the case of determining
insurance/credit token fraud, millions of records are required. SES believes an adequate
sample size for a state would be over 1 million participants.
2. Predictive analytics deters fraud, waste, and abuse prevention by providing a
deterrent impact to the process, but it does not stop fraud at the point of where it
occurs. State costs are still incurred in the analysis, identification, and pursuit of
potential fraud, waste, and abuse. Often, this pursuit process yields less than ideal
results, including an ROI that does not cover the cost of the investigation process.

Lessons Learned Influence Future Use of Preventive Controls
The PCM system augments the GAO model by stopping identity and provider fraud at the point
of service. It controls, not influences, the process, and prevents fraud before it can be
committed, thus, greatly reducing the "pay and chase" model cost to the states.
Figure 14: PCM and the GAO Model
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In large data sets, it provides a filter of a “trusted transaction” that can be treated in a
completely different analytical fashion. While predicative analytic systems are required to
determine collusion and other types of fraud schemes, they should be evaluated on an ROI
basis, taking into account all of the cost variables, including state staff time, elapsed calendar
time to achieve a positive result, and the actual recouped dollars. There is no better solution
than to stop certain fraudulent and program waste activities at the time of service, before
they occur.

Fraud within the Healthcare System
Figure 15 illustrates the SES model for the fraud prevention solution for the Medicaid and
Medicare programs. This solution provides a comprehensive front-end and back-end solution
which is fully compliant with HIPAA. SES’s solution provides both pre-payment and
post-payment processing activities and is the only solution that provides a pre-service system
capability by determining identity fraud and associated phantom billing at the point of service.
Figure 15: Fraud, Waste, and Abuse Process Flow Diagram

Through accessing a state’s Medicaid program encounter data or CMS program encounter data
stored within the state’s Medicaid Management Information System (MMIS) of CMS/Medicare,
the SES team is able to utilize advanced predictive analytics to further delineate areas of fraud,
waste, and abuse within the program and quantify the cost savings impact to the state and
Federal Government.
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The combination of predictive analytics results with those from the PCM implementation at the
point of service will yield a result of total realized and projected savings to the respective
programs. Based on SES’s knowledge of the Medicaid and Medicare programs and past
experiences with similar projects, this model could realize 15 to 20 percent anticipated cost
reduction within the overall programs. Based upon 2016 Medicaid and Medicare Programs with
a combined budget of $1.2 trillion, this equates to approximately $180 to $200 billion in annual
cost savings in just fraud and abuse.

Process Inefficiencies
Besides fraud, waste, and abuse within the current healthcare system, the processes and
organizational structures create inefficiencies which are easily overlooked as “just the cost of
doing business.” SES conducted numerous focus group interviews with physicians, specialists,
hospitals, State Medicaid Program Directors, State Departments of Health and Human Services,
and commercial insurance companies to determine the cost benefits of the proposed
patient-centric approach. After reviewing the data, SES developed a patented system with a
major health insurance company specializing in Managed Care. The major concerns were
different from each sector; however, SES developed data and process models that complied
with HIPAA and the MU standards. During the limited pilot conducted in North Carolina, SES
was able to verify the following fraud, waste, and abuse assumptions derived through the
focus groups:
1. Inadequate Eligibility Methodology ($3 to $10 Per Transaction) – Working with the
Centene Corporation and conducting a pilot in North Carolina, SES determined that a
medical practice spent a range of $3 to $10 for every Medicaid eligibility request. This
was due to the fact that the physician would not be paid for the service if the individual
was not qualified at the time of appointment and of service. This seems to be a trivial
matter; however, in North Carolina alone, by eliminating this expense, the state would
save over $200 million per year.
2. Administrative Inefficiencies – It is difficult to get a hard number on the cost of
administrative inefficiencies within the current U.S. healthcare system. It ranges from 10
to 20 percent even with the advent of 80 percent of physicians using EHRs, a program
which has the potential to save up to $100 billion per year. This figure does not include
the wasted time (i.e., non-productive time) the individual spends filling out the same
paper (maybe a different format, but the same information) at each point of service
within the system. In addition, most practices still keep paper records and, due to the
fact that the current healthcare system lacks interoperability, physicians fax over 1,000
pages per month. By our estimates, the additional administrative costs a Patient-Centric
System could save would be in excess of 5 percent or over $60 billion per year.
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3. Poor Patient Engagement (TIPS) (3 Percent) ER and Readmissions – The basic problem
with our current healthcare system is that the patient is not an active participant. We,
as a society, are complacent and only seek medical attention when we feel ill. For a
great amount of the Medicaid population, the ER is the quick and easy path to wellness.
There are several examples that we have reviewed that could have a real impact on the
quality of a Medicaid and Medicare individual’s health care while considerably reducing
the cost of each program by providing healthcare incentives (North Carolina Pilot) and
proactive community programs (Use Case No. 4).
4. Prescription Management and Compliance – There are studies that approximate that
75 percent of Americans have trouble taking their medicine as directed. This lack of
adherence is costing many people their good health and the healthcare system billions
of dollars. Estimates are that approximately 125,000 deaths per year in the United
States are due to medication nonadherence and that 33 to 69 percent of
medication-related hospital admissions are due to poor adherence. The total cost
estimates for medication nonadherence range from $100 to $300 billion every year
when both direct and indirect costs are included. This is further shown in the cost
savings as a result of TIPS.
5. Duplicate Services (7 Percent) – With a major Medicaid insurance company, it was
determined that at least 7 percent of the medical services provided to its Medicaid
patients were duplicate services. Integrated hospital systems with EHRs often duplicate
tests and administrative costs because the health records are not accurate. For example,
a patient’s record might identify the person with his or her first name spelled out while
a second record may identify the same patient with only his or her initials, causing
results of tests to be misfiled in one or the other folder.
6. Medical Directives ($1.7 Billion) – Without an advance medical directive at the point of
service, the overall cost within the last days of life expands exponentially. According to
the Agency for Healthcare Research and Quality, one-quarter of all Medicare spending
annually—$139 billion—goes toward care for only 5 percent of beneficiaries who die
each year. Research studies have suggested that $1.7 billion in annual healthcare
expenses could be saved if all adults had an advance directive.
Neither new technology nor process improvements alone can prevent healthcare abuse. Truly
effective approaches marry technology with robust claims data, provider data, and external
data. These combined components will only become more important as the number of people
purchasing insurance through HIEs increases. The current pay-and-chase system does not work,
detecting less than one percent of the fraud. A new approach must be pursued by the public
agencies and leveraged in order for the private sector to keep costs under control. If the whole
system, public and private, can be flipped to a preventative model, everybody wins.
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In summary, by implementing a patient-centric model, as shown in Figure 16, the Medicaid and
Medicare system could save between $120 and $420 billion per year through Fraud, Waste, and
Abuse and overall process improvements. Applied across the entire healthcare system of the
United States, it could add up to over $1 trillion per year.
Figure 6: Projected Medicaid and Medicare Savings
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Section 2: Trusted System Platform
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About the Trusted System
SES’s Trusted System provides a platform to develop specific applications using an IT framework
to manage, classify, protect, and control valuable digital content and data, enabling
collaboration across multiple enterprises. The primary family of applications incorporates the
Trusted System platform, featuring a USB device or microSD chip, and the first system designed
to work as a key to sophisticated cloud-based services, as shown in Figure .
Figure 17: Platforms

As shown in Figure 18, the Trusted System is built on the following four technical pillars:
1.
2.
3.
4.

A virtual java machine
Multifactor authentication (three-factor +) and secure content control
Multi-gigabyte portable storage
Internet ubiquity, coupled with a complex federated identity management contract
infrastructure that establishes the roles, responsibilities, and policies across the
entire system

Each of these technologies is of recent vintage and, together, demonstrates a wholly novel,
patented approach to secure information control and persistent protection.
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Figure 18: How the Trusted System Works

Product Features
SES has built a unique platform that delivers solutions to meet the needs of multiple enterprises
more effectively than its competitors. The following features and functions enable it to strongly
differentiate and gain market share and create markets that have yet to be defined:






Custom Content Product – The Trusted System uses content generation software that
creates customized content for each card produced. This enables the production of
individualized cards for each recipient. This means that the card can be tied to the
encrypted serial number registered through a federated policy model, making it almost
impossible to forge. This gives the Trusted System the features of multifactor
authentication, positive identity management, and customized content control for
the user.
Application and Format Independent – The Trusted System platform application avoids
the need for cumbersome plug-ins, providing near-ubiquitous support for all-known
content formats and applications. The Client Application is nearly transparent to the end
user and has minimal impact on existing content creation and distribution processes.
Strong, Secure Client – The Trusted System platform is at the PC’s Operating System
level, observing the actions of the user and applying appropriate and persistent security.
The system ensures that decryption is temporary, holding the decrypted file in a strong,
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secure area that no unauthorized person can access. Additionally, the system enforces
the access control rules based on the grants given to that user for that specific file.
Trusted Networked Community User Provisioning – The Trusted System platform
constructs a trusted networked community, providing transparent management of keys
and encryption methods. The product provides a unique, streamlined provisioning
process, embracing existing security structures and ensuring proper authentication
of users.
Policy Template Generator – The Trusted System platform provides a structured and
simplified process of capturing security policies. This process implements a robust data
trust model, allowing IT and business administrators to define the relationship and
privileges that should be applied when users access specific types of data.
Security Recommendation, Data Tracking, and Forensics – The Trusted System
platform examines the content and context of data that is being prepared for secure
distribution, comparing these results against security templates tailored for the
organization and to multiple enterprises, enabling actionable auditing and alert
functionality. While preparing content for secure distribution, the system provides the
user with specific recommendations on what type of security to apply to that content.
The comparison may also trigger security alerts based on explicit rules, ensuring stopgap
measures for highly sensitive data. The system captures a thorough audit trail of all
user-initiated data protection and consumption actions for extended business
intelligence and possible breach forensics analysis.

Platform Benefits
The Trusted System platform currently has no direct competition. There are several players in a
number of industries that offer separate components of the process, notably identification
cards/tokens. However, the Trusted System platform and its applications provide an
integrated solution that is a completely thorough, fully-defined system of best-in-class
components combined into a patented process that provides a non-repudiated transaction at
the point of service for numerous applications.
Key advantages of building an application on the Trusted System platform include the following:




Legally Enforceable – Based on SES’s research, the Trusted System is the only solution
that enables the creation of a non-refutable, legally enforceable, electronic document
between multiple parties over the Internet.
Contract Infrastructure – A distinguishing feature of the Trusted System is that the
delivered system includes forms of subscription agreements, user agreements, user
guides, and other materials that provide a federated identity model contract
infrastructure for the overall system. Much like a stock exchange, the result is a reliable

52



and predictable system of rules, coordinated with the technology that provides users
with a high degree of confidence in the legal value of all the transactions created by
the system.
Economic Impact – Significant competitive advantage has also been found in the
economic results realized by use of the Trusted System. As an integrated solution, the
Trusted System can provide significant operating benefits in addition to the
transactional capabilities. These benefits include the following:










Streamlined business processes
Lower administrative costs
Improved communications
Enhanced quality
Reduced risk of lost or mishandled information
Tighter production cycles
Faster time-to-market for the related transactions
Multifactor transaction authentication
Highest level of security

Market Applications
SES and its Trusted System platform offer industry and government the opportunity to
complete the electronic commerce revolution by conducting transactions in a secure and
auditable environment. The market for such a process is vast. Candidates include organizations
that conduct multi-step, multi-party transactions of a lasting duration that are not available in
today’s electronic commerce environment. While this description could apply to dozens of
industries, ranging from healthcare and manufacturing to Internet retail and engineering, SES is
currently an early-stage company with limited resources. SES has therefore chosen to initially
organize around and concentrate its efforts on the following three market sectors:




Healthcare – “Patient-Centric Medicine”
Secure Content Control – “The Phalanx” System and the “Global Coalition” System
Financial Services – “Guardian”

Of these three applications, healthcare is the largest as a $3.3 trillion sector of the United
States economy.
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Section 3: North Carolina Executive
Summary
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Executive Summary
Overview
SES, with input from healthcare providers, insurance companies, and state officials, developed
the TMS in response to several issues plaguing the Medicaid system. These issues include
insecure data protection and authorization measures, fraud and inefficiency, and, ultimately,
cost expansion. To prove that TMS could counter these problems and improve the quality of
health care, SES piloted a system within North Carolina’s Medicaid program. During the
six-month pilot, approximately 540 Medicaid recipients were issued tokens to use at the point
of service during all episodes of care administered by four participating healthcare providers.
The pilot results were overwhelmingly positive. Not only was the system effortlessly
implemented by providers, but it also proved to be extremely user-friendly for patients. The
most noteworthy outcome of the pilot was the system’s cost avoidance. The pilot helped to
illustrate that the anticipated annual savings, when implemented throughout the state’s
Medicaid program, were estimated to be $842 million, of which, $226 million accrues to
healthcare providers, $203 million to the state, and the remaining $413 million to the
Federal Government (see Table 2).
Table 2: TMS Financial Impact Summary
Financial Beneficiary of TMS System*
Healthcare Providers
 Eligibility validation efficiencies
 Avoidance of services to ineligible patients

Annual Savings
$226,000,000

State Medicaid Program
 Patient-based fraud
 Provider-based fraud

$203,000,000

Federal Government
 Medicaid match at 67%

$413,000,000

Total Savings

$842,000,000

*Assumes statewide implementation of piloted functionality.
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Key Findings
The following key drivers are essential in enabling the system to avoid costs and reduce waste
and fraud in the Medicaid program:









Technical Integration with State Database (Successful) – The system was integrated
with the state’s MMIS database and received daily updates on Medicaid eligibility.
Card Issuance (Simple) – A process was generated that took only up to 5 to 7 minutes
per card issuance, and the provider staff took over this function from SES before the
pilot was completed.
Medicaid Eligibility (Accurately and Quickly Verified) – Of the hundreds of eligibility
checks, the system functioned with 100 percent accuracy. Each eligibility check took
approximately 8 to 10 seconds instead of the lengthy amount of time required under
existing practices.
Authentication (Highly Accurate) – Of the hundreds of authentication checks, the
system functioned with 100 percent accuracy in presenting the correct electronic
picture of each patient retrieved from the policy server.
Patients Exhibited a Sense of Pride in Card Ownership – Patients returned with their
TMS token cards during repeat visits. The physical condition of TMS tokens presented by
patient participants during repeat visits was generally excellent. Patient surveys
indicated that the patients preferred the TMS token over the traditional paper Medicaid
card issued by the state.

Efficiency Gains from Current Model
The TMS reduced operating costs by providing a method for immediately checking a patient’s
eligibility for services at the point of service. Thus, the provider was capable of avoiding
uncovered services. By comparison, the present paper identification card system used
throughout North Carolina operates on a “pay and chase” model of fraud detection. The state
seeks reimbursement for uncovered services after the services are performed and paid for.
“Pay-and-chase” is inefficient and costly for providers and the state. Some providers have
employed more aggressive fraud and eligibility detection programs; but, these programs are
expensive and not as effective as TMS’s verification process. According to SES projections, the
reduction in operating costs is significant (i.e., up to $250 million to providers and over $600
million split between North Carolina and the Federal Government).

Preventing Fraud
Complying with the guidelines provided by HIPAA regulations, the HITECH Act, and Session Law
2011-117, SENATE BILL 307, TMS helps the state and providers avoid a multitude of
unnecessary costs due to identity, patient, and provider fraud. TMS’s three-factor
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authentication process is comprised of something you have (i.e., the token), something you
know (e.g., PIN), and something you are (e.g., token holder's picture stored on policy server).
This ensures the identity of a recipient in a protected and expedient manner by checking the
patient’s demographics and photograph with the information on the system’s remote policy
server. The patient must not only possess the TMS token, but must also provide his or her PIN
and resemble the photograph on the policy server, thus reducing the risk of identity
fraud dramatically.
Another major cost to Medicaid arises due to provider fraud. While many electronic healthcare
card systems largely neglect the role of the provider, TMS accounts for this cost drain by
allowing for the interface of both provider and recipient cards. Unlike many smart cards with
swipe strips, TMS’s cards have USB capabilities, making them uniquely compatible with a
dual-authentication process due to the ubiquity of USB ports. Providers can no longer simply
use SSNs or other personal patient information to bill Medicaid for fabricated services, as all
transactions must be combined with a patient’s token, providing the transaction/policy server
the time and length of service.

Unique System Attributes
The following features and functionality of TMS make it different, effective, and cost-efficient:








Secure and Interoperable – TMS offers a portable, interoperable, secure means of
storing, exchanging, and presenting patient medical information across multiple
healthcare providers and facilities. Providing both patient security and interoperability,
the TMS is a bridge technology between health records, patient information, and HIEs.
Dual Authentication Enhances Security – The most effective way to establish identity is
through a physical token that interacts instantaneously with a cloud-based identity
server. Using a USB device, TMS is a cheaper and more secure solution than a Smart
Card. Rather than storing keys locally (i.e., within the card), TMS stores keys on its
secure policy server. TMS mitigates risk of impersonation by requiring dual
authentication by the user and the registered clinician.
Rapid and Efficient Eligibility Checking – TMS will update plan information, provide
updated appointment schedules, and validate Medicaid eligibility. The TMS token
provides individualized plan and provider information to patients, as required.
Additional Medical Records Capability Upgrades – Once the basic system has been
deployed, adding functionality upgrades, such as the inclusion of medical records on
each TMS token, can easily occur.
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A Flexible Platform
TMS’s advanced technological capabilities distinguish it from other systems on the market due,
in part, to its flexibility. As technology advances, healthcare systems will inevitably need to
progress as well. Although TMS currently features a USB device, it can accommodate many
other types of communications such as swipe strips, chip-based smart cards, and barcodes,
allowing the technology to be adapted to individual demands and circumstances. With the
growth of smart phones and tablets, the adoption of apps and other smart phone capabilities
will be crucial to the healthcare industry. TMS is prepared for this technological advancement
with easy-to-install mobile apps.

Integration into Current System
The success of any new form of technology ultimately depends on its integration into the
already existing framework. A healthcare system that is not utilized by both providers and
recipients, whether due to complexity of usage or perceived inferiority to previous systems,
cannot achieve improvements in health care or diminish costs. The results of the North Carolina
pilot demonstrate the usability and effectiveness of TMS. The fact that the TMS tokens were
seamlessly adopted by Medicaid recipients and providers alike illustrates the success of the
TMS to integrate itself into the existing healthcare system.

Bottom Line Impact to the State of North Carolina
The system’s ability to authenticate patient identity, dually authenticate provider information,
and accurately verify Medicaid eligibility substantiates its ability to reduce annual state
expenses by over $200 million once fully implemented throughout the state’s
Medicaid program.
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Section 4: A Day in a Life of a Patient
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The following images illustrate a day in the life of a patient
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Section 5: CMS Questions
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As requested, the following are RFI questions and their answers
1. Do you have comments on the guiding principles or focus areas?
The six guiding principles and eight focus areas cannot be undertaken or achieved
without addressing the basic architecture prescribed by the HITECH Act. While the goal
of the Act was to provide an IT infrastructure that could provide the automation of the
healthcare industry, it failed to meet this goal due to the diversity of technologies and
did not address the processes inherent to the industry. The guiding principle,
patient-centered care, should be the overarching principle on which the focus areas
should concentrate. By focusing on this principle, the majority of the problems in the
United States healthcare system can be improved, including the following:






Quality of Care
Individual Responsibility
Fraud, Waste, and Abuse
Providing a Real-Time Continuum of Care
Payment Structures

2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
A properly designed “patient-centric medical model” would be consistent with all the
guiding principles while addressing the majority of the desired focus areas.
3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these
suggested models.
The PCM built on the Trusted System platform would immediately address the principle
of patient-centered care while significantly reducing the cost of health care in the
United States.
To date, the only problems associated with the PCM implementations have been
political and the “not invented here” syndrome.
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4. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be
tested as a model and alternative to FFS and MA?
The PCM system, by providing the continuum of care, can be used in determining
multiple payment models for fee-for-service (FFS) and Medicare Advantage. Providers
and patients can be incentivized in real time to be more proactive in healthcare
outcomes.
5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
CMS should provide incentives for patients and providers to be proactive in the
healthcare delivery system. SES provided incentives in the North Carolina Pilot program
and received almost 100 percent participation.
6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
Yes, set up an incentive payment model. However, it is impossible to create a rational
payment model under our current system with information being analyzed 30 to
90 days after the visit.
7. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
The Innovation Center should concentrate on providing processes and the technical
infrastructure to provide patient-centered care across the United States.
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SeiU2015
California's Long Term Caregivers

November 20,2017

Submitted electrcnicaliy to CMMI New Direction(5)cms.hhs.gov
Centers for Medicare & Medicaid Services

Department of Health and Human Services
Baltimore, MD 21244-8016

Re:Innovation Center New Direction—Requestfor Information

Service Employee International Union Local 2015(SEIU Local 2015),a labor union that represents nearly
350,000 nursing home and home care workers in California's long-term care industry, appreciates the
opportunity to provide a response to the above-referenced Requestfor Information (RFI).

As the largest long-term care union in the country, we represent approximately 20,000 workers who
providefrontline care in nursing homesand more than 315,000 home care workersin California's In-Home
Supportive Services(IHSS)program.The IHSS workforce provides home-based care to low-income seniors

and persons with disabilities in the state's Medicaid population, most of whom are the caregivers'family
members. IHSS providers are intimately acquainted with the needs of their consumers and they
experience firsthand the inefficiencies in the current care delivery system for the most vulnerable elderly
and disabled populations. Further, the disjointed financing of long term services and supports (LTSS)culled from private pay, Medicaid, and private long-term care insurance - is unsustainable and
disproportionally impacts the middle class;those that cannot afford expensive private pay in-home care,
but have yet to spend down to qualify for Medicaid services.
The need for providing long term services and supports to Medicare Advantage plans

For the reasons mentioned above, we urge CMMI to test models which allow Medicare Advantage(MA)
plans to provide LTSS as mandatory supplemental benefits, triggered when the beneficiary meets an
agreed-upon level of need and when LTSS are recommended and part of a beneficiary's care plan. We
believe that incorporating LTC benefits into all MA plans will not only result in better health outcomesfor
high-cost and high-need Medicare beneficiaries, but will also lower the beneficiaries' medical costs,
reduce the need for expensive acute care services, provide moreflexible optionsfor long-term care needs,
and attract Medicare fee-for-service(FFS) beneficiaries.

According to projections done by the Urban Institute,52% of Americans turning 65 today will develop a
disability serious enough to require LTSS for less than two years and about one in seven will have a
disability serious enough to require LTSS for more than five years\ According to the Kaiser Family
Foundation,there are approximately 2.35 million MA enrollees in California, with a little under 184,000
participating in special needs plans for beneficiaries dually eligible for Medicaid^. Based on the Urban
Institute's and projections by the Legislative Analyst Office(LAO),there would certainly be a demand for
including LTSS among MA plan beneficiaries who do not qualify for Medicaid.

^ Favreault, M.M.,& Dey,J.2015.Long-Term Services and Supportsfor Older Americans:Risks and Financing Research Brief
https://asDe.hhs.gov/basic-report/long-term-services-and-supports-oider-americans-risks-and-financing-research-brief

^ G Jacobson,A Damico,T Neuman,and M Gold.Jun 06,2017 Issue Brief. Medicare Advantage 2017 Spotlight:Enrollment
Market Update https://www.kff.org/report-section/medicare-advantage-2017-spotlight-enroliment-market-updateappendices/

seiu2015.org

Twitter:@SEIU2015

Instagram:(aSEIU2015

Facebook.com/SEIU2015

Examples of LTSS benefits which can be included in MA plans include: in-home meal delivery,supportive
housing and home modifications, non-emergent medical transportation to medical appointments,
targeted care management, personal care services and caregiver training or other home- or communitybased assistive services®.

Why offerlong term services and supports through Medicare Advantage plans?

As managed care plans, MA plans already possess an infrastructure that provides a certain level of
integration: the provision of an LTSS benefit by MA plans would therefore be a cost efficient and nonredundant way to integrate care and work across the care continuum. As such,it may attract Medicare
fee-for-service(FFS) beneficiaries who have to navigate a fragmented serpentine system to receive LTSS.
Demonstration projects could test how different LTSS benefits may achieve quality care, patient choice
and engagement, better health and reduced utilization, and lower costs to Medicare.
Waiver requirements and costs

To test models wherein MA plans provide LTSS benefits,the Bipartisan Policy Center(BPC)has identified
two principal regulatory barriers that must be waived. First,the Social Security Act requirement that the
MA plan must offer that supplemental benefit to all enrollees (also known as the "uniform benefit"
requirement).Second, MA program regulations and guidance require thatsupplemental benefits must be
"primarily health-related".^

If the "uniform benefit" and the "primarily health-related" requirements were waived,so that MA plans
could offer in-home meal delivery, non-emergent medical transportation, minor home modifications,and
targeted case management services as LTSS benefits to chronically ill enrollees, BPC projects that MA
plans could provide these four LTSS benefits for merely $5 per member per month, when spread across

all enrollees in an MA plan®. In addition,an analysis offully integrated Medicare-Medicaid managed care
plans in Minnesota shows that the provision of non-Medicare-covered LTSS results in Medicare savings
through reduced hospitalizations of beneficiaries.®

Thus, costs for offering LTSS as mandatory supplemental benefit can be covered through four channels:
first,through savings brought about by reduced hospitalizations,emergency room visits and other acute
care services; second,through the "rebates" that MA plans receive to provide "supplemental benefits";
third,through a uniform additional premium (beyond the standard Medicare Part B premium)across all
plan enrollees; and fourth,through additional premiums paid by beneficiaries who wish to purchase the
enhanced benefit coverage.

'
Bipartisan Policy Center.Challenges and Opportunities in Caringfor High-Need,High-Cost Medicare Patients: BPC Preliminary
Findings and Policy Options. February 2017. httos://biDartisanpoiicv.org/wD-content/uoioads/2017/02/BPC-Health-High-NeedHieh-Cost-Medicare-Patients.pdf

'Bipartisan Policy Center.Challenges and Opportunities in Caring for High-Need,High-Cost Medicare Patients:BPC Preliminary
Findings and Policy Options. February 2017. https://bipartisanpoiicv.org/wp-content/uploads/2017/02/BPC-Heaith-High-NeedHigh-Cost-Medicare-Patients.pdf

® Testimony of Katherine Hayes Director of Health Policy, Bipartisan Policy Center before the Committee on Finance United
States Senate. May 16,2017. https://bipartisanpolicv.org/wp-content/upioads/2017/05/Chronic-Care-Testimonv-SenateFinance-Committee.pdf

'
Department of Health and Human Services Assistant Secretaryfor Planning and Evaluation, Minnesota Managed Care
Longitudinal Data Analysis, March 2016. https://aspe.hhs.gov/report/minnesota-managed-care-iongitudinai-data-anaivsis

Finally,as the need for LTSS is expected to rise dramatically in the coming decades,having MA plans as an
additional source oflong term care funding would not only create stability and deter middle classfamilies
from "spending down"so that their long-term care needs will be covered by Medicaid,it would also serve
as engine ofjob growth in the long-term care industry.
Thank you for your consideration of these comments and recommendations. Please do not hesitate to
contact our Policy Director, Brandi Wolf at BrandiW(S)seiu2015.org. if you have questions regarding the
content of our comments.

Sincerely,

L
Laphonza Butler, President
SEIU Local 2015

2910 Beverly Blvd.,
Los Angeles,CA 90057

November 20, 2017
Ms. Seema Verma, MPH
Administrator,
Centers for Medicare and Medicaid Services
Baltimore, MD 21244
Submitted electronically via email
Re: Centers for Medicare and Medicaid Services’ Innovation Center Request for Information
Dear Ms. Verma:
Signature Medical Group, Inc. (SMG) is a multi-specialty physician group based in St. Louis, MO., and is
pleased to respond to the Centers for Medicare and Medicaid Services’ request for information on the
development and implementation of future care models.
SMG has considerable experience in alternative payment and innovative care models. As one of the
largest conveners in BPCI, SMG represents the largest integrated orthopedic bundled payment program
in the nation—consisting of over 50 of the largest independent orthopedic physician group practices
(PGPs) in the country, with more than 1,500 physicians performing 45,000 Medicare joint replacements
in Model 2 annually. The Signature groups have achieved significant quality improvements and cost
reductions for patients undergoing a major lower extremity joint replacement (DRG 470). This includes:

SNF Rate
SNF LOS
IRF Rate
HH Rate
OP PT Rate
Readmit Rate 90-Day
Readmit Rate 30-Day
PE During Index
Surgical Site Infection
DVT During Index
UTI During Acute
Acute MI within 7 Days

Baseline
7/1/09-6/30/12
34.4%
18.13
5.8%
65.4%
28.8%
7.8%
5.0%
0.3%
2.0%
0.3%
3.7%
0.3%

Calendar
2016
19.1%
12.69
0.5%
49.4%
24.5%
5.7%
3.6%
0.1%
1.3%
0.1%
2.2%
0.2%

Percentage
Reduction
44.5%
30.0%
91.6%
24.4%
15.1%
26.2%
27.5%
71.7%
37.4%
51.1%
41.4%
22.8%

During the 2016 performance period, post-acute costs per episode were reduced by 37.5% to an
average cost of $5,381 per episode.
In 2013, SMG was the only physician group to be awarded a Strong Start for Mothers and Newborns
Grant from the Center for Medicare and Medicaid Innovation (CMMI) to develop an innovative program
addressing critical needs in maternity care. In response, SMG developed a sustainable maternity care

home model that improved birth outcomes and is estimated to have decreased spending for pre-term
births in Missouri by $10-$15 million in less than three years.
Through our experiences in BPCI and Strong Start, we have seen first-hand the impact and change that
can occur within the care setting when physicians can control and manage an entire episode of care. The
insights and recommendations we outline below are rooted in Signature’s experience, both as a
successful provider organization and as a convener, in innovative care and alternative reimbursement
models.

Expanded Opportunities for Participation in Advanced APMs
The BPCI initiative has successfully aligned incentives for physicians to develop new care pathways,
reduce the fragmentation and overutilization of care and improve clinical outcomes. BPCI has been a
successful model of care for beneficiaries and a successful model of reimbursement for Medicare. Yet,
while we believe the initiative provides a strong case for the development of additional value-based
payment models, there remain several important unresolved problems with the current BPCI initiative.
These issues have led many PGPs to question whether they should continue to participate in that
initiative and to question whether they should participate in any Advanced Alternative Payment Models.
We will elaborate on these issues and the solutions in our responses below.
What Expanded Opportunities for Participation in Advanced APMs model designs should the
Innovation Center consider that are consistent with the guiding principles?
•

Retain and expand opportunities for physicians to lead care, including site-of-service decisions in
Advanced APMs (A-APMs).
As a physician organization, we believe it is paramount that physician group practices (PGPs) be
afforded the same opportunities as hospitals to be convening entities and at-risk participants in
newly developed A-APMs. The original Comprehensive Care for Joint replacement (CJR) model was
mandatory and solely hospital-focused. While understandable from a policy perspective, e.g.,
moving as many providers as possible into value-based care models, it is counter to CMS’ first
guiding principle in this RFI, namely choice and competition. Eliminating opportunities for PGPs to
control patient care and bear risk in CJR greatly reduces patient choice and creates a different set of
parameters for care and reimbursement in what should be a competitive market for healthcare
services.

•

Further opportunities for specialty physicians to engage in A-APMs.
As a multi-specialty physician group, we are anxious to see CMS offer greater opportunities for
specialty physicians to engage in the A-APM track of the Quality Payment Program. To date, such
opportunities for specialists have been meager. SMG contended in its June 27, 2016 letter to CMS
responding to the proposed rule for the Medicare Access and CHIP Reauthorization Act of 2015
(MACRA), that BPCI Model 2 should be considered an A-APM. Clearly, this was not CMS’ decision.
We are hopeful, however, that the next version of BPCI will be structured to meet the A- APM
criteria. In this respect, since quality measures, as defined by CMS, are one of the primary
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requirements for A-APM qualification, we believe CMS’ quality and discount rate scoring developed
for CJR is a useful guide for application in the next BPCI. We also support CJR’s two-track model that
provides flexibility to participant physicians and allows them to determine if they wish to manage
care in the A-APM track or with a non-A-APM approach and stay in the Merit-based Incentive
Payment System (MIPS). Allowing physicians and PGPs to a have the greatest flexibility possible in
their decision process to enter into a new payment arrangement will go a long way toward building
greater and quicker physician buy-in to APMs.
•

Eliminate mandatory requirements.
There continues to be debate among policymakers whether these new models should be mandatory
or voluntary. Our experience has shown that physicians will willingly engage in new care and
reimbursement models if they clearly understand the expectations, risks and rewards for
performance and, in fact, trust that all sides will hold up their end of the agreement. In BPCI for
example, the performance agreement is straight forward; if you can reduce cost while maintaining
or improving outcomes, you will share in these savings with CMMI. Unfortunately, this has turned
out not exactly to be the case. These reasons will be addressed in more detail below. We therefore
believe it is critical that CMS address significant flaws in the current BPCI initiative before launching
the next version of BPCI or other related care models intended to be structured as an A-APM. When
properly structured, incentives are aligned and operationally sound, the compulsory participation of
physicians and other participants will not be required. Ultimately, the greatest results will come
from voluntary engagement.
Do you have suggestions on the structure, approach, and design of potential Expanded
Opportunities for Participation in Advanced APM models? Please also identify potential
challenges or risks associated with any of these suggested models.

•

Establish transparent, sound and sustainable pricing methodologies.
In BPCI, CMMI uses a pricing methodology to account for various Medicare policy changes,
geographic-specific wage changes (Wage Factor Adjustment) and national utilization trends
(National Trend Factor or NTF) that occur over time. This pricing methodology is used to make
adjustments to historical care target prices on a quarterly basis and is critical in determining
whether participant physicians will share in the savings with Medicare or reimburse Medicare for
costs that exceed the target. This methodology ultimately determines whether the program is
successful and can be sustained. For more than three years, a consistently declining trend in price in
the current BPCI initiative, attributable to the NTF, has produced unanticipated and significant
negative financial consequences for the PGPs convened under SMG. This pricing trend equates to
about 7-8% price deflation in unmanaged orthopedic episodes of care, which, based on our
information, appears in complete contradiction to Medicare national cost trends and other factors.
The impact of the declining NTF has a compounding effect on an Episode Initiator’s (EI) financial
performance. Under the current pricing methodology and resulting NTF calculation, the more
success physicians have in managing episodes and reducing cost, the faster the BPCI program moves
toward unsustainability. So, despite achieving CMMI’s goals for the BPCI initiative on cost and
quality, the PGPs convened under SMG have been penalized financially because their care redesign
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efforts have been outpaced by the downward spiraling NTF. Despite multiple inquiries to CMMI, we
have never received full transparency of the various data inputs in its pricing calculation. We remain
mystified as to how the NTF could continually decline in DGR 470 while trend in the DRG 470 price
factor has moved in the opposite direction, as illustrated in the graph below. While many of the
PGPs we convene for have experienced reduced reimbursement due to this trend, some have been
influenced more acutely, including some of the most successful participant PGPs convened under
SMG. This includes one PGP that despite reducing joint replacement costs in its market by 36%, had
to exit the program or face financial penalties.

DRG 470

IP, SNF, IRF
FY15 Price
Increase

1.07

PartB, HH, OP
CY15 Price
Increase

IP, SNF, IRF
FY16 Price
Increase

PartB, HH, OP
CY16 Price
Increase

IP, SNF, IRF
FY17 Price
Increase

1.05
1.03
1.01
0.99
0.97
0.95

0.93
0.91

0.89

2012

Q114

Q214

Q314

Q414

Q115

DRG 470 Price Factor

Q215

Q315

Q415

Q116

Q216

Q316

Q416

DRG 470 NTF

To address the flaws in the current pricing methodology, we strongly urge CMS to consider these
methodology adjustments to its pricing strategy in the next BPCI version or other related new AAPMs:
a. Prospective Targets—We believe that Prospective Targets, distributed before the
performance period begins, are essential for Episode Initiators to plan and predict their
ability to succeed in the program.
b. Regional Pricing Targets—Adopting regional pricing targets will allow high performers to be
attracted to and retained within the program. Further, resetting targets annually, instead of
quarterly with multiple intra-quarter true-ups, is consistently frustrating for the physician
Episode Initiators; they feel like they are continually aiming at a moving target.
c. Elimination of Wage Factor—The Wage Factor is inherently unfair to some Episode Initiators
and does not accurately reflect actual price changes of the underlying costs.
d. Elimination of National Trend Factor—The NTF has been fraught with issues and is one of
the main drivers of unsustainability of the program. Removing the NTF and replacing it with
a more reasonable approach to measuring utilization changes is desperately needed.
e. Implementation of Episodic Risk Adjustments—Some episodes are inherently riskier than
others. Implementing a risk adjustment methodology would allow Episode Initiators to more
effectively manage their patient population.
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•

Convener and participant status in A-APMs.
We propose that qualified conveners continue to be allowed to participate as provider
organizations. As an Awardee/Convener in BPCI, our PGP has built up significant institutional
knowledge in managing over 50 other PGPs in 27 states within the acute and post-acute episodic
care model. We believe a significant factor contributing to the success of our BPCI groups is that we
are all physician organizations and despite differences in practice size, geography, hospital
affiliations, etc., we have worked together to improve quality and outcomes though the sharing of
outcomes data and best practices related to care redesign and management efforts. CMS may want
to consider requiring conveners wishing to engage new participants in at-risk payment models to
have experience successfully participating in an APM or convening/managing participants in such
models, in the government or commercial sectors. This success should entail documented,
quantifiable results in reducing adverse outcomes or reducing costs without degrading quality,
compared to historic targets. Without this specialized knowledge, inexperienced conveners may
encounter significant difficultly guiding new PGPs through the complexities of managing patients in
a radically different model of care and reimbursement.

•

Reconciliation and data feeds.
As in the current BPCI initiative, we highly recommend that CMS/CMMI continue monthly data feeds
and quarterly reconciliations in future bundled payment models. This assumes that further
refinements to CMMI’s pricing methodology, as outlined above, are also undertaken in future
models. Continuous physician engagement is critical to the success of any APM. We believe net
payment reconciliations on a less frequent basis, e.g., annually, will make it extremely difficult to
attract and retain PGPs into the program. These groups make significant resource investments to
transition their practices to deliver a new model of care. Having significant time gaps for gauging the
financial impact and effectiveness of their clinical changes and practices, let alone knowing the
actual rate of return on their investment, presents an extreme hardship for the average physician
organization.

•

Reconciliation appeals process.
We strongly recommend that the reconciliation process be conducted at the EI/PGP participant level
and not the convener level, so uncontested reconciliations can pass through to other participants.
The process for appealing a reconciliation in the current BPCI initiative is not ideal. Its design is
actually a strong deterrent to conveners wishing to undertake a valid claim. The current process
requires a convener to evaluate the significance of its claim and then choose between moving
forward with an appeal for perhaps one participant group. Doing so, however, means creating a
delay of all the other participants’ reconciliations—which in our case is over 50 PGPs and 1,500
physicians. This process requires the convener to choose between a valid appeal and holding up
payment to all other participants—not a decision that is taken lightly. Having to make decisions not
to appeal a valid error given the weight of all the other reconciliations that would be delayed, is
patently unfair to the group subject to the error. Moving ahead with an appeal penalizes every other
participant. Conveners should not be placed in a position for making these judgments when there is
justification for a valid appeal.
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•

Small practice enhancements and exemptions for A-APMs participation.
We suggest that CMS consider including enhancements and certain exemptions from existing
policies to increase engagement in A-APMs among smaller specialty physician practices permitting
them to compete effectively in their markets. As we have seen in the BPCI initiative that we convene
for in orthopedics, smaller PGPs are clearly more vulnerable than larger participant groups or
hospitals when managing their downside risk. For example, in groups with five or fewer physicians,
one outlier physician with several costly episodes can easily move the aggregate costs for the
groups’ episodes well beyond the established target price. This effectively wipes out the upside
achieved by the other physicians. For this reason, we would support the following enhancements
aimed at smaller PGPs, e.g. fewer than 10 physicians:
o
o
o
o

Reinsurance to reduce risk sensitivity.
A “small-practice” differential that will lower the limits on downside risk.
Allow for a clinical integration network (CIN), so that primary and specialty physicians can
work together under one tax ID.
Provide bonus payments to PGPs that form CINs and demonstrate sharing of evidencebased improvements within the CIN which improve overall quality outcomes for the groups.

We also propose that CMS allow for exemption, for a defined period of time, from the qualifying
criteria governing the participation in an A-APM. Assuming the next version of BPCI will be
designated as an A-APM, we know that participants will need to 1) bear financial risk, 2) have
established quality measures on which they are evaluated, and 3) use Certified Electronic Health
Records Technology (CEHRT). Specifically, it is the CEHRT requirement that could prohibit many
smaller PGPs from participating in an A-APM. We are aware of the many difficulties large and smallscale hospitals and physician groups have had to endure to meet the meaningful use criteria for
electronic health records. Many organizations and even EHR vendors are continuing to struggle in
development and deploying this technology. We recommend that smaller PGPs be granted an
exemption of a period of time that will allow them to engage in an A-APM like the next BPCI model,
by providing a roadmap to CMMI of how and when they expect to fulfill the CEHRT mandate. This
will allow them to immediately engage in a new model of care with the clear expectation they will
achieve compliance at some future date. If they fail to do so, they may receive a financial penalty
and or be required to exit the model.
How can CMS further engage beneficiaries in development of Expanded Opportunities for
Participation in Advanced APM models and/or participate in new models?
CMS should consider a broad public information campaign and partner with organizations like AARP,
to educate beneficiaries and the general public, on what CMS is trying to achieve through
alternative models of care and reimbursement. Designating physicians on its Physician Compare
website that are engaged in models that are reducing cost and quality will also help engage
physicians that aren’t already in a value-based model. CMS could also publish specific outcome data
to demonstrate to beneficiaries how they are receiving higher quality care compared to non-APM or
traditional care settings.
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Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
We recommend providing additional waivers so care can be delivered in a timely manner and at the
right location. Employing home health agencies to visit patients at their home for preoperative
safety inspection is, based on our experience, a useful practice. A preoperative safety evaluation
may determine whether adjustments need to be made in the home, such as throw rug removal or
shower chairs, or if durable medical equipment (DME) will be needed once they return home. This
information can be provided to the physician so DME can be ordered. Similarly, we believe there is
tremendous value in using home health aides to assist a convalescing surgical patient when that
care can be delivered in the home as effectively as in a higher cost, reimbursable skilled nursing
facility.
As CMMI has previously determined that preoperative home health visits may constitute patient
steerage, this waiver has been removed in the current BPCI initiative. We recommend reinstating
the waiver for the next version of BPCI. A disclosure requirement could be added so that during the
assessment, a written disclosure is provided indicating that a patient has no obligation to obtain
home health services from any particular provider and should pre- and post-operative services
prove both medically indicated and desired, the patient remains free to choose among the available
qualified home healthcare providers.

Physician Specialty Models
•

The Surgical Accountable Care Organization and tying risk adjustment to quality.
We understand that the American Association of Orthopaedic Surgeons has proposed an interesting
concept on the development of a surgical ACO model. This concept seeks to address the crossover
issue of beneficiaries moving between care delivered through an ACO and a bundled payment
provider entity. This movement raises the inevitable question of which provider receives “credit”
and hence reimbursement for the quality of care delivered to the beneficiary in each respective care
pathway. For example, a multi-comorbid knee replacement patient may require significant
intervention to optimize their condition prior to surgery. This intervention may be provided through
the specialist physician and as a result, patients experience a post-surgical outcome that is of higher
quality than what would otherwise be expected when compared with patients having a similar
comorbid profile. That surgeon, as an Episode Initiator in a bundled payment model, should be
reimbursed for achieving a higher quality outcome and perhaps a positive reconciliation payment
for achieving a lower than target episode cost. However, it is very likely that this now highlyoptimized beneficiary is moved into an ACO in which the primary care physician will, in all likelihood,
have a lower cost and essentially will accrue the benefits of a healthier beneficiary due to the work
of the specialist physician in the bundled payment model.
While this may seem like an extreme example, in fact, we believe it is occurring with regularity in
markets in which these two models of care intersect. To illustrate, please see the two tables below,
comparing comorbidity incidence in our BPCI baseline (historic) data set, to patients during the 2016
performance period. We can observe that the number and type of comorbidities per patient
undergoing a lower extremity joint replacement are basically identical between the comparison
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periods. While this data serves to counter certain contentions that surgeons will cherry-pick
healthier patients in bundled payments, this data more importantly demonstrates that our patients
are as sick today as they had been in the historic 2009-2012 time frame, despite the proliferation of
ACOs across the country. In other words, patient optimization in the primary care ACO model may
be lacking. Yet we know many of our patients are now being cycled into ACOs in generally better
health than when they entered the BPCI initiative.
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We also suggest a method of combining risk-adjustments with payments based on quality metrics.
The idea is that if you take more complex, comorbid patients (whether in a BPCI-type model, or
Surgical ACO, etc.) you are eligible to receive an additional increase in the episode reconciliation
payment. In working with a beneficiary that has an above average number of comorbid conditions,
a surgeon is simultaneously ranked on quality metrics in which the best scores will receive the
highest return and the lower scores receive less. Physicians taking on higher comorbid patients
receive additional payments relative to quality outcomes and utilization management, e.g., what
other non-surgical processes were attempted before committed to surgery. This will help recognize
the work in the preoperative optimization process and engagement of physicians in managing
higher comorbid beneficiaries in the preoperative, acute and post-acute care settings.
We support the idea of surgical-based ACOs that move the care platform into the field of specialty
medicine. To date, all ACO and ACO-related models developed have focused only on primary care.
As specialty care in the acute and post-acute setting makes up a significant share of healthcare
cost, there should be recognition of the specialists’ place in optimizing their patients to achieve
improved outcomes at lower cost, while also delivering a healthier beneficiary into primary care
ACO.
•

Considerations in physician incentives.
CMS could be more inclusive of incentivizing specialty and independent physician group practices by
tying cost and quality together. Physicians have high quality outcomes for both surgical patients and
patients progressing through conservative methods. Both subsets of patients are working towards
an optimal outcome. Outside of Medicare, there are a lot of examples of pay for quality (P4Q)
payments. CMMI has created a few unique programs that incent physicians in the provision of high
quality care and improved outcomes. Two programs are CMMI’s Strong Start for Mothers and
Newborns and CMMI’s BPCI initiative.
In CMMI’s Strong Start for Newborn Mom’s program, SMG’s individual physician practices across
Missouri have implemented and integrated Licensed Clinical Social Workers and Certified Nurse
Case Mangers into their offices to support the psycho-social needs of the patients they are caring
for. The increase of pre-natal visits compared to what we had historically for a similar population is
tied directly to the care management model from the physician office. Signature’s care
management model increased the average gestational age of patients to over 38 weeks, therefore
reducing the singletons or multiples need for neonatal intensive care (NICU). The reduction of NICU
utilization improves the health of the mother, reduces excess costs and demonstrates an effective
care model.
In CMMI’s BPCI initiative, SMG’s physician practices as well as similar physicians under Signature’s
Awardee Convener status have improved outcomes for patients with a large reduction in overall
spend. The model implemented is a physician-focused model with care managers integrated into
the physician practice. The care managers assist the physicians in managing the patients through
their episode of care. Through this we have seen a dramatic decrease in adverse outcomes.
However, to be successful, both of the above models require significant capital investment by the
PGP and outside of these models, such cost is not reimbursable.
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The stated vision of CMS and CMMI is to transition away from fee-for-service and toward more care
delivered in value-based models. In this environment, it is especially important to improve the
opportunities for physicians to participate in specialty models as they have likely been the focal
point of the patient’s care and treatment for many years. Listed below are some incentive measures
that CMS could undertake that we believe would strengthen physician engagement in future
specialty models, under a bundled payment or prospective lives scenario.
•

Participation incentive measures:
o Require organizations to have physician leaders to influence decision making
o Focus on flexible programs to allow for proper care transitions over the episode of care
o Keep these models voluntary
o Further refine an exclusion list for service unrelated to the original episode trigger
o Recognize the financial investment faced by physicians needed to effectively engage in
new models of care, including—
• Additional IT services and data analysis
• Protocol and pathway development
• FTE costs such as case managers and related professional staff
o Allow flexibility in the selection of quality measures
o Allow waivers for direct payment to third-parties to allow for safe transitions to the
home setting.

State-Based and Local Innovation, including Medicaid-focused Models
What State-Based and Local Innovation, including Medicaid-focused Model designs should the
Innovation Center consider that are consistent with the guiding principles?
•

Incorporation of behavioral health into maternity care and addressing social determinants of health.
Psycho-social determinants of health, including a full spectrum of needs ranging from behavioral
health, substance use, transportation issues, poor nutrition, etc., can have a significant influence on
maternity care outcomes. After seeing the positive influence of integrating behavioral health as part
of routine perinatal care and identifying and addressing the myriad of psycho-social needs, we are
anxious to see CMS incentivize programs that identify and address social determinants of health
needs, including behavioral health. This approach is aligned with the guiding principles to provide
patient-centered care and empowering patients to improve their health. This further improves the
health of the child and provides patients the support and resources to make long-lasting changes in
their life. Our results demonstrate that addressing behavioral health, along with social determinants
of health, improves beneficiary outcomes while reducing Medicaid costs. Our small-scale
experiment, 1,500+ deliveries, demonstrates that the model is sustainable and scalable.

•

Include additional physician specialties by incorporating pediatricians into a maternity episode of
care.
Maternal care and child care does not end after delivery. Incorporating pediatricians as part of the
maternity care team improves the continuity of care between the OB and pediatrician. This
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encourages teamwork and coordination of care to ensure both mother and child needs are met. It
reduces duplication of services and follows up on maternity concerns during a period when mothers
are vulnerable. The first year after birth is when patients are at the highest risk of post-partum
depression, continuity of maternity depression screening throughout this time is essential to
improving the health of moms and babies. The incorporation of pediatricians as part of the care
continuum ensures patient-centered care by providing continuity of care and prevents patients from
exiting the health system.
•

Incentivize physicians to take on Medicaid patients
As a physician-led organization with experience in bundled payments and working with physicians
across the country, physicians need to be incentivized to expand their services to a high-risk
population, such as Medicaid patients. This could be done by sharing a proven program that can
reduce costs and improves outcomes. This encourages providers to take on Medicaid patients who
are at more risk, because they know they will be able to meet patient needs and will be able to
reduce the total cost of care. Other Strong Start demonstration projects only focused on low-risk
patients. Yet high-risk patients have the most needs and have the highest potential costs. A proven
program can significantly decrease costs and improve outcomes.
Another incentive would be to provide a set reimbursement (or bundle) per pregnancy or birth to
encourage physicians to take on more Medicaid patients. Combined with an effective program that
includes psycho-social determinants of health, and an interdisciplinary team to improve outcomes
and reduce costs, this might be a compelling option for physicians to take on more Medicaid
patients while encouraging a holistic patient-centered approach to maternity care.
Shared savings for meeting quality metrics is an additional option. We found that by addressing
psycho-social determinants of health, quality metrics improved. Physicians could be incentivized to
meet quality metrics such as prenatal appointments, postpartum visits, and preterm deliveries.
Incentivizing providers appropriately encourages physicians to take on Medicaid patients,
particularly high-risk patients. As a result, more Medicaid patients receive appropriate prenatal care
and critical issues that could lead to high-risk pregnancies are addressed earlier. The influence of
increased prenatal care and comprehensive services is a reduced cost to Medicaid. The incentivizing
of providers meets several of CMS’ guiding principles including increasing patient access to care (1)
and incentivizing providers (2).
Do you have suggestions on the structure, approach, and design of potential State-Based and
Local Innovation, including Medicaid-focused Models? Please also identify potential challenges or
risks associated with any of these suggested models.

•

Physician-led comprehensive maternity care program for high-risk Medicaid patients incorporating
behavioral health.
Building and expanding on the Strong Start for Mothers and Newborns program offers an
opportunity for states and local regions to build healthier families by improving care and reducing
costs. In the initial Strong Start program, grants offered the opportunity to demonstrate innovation
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in maternity care and reduce costs during maternity care and up to 60 days post-partum. SMG was
the only physician-led organization to receive a Strong Start for Mothers and Newborns Grant. We
implemented a successful physician-led program that demonstrated improved outcomes and
reduced Medicaid spending in Missouri.
The innovative maternity care model implemented at SMG as part of the grant was a maternity care
home model that provided pregnant Medicaid beneficiaries with patient-centered, physician-driven
care that addressed psycho-social determinants of health. This comprehensive perinatal model
addressed all aspects of a woman’s health, including physical, mental, and environmental aspects
within a trauma-informed framework.
SMG used an interdisciplinary care team composed of an OB/GYN clinical team, nurse care manager,
and master’s level social workers to provide coordinated care that addressed the unique needs and
stressors for each patient. Social workers conducted biopsychosocial risk assessments, including
screens for mental health and substance use concerns, to identify factors patients were
experiencing that could negatively influence pregnancy including trauma, substance use, toxic
stress, intimate partner violence, and perinatal mood and anxiety disorders (PMAD).
During the three-year Strong Start grant period, SMG implemented our physician-led model for high-risk
pregnancies. Over 1,500 pregnant Medicaid beneficiaries completed the program. By expanding the
OB/GYN clinical team to incorporate social workers as essential members of the care team to address
psycho-social determinants of health concerns, preterm births were reduced by 15 percent compared to
historical data. The average gestational age at initiation of OB care was 13 weeks, reduced by a week since
program inception. Regarding prenatal care, 85 percent of patients attended over 80% of the
recommended visits. For postpartum care, 78 percent of patients received postpartum care. The C-section
rate was reduced by 31 percent compared to historical data. In addition to improved prenatal outcomes,
95 percent of patients reported satisfaction with the program.
The biggest challenge in this type of model is that social worker case management is not covered as
a billable expense so physicians must be willing to pay for social work services through other
sources. Another challenge is care team alignment. Physicians and clinical staff must engage and
understand the importance of social workers on the team. They also must understand that
addressing a concern such as transportation or housing goes beyond providing a number to call and
instead supports the patient and follows up with the patient to see that their needs are met. It can
be difficult for an OB/GYN team to go beyond traditional medical care and recognize the impact of
behavioral health and that through coordinated care, behavioral health can be addressed. Yet our
model demonstrates that these challenges can be overcome.
Despite these challenges, the fundamentals of this model form the basis of a successful maternity care
program that can improve outcomes and reduce costs. The key components of the model are the
incorporation of social workers as part of the clinical team, physician engagement, prioritization of psychosocial determinants of health needs as essential to comprehensive care, and community partnerships.
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This model prevents overutilization of services as a result of less co-management and appropriate and
reliable referrals to specialists and community partners to address needs. Specialist visits are decreased for
concerns that can be addressed through the social worker or nurse care navigator. While the model was
implemented at a local level, the model is easily scalable to a state level.
•

Extend maternity care service programs for up to a year following delivery.
Building and expanding on the Strong Start for Mothers and Newborns program offers an
opportunity for states and local regions to build healthier families by improving care and reducing
costs. In the initial Strong Start program, grants offered the opportunity to demonstrate innovation
in maternity care and reduce costs during maternity care extended up to 60 days post-partum. Yet
the model could be improved further by expanding the program for up to a year after the child is born.
Patients’ concerns do not necessarily end after their child is born or when the program ends.
Instead, patients are beginning to encounter new risks including infant mortality and postpartum
depression which can occur anytime in the first year after delivery. These new risk factors are
layered on the patient’s existing chronic preterm conditions and various psycho-social determinants
of health variables. To address patient needs throughout this vulnerable period we recommend
expansion of maternity care programs to up to a year following delivery to continue providing
postpartum care, screening, and assessments to address postpartum risk factors for mothers,
fathers, and babies. By extending the model, the additional will help reduce infant mortality; reduce
mental and physical health complications; and lead to healthy families.
What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?

•

Move toward a retrospective bundle with full risk.
As a physician-led organization, with experience in bundled payments, we have found that
maternity care episodes are well-suited to bundled payments. Extending the Strong Start program
for a year post-delivery helps to address related concerns that develop over the first year following
birth, for both the mother and child. By implementing effective case management and incorporating
psycho-social determinants of health, social workers and the interdisciplinary team are able to
reduce risks associated with pregnancies, thus reducing preterm births. Preterm births increase the
cost of delivery and the first year costs associated with the child. These preterm births also lead to
an increase in infant mortality. This program would help lower risk and as a result be more likely to
meet pre-defined target prices. Quality measures based on prenatal and postpartum visits, preterm
delivery, and immunization improvement are attainable through the entire episode from initial
pregnancy determination through the first year of life. This bundle could then establish a solid
foundation for the child and mother by extension of mother and child care through the entire
pregnancy through first year of a child’s life in the form of a bundled payment.
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How can CMS further engage beneficiaries in development of State-Based and Local Innovation,
including Medicaid-focused Models and/or participate in new models?
Multiple options are available for CMS to consider to engage beneficiaries. Medicaid requirements
could be changed for pregnant beneficiaries by extending services for up to a year following delivery
or to expand the level of poverty. This will provide more comprehensive care and reach more
individuals who need maternity care and help those individuals enter prenatal care earlier. The
Children’s Health Insurance Program (CHIP) could expand eligibility beyond the child to include the
mother.

SMG applauds CMS’ interest in obtaining stakeholder input on the future direction of CMMI in the
development of innovative models of care and reimbursement. As physicians that have had the
opportunity to successfully manage Medicare and Medicaid patients in two entirely different and
innovative models, we understand how critical it is to reduce care fragmentation and overutilization to
achieve the best cost and quality outcomes. Continued efforts focused on providing value in care and
cost is vital to stabilizing the Medicare Trust Fund and ensuring Medicare and Medicaid beneficiaries can
receive the highest quality care. We hope our comments are useful and contribute toward helping
create a more sustainable environment for physician-led and patient-focused value-based care.
Sincerely,

Jan Vest
Chief Executive Officer
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To whom it may concern,
I am a licensed acupuncturist in Colorado and am permanently disabled due to scoliosis
corrective surgery. I have been sufferein with chronic back pain since 1979 and have managed it
with acupuncture, massage, osteo-manipulation treatments and physical therapy. My own
chronic pain led me to become an acupuncturist some 20 years ago. Due to the opioid epidemic,
CMS needs to pay for non-pharmacologic treatment such as acupuncture and massage to provide
a solution to this epidemic.
Thank you
Abbye Silverstein, L.Ac

November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-5522-P
P.O. Box 8013
Baltimore, MD 21244-8013
Re: Centers for Medicare and Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The Smarter Health Care Coalition (Coalition) appreciates the opportunity to provide comments
on the Centers for Medicare and Medicaid Services (CMS): Innovation Center New Direction
Request for Information (RFI).
The Coalition represents a broad-based and diverse group of health care innovators, including
health plans, life science companies, employer groups, provider-related organizations, trade
associations, academia centers and professors, foundations, and consumer groups. Our goal is to
leverage our combined perspectives and experiences to achieve smarter health care that improves
the patient experience, particularly through integrating benefit design innovations and
consumer/patient engagement within broader delivery system reform to better align coverage,
quality, and value-based payment goals.
A key focus of the Coalition includes the application and implementation of clinically nuanced,
value-based insurance design (V-BID) principles to delivery systems and other areas to provide
patients better access to care, which is truly beneficial to them based on their individual conditions
and needs. We believe that the Coalition’s efforts and focus on V-BID align with the agency’s core
guiding principles for pursuing a new direction to promote patient-centered care and empower
patients, provide price transparency, increase choices and competition to increase quality, reduce
costs, and improve outcomes.
In this comment letter, the Coalition provides specific comments on the value and importance of
adopting V-BID principles in current and future payment models, and on the Medicare Advantage
V-BID demonstration.
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V-BID Concepts Align and Support CMS’s Guiding Principles
V-BID represents an opportunity to lower or eliminate patient cost-sharing to promote access to
evidence-based, high-value medications and clinical services used to treat and manage chronic
disease, and encourage the use of high-quality providers. These V-BID goals align and support the
agency’s core guiding principles as they:
1. Increase choice and competition in the market for patients to select plans, providers, and
care models that are more appropriate given their health conditions and status;
2. Support patient-centered care by increasing access to necessary high-value services based
on individual patient’s conditions, and decreasing incentives for patients to seek low-value
and unnecessary care;
3. Encourage benefit design and price transparency by clearly illustrating the benefits of highvalue services to allow patients to better understand their conditions and the services and
medications they need; and
4. Increase provider support by ensuring chronically ill patients are able to access needed
services and medications to improve outcomes.

Value of V-BID for Managing Chronic Conditions
As you know, approximately half of all Americans have at least one chronic condition and millions
struggle to receive the appropriate care due to onerous cost burdens. Studies show that chronic
conditions account for $.86 for every dollar spent on health care and, without appropriate
management, lead to adverse effects on quality of life. As such, the management of chronic
conditions and the prevention of further complications is not only essential to improving health,
but will ensure a more rational and sustainable health care system.
Yet certain health benefit arrangements face regulatory barriers to ensuring patients have access
to critical, high-value care. For example, health savings accounts paired with to high-deductible
health plans (HSA-HDHPs) are prohibited from offering services and medications to manage
chronic conditions on a pre-deductible basis. The Coalition believes that this problem can be
addressed through regulation or legislation by allowing HSA-HDHP paired plans to provide plan
members access to health care services and medications that manage chronic conditions on a predeductible basis.
While we understand that this would require regulatory guidance or legislative direction from
Congress, the Coalition encourages the agency to consider innovative alternative solutions to
these barriers that can be implemented through payment model arrangements. Examples of
solutions that could be utilized could include waivers, granting additional flexibilities to physicians
to prescribe services and medications tailored to the needs of patients, developing tracks within
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models that focus on chronic conditions and/or the chronic patient population and providers.
Doing so will yield enormous benefits to patients, employers, payers, and the overall health care
system alike including better health, enhanced workplace productivity, and the avoidance of
unnecessary emergency care visits and hospitalizations.

Medicare Advantage (MA) V-BID Model
The agency is seeking input on ways to modify the MA V-BID model to provide more flexibility to
MA plans and to potentially expand it to additional states. The Coalition believes that opportunity
to participate in the MA V-BID should be extended to all states.
A growing body of peer-reviewed evidence shows that cost sharing and benefit design can play an
important role in ensuring access to and appropriate utilization of high-value care. Some of our
Coalition participants have contributed to and continue to further this research. The expansion of
the MA V-BID demonstration to all states would build on existing evidence indicating that
appropriate reductions in out-of-pocket expenses for services with high clinical value can improve
utilization of such services and improve health outcomes. Expansion of such a demonstration is
particularly important in MA given the sustained need to improve care for Medicare beneficiaries
with the most complex and costly needs. Effective management of chronic conditions faced by
many Medicare beneficiaries with enhanced access to services with high clinical value, particularly
when delivered as part of an integrated and coordinated program that encourages use of highquality providers, will positively affect beneficiary health and consequently Medicare spending.

Bipartisan, Bicameral Congressional Support for V-BID
V-BID is an issue that has and continues to gain bipartisan, bicameral support from congressional
leaders and policymakers. In 2016, Representatives Diane Black and Earl Blumenauer introduced
the Access to Better Care Act which would allow HSA-HDHPs to provide patients access to chronic
care management services and medications on a pre-deductible basis. Additionally, last year,
Senators John Thune and Thomas R. Carper sent a letter to the Secretary of the Treasury as well
as the Commissioner of the IRS urging the modernization of the preventive care safe harbor to
ensure that patients “have full access to adequate preventive care and chronic care management
services.”
More recently, the Creating High-Quality Results and Outcomes Necessary to Improve Chronic
(CHRONIC) Care Act of 2017 (S. 870), includes a provision expanding the MA V-BID demonstration
to any state wishing to participate by 2020. The bill is currently being considered by the House of
Representatives. The Coalition urges the agency to use its authority to expand the MA V-BID
demonstration rather than waiting on legislation.
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Conclusion
As the agency implements a new path for the Innovation Center, the Smarter Health Care Coalition
is ready to offer assistance in advancing your efforts to improve the health outcomes of Medicare
beneficiaries by expanding V-BID principles to other payment models and the V-BID demonstration
to all states. If you have any questions, please contact Andrew MacPherson or Ray Quintero, CoDirectors of the Coalition.
Sincerely,

Andrew MacPherson, Co-Director

Ray Quintero, Co-Director
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November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
Hubert H. Humphrey Building
200 Independence Ave., SW
Room 445-G
Washington, DC 20201
Submitted electronically via email to: CMMI_NewDirection@cms.hhs.gov
RE:

Innovation Center New Direction – Request for Information

Dear Administrator Verma:
Smith & Nephew, Inc. (SNI) appreciates the opportunity to submit comments on the Centers for
Medicare & Medicaid Services’ (CMS) Request for Information (RFI) on the future direction of the
Centers for Medicare & Medicaid Innovation (CMMI).
Smith & Nephew is a global medical technology business dedicated to helping healthcare
professionals improve people's lives. With leadership positions in Orthopedic Reconstruction,
Advanced Wound Management, Sports Medicine and Trauma & Extremities, Smith & Nephew
has around 15,000 employees and a presence in more than 100 countries.
Executive Summary
We strongly support the call for public input on a new direction for CMMI. We believe there is
tremendous opportunity to test new models, incentives and reforms that can dramatically
improve the quality of care for Medicare beneficiaries. This is particularly true for patients
undergoing total joint arthroplasty (TJA), as better health outcomes and reduced Medicare
spending of over $1 billion over ten years is possible simply by lowering TJA revision rates by two
percentage points. CMS has dedicated significant policymaking expertise and evaluation to
improving the short-term quality of this high-volume surgery in bundled payment programs. We
now urge CMS to take the next logical step and build incentives to improve TJA care over longer
periods of time, using Medicare claims data to track outcomes such as one, two and/or three
year revision rates following TJA.
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We also urge CMS to consider other models and patient-directed approaches to encourage
treatments that offer strong potential for cost savings and improved patient care, including
models that allow patients to choose less costly wound care treatments and hip fracture care
over an episode.
I. Potential Models – Consumer-Directed Care & Market-Based Innovation Models
Allowing Patients to Choose Lower Cost Negative Pressure Wound Therapy (NPWT)
One possible consumer-directed care model that CMS could consider would allow Medicare
beneficiaries to choose between traditional NPWT (tNPWT) using durable medical equipment
(DME) or disposable NPWT for the treatment of their wounds.
We are proposing this model because Medicare claims analysis shows dNPWT is one-third the
cost of tNPWT1 over an episode of care, with very similar healing rates and patient satisfaction for
similarly indicated wounds. Thus, it meets CMMI’s goals of promoting patient-centered care and
testing market-driven reforms that empower beneficiaries as consumers, reducing costs and
improving outcomes. Disposable NPWT is similar to tNPWT in the sense that clinicians assess
the wound, apply the dressings/fluid management component, and provide patients/caregivers
with instructions on proper wound management.
However, tNPWT triggers three distinct Medicare payments to the DME supplier for the reusable
pump, exudate canisters and supply kits. In addition, professional service payments are
associated with multiple canister and dressing changes. This results in four payable codes for
tNPWT, as compared to one payable code for dNPWT.
This results in disposable NPWT offering a compelling economics story. In a poster (attached)
presented at the Symposium on Advanced Wound Care (SAWC) Spring/Wound Healing Society
in San Diego, CA (April 2017), researchers analyzing Medicare claims found that disposable
NPWT costs on average about one-third that of traditional NPWT. This takes into account the
Medicare payments to the various providers, including home health agencies, hospital-based
outpatient departments, and DME suppliers over an episode of care.
In terms of how to operationalize this model, CMS could determine Medicare costs over a typical
wound care episode (perhaps 90 or 180 days) covering the full range of treatments, physician
office visits, medical equipment, etc. included with providing NPWT. This could in effect act as a
hospital outpatient bundle, triggered by the initiation of wound care, potentially starting with a
physician office or hospital outpatient wound clinic visit. CMS could then use historical data on
1

Delhougne, G, et al. Disposable negative pressure wound therapy (NPWT): A solution for significantly reducing the
cost of NPWT. Poster presented at the Symposium on Advanced Wound Care (SAWC) Spring / Wound Healing
Society, San Diego, CA (April 2017).

2

NPWT costs to develop a target price for the 90-day period following the initiation of care, based
on wound–related claims with common diagnoses for diabetic foot ulcers, venous leg ulcers or
surgical wounds.
By providing transparency on average Medicare costs to patients prior to initiating care, just as
some private payers do to help inform patient care decisions, beneficiaries could be better
informed on the NPWT treatment modality that best suits their needs along with input from their
physician. It would also allow them to be more aware of out of pocket expenses, treatment
duration, and quality of life considerations, empowering them as consumers.
Currently, use of tNPWT is much more common in the Medicare population than dNPWT, so
there is potential for CMS to realize significant savings, potentially on the order of $1 billion over
ten years per the attached Delhougne poster. However, tNPWT is usually provided to
beneficiaries without a full discussion of less costly alternatives, and absent more awareness
and/or incentives, Medicare patients will likely not realize the cost reduction, patient mobility and
portability benefits associated with dNPWT.
Under this proposed approach, if a patient treated with dNPWT cost less than historical Medicare
spending on tNPWT, the patient would be permitted to keep some portion of the savings. This
would be similar to reconciliation payments made to providers in bundled payment programs,
but patients would keep some of the savings rather than providers. This consumer-directed care
model would kick start beneficiary interest in understanding the cost consequences of their care
and allow them to act as more informed consumers with incentives to choose lower-cost options.
It would also steer care toward treatments that have lower out of pocket costs, a critical policy
objective for CMS.

II. Model Designs Consistent with Innovation Center Guiding Principles
As a global medical device technology company dedicated to improved quality in total joint
replacement, we believe that CMS has a unique opportunity as a national payer to set policies
that encourage physicians and hospitals to improve care for Medicare beneficiaries by reducing
revision rates for TJA. Focusing on outcomes beyond the 90-day episode of care would advance
CMS policy goals of reducing burdens for hospitals, physicians, and patients, improving the
quality of care, decreasing costs, and ensuring that patients and their doctors make better health
care choices.
Encouraging Improved Outcomes
While we recognize the value that episode-of-care payments (aligned with quality measures)
bring to encourage patient safety and reduce complications, the drawback is that some providers
may primarily focus on managing care and resources within the 90-day bundle, with less
consideration of long-term outcomes and quality improvements.
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For example, a key element of aligned incentives within bundling includes gainsharing
arrangements tied to internal cost savings entered into by physician and hospitals. This practice
drives prices of hip or knee implants down, with providers sharing the savings of the reduced
price. Unfortunately, this incentivizes providers to use joint implants with less robust evidence
profiles in the long-term, meaning CMS may be more likely to pay for more costly and invasive
TJA revisions in the months and years beyond the 90-day bundle. The use of these cheaper
implants not appropriately demand-matched for the patient does not reduce Medicare spending,
as payments are prospective in nature, and only serve to help those in the gainsharing
arrangement to benefit in the short term.
Fortunately, there are many ways (improved rehab, better implants, quality protocols, evidencebased care pathways etc.) to improve outcomes over the long-term. Instead of viewing 90-day
bundles as the sole means of achieving TJA quality, other more consequential programs should
be considered to improve TJA outcomes. To that end, we urge CMMI to consider the following
series of model designs:
Model Design #1 - Establish a Shared Savings Program Tied to Reduced Revision Rates
In order to increase the incentive to improve long-term outcomes, we urge CMS to create an
annual shared savings program that rewards providers for achieving reduced long-term revision
rates relative to average revision rates that can be mined from Medicare claims data. The
savings could be shared with surgeons and/or hospitals in proportion to the value of TJA
revisions avoided, with savings shared for providers with revision rates below the national
average.
This builds on shared savings mechanisms CMS has used with alternative payment programs,
such as Accountable Care Organizations (ACOs), as any savings realized relative to historical TJA
revision costs for a region or the nation could be shared with individual surgeons and/or
individual hospitals. CMS may prefer to start with hospitals and then expand to surgeons, or
vice versa. In this model design and in all others, we urge CMS to employ all appropriate riskadjusting of the revision rates to account for patient populations with varying co-morbidities.
Revision rates can be determined using Medicare claims and tracking patient care over an
extended post-discharge period using unique patient identifiers and national provider identifier
numbers for the operating surgeon, which can be matched to the facility claim. This means that
patients that move and undergo their TJA revision in a different state from a different surgeon
would still be able to be tracked.
The attached Excel spreadsheet created by Christopher Hogan of Direct Research Inc. containing
individual physician and hospital short-term revision rates (one, two & three years) shows this
exercise can be performed now. While there are refinements, minimal thresholds and risk4

adjustment methods that would be needed, the basic framework of capturing both surgeon and
hospital revision rates is quite possible and straight-forward (see Attachment A).
CMS could pick a segment of time for tracking performance, with baseline periods and
performance periods, just as they do now for Medicare quality measures. For TJA, in terms of a
baseline year, CMS could decide to match up primary TJAs performed in a 12 month period (all of
2012). This total number of primary TJA cases would be the denominator, with the numerator
being all the TJA revisions that occur in the three years afterward (2013-2015) performed on
patients undergoing primary TJA in 2012. The revision rate would be cumulative, with any
revision occurring in 2013-2015. For the following year, 2013 would serve as the primary TJA
baseline year, with tracking for revisions occurring in 2014-2016.
Substantial Variation in Performance
As it happens, the variation at three years for surgeons is often quite significant. We found that
for surgeons performing at least 100 total knee replacements in 2012 on Medicare patients,
three-year revision rates ranged from 12% to <1%. There is also extensive variation in
performance among hospitals with annual volumes of at least 300 total knee replacements.
Some have exceptionally low three-year revision rates of 0.65% (Northwestern Memorial
Hospital) while others with comparable volume had a three-year revision rate of 8.18% (Covenant
Medical Center). Clearly, significant improvements in TJA care can be realized.
Just as with Medicare quality programs, scores could be recalculated every year; providers that
improve over time could move from earning no savings to realizing sharing savings. This would
offer perpetual incentives to achieve the lowest revision rate possible; as physicians would
always be encouraged to lower revisions using whatever method(s) best suits them and their
patients.
Because we think these incentives should be permanent, we are not proposing this model as
part of an advanced APM or a physician specialty model, as these programs would ultimately
sunset once physicians move to differential fee schedule updates of 0.25% or 0.75% in 2026,
depending on their status as a qualifying APM participant.
We think this program should exist in perpetuity, as reduced revision rates as always preferred
from a patient quality of care and Medicare savings perspective. CMS could test the program as
a pilot first, and consider how to set aside funding in a budget neutral way, perhaps using the
approach of the Value-Based Purchasing Program that is in effect “earned back” by providers.
We would also suggest that separating hip replacement revision rates from knee replacement
revision rates, as there are important distinctions and independent tracking of outcomes based
on this breakdown. Surgeons and hospitals with revision rates above the national average
would incur no penalty, but they could get a “report card” as would all providers, showing
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Medicare revision rates relative to national and/or state averages. Providers that struggle could
be encouraged to quickly adopt the practices and protocols of their higher-performing peers.
Enhanced Shared Savings for Surgeons
Because TJA revisions are extremely costly (~$50,000) over an episode of care, even a single
percentage point reduction in revision rates can yield hundreds of millions in Medicare savings
over five to ten years; reductions of two percentage points can yield savings of more than $1
billion. Any model could be structured to allow surgeons to recoup more than the 50% cap of
their usual TJA fee if savings from reduced revisions exceed the value of the 50% cap. Revision
rates that fall well below the national average would produce savings above 50% of the average
TJA fee (about $700) that surgeons can now receive for net payment reconciliation amounts tied
to episode of care savings.

Model Design #2 - Abolish Gainsharing Tied to Implants Lacking Clinical Performance
Under internal cost savings (ICS) arrangements (as opposed to gainsharing tied to reconciliation
payments) in the Bundled Payments for Care Improvement (BPCI) Initiative and the
Comprehensive Care for Joint Replacement (CJR), hospitals and physicians can share in savings
from using less costly devices, which sometimes means they use hip and knee implants with
less quality and less evidence. These arrangements are often lucrative for these providers, who
are directly incentivized to use these implants as a means to achieve a greater short-term
gainsharing benefit.
If all hip and knee implants all worked the same, these gainsharing arrangements would be a
rational way to align incentives of surgeons and hospitals to lower implant prices. However,
international total joint replacement registries tracking the performance of implants show that
some exhibit statistically significant improvements over the long term. This is critical for
Medicare, as long-term improvements in TJA care do more to generate program savings than
any short-term model ever could. CMS could leverage the value of these international registries
by working directly with these authorities to gain access to detailed reports on implant
performance, in order to better inform their policymaking.
Or, CMS could simply utilize existing rating systems in various international joint replacement
registries. There are many high-quality registry sources that provide outcomes on interim and
longer term survivorship rates, and CMS could refer to these sources to effectively preclude
implants with less than acceptable survivorship rates, or steer care toward use of implants with
better track records.
Fewer Revisions Mean Much Improved Patient Care
Aside from what constitutes appropriate provider incentives, there is a compelling patient care
argument to craft policy options that reduce TJA revisions. These surgeries are highly invasive,
costly and require a lengthy rehabilitation. Medicare claims analyses by Chris Hogan, Ph.D. of
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Direct Research Inc. on patients undergoing total hip arthroplasty (THA) revisions found 27%
infection rates and a 4% mortality rate at 90 days post-discharge, roughly 7x that of primary THA
without hip fracture.
Given the seriousness of TJA revisions, financial incentives to use implants with less than
acceptable survivorship rates have no place in Medicare. Accordingly, we urge CMS to abolish
ICS gainsharing arrangements. Providers would still be free to use whatever implants they want,
there would just not be able to benefit from short-term ICS gainsharing arrangements. This
would still leave in effect gainsharing opportunities for savings achieved by lowering episode of
care spending below the target price.
Model Design #3 - Allow Medical Device Manufacturers to Serve as CJR Collaborators
Consistent with previous comments, we strongly urge CMS to allow medical device
manufacturers to enter into voluntary CJR collaborations with hospitals. Providers and patients
could benefit from incentivized access to medical devices that lead to meaningful outcome
improvements, such as more natural walking gait, reduced risk of surgical site complications,
quicker rehabilitation, return to preoperative ambulatory status and reduced revision risk.
In its decision to limit gainsharing relationships to those between hospitals and providers and
suppliers enrolled in Medicare, CMS reasoned that enrolled providers and suppliers would likely
be most directly and specifically engaged with CJR participant hospitals in care redesign and
episode care for CJR beneficiaries who had surgeries at those hospitals.
While this is understandable, the competency to improve patient care is intrinsic to medical
device manufacturers, and we see no reason for CMS to restrict its active partnership with
hospitals as CJR collaborators. Beyond product value, device companies have created solutionsbased consultancies to provide value-enhancing services for joint replacement care. Programs
have been designed to assist hospitals and medical practices operating in value-based
healthcare models by maximizing efficiencies across the episode of care, and some
manufacturers offer clinical quality protocols and advanced wound care treatments that can
improve care post-TJA.
If medical device manufacturers are willing to share the financial risk with hospitals over the
episode of care, CMS should welcome their willingness to improve patient care. If their devices
and protocols deliver less costly post-acute care and improved patient safety as shown by lower
complications and readmissions, CMS policy objectives are strongly supported. It should not
make any difference how improved outcomes are achieved, whether through a better device,
streamlined health IT, smarter post-acute care, better communication with patients, improved
care coordination, or through a combination of these approaches. Consequently, we urge CMS
to allow medical device manufacturers to serve as CJR collaborators.
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Model Design #4 - Tie Lifetime Implant Warranties to Shared Savings
Now that CMS has created specific International Classification of Diseases, Tenth Revision (ICD10) procedure codes for oxidized zirconium implants, we would consider a specific policy carveout that would apply a reduced payment to hospitals that receive free or credited replacement
medical devices in TJA revision surgeries. CMS could effectively “back out” the cost of the
medical device and pay the hospitals the standard DRG payment, but without the device
component.
In return for a manufacturer warranty that effectively lowers Medicare spending on TJA revision
surgery, CMS could offer some percentage of the shared savings associated with lower revision
rates to the manufacturer when oxidized zirconium implants are used for the primary TJA. (This
model could be extended to any manufacturer).
CMS can now track the costs for these implants as of October 1, 2017. We stand ready and
willing to consider any number of value-based arrangements that capitalize on the ability to
precisely track the clinical outcomes of patients receiving these implants in their TJA surgery.
We note that the Australian Orthopaedic Association National Joint Replacement Registry
(AOANJRR) tracks the performance of various hip implant bearing surface combinations. As
reported in its 2017 annual report2 from one year of follow-up onwards, adjusted for age and
gender, the revision rate for hip implants with oxidized zirconium articulating on highly
cross-linked polyethylene is about half that of the next best bearing surface combination,
and even better relative to other commonly used bearing surface combinations, all statistically
significant findings.
These data should not be overlooked – if a new technology were to be introduced for cardiac
pacemakers, coronary stenting, peripheral angioplasty or heart valves, which demonstrated a
50% reduction in revision rates, it would be viewed as an extraordinary leap forward, and
doctors and policymakers would seize upon the new technology as a means to improve patient
care.
However, this superior outcome for hip implants is greeted with less fanfare simply because
orthopedic surgeons are typically accustomed to using their preferred types of prostheses, which
generally enjoy acceptable outcomes in terms of implant revision rates. The question is not
whether there are some major manufacturers with good or bad implants, it is more that, while
many show acceptable revision rates, a few are truly outstanding. Increased use of these
outstanding implants would significantly reduce spending on hip implant revisions in the longer
term and extraordinary gains in Medicare’s quality of care for TJA patients by reducing the
numbers subjected to the significant risks inherent in revision surgery.

Australian Orthopaedic Association National Joint Replacement Registry. Annual Report. Adelaide: AOA; 2017
https://aoanjrr.sahmri.com/annual-reports-2017
2
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Model Design #5 - Empowering Patients with Tools & Outcomes Information
CMS could also encourage patients to participate in these models by allowing them realize a
portion of savings associated with lower revision rates, or refund co-pays and/or deductibles. In
this way, patients would be encouraged to more actively research physician and hospital
performance, as well as survivorship of implants from various registries, empowering them as
consumers. Allowing patients to keep a portion of the savings associated with reduced revision
rates could also be a part of the other proposed model designs.
Post TJA Revision Rates to Inform Consumers
Because enabling informed patient choices is so critical, as part of this model or as a separate
policy, we encourage CMS to post outcomes data on TJA revision rates drawn from Medicare
claims on sites such as Hospital Compare and Physician Compare. This would allow
beneficiaries to see if their surgeon and/or hospital have acceptable revision rates, which would
make the patient more of an informed consumer of this elective surgery.
This would be consistent with data made available to residents of the United Kingdom, where
patients can track TJA outcomes (90-day mortality rate, patient-reported outcomes & revision
rates) through the National Joint Registry Surgeon and Hospital Profile at
http://www.njrsurgeonhospitalprofile.org.uk/. The site also provides surgeon and hospital data
on volume for various arthroplasty procedures and the frequency of using implants with ratings
from the Orthopaedic Data Evaluation Panel (ODEP), a system used globally to rate the quality,
caliber and evidence of various joint implants (http://www.odep.org.uk ).

Model Design #6 – Give Hospitals with Better TJA Outcomes Higher Quality Score in CJR
As discussed, earlier, CMS can currently track TJA revision rates at one, two or three years as
captured by Medicare claims data. Because this data can be captured through claims and
involves no additional burden for hospitals, we urge CMS to substitute this much more
meaningful outcomes measure in place of the existing HCAHPS quality measure currently used
in the CJR program.
The HCAHPS measure collects patient perspectives on the quality of their care for all
hospitalizations, but does not isolate quality for patients undergoing TJA. As the quality measure
that counts for 50% of a hospital’s Composite Quality Score in CJR, CMS could greatly encourage
improved TJA quality by dropping the HCAHPS measure altogether and instead use actual
Medicare TJA revision rates derived from claims data.
This small but potentially quite impactful step would reduce incentives within internal cost
savings arrangements to use implants of lower quality not matched to patient lifestyle and
functioning, and promote higher quality of TJA care for beneficiaries, for the 90-day bundle and
beyond. It would be a straightforward way to identify higher quality providers and immediately
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reward those with improved outcomes within existing TJA bundled payment programs without
the need to create a new model.
Model Design #7 – Release New SHFFT Bundled Payment Model as Quickly as Possible
Shifting away from TJA, we believe there are additional opportunities for improved orthopedic
care quality to be achieved in a bundled payment environment beneficiaries hospitalized for
Surgical Hip & Femur Fracture Treatment (SHFFT).
While we appreciate that CMS had concerns about the mandatory nature of its proposal and that
hospitals might not be ready to participate in these bundles, we believe that given the extensive
Medicare spending on post-acute care for SHFFT patients, there are many opportunities to
encourage improved care and efficiency. For example, there are already pressure ulcer
prevention programs, infection mitigation strategies, and rehab protocols used by providers to
improve SHFFT care.
In addition, and perhaps more importantly, there are also hip nail implants that have lower rates
of implant failure, statistically significant reductions in chronic hip and thigh pain, and faster times
to fracture union. These implants can increase construct stability and help to lower certain
complications.
Unfortunately, in the absence of a mandatory program, many hospitals will feel little need to seek
improved protocols and technologies and achieve more efficient care for these frail hip fracture
patients. We also would refer back to our comments on the usefulness of allowing medical
device manufacturers to serve as collaborators in these types of bundled payment
arrangements, as the experience of medical device companies applies just as much for SHFFT
hospitalizations as it does for TJA cases.

CONCLUSION
Smith & Nephew is fully committed to partnering with CMS on new models, programs and
incentives that focus providers more directly on achieving improved interim and long-term
outcomes. We also see cost variation of different treatment modalities as an opportunity to allow
patients to become more aware of costs and keep some of the savings if less costly care
pathways are selected. These model designs are meant to serve as a starting point for
discussion, and we fully expect that many variants of these ideas would also boost long-term
savings and improved quality of care.
We look forward to working with CMS staff to further discuss any of the designs outlined above.
If you have any questions, please contact me at 727-692-2658.
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Sincerely,

Simon Dawkins
VP, Healthcare Systems
Smith & Nephew, Inc.
5600 Clearfork Main Street
Fort Worth, TX 76107

Attachment A – Chris Hogan Analysis

CC:

Chris Smith Ritter, CMMI
Amy Bassano, CMMI
Mary Kapp, CMMI
Claire Schreiber, CMMI
Ron Kline, CMMI
Charles Adkins, CMMI
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Attachment A
Memorandum:
To:
From:
Subject:
Date:

Scott Reid, Smith & Nephew
Christopher Hogan, Direct Research LLC
First look at tracking physician-level revision rates for total hip and total knee.
5/17/2017

This brief writeup describes methods and results for tracking total hip replacement and knee
replacement revision rates for individual surgeons using Medicare fee-for-service claims. The point is
not so much to arrive at a list of orthopedic surgeons and their revision rates, but to run through the
exercise once to look for any obvious pitfalls.
The bottom line is that the low revision rate, and the small number of cases for the typical physician or
hospital, means that you rarely observe a revision rate that is “statistically significantly different” from
the expected (risk-adjusted) rate. You are only going to see that for the highest-volume providers. If
CMS wanted to apply this universally, it would have to ignore statistical issues (as it has on some IPPS
penalties) and calculate gains and losses regardless of the number of cases.
With some caveats, every other aspect of this appears feasible.
Detail follows.
1

Methods

1.1

Used 2011-2015 Limited Data Set (LDS) Standard Analytic File (SAF) 100% inpatient file,
restricted to acute-care hospitals only (e.g., tossing any LTCH or rehab hospitals).
Identified all total hip, partial hip, total knee, hip revision, and knee revision using ICD9 CM
procedure codes.
Note that partial knee (e.g., unicondylar knee) is coded the same as total knee.
Partial hips are typically used for femur (hip) fracture cases.
Used the Surgeon NPI field to identify the surgeon.
Crosswalked encrypted surgeon NPIs in 2011 and 2012 files to plain text using CMS-provided
crosswalk.
Virtually all individuals identified in that field appeared to be orthopedic surgeons.
Using 5% sample claims, checked accuracy of the surgeon field on the inpatient facility bill by
comparing the NPI on the surgeon’s bill to the NPI on the facility claim.
Found initial implant of total hip or total knee regardless of the DRG. Purely for ease of
programming, I only took the initial such surgery in the file, per beneficiary.
Tracked that individual for up to four years, looking for any revision of hip (for initial total hip) or
knee (for initial total knee). So I only look for a revision of the joint replaced in the index
admission.
Looked at the association between diagnoses on the claims and revision rate, and created some
diagnosis-based risk adjusters. E.g., alcoholism, obesity, prior bariatric surgery, and so on …

1.2

1.3

1.4
1.5

1.6
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were associated with higher likelihood of joint revision. I used logistic regression to create a
predicted (expected) probability of revision, and tabulated both the actual and expected
probability of revision for each physician and hospital.
Some notes:
Not all initial or revision hip and knee replacements occur in the relevant DRGs. Some spill over into
(e.g.) trauma DRGs, DRGs for major procedure unrelated to principal diagnosis, to knee operations with
principal diagnosis of infection, and similar.
Arguably, joint revisions due to trauma ought to be excluded from the revision rate. I show the rates
including and excluding those claims.
I stopped the analysis at 9/20/2015 to avoid having to address the change to ICD10 coding. In ICD10,
revisions are no longer necessarily coded with a single procedure code, but can be coded as removal of
the old joint, and insertion of a new joint. That requires looking for pairs of codes instead of single
codes, to identify all revisions. The transition to ICD9 would also have required redoing the redoing the
diagnosis based portion of the risk adjustment.
Left, right, bilateral. The big advantage of ICD10 is that it disambiguates left and right. Here, by
contrast, using ICD9, I was unable to distinguish left from right using ICD9 codes alone. Prior to ICD10, I
believe that only the HCPCS modifier on the surgeon’s claim identified left and right. I did not
distinguish left and right in this analysis.
Likely, my crude revision rate is slightly above that in the literature because I am picking up revisions on
other joints (e.g., on bilaterals, or on joints replaced in prior years). I have attempted to take care of
that in the risk adjustment portion of this, by flagging any mention of pre-existing artificial joints.
I did not account for death during the period, except for excluding individuals who died in the joint
replacement admission itself.

2

Results.

This section references the accompanying workbook.
Crude revision rate. This table shows the crude (no-risk-adjustment) revision rate. Hips had a higher
revision rate than knees. My revision rate appears just slightly higher than that cited in the literature,
and I suspect that I am picking up the occasion revision of a pre-existing joint (implanted prior to the
index admission in 2011 or 2012).
I noted that a non-trivial portion of persons had more than one revision over the period studied. And
that some had several revisions. So, something like 12 percent of cases showed two or more admissions
for revisions over the three-year time window. This is why there is a small difference between the
13

“number of revisions” variables, and the “any revision” variables. Any revision is 0 or 1, number of
revisions can be 0, 1, 2, …. .
Dx risk factors shows the diagnoses that, by eye, appeared most relevant to risk-adjusting the revision
rates.
Risk regression 1 and risk regression 2 show the outcomes of the logisitic regression to predict revisions
at 1, 2, and 3 years. The “odds ratio” sheet is probably easier to interpret. The higher that is above 1.0,
the most strongly that factor predicts readmissions.
The obesity variables are a bit of a mess, because ICD9 has legacy codes that just report obesity in
categories (“morbidly obese”, which is not really well-defined), and more modern codes that give the
BMI. I “de-duplicated” these, and for any one person, at most one of those flags will be set to 1.0.
Sloppy coding of surgeon NPI shows that about 7.5% of claims don’t have an orthopedic surgeon’s NPI
in the surgeon NPI field. Presumably, CMS could clean that up either by enforcing it, or by match to the
surgeon’s bill (as they have 100% of such bills) for individuals with both Part A and Part B enrollment.
For my analysis, I dropped the ones without an orthopedic surgeon.
Few cases for typical doc hosp gets to the root of the statistical issue. For the average (median)
physician or hospital, there are far too few cases to allow for much precision in the estimate. There are
a whole lot of physicians who appear to do the occasional total hip or total knee, and end up with singledigit counts of joints, for fee-for-service Medicare, for the year.
I was so surprised by this that I benchmarked this against some information on the number and
productivity of orthopedic surgeons. Based on those, this appears plausible.
My count of about 12,000 surgeons appears ballpark:
http://www.encyclopedia.com/medicine/divisions-diagnostics-and-procedures/medicine/orthopedicThe American Academy of Orthopedic Surgeons reports that in 2003, there are 15,853 active fellows,
1,829 resident members, and 2,240 candidate members, for a total of 19,922 orthopedic surgeons in the
United States. (Similarly, the AAMC fact book 2014 shows well over 15,000 practicing orthopedic
surgeons.)
Each surgeon does relatively few procedures per month:
http://www.aaos.org/Research/OPUS/2014/SurgeonStats/?ssopc=1
Overall, orthopaedists perform an average of 29 procedures per month, with full-time orthopaedists
performing 32 procedures per month, and part-timers performing 6 procedures per month.
Medicare is a modest portion of the business:
http://www.beckersasc.com/news-analysis/10-interesting-statistics-and-facts-about-orthopedicpractices.html
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4. Orthopedic surgeons report that 19 percent of their patient payment came from private sources,
including private insurance and self-pay. Managed care accounted for 33 percent of payment, split
between HMOs (8.5 percent) and PPOs (24.2 percent). Government patient payments are primarily
Medicare patients (24.8 percent), with only 7.1 percent coming from Medicaid. Workers' compensation
patient payments accounted for nearly 12 percent of the total, while 4 percent of service time was
considered pro bono.
Doing the arithmetic, I’d expect an average of 96 total Medicare procedures, per orthopedic surgeon,
per year. So single digits for major joint replacement does not seem implausible.
PHYSICIAN_HIPAA and HOSPITAL_HIPAA show the data. You have a case count, followed by pairs of
numbers – the first is the actual observed revision rate, the second is the revision rate predicted by the
risk adjustment model. That is done separately for all cases (hip and knee combined), then hip, and
knee, and separately for index admissions in 2011 and then again in 2012.
At the far right, I tacked on an approximate statistical test for the difference between the actual and
expected number of three-year revisions for knee replacements done in 2012. For this, I used a
“binomial” test, and I have ignored any statistical error in the expected number of revisions.
Take the “statistical significance” here with a grain of salt. First, just at random, 1 out of 20 will be
“statistically significant” at the 5% level – that’s pretty much the definition of that. So there’s some
baseline rate of “noise” in any such repeated statistical test. Second, look back at the corresponding
2011 data to see how much these numbers move around from year to year. That will give you some
idea if you are looking at a true impact of (e.g.) low-quality joints or poor surgical technique, versus just
random fluctuations. Also look at the number of revisions column – when you are talking about single
digits of revisions, just one case one way or the other can flip these into and out of “statistical
significance”.
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November 20, 2017
Seema Verma
Administrator Center for Medicare and Medicaid Services
Re: Detailed response to Innovation Center New Direction RFI
The SNP Alliance greatly appreciates the opportunity to provide feedback on the Innovation Center’s
Request for Information in seeking to promote patient-centered care and test market-driven reforms
that empower beneficiaries as consumers, provide price transparency, increase choices and
competition to drive quality, reduce costs, and improve outcomes. Our feedback focuses on (1)
advancing patient-centered care, (2) transparent model design and evaluation, and (3) small scale
testing in seeking to test new market-driven reforms to be advanced through: (a) Medicare Advantage
(MA) Innovation Models; (b) State-Based and Local Innovation, including Medicaid-focused Models;
and (c) Mental and Behavioral Health Models.
The SNP Alliance is a national leadership organization dedicated to improving total quality and cost
performance through specialized managed care, and advancing integration of health care for
individuals who are dually eligible for Medicare and Medicaid. Our membership includes
representation from 27 health plan organizations and for the populations they serve. Our members
offer more than 250 plans in 39 States and the District of Columbia and enroll over one million
Medicare beneficiaries. SNP Alliance members serve over 50 percent of Special Needs Plans (SNPs)
enrollees with representation from all SNP types, including those serving: (1) beneficiaries dually
eligible for Medicare and Medicaid benefits (D-SNPs); (2) those diagnosed with a severe or disabling
chronic condition (C-SNPs); and (3) those living in or eligible for nursing home care (I-SNPs). About
three-quarters of the Alliance’s members operate fully integrated, dual-eligible SNPs (FIDESNPs) or
plans in the CMS Financial Alignment demonstration (MMPs).
FOUNDATIONAL REMARKS
Our recommendations are based on the following assumptions about what we see as particularly
important for containing the escalation of Medicare costs while ensuring quality care for those served.
1. The vast majority of Medicare costs and care complexities are related to caring for persons who are
poor, frail, disabled, and with late-stage and/or complex chronic conditions.
2. Most MA financing, policy, and oversight requirements do not adequately account for the multidimensional, interdependent, and ongoing nature of chronic disease and disability; AND/OR a host
of psycho-social and environmental factors affecting health and healthcare outcomes; AND/OR the
interdependence between Medicare and Medicaid in seeking to improve quality and cost
performance in serving Medicare beneficiaries.
3. Improving Medicare quality and cost performance for these high-cost/high-need persons is
dependent upon: a) taking into account the systemic nature of chronic disease and disability as
noted above, b) improving the relationship among related care providers in serving these highcost/high-need persons as their care needs evolve over time and across care settings, and c)
improving the alignment of incentives, policy, and oversight requirements between Medicare and
Medicaid for dually eligible beneficiaries.
4. MA-Special Needs Plans (SNPs) and Medicare-Medicaid Plans (MMPs) provide an ideal platform for
facilitating the delivery of high-quality care, improving care transitions, producing stronger patient
outcomes, increasing program efficiencies, and reducing the overall growth in Medicare spending
over time. (Current SNP law requires SNPs to go beyond the offering of traditional Medicare
Advantage (MA) benefits and services to maintaining a model of care, network of providers, and
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team-based care management practices that are tailored to a defined population of high-cost/highneed beneficiaries. SNPs have an incentive to take into account a beneficiary’s TOTAL array of care
needs, re-order the balance of what is provided to them and the relationship among a full spectrum
of related providers, and provide whatever combination of care that is most cost effective, in the
aggregate. Over two million of the three million dually eligible beneficiaries served by MA plans are
enrolled in SNPs.)
5. For SNPs and MMPs to be successful over time, SNP and MMP financing, policy and oversight must
be more flexible, simpler, and more tailored to the unique needs of the poor, frail, disabled and
chronically ill subgroups being targeted by SNPs and MMPs— consistent with their Congressional
mandate for advancing specialized benefits and services for Medicare’s most vulnerable, costly, and
fast-growing beneficiary groups.
Our recommendations for improving the alignment of Medicare and Medicaid builds on the
important progress that has been made by the Innovation Center under the Financial Alignment and
Minnesota D-SNP demonstrations and under FIDE and D-SNPs. In our comments to follow, we identify
the major accomplishments that have been achieved to date through these demonstrations and offer
recommendations for moving quickly with a series of practical integration tools and innovations in
advancing market-driven reforms through by states and plans. We also offer suggestions for how the
Innovation Center, under the leadership of the MMCO and states participating in the Financial
Alignment Initiative and Minnesota D-SNP demonstration, can continue to function as an operational
laboratory in crafting other next-stage, market-driven tools and innovations of importance for
optimizing total quality and cost and performance in serving dually eligible beneficiaries.
We also offer a series of principles and recommendations for advancing quality measurement and
reporting in serving frail, disabled, and chronically ill persons—healthcare’s most costly and complex
care beneficiaries. We urge CMMI to consider these guiding principles and recommendations when
creating innovative SNP and MA model designs that cross-sites and settings of care, extend over time,
and involve the most complex and chronic care populations. We believe they would help improve
evaluation metrics and methods, and establish the foundation for any ongoing quality/value-based
measurement system of future MAO innovative models. In advancing value-based payment methods we
also believe it would be useful to advance a well-constructed “learning” design for quality measurement
that is accurate, valid, and fair in accounting for the complex and ongoing care needs of high-cost/highneed beneficiaries.
Finally, we recommend that CMMI develop a small-scale initiative to identify, refine, and test a series of
evidence-based best practices for improving how we care for our nation’s homeless population, with
special focus on integrating services across housing, social services and healthcare in an effort to
improve clinical and cost outcomes for this costly complex care subset of Medicare and Medicaid
enrollees. The study would pay particular attention to the growing problems and costs associated with
caring for chronic homeless persons.
We have attached a description of each of these three recommendations. Please let us know if you have
any questions or would like to discuss any aspect of these recommendations in more detail.
Respectfully,
Cheryl Phillips, M.D. President and CEO
Special Needs Plan Alliance
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1. IMPROVING ALIGNMENT OF MEDICARE AND MEDICAID
Maintain FAI/MMPs and D-SNP Administrative Alignment Demonstrations as an
Operational Laboratory for Developing and Testing Next-Stage Tools and Innovations
for Aligning Medicare and Medicaid for Dually Eligible Beneficiaries under State, Plan
and CMS Partnerships
The 10 million beneficiaries who are dually eligible for both Medicare and Medicaid make up a
disproportionate share of costs under both programs, totaling about one third of the costs of
each program with a total of over 350 million annual expenditures. The proportion of dually
eligible enrollees in both programs is expected to grow rapidly over the next ten years driven
by the aging of baby boomers. At this critical time, states, health care advocates, health plans,
providers and CMS must maximize their shared responsibility for improving the costs,
efficiency and quality of care for this highly complex and costly special needs population. While
technically this population has access to a wide range of services, serving this population is
complicated by the fact that their care spans two huge health care programs with a plethora of
deeply imbedded unaligned duplicative and conflicting administrative procedures, regulations
and oversight structures leading to inefficiencies and sub-par clinical outcomes.
Over the past two decades CMS, health plans, states, advocates and Congress (with strong
bipartisan support) have worked to develop integrated models that span Medicare and
Medicaid for service delivery for this population with some success as outlined below.
Currently MA D-SNPs enroll over 2 million dually eligible beneficiaries under coordination
agreements and/or contracts (as required by federal law) with 41 states, D.C. and Puerto Rico
including over 150,000 enrolled in Fully Integrated Dual Eligible (FIDE) SNPs. Another
450,000 dually eligible beneficiaries are enrolled in MMPs and D-SNPs under unique
partnerships between CMS, 13 states and health plans for demonstrations especially designed
as learning laboratories for partnering with state Medicaid agencies for improving Medicare
and Medicaid integration policy, oversight and administrative procedures for serving dually
eligible enrollees. Central to these efforts has been Congress’s creation of the Medicare
Medicaid Coordination Office (MMCO). The MMCO has provided new opportunities and
flexibility to facilitate state/federal/plan partnerships through the Financial Alignment
Initiative (FAI) and the D-SNP Administrative Alignment demonstrations as well as added
technical assistance to states for strengthening integrated features in their MIPPA contracts
with D-SNPs. Through the remarkable efforts by states, plans and MMCO, major strides have
been made in removing impediments to alignment of Medicare and Medicaid requirements
and more states and plans have been stimulated to engage in integrated Medicare Medicaid
programs.
At this point both states and plans see building on this dual integration platform as vital for
preserving their investments in these programs, to build on the good work that has been done
in seeking to remove the next layer of impediments to integration, and to adopt methods that
move the benefits of these programs to the market place more quickly. Therefore, we are
pleased to submit the following recommendation for building on this operational laboratory
experience in making next-stage advancements on improving care for this population.
RECOMMENDATION 1: CMS should extend the FAI/MMP and D-SNP demonstrations and
continue to utilize them as critical learning laboratories for better aligning Medicare and
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Medicaid financing, oversight and benefits and services for dually eligible beneficiaries.
Important progress has been made in aligning procurement timelines, contracting, enrollment
processes, member materials, quality measurement, data sharing and oversight; as well as
advancing new and improved clinical and service delivery methods necessary to better serve
dually eligible beneficiaries. Extension of these programs would: a) bring much needed
stability to these programs and the markets where services are provided; b) reduce
uncertainties for states seeking to advance dual integration efforts, c) preserve investments
made by states and plan in improving their plan infrastructures for serving dually eligible
beneficiaries; d) preserve the benefit and service arrangements experienced by plan enrollees;
and 4) expedite the process of applying acquired learning to other state and plan seeking to
advance their own brand of dual integration.
Independent studies have provided documentation of the value of these integrated programs.
For example, a recent ASPE study conducted by an independent research group on the long
standing integrated FIDE-SNP based Medicare-Medicaid program in Minnesota (now operating
as the D-SNP Administrative Alignment demonstration) indicates “the fully integrated plan
appears to be…yielding improved consumer satisfaction and service use” compared to similar
beneficiaries enrolled in a non-integrated Medicaid managed care program offered by the
same plan sponsors. https://aspe.hhs.gov/report/minnesota-managed-care-longitudinal-dataanalysis)
More specifically, the study shows enrollees in integrated plans were:
▪ 48 percent less likely to have a hospital stay, and if so, had 26 percent fewer stays.
▪ 6 percent less likely to have an outpatient ED visit, and if so, had 38 percent fewer visits.
▪ 2.7 times more likely to have a PCP visit, but if so, had 36 percent fewer visits.
▪ No more likely to have a specialist visit, but if so, had 36 percent fewer visits.
▪ No more likely to have a long-term nursing home admission.
▪ 13 percent more likely to have any HCBS.
▪ 16 percent less likely to have any assisted living services.
▪ 9 percent more likely to have any hospice care use.
▪ In urban areas, less likely to have inpatient care and more likely to have PCP care over
time between 2010 and 2012.
▪ In rural areas, no more likely to have assisted living facility use.
In addition, Minnesota state officials cite very low disenrollment rates, high beneficiary
satisfaction and significant contributions to rebalancing institutional and community based
services under this program.
Under the FAI, dually eligible beneficiaries enrolled in MMPs have also experienced a more
coordinated, person-centered care system tailored to their special needs including additional
choices for enrollment in new and improved service delivery models designed for them,
reduced cost sharing and access to additional flexible benefits, increased access to care
through models of care, assessment, care coordination and person centered care plans
designed to reduce fragmentation, navigate across both Medicare and Medicaid providers and
to coordinate with state MLTSS requirements, simplified enrollment processes and integrated
member materials, coordinated Grievance and Appeals systems, coordinated federal/state
contract management and oversight, and increased sharing of data between CMS, states, plans
and providers.
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While it may be too early for conclusive outcomes from all formal MMP evaluations, MMP
results thus far indicate an increased understanding among states, consumer advocates, health
plans, and providers, of the need for better integration of Medicare and Medicaid primary,
acute, long term services and supports and behavioral health for more efficient, cost effective
and high-quality services for dually eligible beneficiaries. In addition, these demonstrations
have already illustrated high interest and support for the value of integrated programs among
many states, especially when they have access to potential savings and the additional staff
resources and Medicare expertise to make necessary administrative adjustments. Early
evaluations are also indicating improved beneficiary satisfaction on CAHPs surveys, proof that
a competitive market place for integrated programs is feasible with robust enrollment in some
states, and early savings in some MMPs. Clearly these demonstrations have provided a
platform for experiments with improvements and changes for broader application.
In fact, CMS has begun to extend successful administrative and policy features tested in MMPs
and the D-SNP demonstration into the mainstream D-SNP program.
There is also widespread policy support for extending these programs. The independent
BiPartisan Policy Center recently issued a report based on their review of integrated Medicare
and Medicaid programs illustrating broad support for continuation of such programs. Their
recommendations included providing integrated D-SNPs permanent authorization, extension
of the MMPs along with authorization of additional integrated state demonstrations and
development of a revised regulatory structure for serving dually eligible beneficiaries
including further alignment of programs serving dually eligible beneficiaries within CMS, as
well as consolidation of regulatory authority within CMS such as through the MMCO.
http://bipartisanpolicy.org/wp-content/uploads/2016/09/BPC-Health-Dual-EligibleRecommendations.pdf
Strengthen Incentives for State Partnerships with MA FIDE SNPs and D-SNPs to Expand
Integrated Options
In 2003, Congress established D-SNPs as the preferred platform for advancing integration for
dually eligible beneficiaries. However, D-SNPs are not allowed to operate without state
agreements as required under the Medicare Improvements for Patients and Providers Act
(MIPPA), and states are not required to contract with D-SNPs. Many states also just don’t have
the capacity and resources to take on the effort involved in establishing and maintaining a dual
integration program.
Without state support and involvement, D-SNPs on their own are not able to fully integrate
service delivery across Medicare and Medicaid. While many states have pursued integration
strategies through their D-SNP contracts, this has been challenging for others. Though state
Medicaid agencies are also at risk for increased LTSS and behavioral health expenditures
resulting from poor coordination with primary and acute care paid by Medicare, states express
concern that provision of MLTSS and other Medicaid services can result in Medicare savings
(reduced hospitalizations for example) without opportunity for states to recoup their Medicaid
investments. In addition, states often view Medicare as too in-flexible, rigid and complex and
many lack resources and/or Medicare expertise to manage more in-depth agreements or
contracts with D-SNPs. Further, SNPs must be frequently reauthorized, leading to the
perception that this platform may be temporary. Therefore, a number of D-SNPs find that they
cannot pursue further integration in certain states in which they operate, even though they are
interested in doing that, and advancing integration is part of the D-SNPs federal mandate.
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In spite of these impediments, we want to strongly point out that even in states where the state
does not include coverage of Medicaid benefits or LTSS through the same Medicare D-SNP plan
sponsor (i.e. where states only agree to minimum MIPPA required contracts with health plans,
it is clear that enrollment of dually eligible beneficiaries in D-SNPs still represents a significant
improvement for the beneficiary over enrollment in separate and different Medicaid and
Medicare plans or a Medicaid plan with Medicare Fee-for-Service. D-SNPs offer models of care,
additional supplemental benefits, assessment and care coordination tailored to the needs of
their specific enrolled dual eligible populations. In addition, D-SNPs provide integrated
pharmacy benefits all under the same plan and are required to coordinate with Medicaid
benefits even when not provided directly through the plan. D-SNPs can also be an important
source of benefits and care coordination for partial duals or those not enrolled in Medicaid
managed care contracts. Thus, it is critical to recognize that even non-fully integrated D-SNPs,
as well as arrangements used in Arizona and Tennessee, provide an improved platform for
care delivery that is far more tailored and able to address the special needs of dually eligible
members than is available under most other models. This current flexibility provided under
the MIPPA contracts also allows states to move toward greater integration of benefits over
time, giving states that are not ready to support FIDE-SNP status, time to work toward further
integration.
For the reasons outlined above, many states have been reluctant and/or unable to embrace
changes necessary for improving the alignment between these the two programs and to work
toward FIDE SNP status, even though such realignment is critical for improving total quality
and cost performance for dually eligible beneficiaries across the two programs. Current MA
statute and regulations already provide the vehicle for accommodating significant variabilities
via the requirement that each D-SNP has a MIPPA contract with the state. But plans and states
must be provided with greater incentives to fully utilize these contracts to integrate service
delivery and operations and to help them overcome current inefficiencies, which are usually
rooted in longstanding administrative and operational differences between Medicare and
Medicaid. These state issues must be addressed to move toward further efficiency and
alignment needed to better serve this population. In order to empower States to further their
efforts to simplify program administration, and expedite the process of removing barriers to
integration, we recommend the following.
RECOMMENDATION 1. CMS should provide additional incentives for states interested in
advancing dual integration initiatives to achieve and/or work toward FIDE SNP status,
including additional administrative flexibilities, continued shared savings opportunities,
increased outreach and education to states to encourage integration, continued technical
assistance for strengthening FIDE and D-SNP contracting, and providing start-up grants
to states that want to develop integrated programs that move toward FIDE status.
RECOMMENDATION 2. CMS should strengthen the resource capabilities of the MedicareMedicaid Coordination Office (MMCO) and the Integrated Care Resource Center (ICRC) in
working with states to better align Medicare and Medicaid program activities in care of
dually eligible beneficiaries.
There is broad recognition among states and plans participating in the Financial Alignment
and D-SNP Demonstrations, as well as among many states contracting with D-SNPs of the
excellent support, that the MMCO and ICRC have provided them. Their efforts have been
widely praised by plans, states, policy experts and advocates alike—not always a common
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experience. It is important that CMS continues to enable MMCO and ICRC to serve as the
principal liaison for states in advancing dual integration efforts.
Next-Stage Recommendations for Further Alignment of Medicare and Medicaid for
Dually-eligible Beneficiaries
Integrated Medicare-Medicaid programs are rapidly reaching a pivotal crossroads, where
additional policy decisions, guidance to Congressional leadership and operational issues must
be addressed to sustain and increase the progress that has been made towards true
transformation of care for this high-needs population. Ongoing authorization of current
platforms (FIDE-SNPs, D-SNP and MMPs) is a critical next step. In order for states and plans to
make the long-term investments and commitments needed to take integrated programs to
their full potential, permanent program options which streamline duplicative administrative
requirements and create aligned delivery system incentives must be secure, supported and
clearly communicated. Clearer regulatory authority is also needed for CMS to make technical
changes and operational flexibilities that support the necessary FIDE SNP and D-SNP
partnerships between states, plans and CMS in order to sustain and grow the programs that
are being built. Through current and strengthened authority, such as that provided in the
proposed bipartisan CHRONIC Care Act of 2017 (S 870), CMS can build on successful design
features of all models to create permanent model options flexible enough to fit the needs of
most states and beneficiaries. The following recommendations are designed to facilitate more
regulatory and operational infrastructure changes that would support an ongoing platform
designed to serve dually eligible beneficiaries through increased partnerships between
Medicaid agencies and MA DSNPs.
RECOMMENDATION 1: Support permanent reauthorization of D-SNPs as proposed in
Senate 870, HR3168, and provisions being considered by the House Energy and Commerce
Committee. Permanent reauthorization of SNPs was approved by the full Senate by
UNANIMOUS CONSENT. A complementary set of provisions are being advanced by committees
of jurisdiction in the House. State agencies need and want permanency of these options to
better enable them to develop forward looking programs and to plan and budget for future
program design. SNP permanency is critical for states, plans and consumers in furthering
simplification of program administration, improving program efficiencies, and enhancing
benefits and services for the 10 million dually eligible benefits jointly served Medicare and
Medicaid, representing Medicare and Medicaid’s most vulnerable population segments.
RECOMMENDATION 2: Expedite alignment of FIDE SNP and MMP Requirements. FIDE SNPs
and MMPs both provide advanced forms of integration and serve similar population segments,
yet they operate under slightly different payment methods and administrative structures. CMS
should continue to review successful administrative and policy features tested in the MMP and
D-SNP demonstrations. Where a particular change in approach has been shown to simplify
operation, improve efficiencies, and/or improve care outcomes, the change in policy and/or
oversight practice should be quickly applied to non-demonstration FIDE SNP operations and to
non-demonstration D-SNPs and/or other SNPs serving dually eligible beneficiaries where
applicable. In addition, CMS should also look at best practice features that may work better
under the FIDE SNP model and consider extending those features to MMPs.
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RECOMMENDATION 3: CMS should seek, support, and/or identify existing authority or
create new authority if needed for D-SNPs and MMPs to run on a separate track within the
overall MA structure facilitated through the MMCO. This would facilitate options for
partnerships with states on integrated Medicare Medicaid models and should include
exploring options for merging best practices from these two programs into a new, nextgeneration program for advancing dual integration over the long term. This should be
designed to provide CMS essential programmatic flexibility outside of demonstrations to more
nimbly respond to market and service delivery changes as well as to separate or change
current MA and/or Medicaid policy and administrative and operational processes where
necessary to facilitate efficient operations, reduce duplicative functions, and improve care
management and delivery under integrated models serving dually eligible beneficiaries.
Additional Steps to Be Taken to Remove Operational Barriers to Improving Cost and
Quality Performance for Dually Eligible Populations
Even under permanent authority, the success of these models rests on a myriad of technical
administrative and operational issues that must be addressed to improve the efficiency of
these programs and make them less complex and more workable for both states and plans.
This will require a careful balance between creating increased flexibilities to accommodate
varying state Medicaid operational procedures while still preserving the interface with more
centralized similar operational functions under Medicare.
The following key administrative, operational and policy features and changes are recommended
to better support state Medicaid and MA partnerships in serving dually eligible populations. The
items below have been identified by members and by our expert consultants based on years of
experience and observation of best practices in developing and operating integrated programs.
These items should not require additional authority or testing as most are either already part of
the MA program or have already been utilized in the demonstrations noted above.
RECOMMENDATION 1: Strengthen Joint Enrollment Processes and Enrollment Alignment
Strategies. Without increased enrollment alignment, many of the administrative,
communication, oversight and clinical efficiencies potentially made possible under integration
cannot practicably be achieved. As under MMPs and the D-SNP demonstration, enrollees must
be enrolled in the same plan for both Medicare and Medicaid services in order to gain
operational efficiencies and align care delivery. However, states and D-SNPs face significant
challenges outside of these demonstrations in aligning enrollments. The features that are
reported to be most helpful in addressing this issue include:
•
•

•

Exempt D-SNPs from the moratorium on seamless enrollment and facilitate adoption of
this feature for MMPs and D-SNPs in order to preserve continuity of care for high risk
populations.
Provide additional coordinated Medicare and Medicaid options for passive enrollment
of dually eligible beneficiaries (with appropriate opt out protections) into FIDE and DSNPs offered by the same Medicaid plan sponsor in the same service area, to facilitate
alignment of enrollment for Medicaid and Medicare under the same plan sponsor.
(Currently allowed under MMPs, but not under other D-SNPs).
Streamline processes for enrollment alignment for both Medicare and Medicaid by
providing deeming periods for temporary loss of Medicaid eligibility, and alignment
with Medicaid lock-ins and bi-directional Medicare-Medicaid plan assignments.
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Strengthen co-marketing strategies by encouraging and supporting states to co-market
D-SNP and Medicaid plan enrollment under coordinated plans under the same plan
sponsor through co-branding, educating states about marketing differences between
Medicaid and Medicare, co-education campaigns by states and plans informing
consumers about integrated plan options and resolving conflicts around brokers by
allowing MMPs to use trained Medicaid sales staff.

RECOMMENDATION 2: Advance SNP Specific Networks and Network Alignment Processes.
The SNP Alliance is pleased to be working closely with CMS staff to provide advice for
developing SNP specific networks tailored more closely to the needs of specific SNP
populations such as dually eligible beneficiaries and SNF residents.
• Our recommendations include consideration of extension of MMP network
modifications to D-SNPs, use of telehealth, mobile clinics and SNF-specific provider
networks, changes to the exceptions processes and access standards based on
population size and patterns of care, and other network criteria being tested under the
demonstrations.
• In addition, network criteria for integrated plans should consider the availability of
Medicaid networks for behavioral health, home health and other overlapping services
and should take into account where providers refuse services to dually eligible
individuals or groups.
• Further, CMS should consider modifying its data sources, mapping technologies and
reporting for improvements in accuracy of source data from participating providers
and consider how network requirements should align and support Value Based
Purchasing strategies.
RECOMMENDATION 3: Increase Coordination of Model of Care (MOC) and Health Risk
Assessments with Medicaid MLTSS.
• As already allowed under MMPs, CMS should clarify pathways for D-SNPs to create
MOCs tailored to state specific MLTSS requirements and to clearly reflect multiple
subpopulations and PBPs within contract level MOC templates.
• CMS should include MOC flexibilities to coordinate, integrate or align Medicare HRA and
MOC requirements, including timelines and deadlines for assessment, with MLTSS
assessment processes, care plans and care coordination requirements to reduce
duplication and improve the efficiency of the care coordination process across Medicare
and Medicaid.
RECOMMENDATION 4: Improve Beneficiary Communications through Simplification of
Member Materials and Coordinated Review Process. While CMS has made good strides in
simplifying member materials tailored to dually eligible beneficiaries, additional steps needed
include:
• Extending the use of the simpler and clearer MMP and D-SNP demo member handbook
format to integrated D-SNPs. (This may require additional or repurposing of resources
at CMS for review.)
• CMS should extend the joint communications member materials review process used in
the MMP and D-SNP demonstrations to integrated D-SNPs.
• CMS should add flexibility in language blocks and translation requirements to meet
local and state needs, work with states and FIDE SNPs and integrated D-SNPs to reduce
or consolidate duplicative notices, including support for legislation to modify
duplicative integrated denial notice (IDN) requirements, and reduce the language levels
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used in CMS required documents to levels used in Medicaid (5th to 7th grade Flesch
tests).
RECOMMENDATION 5: Improved Coordination of Procurements. CMS should create options
for further alignment of state/federal procurement mechanisms for integrated D-SNPs and
Medicaid managed care plans to address off schedule and unforeseen situations such as plans
leaving the market or to address the need to increase plan options through Service Area
Expansions. It now takes a minimum of 18 months to realign plan availability, leaving
significant gaps in choices and care coordination for beneficiaries. CMS could look to the PACE
program where states and providers are provided additional flexibility for program initiation
and readiness review timeframes that are mutually agreeable to all parties.
RECOMMENDATION 6: Integrated Grievance and Appeals (G&A). While some additional
alignment of Medicare and Medicaid G&A might be achieved under the Medicaid Mega Rule
provisions, there are still a number of remaining obstacles to integration of Grievance and
Appeals processes that need to be addressed, including policy and/or statutory differences
between Medicare and Medicaid around the following issues:
• Requirements for duplicative integrated denial notices (IDN) under Medicare, even
when services are covered by Medicaid (recently addressed by CMS but not fully
resolved due to statutory interpretations),
• Auto-forwarding of appeals to separate entities and separate hearing rights including
federal rights to Medicaid hearings,
• Medicare “amounts in controversy” levels (Medicaid usually does not have such
requirements),
• Requirements for aid pending appeal (not allowed in Medicare),
• Possible time frame differences depending on implementation of the new Medicaid
rules, and
• Handling of provider level appeals.
RECOMMENDATION 7: Coordinate State and CMS Audits and Oversight. Under the FAI and
D-SNP demonstrations, CMS and states have partnered to demonstrate coordinated integrated
contract oversight and communications processes. However, outside of these demonstrations,
most SNPs and D-SNPs are still subjected to multiple and duplicative state and federal financial
and performance audit and oversight processes for dually eligible beneficiaries enrolled under
both programs.
CMS should build from lessons learned from states and MMPs under the current FAI
demonstration to create a coordinated Medicare and Medicaid oversight process for both
demonstration and non-demonstration platforms that reconciles duplicative and often
conflicting data collection, auditing protocols, and timelines, and streamlines, integrates and
coordinates those processes and related communications to reduce administrative burden for
all parties.
RECOMMENDATION 8: Continued Promotion and Support for Data Sharing. Under the FAI
and D-SNP demonstrations, CMS has made great strides in providing additional Medicare data
to states and plans to fill in gaps for dually eligible beneficiaries. They have also extended some
of this data sharing to other interested states. However, there are certain “blind spot”
encounters and claims that need to be shared. For example, without using both Medicare and
Medicaid data, behavioral health conditions will be severely underrepresented. In addition,
states do not always have the resources or the motivation to set up systems to access and
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utilize the Medicare data; and providers may still be confused about who can share or access
what data under what arrangements. Finding solutions to these issues should be a priority.
RECOMMENDATON 9: Improved Supplemental Benefit Flexibility. While the CMS manual
allows more flexibility to D-SNPs that meet a “high standard of integration and specified
performance and quality-based standards” in the provision of supplemental benefits designed
for dually eligible members, to our knowledge no D-SNPs are providing additional benefits
under that mechanism. We believe this is partly due to confusion about the criteria, and partly
due to the fact that many of the specified benefits are already included under Medicaid for DSNPs. We appreciate that CMS recently made some adjustments to this policy and that MMPs
have additional flexibility to work with states to tailor these benefits to the needs of dually
eligible populations in their states. We have collected and submitted additional information to
CMS around this problem, including the need for additional flexibility for D-SNPs to address
issues around social determinants of health. CMS has indicated that further clarification will be
forthcoming.
RECOMMENDATION 10: Improved Methodology for Access to the Frailty Adjustor. Congress
provided authority for FIDE SNPs with similar average frailty scores to PACE to receive an
additional frailty adjustor payment to recognize costs of caring for a high concentration of
dually eligible members. However, very few FIDE SNPs qualify for this payment largely
because of state Medicaid enrollment requirements. PACE enrolls only members age 55 and
over who are already assessed for community services at a nursing home level of care while
most integrated state managed programs enroll all ages and/or both frail and relatively well
dually eligible members, leading to an unfair “apples and oranges” comparison. Addressing
this problem could provide an incentive for more states and D-SNPs to work toward FIDE SNP
status.
• Frailty scores should be compared to like populations.
• In addition, the HOS M instrument used to determine frailty may not be an accurate
representation of frailty, due to questionable proxy methodologies, inaccessibility to
non-English speakers, and questions not designed for this purpose, a better instrument
or data source should be constructed.
• Further, CMS notifications to plans of their qualification for the frailty adjuster comes
nearly 8 months after the bids are submitted, making it impossible for plans to
incorporate it into their beneficiary services.
• These problems could also be resolved with a different design, for example frailty could
be incorporated into individual risk scores instead.
RECOMMENDATION 11: Value Based Purchasing (VBP) Arrangements under Integrated
Programs. Integrated D-SNPs are an excellent platform for extension of VBP strategies to
dually eligible beneficiaries across Medicare and Medicaid provider types and payer sources.
• As part of their VBP strategies, all SNPs should have the same flexibility as other MA
plans to design supplemental benefits and consumer incentives under VBID
arrangements, including opportunities to address social determinants of health and
additional non-medical services that improve the overall health of individuals with
chronic diseases.
• In addition, CMS should include Part D benefits for SNPs under VBID arrangements
which could help reduce cost sharing requirements that may act as barriers toward
adherence to medications and/or enhance the SNP’s ability to help steer their members’
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decisions toward value-based drugs. Adding this feature may improve utilization
patterns and help reduce costs.
RECOMMENDATION 12: Collection of Performance and Financial Data at the Plan Benefit
Package (PBP) Level. While MMPs and D-SNPs operating under demonstration authority
report all data under separate and distinct contract numbers, many other D-SNPs are required
to be part of broader contracts where key items such as HOS and CAHPs data are reported
across multiple PBPs. This may be efficient at one level; but it also obscures plan specific
performance data, making performance data for dually eligible beneficiaries enrolled in DSNPs hard to track for CMS, plans and states, hampering evaluation of specialized initiatives to
address complex enrollees’ needs and leading to duplicate data collection and survey efforts.
To make data more useful to partnerships with state Medicaid agencies, for evaluation of
outcomes for dually eligible populations, and to reduce administrative duplication, these data
should be reported at the PBP level, while still linked to the sponsoring plan for other
purposes.
The SNP Alliance is pleased to have the opportunity to make these recommendations for
creating a permanent transformative platform for state/federal/plan Medicaid and Medicare
partnerships necessary for improving the quality and efficiency of care delivery for dually
eligible beneficiaries. We would welcome the opportunity to work with CMS in exploring these
options. The SNP Alliance membership contains broad representation from the full spectrum
of MMP and FIDE SNP programs, and those involved in developing these recommendations
have decades of experience at the plan and state levels in advancing integrated care for this
population.
2. ALIGNING POPULATION-BASED MANAGEMENT AND PERFORMANCE MEASUREMENT
To move toward the goal of fostering an affordable, accessible healthcare and social support
system under Medicare and Medicaid, government and private organizations are giving
increased attention to models of care, payment, and quality measurement that align clinical
and social service providers, consumers, and health plans. There is recognition of the
importance of addressing high-risk/high-need beneficiaries, such as those with complex
chronic conditions, behavioral and mental health needs, and social risk factors. Individuals
such as frail elders, adults with disabilities and functional limitations, and persons with severe
and disabling chronic conditions are among these most complex beneficiary populations.
Special needs plans and related care providers are giving increased attention to addressing the
influences of social risk factors on health and healthcare outcomes. Such factors indicate that
further development of care models and processes, service array and flexibility to tailor care
approaches, as well as regulatory and policy changes to support these new care models--are
needed. As the Medicare and Medicaid programs move toward use of value-based payment
(VBP) methods, all in the field follow. The effects may be especially felt by providers and plans
serving a high proportion of complex and high need/high cost beneficiaries.
The shift to VBP could either provide important incentives and guidance to promote and
support attention to these highest cost and most complex populations, or create an inequitable
system which further reduces resources to achieve health equity. Safety net providers and
SNPs serving these populations are examining where there are impediments to achieving
positive health outcomes and are important for stakeholders in making progress. This is the
time to more fully align key principles involved in population-based management, value-based
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purchasing, and performance measurement, with an intentional focus on the most complex
and vulnerable populations—Medicare’s most costly and fast growing subgroups.
In keeping with the stated goals of this RFI, the SNP Alliance recommends that CMMI establish
a national initiative to design, develop and test the use of new performance metrics for four
major subsets of high-cost/high-need MA plans and aligned healthcare providers; increase
effectiveness of measurement, care, and cost strategies; and promote the transparency and
utility of relevant information for consumers. This three-part focus could also offer small scale
testing of value in restructuring and redesign of quality/performance measurement for VBP.
Dually Eligible Beneficiaries as the Pilot Focus
We recommend that this design, development, and testing of more of a population-based
approach to performance measurement begin with high-risk/high-need subgroups of dually
eligible beneficiaries.
As an overall population group, dually eligible beneficiaries are the costliest group to both the
Medicare and Medicaid programs. The services, care, support and attention they need require
sustained and significant effort over time and across disciplines and settings. Dually eligible
beneficiaries have many socioeconomic issues and social determinant of health risk factors.
Many of those with non-majority language, race, ethnic, and health belief characteristics are
dually eligible.
In fact, we know that dually eligible beneficiaries, while often discussed as one population, are
a heterogeneous population. There are distinct subgroups that are clinically and functionally
relevant—where characteristics drive care models, care management, cross-continuum efforts
toward improved outcomes as defined by the beneficiary and within the parameters of what
“improvement” means for a person with those needs and characteristics. For example, an
individual with late-stage ALS may define quality of care/life differently than a person with
HIV/AIDs which is controlled. The services and systems of care that support each of these
individuals may likewise be tailored and organized differently (e.g. from a focus on comfort
care to the person and family vs. a focus on virus/infection control, prescription drug regimen
management, and support for living independently).
When we more closely examine the characteristics of people who are dually eligible, there are
distinct subgroups that emerge. In addition, when we look at the SNP enrolled populations—
specializing in care of dually eligible beneficiaries and of vulnerable persons with high cost
conditions--we find that beneficiaries can be grouped based on age, social risk, language,
functional status/frailty, behavioral health/substance dependency, chronic condition, and
stage of condition characteristics. For example, groupings that would be useful for purposes of
quality measurement and improvement could include the following (based on SNP member
discussions about key characteristics that drive care management and provider services):
(1) Younger persons with physical disabilities and mental/behavioral health issues where the
behavioral health and substance dependency issues drive condition management;
(2) Frail elderly with multiple chronic conditions, advanced functional limitations—also often
cognitive impairment where functional and cognitive status drive or greatly influence
condition management;
(3) Younger disabled persons with a severe/life-limiting chronic disease that represents the
principle diagnosis/condition, and where managing this condition is a principle goal of
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health and social services care/support around which other care must be organized (e.g.,
HIV/AIDs); and
(4) Dually eligible persons of any age with multiple chronic conditions and social risk factors,
particularly those who are foreign born, have very limited understanding of the healthcare
system, have limited English proficiency and/or need an interpreter. The social risk
characteristics for this group greatly influence all clinical, social services, and other services
and care management that can be provided and how/where these services and care can be
provided.
These groupings, which would need further stakeholder input and refinement, are used to
illustrate how characteristics influence care and the care approach—and thus the definition of
“quality” and a quality measurement and improvement approach.
Flexibility in Networks
In a restructured approach to quality measurement and improvement for people dually
eligible for Medicare and Medicaid, the care management efforts and quality targets would be
set across settings, services, and disciplines for these particular subgroups. Such an aligned
approach would define both population subgroup and systems performance measures, so that
the many entities (providers/services/plans/stakeholders) involved in care and accountable
to the beneficiary subgroup--would be working in tandem rather than with disparate
measures, goals, and sometimes counter-productive objectives. Specialized and defined
provider (medical/clinical, behavioral health, long terms services and supports) networks
would need to be allowed. Flexibility in current provider network adequacy standards would
be required.
Core Measurement Set
We would recommend the measurement set be drawn from a variety of measures that have
been appropriately tested among diverse populations of dually eligible beneficiaries—the four
subgroups offered above. The measurement set could include some of the current Stars
measures under MA and would also need to include measures that key service providers find
meaningful (e.g., disability, behavioral health therapists/clinicians, geriatric specialists), where
the same measures would help them meet their MIPS/APM requirements. Additional measures
of social and functional support would be needed that align with state requirements (e.g.,
characteristics indicating effective outcomes from use of LTSS services). Finally, measures in
use by behavioral health and disability providers to assess meaningful outcomes would be
needed. This measurement set should be targeted, validated, and endorsed by stakeholders.
The focus should be on identifying a small core set of measures—not a wide-ranging
comprehensive set – to ensure feasibility, appropriateness, and sustainability. Given that
providers are likely to be in multiple health plan provider networks in a given area—we
anticipate that a consensus process for clinical, behavioral, and long-term services and support
providers which are key to serving dually eligible population subgroups (together with the
health plans that are held accountable and consumers/beneficiaries and families)—would be
necessary for development of a core measurement set.
This consensus core measurement set that would be applicable across settings
(medical/clinical, behavioral health, and long-term services and supports) would have an
explicit and purposeful focus on dually eligible beneficiary subgroups. The set would be chosen
based on defined criteria (e.g., measure has utility for quality improvement efforts, effective
interventions and best practices for impacting measure exist, measure is meaningful to
support cross-setting, cross-discipline practice standards and patient/client goals, etc.).
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This pilot test with a core measurement set would help demonstrate the potential for reducing
the ever-increasing proliferation of measures and additional measure silos that have been
created. Increasingly these siloes represent a burden on the beneficiary, providers and plans
and do little to promote sustained and aligned quality improvement efforts. This is the case
even though the various providers and plan are attending to the same beneficiary. One
primary goal of measurement should be to provide sufficient and useful information for
accountability and quality improvement that is meaningful and relevant to these dually eligible
subgroups.
Pilot Components – Considerations
Results from such a dually eligible subgroup pilot by CMMI, designed well, would greatly
advance an aligned and population-based approach to care, quality measurement and analysis,
and understanding key drivers of “value.” The following are suggested considerations for
establishing the project design. These considerations offer some detail for elements that would
be included in defining the scope and parameters for a field study:
•
•
•
•
•
•
•
•
•
•
•
•

•
•
•

Define the dually eligible population subgroups for the pilot with data element
specificity and attention to data sources and standardization;
Plans with a high (e.g., 75% or more) proportion of dually eligible enrollees would be
eligible to participate in a 3 to 5 year voluntary pilot;
Separate these plans by plan type, size, and geographic location where they operate;
Finalize the parameters of the voluntary pilot in terms of scope, focus, duration,
stakeholders, and required elements, with the robust evaluation design, metrics,
implementation and outcome measures clarified;
Establish minimum provider/service network components or allowable substitute
services to ensure beneficiary needs are met via a pilot;
Working with external expertise as well as plan and provider-based applied evaluators,
craft an implementation evaluation with quantitative and qualitative components that
will serve to inform and provide ongoing feedback for the pilot;
Plans apply to participate;
An independent review panel selects participating plans for the testing;
Waive plan participants from the existing CMS QMS Stars Rating for the 3 to 5 year pilot
period;
Each plan works to identify relevant provider partners and beneficiary members;
Design/Operational teams, advisory group(s), and evaluation team(s) are established;
Plans identify relevant subgroups within their currently enrolled beneficiary set.
Baseline data is collected. Plans separate their enrollment by:
o Subgroups as defined, and
o Beneficiaries who have been continuously enrolled for at least one year from
those who are transient/recently enrolled (no history)
Plans and relevant provider partners re-work and re-organize pathways of care and
information exchange structures and processes with these subgroup populations in
mind;
Plans reshape their Models of Care (MOC) accordingly to craft care management and
continuum services around each beneficiary subgroup;
MOC requirements, audits, protocols are revised by CMS with greater flexibility or
waiver of specific elements;
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Working on the national level, the participating organizations identify an alternate set
of quality measures –selecting a core set arranged and/or designed around dually
eligible beneficiaries from a family of measures—which could include some of the Star
measures but may also include other endorsed measures. Measures selected would
have face validity with providers and plans, have evidence of scientific validity and
reliability, be have been tested with a dually-eligible, diverse group of beneficiaries, and
have been piloted for use in the field. There would be preference for measures that had
been endorsed by the National Quality Forum (NQF);
Organize measures into a set of domains (for example: safety and standards of care,
continuity/follow-up, communication, person/family involvement and education, care
management effectiveness, preventive/proactive, supportive of goals and preferences…
etc.);
Match the alternate measurement set to the defined subgroups – allow for tailoring of
the measurement set at the plan level -- based on the characteristics of their enrolled
subgroup population, e.g., with specified # of measures set for each domain, but some
flexibility—measures would each be weighted the same (e.g., 1);
Plans utilize these core measures in lieu of participating in the existing QMS with 47
Star measures;
CMS provides stability in QBP/VBP during the years of pilot testing. Plans participating
would be “held harmless” –carried forward for 3 to 5 years;
Data time period for collection, analysis, review is shortened—that is, the revised set of
measures would use data that is more recent (e.g., last year’s data for these
beneficiaries);
Some elements, such as HOS would not be included—rather substitute self-report or
beneficiary derived measures would be substituted.
CMMI provides support for data review, analysis and integration—claims, encounter,
EHR, and also provides technical support and analysis to each plan;
CMMI provides data set at the neighborhood level for geographic area/enrollment area
for each health plan, which provides additional SES/SDOH risk factor information;
The plan and CMMI set minimum, expected, and “reach” targets for each measure in the
selected measurement set, corresponding to the enrollment population characteristics;
CMMI determines quality measurement and improvement results for these enrolled
dually eligible individuals within these plans for the defined period--based on the set
minimum, expected, and “reach” targets—and as compared to baseline for that
plan/sub-group;
Results are grouped/stratified at PBP level (not the contract level) and at a dually
eligible subgroup level;
CMMI provides reports on outcomes by specific subgroup segments of the dually
eligible population and in plan peer groups—comparing like plans to like plans; and
CMMI provides subgroup analysis to offer dually eligible-specific data for benchmarking
and quality improvement among participating plans. Successful improvement results
are shared around specific subgroups and quality measures.

Make Adjustments and Improvements in Current QMS
In order to analyze this pilot in comparison to the current quality measurement system under
Medicare (QMS), we suggest that CMMI work with CMS Medicare and Medicaid and the Federal
Coordination Office units to simultaneously improve stratified analysis for all Medicare
Advantage quality measurement reporting—in order to advance the field while the pilot is
underway — such as:
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RECOMMENDATION 1: Stratify Populations to Compare Quality Ratings for Similar
Beneficiary Populations and Compare SNPs with similar enrolled populations – Many
scientific and expert committees have recently issued reports suggesting that stratification of
populations into similar groups by using Dual-eligibility and Disability status as a proxy for
social risk factors and other characteristics which increase vulnerability is warranted. This
would increase understanding, accuracy, comparability, utility, and conclusions about
measurement results. Variables of interest are: LIS/Dual, Disability status, selected SDOH
characteristics (such as nativity, neighborhood poverty, education, and ESL/Language), as well
as age, and number of selected high cost conditions (including behavioral health, substance
dependency, dementia/cognitive impairment, among the conditions) segmenting variables.
Thus, the population characteristics across MAOs and across SNP types would be better
understood for meaningful comparisons and quality improvement efforts.
RECOMMENDATION 2: Tailor Measures under Medicare Star Ratings – Better methods
and measures that are tailored to specific population characteristics should be considered.
Exceptions and exclusions definitions need to be re-examined to ensure meaningful
measurement and reporting (e.g., some measures may not be applicable at the end of
life/palliative care, with those who are cognitively impaired).
RECOMMENDATION 3: Improve the effectiveness of the CAI by: a) adding additional Star
measures into the calculation, b) incorporating additional factors in the CAI, and c) adding
one or more complexity of care and functional status factors into CAI. This will help move
toward a measurement and payment system that is more equitable.
RECOMMENDATION 4: Issue guidelines for quality measure developers and stewards to
re-test their measures for effect of SDOH/SES factors, including dual status, disability status,
and low-income status at the smallest neighborhood level geographic unit. Guidelines
should specify a consistent minimum sample size that includes oversampling of the Duals, a
minimum set of social risk factors to be tested, and results should be reported separately
between the Duals and non-Duals tests. This should include a review of Star measures.
RECOMMENDATION 5: Re-examine the validity and reliability of self-reported HOS and
CAHPS surveys for persons who do not speak English, have low health literacy, or have
significant cognitive/memory impairment (data from these surveys are used to calculate
several of the Star measures). Currently, these survey tools and the methods do not fully
accommodate those Medicare/Medicaid Dual status beneficiaries who have social risk
factors that affect their ability to participate in the survey and their understanding of the
survey questions. This has the strong potential to impact the validity and accuracy of
results.
RECOMMENDATION 6: Provide Data Guidance and Technical Support on SDOH - to
improve data availability and standardization to obtain individual and community-level
social determinant of health (SDOH) risk factor information and use it to stratify, analyze,
and report on beneficiary populations and quality measurement results. The Final Report of
the National Quality Forum Disparities Standing Committee (July 2017) noted that data
limitations and methodological issues significantly restrict the ability to make progress in
adjusting individual quality measures to take into account social risk factors. Their work
brings attention to the need for: data standardization and availability on social risk factors,
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refinement of risk adjustment models to be conducted and analyzed at the smallest
(neighborhood) geographic level, and inclusion of community factors in models.
RECOMMENDATION 7: Customize measure sets & reporting - Select key quality measures to
allow consumers to simultaneously compare a) plan type, b) enrollment characteristics, and c)
quality measure results – providing better information to the consumer when making
comparisons.
RECOMMENDATION 8: Test rapid cycle approaches for quality improvement in lieu of
existing 2-3 year look-back quality measure reporting. Allow for some flexibility and
customization related to population characteristics among all MAOs serving a high proportion
of dually eligible beneficiaries and special need populations. Reporting on QI success efforts
with matched comparison groups could be voluntary or mandatory or offer opportunity for
additional QBP. This would offer the advantage of disseminating effective practice more
quickly.
Should CMMI be interested in pursuing these recommendations further, we would welcome an
opportunity to discuss this idea in more detail.
3. NATIONAL HEALTHCARE INITIATIVE TO INTEGRATE CARE FOR HOMELESS SENIORS AND

ADULTS

Program Summary
The SNP Alliance proposes that the Center for Medicare-Medicaid Innovation (CMMI) establish
a five-year national homeless care initiative targeting dual eligible beneficiaries served by
SNPs, and include homeless Medicaid beneficiaries served by the same MCO under a separate
Medicaid contract. The SNP Alliance would bring together 5-7 Special Needs Plans, allied care
providers, aligned Medicaid plans, and housing partners to identify, refine, and test a series of
evidence-based best practices for integrating services across housing, social services and
healthcare in an effort to improve clinical and cost outcomes. The study would pay particular
attention to the growing problems and costs associated with caring for chronic homeless
persons.1 We would recommend the Medicare-Medicaid Coordination Office (MMCO) work
with an aligned group of state Medicaid offices with special expertise in serving the homeless
to help identify and remove financial and regulatory barriers for improving total quality and
cost performance. In particular, we recommend capitated funding as a core component of the
initiative. The initiative would also evaluate and document what works and what doesn’t
(assuming models might vary among participating states and plans) and disseminate findings
to nonparticipating states, SNPs, MMPs, and other MCOs in order to expedite the process of
moving program innovation to scale ASAP.
Problem Statement
There is nearly universal agreement that healthcare problems experienced by poor, frail,
disabled, and chronically ill people require a fundamental change in how we finance,
administer and deliver their care. Perhaps the most vulnerable and complex subgroup of this
1

Chronic homeless is defined as a person with a disability who has been continuously homeless for 1 year or
more or has experienced at least four episodes of homelessness in the last 3 years where the combined length of
time homeless in those occasions is at least 12 months. Meghan Henry, Rian Watt, Lily Rosenthal, and Azim Shivji,
Abt Associates, The 2016 Annual Homeless Assessment Report (AHAR), a report produced for Housing and Urban
Development, November 2016.
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high-cost/high-need population segment is the 500,000 to 1.5 million persons who are living
on the streets.
• Homelessness affects men more than women. At least 70% to 85% of all homeless are
men.2 About 12 percent of all homeless adults are veterans.3
• More than 40 percent of sheltered homeless people have a disability.4
• An estimated 26.2% of all sheltered persons who were homeless have a severe mental
illness. 5
• About 50% of people who are chronically homeless have co-occurring substance abuse
problems, with as many as 60-80% of chronically homeless individuals having
substance use disorders.6 7
• The elderly homeless population is also known to have "higher rates of geriatric
syndromes, including functional decline, falls, frailty and depression, than seniors in the
general population. Many of these conditions may be easily treated if detected".8
• Housing instability is also associated with serious mental illnesses as well as many
physical conditions, including obesity, cardiovascular disease, diabetes, HIV/AIDS,
hypertension and other chronic conditions.9
• Homeless populations, particularly the chronically homeless, are extremely costly to
Medicaid and Medicare due to high utilization of emergency departments and frequent
hospitalizations.10 11
In an article published on October 24, 2017 by National Public Radio on a iPhone App entitled,
In a Push to House the Homeless, High Prices Are Eroding Gains, Salinas, a national expert
involved in caring for homeless persons says, “By the time they engage us and they start
working with us, the crisis or the thing that we have to focus on most quickly, right away, is not
getting their income turned on or finding a landlord, but it’s stabilizing them in a medical
home.” He says, “Some of their clients are so ill they could easily die before getting settled in
permanent housing.”
Purpose, Goals and Results
The overall purpose of the proposed initiative would be:
Wayback Machine" (PDF). December 1, 2015. Archived from the original (PDF) on December 1, 2015.
Retrieved September 16, 2017.
3 The 2013 Annual Homeless Assessment report (AHAR) to Congress" (PDF). The U.S. Department of Housing and
Urban Development. p. 42.
4 U.S. Department of Housing and Urban Development, "The Annual Homeless Assessment Report to Congress
(2008)", July 2009.
5 Current Statistics on the Prevalence and Characteristics of People Experiencing Homelessness in the United
States" (PDF). Substance Abuse and Mental Health Services Administration. May 10, 2007. Archived from the
original (PDF) on May 10, 2007.
6 Supportive Housing’s Vital Role in Addressing the Opioid Epidemic in New York State, in CSH Policy Brief. 2015,
Corporation for Supportive Housing.
7Caton, C.L., C. Wilkins, and J. Anderson. People who experience long-term homelessness: Characteristics and
interventions. in Toward understanding homelessness: The 2007 national symposium on homelessness research.
2007. US Department of Health and Human Services and Department of Housing and Urban Development
Washington, DC.
8 "Boston's Elderly Homeless Sicker Than Others, Research Finds", Science Daily, September 13, 2011.
9 Housing is the Best Medicine: Supportive Housing and the Social Determinants of Health. 2014, Corporation for
Supportive Housing.
10 Culhane, D.P., S. Metraux, and T. Hadley, Public service reductions associated with placement of homeless
persons with severe mental illness in supportive housing. Housing policy debate, 2002. 13(1): p. 107-163.
11 Rosenheck, R., et al., Cost-effectiveness of supported housing for homeless persons with mental illness. Archives of
General Psychiatry, 2003. 60(9): p. 940-951.
2
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To identify, refine, and test evidence-based best practices for providing medical care for
homeless persons under capitated financing arrangements.
The overall goals would be to:
• Redesign clinical interventions to more fully account for the personal and
environmental circumstances that adversely affect a homeless person’s health and
healthcare outcomes; and
• Better align the relationships among medical care, mental health and behavioral health
professionals with homeless shelters, affordable housing programs and related social
services programs serving homeless persons.
Individual-level Results
• Reduce homelessness and increase housing stability rates;
• Reduce drug dependencies, stabilize underlying mental illness symptoms, and improve
self-care capabilities among homeless persons served;
• Reduce use of jails and time on the streets where illnesses are exacerbated; and
• Reduce emergency room visits and hospital usage in comparison to a comparable group
of homeless persons.
System-level Results
• Improve homeless person access to public health and primary medical care services
necessary for addressing undiagnosed, untreated and inappropriately managed medical
problems and related disabilities;
• Expand access to publicly assisted housing;
• Improve the integration of housing and healthcare delivery;
• Better align funding and oversight for Medicare, Medicaid, substance abuse, law
enforcement, mental health, housing and social services for homeless persons;
• Eliminate Medicare and Medicaid financing and regulatory barriers to serving homeless
persons;
• Produce scientific evidence of what works and what doesn’t; and
• Improve the competencies of Medicare and Medicaid program officials, SNPs, MMPs,
and other MCOs and programs serving homeless persons.
Framework for Advancing New Care/Financing Models
The initiative would give primary attention to braiding the funding of related benefits and
services; coordinating related medical, housing and social services, and removing regulatory
impediments to advancing more cost effect options for serving homeless persons, While there
may be (and should be) variation in how care is provided from one setting to another, we
would propose the following care/financing framework to be used in crafting new and
improved clinical and oversight practices, given prevailing capabilities.
1. Integrated financing with a capitated payment strategy. The multiple,
disconnected funding streams that exist for healthcare, housing and social services
lead to challenges in creating an integrated model for serving homeless individuals.
Additionally, the federal, state, and local offices overseeing this funding have distinct
leadership that reinforces silo-based approaches to care. This initiative would look
at the full array of financing arrangements for serving homeless persons within any
given community; and seek to better align public (federal and state) funding and
oversight for related homeless programs, and coordinate with aligned
philanthropy— all designed to optimize TOTAL cost and quality performance for
homeless persons served through related public and private financing. We
recommend rooting this initiative in a capitated payment strategy that aligns related
funding, as much as possible, through a single source.
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2. Nontraditional outreach in nontraditional settings. The homeless are transient,
hard-to-find, and difficult to maintain a meaningful relationship. Most do not have a
mailing address or telephone. This initiative would develop and test alternative
ways for maintaining contact with homeless persons in need of medical care and
engaging with related homeless care programs. It is critical for homeless persons to:
1) be aware of important health and wellness consideration, 2) be able to monitor
their own health and health related conditions, 3) access medical services when
needed, and 4) receive follow-up monitoring and support when a condition has
been diagnosed and treated.
3. Flexible benefit and service design. In serving homeless persons, it is frequently
not possible or preferable to follow traditional protocols for diagnosing and treating
a given illness or injury, or for dispensing medication and monitoring compliance.
Frequently, a nontraditional or nonmedical intervention is as or more critical for
achieving a preferred health outcome than a traditional medical intervention might
be. This initiative would identify, develop and test options for varying benefits
design, use of supplemental benefits, definitions of network adequacy, etc.— to
improve health outcomes of unique importance to homeless persons.
4. Interdisciplinary care teams. Like care for any high-cost/high-risk subgroup,
interdisciplinary care teams are the glue to effective care. Helping homeless persons
stay out of jail, in stable housing, and off the street are important in achieving
personal and social, wellbeing as well as health outcomes. Mental health and
substance abuse services are also of heightened importance. This initiative would a)
build on existing approaches in defining or re-defining the use and composition of
care teams in serving homeless persons, including methods for assigning primary
care responsibilities; b) work with indigenous providers and allied primary, acute,
pharmacy, behavioral health and long-term care providers; and c) establish
protocols for allied clinics, pharmacies, hospitals, mental health clinics, and
substance abuse programs. The overall goal would be to reduce inappropriate use of
emergency rooms and hospitalization rates and prevent, delay or minimize the
progression of chronic disease and disability.
5. Addressing population differences and social risk factors. Effective clinical care
requires changes in treatment protocols to more fully account for the effects of
cultural, ethnic and race differences; the influences of social risk factors on health
and healthcare outcomes; and key population differences. The initiative would build
off of existing tools in seeking to identify, develop and tests ways to more fully
account for demographic differences and social factors, as well as tailor screening,
diagnosing, triage and care management to more fully account for differences in
serving transient vs chronic homeless persons as well as between younger adults
and seniors. This would include recommending modifications in care methods by
allied clinics, pharmacies, hospitals, and other aligned healthcare professionals.
6. Partnership with affordable housing and local community service programs.
Most outside contact for homeless persons is through an array of food bank and
clothes closet programs, homeless shelters and affordable housing providers, local
police, crisis intervention centers, victims of abuse and crime programs, HIV & STD
treatment centers, and mental health centers. The initiative would look at ways to
stabilize housing for homeless persons; and better align medical care with other
care provided to improve their overall access and effectiveness, including ways to
align Medicare, Medicaid, and HUD interests.
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7. Co-location of medical clinics with affordable housing and community-center
services. As a matter of priority, the initiative will identify and test options for: a)
co-locating a core set of clinic services with a particular housing or community
service program or cluster of programs, b) identifying what combination of services
is the most viable option for improving efficiencies; what medical services are best
to co-locate, such as screening, health education, and diagnostic services; and c)
identifying those arrangements that are most important in addressing the
interdependence of medical, psychosocial, and environmental concerns.
8. Integrated plan administration. Improving homeless care requires revisiting
relationships between Medicaid managed care and Medicare managed care,
whether that is by staff working within the same SNP or MMP, or by SNPs and other
Medicaid managed care organizations serving the same homeless persons. This
initiative will explore where and how to vary roles and responsibilities for
addressing marketing and enrollment, member service functions, provider
contracting, plan staffing, information systems design, regulatory compliance,
performance evaluation and quality improvement methods.
9. Program oversight. We propose the CMS Medicare-Medicaid Coordination Office
(MMCO) work with and through the Center for Medicare-Medicaid Innovation, and
in collaboration with an aligned group of state Medicaid agencies, on efforts to align
financing, policy and oversight among the array of government programs involved
in serving homeless persons. MMCO has a strong history of experience in dealing
with alignment issues related to serving special needs populations and could be
very helpful in finding more efficient and effective ways of monitoring programs for
homeless persons by removing financial and regulatory barriers to effective care
and aligning interdependent administrative relationships.
10. Leadership and Performance Evaluation. We propose the SNP Alliance provide
overall leadership in facilitating communication among participating plans, states,
and affiliate programs working together to craft and test best practices, remove
related legislative and regulatory barriers, and serve as a resource in moving
prototype methods to scale ASAP. We propose CMMI contract with a separate
national organization to evaluate the performance of interventions being advanced
through this national initiative; and in developing reports on ways to improve the
total quality and cost performance of serving homeless persons…particularly for
chronic homeless persons…nationwide.
Conclusion
Homeless persons are visible to virtually every person, in every city and community in
America. Their medical problems are real and growing. Virtually everyone involved in care of
homeless persons knows our current methods are broken. The CMMI has a unique
opportunity to advance new and improved methods for serving homeless adults with
important long-term quality and cost implications. The upside is high. The down side is low.
The time to act is now.
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4. SUMMARY AND FEEDBACK TO QUESTIONS
The SNP Alliance again appreciates the opportunity to provide feedback to CMI on innovations
to promote patient-centered care and test mark-driven reforms. We have included the
concepts of the guiding principles provided in the RFI in each of our 3 sections of
recommendations.
We believe that each of the proposed recommendations are consistent with improving choice,
incentives, patient-centered care, and benefit design. We have also included recommendations
for improved model design and evaluation.
Lastly, in Section 3, The National Heath Care Initiative to Integrate Care for Homeless Seniors
and Adults we have provided structure and approach for this model, as well as an innovative
financing strategy and opportunities for novel beneficiary outreach and engagement.
We look forward to further dialogue with CMS on these important issues for vulnerable highrisk and high-cost populations.
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AMDA – The Society for Post-Acute and Long-Term Care Medicine is
pleased to offer our comments to the Centers for Medicare & Medicaid
Services (CMS) on the RFI entitled Innovation Center New Direction.
The Society is the only medical specialty society representing the
community of over 50,000 medical directors, physicians, nurse
practitioners, physician assistants, and other practitioners working in the
various post-acute and long-term care (PA/LTC) settings. The Society’s
5,500 members work in skilled nursing facilities, long-term care and
assisted living communities, continuing care retirement communities
(CCRC), home care, hospice, PACE programs, and other settings. Our
members are dedicated to care for the most high-risk and costly group of
beneficiaries covered by Medicare and Medicaid programs.
The Society, remains committed to ongoing engagement with CMS as the
Agency continues the transition of the Medicare program from volume to
value. We have regularly offered comments on prior CMMI initiatives, as
we strive to ensure appropriate representation of the frail, medically
complex patient population served by our member clinicians, a population
too often otherwise overlooked. The Society particularly appreciates
those proposals that have aimed to improve patient care while reducing
the burdens on PA/LTC clinicians. The Society strongly recommends
that any new direction for CMMI continues to prioritize creating an
equitable system that properly recognizes the necessary skill set and
rewards clinicians for excellence in delivering care to our nation’s most
vulnerable and costly citizens, including those at the end-of-life.

2
In general, the Society supports the guiding principles outlined in the RFI as a roadmap for
future CMMI efforts. However, we have concerns about how these principles might be applied
to the delivery of high-quality, cost-efficient, and compassionate post-acute and long-term care,
as we note below each principle.
1) Choice and competition in the market – Promote competition based on quality, outcomes, and costs.
The Society strongly supports this guiding principle. We believe, however, that such competition is not
feasible without clearly-understood, well-designed, and actionable measures of quality, outcome, and
costs. Development of measures targeted to post-acute and long-term care (PA/LTC) has lagged far
behind those for acute care, hampered by the diversity of the patient population and the wide spectrum of
care settings. The PA/LTC patient population in SNF and NFs varies widely from short-term stays to
long-term complex stays. The absence of targeted measures has led to reliance upon existing acute care
measures, leading to unintended consequences. For example, one of the biggest challenges PA/LTC
clinicians have faced during the 2017 MIPS performance period has been the requirement to submit data
on at least one outcome measure. The measure most relevant to the practices of PA/LTC clinicians was
Diabetes: Hemoglobin A1c (HbA1c) Poor Control (>9%), a measure that was benchmarked for an
ambulatory setting and thereby poorly designed for application in the PA/LTC population because a level
of nine is too low for this population.1 There is currently no agreement on ideal outcome measures for the
PA/LTC environment. However, we suggest that more meaningful measures could be developed in
conjunction with CMS based upon data already being collected and submitted to CMS, such as that of the
SNF Minimum Data Set (MDS).
Improved measures will be insufficient, however, without thoughtful risk-adjustment, particularly given
the diversity of PA/LTC patient disease burden and the range of care settings. Without proper risk
adjustment in the program, clinicians who see medically complex patients in PA/LTC settings will
continue to be disadvantaged. While we believe that both the Hierarchical Condition Category scale and
the proportion of Medicare-Medicaid dually eligible patients are useful, we also strongly recommend that
CMS consider place of service (POS) codes (POS 31 SNF and POS 32 NF) to provide additional,
meaningful granularity in capturing medical complexity.
Another approach to allowing valid comparison and thereby promoting fair competition would be to adapt
facility-based measures to use in measuring practitioner performance. This approach is already allowed
for certain specialties in the MIPS program and would recognize the close linkage between PA/LTC
facilities and their clinicians in patient care delivery and incentivize them to work together towards
optimal outcomes. The Society strongly recommends that CMS apply this approach to PA/LTC clinicians
when building new models and strategies.
Fair competition based on resource use depends on valid cost attribution methods. CMS already
acknowledges the challenges of cost attribution to PA/LTC practitioners as reflected in the exemption
under MIPS of skilled nursing facility (SNF, place of service [POS] 31) patients from cost attribution.
Patients in the PA/LTC sector are likely seeing other practitioners throughout the health care system,
making it easy for PA/LTC practitioners to easily be attributed responsibility for costs outside of their
control, especially since there is no specialty identifier in the Medicare system for PA/LTC practitioners.
1

Sussman JB1, Kerr EA1, Saini SD1, Holleman RG2, Klamerus ML2, Min LC1, Vijan S1, Hofer TP1. Rates of Deintensification of
Blood Pressure and Glycemic Medication Treatment Based on Levels of Control and Life Expectancy in Older Patients With
Diabetes Mellitus. JAMA Intern Med. 2015 Dec;175(12):1942-9. doi: 10.1001/jamainternmed.2015.5110.

3
The Society has applied for a specialty code designation for clinicians who practice in the PA/LTC setting.
We believe rapid resolution of this matter would allow clinicians to be compared on a more equal scale.
Many PA/LTC patients are intrinsically high-cost, having just come out of an acute hospitalization and
having been assessed as too ill, or too functionally and/or cognitively impaired, to be discharged to home.
2) Provider Choice and Incentives – Focus on voluntary models, with defined and reasonable control
groups or comparison populations, to the extent possible, and reduce burdensome requirements and
unnecessary regulations to allow physicians and other providers to focus on providing high-quality
healthcare to their patients. Give beneficiaries and healthcare providers the tools and information they
need to make decisions that work best for them.
Incentivizing practitioners through measurement and recognition of high-quality, cost-effective care
requires well-designed comparison groups. Diverse patients and multiple practice settings present serious
challenges to creating valid comparison groups for PA/LTC practitioners. Several large PA/LTC
physician groups have developed more-targeted risk-adjustment models that could aid in the creation of
reliable comparison groups. These models appear to provide a better risk stratification than that currently
employed by CMS. For example, one model uses the Frailty Index derived MDS data already being
collected, and this model predicts a multitude of adverse outcomes better than other currently available
measures, without additional medical provider work.
For whatever models and strategies that may emerge from new directions at CMMI, a high-priority goal
should be to streamline and harmonize data reporting and documentation requirements for clinicians who
practice in multiple settings. Many PA/LTC practitioners deliver care in multiple settings, many of which
are at a low level of electronic health record sophistication, compounding practitioner administrative
burden.
3) Patient-centered care – Empower beneficiaries, their families, and caregivers to take ownership of
their health and ensure that they have the flexibility and information to make choices as they seek care
across the care continuum.
Patient-centeredness and patient empowerment are extremely important in PA/LTC settings and intrinsic
to delivering the highest-value PA/LTC care. Patients cared for by our members, and their families, place
high value on care that attempts to elicit the values and goals of the patient and their family; to understand
the true needs of the individual that will help to maintain health stability including community based
services and supports; and to establish care networks that will avoid hospitalizations and support these
individuals in low cost environments. Patient preferences reach beyond end of life care and treatment
choice highlighted in the ambulatory or hospital setting, and often encompass being cared for in the least
restrictive setting, to achieve or maintain medical stability, dignity, comfort, quality of life and function.
Assessing practitioner delivery of successful patient-centered PA/LTC care is challenging, as there are no
widely-accepted patient-reported outcome measures. The most frequently used measure of patient
satisfaction, CAHPS surveys, are not designed for, and are inappropriate for, skilled nursing facility-based
clinicians because in many situations the source of the information is not reliable due to mental status of
the patients being surveyed or other issues outside the control of the clinician. Adding to the challenge is
the administrative barrier that no PA/LTC practice can successfully report under the current measure
reporting requirements for GPRO Web Interface. It is fair to say that patients often do not want to be in a
nursing facility, and when they go there, the experience is colored negatively by their preconceived
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impressions of what nursing homes are like. Too often their admission to a nursing home is the result of
inadequate resources to allow care at home, decline in function, complications resulting from
hospitalization, or progression of multiple end-stage chronic conditions. Physicians caring for patients
there may be unfairly given lower ratings
4) Benefit design and price transparency – Use data-driven insights to ensure cost-effective care that also
leads to improvements in beneficiary outcomes.
There is a paucity of data relevant to PA/LTC care upon which to build. One source is the BPCI program.
The BPCI final results are not yet available, but the Models 2-4 Year 2 report (Lewin BPCI models 2-4
Year 2 report pp161-2, 177-8) contains worthwhile data, particularly from Model 3 that was entirely
focused on post-acute care. Although the number of participant SNFs was small (n=68) and the maximum
patient care period was 90 days, BPCI Model 3 did show that nearly all facilities were able to plan and
implement multiple care redesign activities despite limited prior experience in doing so.
Episode-type payments made jointly to PA/LTC practitioners and facilities, or other payment
arrangements that allow shared savings and risk by both groups, could also be considered. Another
approach could be a wraparound payment to PA/LTC practitioners for serving a medical home type
function for beneficiaries who are long-term facility residents.
5) Transparent model design and evaluation – Draw on partnerships and collaborations with public
stakeholders and harness ideas from a broad range of organizations and individuals across the country.
Carefully designed model evaluation is significant. The Society has recommended to CMS the
development of a cost to risk algorithm. This algorithm should be based on previous utilization data and
should incorporate specific, patient-level characteristics, including functional status, age, and frailty, to
accurately evaluate clinicians’ performance. PA/LTC is an important area to design and test new models
of medical practice, especially since the old model of primary care physicians expending a small portion
of their effort in this setting is giving way to PA/LTC specialists who practice exclusively in nursing
homes.
6) Small Scale Testing – Test smaller scale models that may be scaled if they meet the requirements for
expansion under 1115 A(c) of the Affordable Care Act (the Act). Focus on key payment interventions
rather than on specific devices or equipment.
The Society believes that the many gaps in knowledge and experience about value-based PA/LTC care
delivery make this health care sector a fertile field for small-scale testing as an efficient starter strategy.
Testing could be jumpstarted by incorporating measures built upon the Society’s practice guidelines rather
than delaying for the time needed to develop new measures through the NQF approval process.
The Society offers the following comments on the focus areas for Potential Models as
described in the RFI.
Increased participation in Advanced Alternative Payment Models (APMs)
The needs of the PA/LTC patient populations are not well addressed in the current CMMI portfolio. APM
patient populations in the portfolio are defined by specific diseases (Oncology Care Model) or care
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episodes (CJR) or built upon primary care delivery. To better represent these patients and their needs, one
or more APMs should define their target patient populations primarily by SNF/NF status. We reiterate that
overall, patients seen in POS 31 (SNF) more closely resemble acute-care hospital patients (since they are
usually receiving post-acute care after leaving a hospital), whereas those in POS 32 (NF) are functionally
impaired and chronically ill longer-stay patients for whom the facility is their new “home” where they
receive primary care services.
We strongly urge CMS to expand the number of Advanced APMs (AAPMs) by providing more flexibility
on what it defines as an advanced APM. The CEHRT criterion is challenging for post-acute care models,
since skilled nursing facilities were not included in the Meaningful Use program and were not financially
incentivized to purchase EHR software and hardware. A waiver to modify or reduce the CEHRT
requirement for a PA/LTC Advanced APM seems well within CMMI’s authorities. The limited number
of PA/LTC relevant measures is an obstacle to meeting the AAPM requirement to link practitioner
payment to MIPS-comparable measures. Flexibility in considering measures outside of MIPS or the NQF
inventories would be helpful. Finally, the investment cost for post-acute care practitioners and their
facility partners is higher than that in other AAPM settings (e.g., ambulatory primary care, dialysis
facilities) and should be allowed for inclusion in satisfying the nominal amount AAPM standard. Much of
the difference is due to the delayed dissemination of EHR technology in the post-acute sector that will
need to be made up rapidly as well as the less mature state of development of post-acute care re-design
that will require significant capital and human resource investment to accelerated

Physician Specialty Models
Eligible Professionals practicing in this sector are generally not involved, and in fact are excluded from,
any bundled programs or ACOs. Priority should be given to rapid review of related PFPM proposals and
to providing technical assistance to groups who are developing such proposals, given the paucity of
experience upon which to build these models.
APMs focused on SNF/NF patient populations would also allow physicians who focus on caring for these
patients to actively engage in APM design and implementation rather than being marginalized as
downstream care givers to be managed during the delivery of episode or disease-based care.
Considerations in building these models include: account for the unique patient needs and practice of
PA/LTC. CMS must ensure that the focus on financial efficiency and cost savings does not trump
competent, patient-centered care for the frail elderly in the PA/LTC setting. The agency must, by working
with clinicians and other stakeholders, devote resources to develop evidence-based quality measures,
which each APM would meet that reflect appropriate PA/LTC care. The Society is in alignment with the
approach recommended by the Altarum Institute’s Center for Elder Care and Advanced Illness, to create
APMs that reflect the functional and health needs of the growing numbers of frail elders.

State-Based and Local Innovation, including Medicaid-focused Models
CMS says in QPP they want to work with states on value-based payment designs for Medicaid
that will qualify as AAPMs these must include post-acute care since many facility residents are
dual eligible.
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Program Integrity
Clinicians in PA/LTC play a critical role in building post-acute networks and are key partners in reducing
rehospitalizations and reducing cost. However, in many instances, that requires physicians to make more
frequent face-to-face visits that might trigger them as outliers, with concerns about meeting the “medical
necessity” requirements for Evaluation & Management coding of these visits. This may trigger Program
Integrity audits that are costly, burdensome and discourage clinicians from participating in these models.
CMS must therefore use CMMI waiver authority to facilitate these visits (analogous to waiver to allow
payment for postoperative home visits under CJR) and/or ensure that clinicians have the capability to have
gain-sharing arrangements in the APMs so that they can be appropriately reimbursed for the care they
provide, and that clinicians not be penalized for keeping a close watch on the very ill post-acute patient
population.
The Society is committed to working collaboratively and constructively with CMMI as it reassesses how
best to lead the Medicare program in value-based care delivery
Sincerely,

Heidi K. White, MD, MHS, M.Ed., CMD
President

November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Ave SW, Mail Stop 314G
Washington, DC 20201
For electronic submission to CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
The Society for Vascular Surgery (SVS), a professional medical society composed of 5,800 specialtytrained vascular surgeons and other medical professionals who are dedicated to the prevention and
treatment of vascular disease, offers the following comments on the Centers for Medicare and Medicaid
Services: Innovation Center New Direction Request for Information (RFI).
SVS has formed an Alternative Payment Model Working Group that is working on developing
alternative payment models (APMs) that can qualify under the Advanced APM option of the Quality
Payment Program for the treatment of peripheral vascular disease and for providing vascular access for
dialysis treatments. SVS members are interested in the significant opportunities these models could
provide for physicians to improve the quality and outcomes of their patients’ care using clinical
interventions that are currently not reimbursed under the Medicare program, but that could lower the
overall cost in Medicare spending for the treatment of vascular disease.
It is critical that physicians be involved in designing APMs because only physicians can ensure that
alternative ways of delivering services are appropriate and support the needs of their patients. Also, as
part of its next steps following the review of comments to this RFI, CMMI needs to amend the current
regulations regarding quality measures, CEHRT use, and especially the financial risk criteria to qualify
as an Advanced APM. SVS believes that CMMI and CMS have set the bar unnecessarily high,
especially regarding the definitions for nominal risk to be an Advanced APM.
Provisions of the RFI – Guiding Principles
•

Choice and competition in the market – Promote competition based on quality,
outcomes, and costs.

SVS believes that this is an important principle, but one that is not ready for implementation until
CMMI has developed reliable, valid, and accurate datasets on a national level. This includes cost data,
patient characteristic data, including co-morbidities, and quality data. Having this principle apply to
APMs prior to this data being available and organized in a way that Medicare beneficiaries can easily

understand, could lead to Medicare beneficiaries making choices that are not in their best healthcare
interest. One of the ways that CMMI can facilitate the collection of these national data sets is to work
with medical societies, such as SVS, that have clinical data registries that collect data from practices
across the nation. CMMI needs to provide support for these registries, including access to Medicare
claims data that they could use with their clinical data to help CMMI with data for APM development on
the specific diseases that SVS members treat. This is an essential component in creating an APM that
maximizes quality, outcomes and costs. And the more successful an APM is in these areas, the more it
will be a “competitive” option for beneficiaries and providers to participate in. Also, CMMI needs to
encourage APM designs that would allow for the cost of registry participation to be covered under
the payment methodology of the APM.
•

Provider Choice and Incentives

SVS supports this principle and we agree with CMMI that APMs should be voluntary regarding
participation. APMs should be categorized as research projects with a hypothesis and endpoints
ensuring adequate evaluation prior to their implementation. By viewing APMs as research projects,
CMMI would promote a philosophy of physician involvement in developingAPMs, knowing this is an
ongoing process and may not be perfect during the initial periods of the APM testing period. Also, by
promoting APMs as ongoing clinical research project as a principle, CMMI should then allow for APMs
to be modified as we learn more from their implementation during the testing period. This also supports
CMMI doing small-scale, rapid testing forAdvanced APMs that are created by medical societies with a
timely evaluation and modifications, if needed, before expansion. This would allow for more Advanced
APMs to be made available sooner to physicians.
In developing APMs, CMMI should take maximum advantage of opportunities to lessen administrative
burdens, including the use of certified electronic health records by waiving unnecessary and problematic
requirements in existing payment systems. Before any administrative requirement is imposed, potential
participants in the APM should be given the opportunity to suggest less burdensome approaches to
achieving the same goal, and then the APM should provide participants with adequate resources to cover
the costs of implementing any administrative requirements, which have been shown to be prohibitively
expensive for some practices.
As part of this principle, CMMI needs to provide the resources physicians need to deliver new types of
services, including increased payments, to support the clinical transformations proposed in our
Advanced APMs and to cover the costs of participating in registries that support the quality measure
aspects of these Advanced APMs. SVS members are willing to take accountability for the aspects of
spending and quality they can control or influence, if they have adequate resources and flexibility to
deliver high quality care in the most appropriate settings.
Physicians are willing to participate in APMs that hold them accountable for decisions on the
appropriateness of tests they order, procedures they perform, medications they administer, and whether
patients are discharged to their homes or to expensive facilities, but they are not willing nor should
CMMI expect them to take risk for things they cannot control.
•

Patient-centered care

Patient-centered care is important, but more important is increasing a patient’s healthcare literacy so that
the patient can be a partner in their care with their physician. SVS would recommend that CMMI add
the need to increase a patient’s healthcare literacy to this principle to help ensure the success of APMs.
•

Benefit design and price transparency

SVS would ask that as part of this principle, CMMI adopt a policy of providing access to Medicare
claims data to medical specialty societies free of charge, including Medicare Advantage plan data given
that it provides coverage to 30 – 35 percent of the Medicare. We also believe that prior to any
discussion regarding price transparency, CMMI must develop and est a validated risk adjustment
methodology that has been open for comment by specialty societies.
•

Transparent model design and evaluation

CMMI has imposed aggressive deadlines on applicants for submitting applications and reports, but the
agency takes 18-24 months to carry out its complex internal process of deciding whether and how to test
a payment model. The entire process should be redesigned to enable limited-scale tests of APMs to be
implemented within 6 months following submission of a detailed proposal and broader-scale tests to be
implemented within 12 months. We are particularly concerned that there seems to be no pathway or
timeline for stakeholder developed APMs to be tested by CMMI, and no integration between the PTAC
process and CMMI such that APMs recommended by the PTAC can be tested or implemented. SVS
urges CMMI to develop a transparent process with reasonable deadlines for implementing APMs that
are recommended by the PTAC.
•

Small Scale Testing

SVS supports this principle and believes that this will allow for more Advanced APMs to be
implemented in a rapid manner with real-time changes being implemented as needed during the testing
phase. SVS very much looks forward to working with CMMI to implement the Advanced APMs
currently being developed for peripheral vascular disease and forvascular access for dialysis.
Focus Areas for APMs
We have several comments regarding the focus areas proposed in the RFI:
•

Expanded Opportunities for Participation in Advanced APMs

Participation in current Advanced APMs has been limited because of the paucity of APMs and the
problematic designs of the existing Advanced APMs. The number one priority for CMMI should be to
work with medical societies and their physician members regarding the development and testing of new,
physician-focused APMs. Physicians are an integral part of the patient’s care experienceand their
clinical experience are responsible for designing standards of care and evidence-based practice
guidelines that could provider higher quality and better costs.
SVS believes that CMMI should create some system where medical societies could apply for an
assigned CMMI staff person to work with them on their Advanced APMs design as a mentor. CMS
should also provide access to Medicare claims data for APM design research purposes free of charge.

CMS should also expand its APM toolkit to contain general APM designs that it would approve
allowing medical societies to then customize those APM designs to meet their patient populations,
clinical interventions, and cost benchmarks. CMMI should look to create these partnerships with
medical professionals and medical societies because we direct the care for our patients and have the best
knowledge regarding research, clinical practice guidelines, and best practices.
We recommend that CMS modify its regulations to allow a much larger number of the APMs being
tested by CMMI to qualify as “Advanced” APMs. The current regulations regarding quality measures,
CEHRT use, and especially the financial risk criteria to qualify as an Advanced APM set the bar
unnecessarily high.
•

Consumer-Directed Care and Market-Based Innovation Models

We support empowering consumers to drive change through the choices they make, but this can only be
effective if consumers are educated regarding health-care literacy or they will not be able to make good
choices. Many Medicare beneficiaries are single, older, and do not have family to help them with their
healthcare decisions. Asking Medicare beneficiaries to participate in models where they directly
contract with healthcare provider is way too complicated for most beneficiaries. Instead CMMI needs to
encourage physicians to develop innovative care delivery models and payment models. These models
then need to be implemented quickly to give consumers multiple good choices for care delivery, rather
than a choice between the current system and one APM.
SVS is concerned that CMMI is looking to only test consumer models where patient’s costs would be
less. However, in many cases, better outcomes can only be achieved with additional services or more
intensive services that will involve higher costs in the short run, but a better outcome and overall value
to the healthcare system overall due to a reduction in complications, re-admissions, and emergency room
visits. We support testing of models in which physicians can deliver more or different services to
patients who need them and to increase reimbursements for these additional services and procedures.
SVS would recommend that CMMI not make consumer-directed care models an initial focus of its
efforts due to the complexities around public reporting of data and the measurement science that
supports it. Rather, the focus should first be on adoption, testing and refinement of APMs for medical
specialties. Otherwise, CMMI runs the risk of releasing information about APM entities that is
inaccurate and could lead patients to make inaccurate inferences about cost and quality. SVS has been
involved with the Acumen, LLC project for the Centers for Medicare and Medicaid Services (CMS) and
there are still many issues regarding: 1) setting the triggers for the episode to appropriately measure the
costs; 2) how to attribute costs to each clinician caring for the patient; and 3) risk adjustment of the costs
for a specific patient. Once APM models are stable and practices have had at least several years’
experience with implementing an APM, then CMMI should focus its attention on releasing cost and
quality information to the public about APMs, first.
•

Physician Specialty Models

CMMI’s highest priority should be expanding the availability of APMs in which specialists can
successfully participate. Instead of CMMI defining such payment models itself, the agency should
commit to implementing condition-specific APMs that have been developed by physicians and medical
professional specialty societies and all APM models that have been recommended by the PTAC. CMMI

should collaborate with societies like SVS, providing them with technical assistance during the APM
design process. CMMI could accelerate these efforts, provide them with support, including access to
Medicare claims data and commit to implementing the APMs medical professional societies develop
after they are approved by either CMMI or PTAC.
•

Medicare Advantage Innovation Models

Instead of designing APMs for Medicare Advantage plans, CMMI should act as a broker/match-making
between physician specialty societies and Medicare Advantage plans. Even though Medicare
Advantage plans have the flexibility to pay physicians differently, most of them pay physicians and
other providers using standard fee-for-service systems. When they do implement APMs, they often use
different quality measures, attribution systems, risk adjustment formulas, and non-transparent data and
prior-authorization requirements which increases administrative burdens for physicians. Although CMS
has tried to encourage multi-payer participation in some of its APMs by selecting states and regions
where payers other than CMS are willing to participate, this makes it impossible for physicians to
participate in a CMS APM if they are in a region with high MA penetration where the MA plans are
unwilling to participate. We recommend that CMMI reverse its approach – it should allow willing
physicians to participate in an innovative APM even if only Medicare patients participate in it, but then
both CMMI and the participating physicians should encourage Medicare patients to choose a health plan
(whether it be an MA plan or traditional Medicare) that reimburses physicians using an APM that
supports effective care.
+++
The SVS appreciates the opportunity to provide comments on this CMMI Request for Information. If
you have any questions or need additional information, please contact Pamela Phillips, Director of the
SVS Washington Office.

Sincerely,
R. Clement Darling, III, MD
President
Society for Vascular Surgery
Sean Roddy, MD
Chair, Policy, and Advocacy Council
Society for Vascular Surgery
Yazan Duwayri, MD
Chair, APM Working Group
Society for Vascular Surgery

November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
200 Independence Ave SW, Mail Stop 314G
Washington, DC 20201
For electronic submission to CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma:
On behalf of the Society of Gynecologic Oncology (SGO), I am pleased to submit comments on the
Centers for Medicare and Medicaid Services: Innovation Center New Direction Request for Information (RFI).
The SGO is the premier medical specialty society for physicians trained in the comprehensive
management of gynecologic cancers in women. Our purpose is to improve the care of women with
gynecologic cancers by encouraging research and disseminating knowledge, raising the standards of
practice in the prevention and treatment of gynecologic malignancies and collaborating with other
organizations interested in women’s health care, oncology, and related fields.
As medical professionals with a special interest and expertise in gynecologic cancers, we dedicate our
work to helping women conquer the cancers unique to them. We uphold the highest standards of quality
care, and through research, we are creating new and innovative ways to improve the treatment and care of
patients, including the development of an alternative payment model for the care and treatment of women
with endometrial cancer. SGO members advocate and contribute to a comprehensive approach to
screening, diagnosis, and treatment; empowering women with the knowledge to provide answers, support,
and hope.
Our comments will address the following areas in the CMMI RFI:
SGO has formed a Payment Reform Taskforce that is working on developing alternative payment models
(APMs) that can qualify under the Advanced APM option of the Quality Payment Program for the
treatment of gynecologic cancers. We have started our APM development with the most common
gynecologic cancer, endometrial cancer, but hope over time to develop APM modules or complete models
for all the gynecologic cancers.
SGO members are interested in the significant opportunities these models could provide for physicians to
improve the quality and outcomes of their patients’ care using clinical interventions that are currently not
reimbursed under the Medicare program, but that could lower the overall healthcare spending for the
treatment of gynecologic cancer. We have also engaged in conversation with commercial insurance
companies regarding the endometrial cancer APM, validating our data model with their commercial
datasets, as well.
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It is critical that physicians be involved in designing APMs because only physicians can ensure that
alternative ways of delivering services are appropriate and support the needs of their patients.

Provisions of the RFI – Guiding Principles
•

Choice and competition in the market – Promote competition based on quality,
outcomes, and costs.

SGO believes that this is an important principle, but one that is not ready for implementation until CMMI
has achieved the ability to have reliable, valid, and accurate datasets on a national level. This includes
cost data, patient characteristic data, including co-morbidities, and quality data. Having this principle
apply to APMs prior to this data being available and organized in a way that Medicare beneficiaries can
easily understand, would be challenging. One of the ways that CMMI can facilitate the collection of
these national data sets is to work with medical societies to provide support for clinical data registries,
including access to Medicare claims data that we could use with clinical data to help CMMI work with us
on APM development on the specific diseases that SGO members treat.
•

Provider Choice and Incentives

SGO supports this principle and we agree with CMMI that APMs should be voluntary regarding
physician participation. APMs should be categorized as research projects with a hypothesis and
endpoints. This also supports CMMI doing small-scale, rapid testing of these Advanced APMs that are
created by medical societies with a timely evaluation and then expansion. This would allow for more
Advanced APMs to be made available to physicians, sooner.
In developing APMs, CMMI should take maximum advantage of opportunities to lessen administrative
burdens, including the use of certified electronic health records by waiving unnecessary and problematic
requirements in existing payment systems. Before any administrative requirement is imposed, potential
participants in the APM should be given the opportunity to suggest less burdensome approaches to
achieving the same goal, and then the APM should provide participants with adequate resources to cover
the costs of implementing any administrative requirements.
As part of this principle, CMMI needs to provide the resources physicians need to deliver new types of
services, including increased payments, to support the clinical transformations proposed in our Advanced
APMs. SGO members are willing to take accountability for the aspects of spending and quality they can
control or influence if they have adequate resources and flexibility to deliver high quality care in the most
appropriate settings.
•

Patient-centered care

Patient-centered care is vitally important. Equally as important, is increasing a patient’s healthcare
literacy so that the patient can be a partner in their care with her physician. SGO would recommend that
CMMI add the need to increase a patient’s healthcare literacy to this principle.
•

Benefit design and price transparency

SGO would ask that as part of this principle, CMMI adopt a policy of providing access to Medicare
claims data to medical specialty societies free of charge. We also believe that prior to any discussion
regarding price transparency, CMMI must develop and have tested a validated risk adjustment
methodology that has been open for comment by specialty societies.
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•

Transparent model design and evaluation

CMMI has imposed aggressive deadlines on applicants for submitting applications and reports, but the
agency takes 18-24 months to carry out its complex internal process of deciding whether and how to test a
payment model. The entire process should be redesigned to enable limited-scale tests of APMs to be
implemented within 6 months following submission of a detailed proposal and broader-scale tests to be
implemented within 12 months. We are particularly concerned that there seems to be no pathway or
timeline for stakeholder developed APMs to be tested by CMMI, and no integration between the PTAC
process and CMMI such that APMs recommended by the PTAC can be tested or implemented. SGO
urges CMMI to develop a transparent process with reasonable deadlines for implementing APMs that are
recommended by the PTAC.
SGO also urges CMMI to create a process where medical specialty societies can apply to CMMI to be
assigned to a CMMI staff team that would work with use regarding model design and evaluation on a
longer-term basis.
•

Small Scale Testing

SGO supports this principle and believes that this will allow for more Advanced APMs to be
implemented in a rapid manner. SGO very much looks forward to working with CMMI to implement the
Advanced APMs that we are developing in gynecologic cancer, specifically our first model for
endometrial cancer.

Focus Areas for APMs
We have many comments regarding several of the focus areas proposed in the RFI:
•

Expanded Opportunities for Participation in Advanced APMs

Participation in current Advanced APMs has been limited because of the limited number of such APMs
and the problematic designs of the existing Advanced APMs. The number one priority for CMMI should
be to work with medical societies regarding the development and testing of new, physician-focused
APMs. CMMI should create some system where medical societies can apply to CMS to be assigned to a
CMMI staff person to work with them on their Advanced APMs design as a mentor. CMS should also
provide access to Medicare claims data for APM design research purposes free of charge. CMS should
also expand its APM toolkit to contain general APM designs that it would approve allowing medical
societies to then customize those APM designs specific to their patient populations, clinical interventions,
and cost benchmarks.
We recommend that CMS modify its regulations to allow a much larger number of the APMs being tested
by CMMI to qualify as “Advanced” APMs. The current regulations regarding quality measures, CEHRT
use, and especially the financial risk criteria to qualify as an Advanced APM set the bar unnecessarily
high.
•

Consumer-Directed Care and Market-Based Innovation Models

We support empowering consumers to drive change through the choices they make, but this can only be
effective if consumers are educated regarding health-care literacy or they will not be able to good choices.
Many Medicare beneficiaries are single, older, and do not have family nearby to help them with their
healthcare decisions. Instead, CMMI needs to put all its resource into encouraging physicians to develop
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innovative care delivery models and payment models and implementing them quickly will give
consumers multiple good choices for care delivery, rather than a choice between the current system and
one APM.
SGO is concerned that CMMI is looking to only test consumer models where patient’s costs would be
less. However, in many cases, better outcomes can only be achieved with additional services or more
intensive services that will involve higher costs in the short run, but a better outcome due to a reduction in
complications, re-admissions, and emergency room visits. This is what we have found in the
development of our APM for endometrial cancer. We support testing of models in which physicians can
deliver more or different services to patients who need them and to be paid more for doing so.
•

Physician Specialty Models

CMMI’s highest priority should be expanding the availability of APMs in which specialists can
successfully participate. Instead of CMMI defining such payment models itself, the agency should
commit to implementing condition-specific APMs that have been developed by physicians and medical
specialty societies and all APMs that have been recommended by the PTAC. CMMI should collaborate
with societies like SGO, providing them with technical assistance during the APM design process.
CMMI could accelerate these efforts, provide them with support, including access to Medicare claims
data and commit to implementing the APMs they develop after they are approved by either CMMI or
PTAC.
•

Medicare Advantage Innovation Models

Instead of designing APMs for Medicare Advantage plans, CMMI should act as a broker/match-making
between physician specialty societies and Medicare Advantage plans. Even though Medicare Advantage
plans have the flexibility to pay physicians differently, most of them pay physicians and other providers
using standard fee-for-service systems. When they do implement APMs, they often use different quality
measures, attribution systems, risk adjustment formulas, and other components than other payers do,
which increases administrative burdens for physicians. Therefore, SGO recommends that CMMI reverse
its approach – and support the creation of APMs where the Medicare Advantage plan and the medical
specialty society are working together from the very beginning.
+++
If the SGO can provide CMS with additional information regarding this matter, please do not hesitate to
contact Jill Rathbun, SGO Director of Government Relations at 703-486-4200.
Sincerely,

Laurel W. Rice, MD
President
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November 20, 2017
Seema Verma, Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The Society of Hospital Medicine (SHM), on behalf of the nation’s nearly 57,000
hospitalists, welcomes the opportunity to provide feedback on the Request for
Information (RFI) on new directions for the Centers for Medicare & Medicaid
Services (CMS) Innovation Center.
Hospitalists are front-line healthcare providers in America’s hospitals for
millions of hospitalized patients each year, many of whom are Medicare and
Medicaid beneficiaries. The field of hospital medicine includes physicians, nurse
practitioners, physician assistants, and practice administrators, all of whom
work together to manage the inpatient medical needs of patients and to
improve the safety and efficiency of their healthcare systems. Hospital medicine
is a specialty built around delivery system reform and continues to lead the way
in developing more streamlined and patient-centered care processes and
systems.
As a result of their positioning in the healthcare system and the specialty
currently participating in the CMMI BPCI program in the largest numbers,
hospitalists have highly vested interests in the work of the CMS Innovation
Center and strongly support its mission to develop and test innovative payment
and delivery system reforms. We strongly encourage the Innovation Center to
continue its important work of moving the healthcare system towards a more
sustainable path and urge that it to continue working hand-in-hand with
stakeholders to achieve these aims.
Comments on Guiding Principles
We are strongly supportive of the principle of transparent model design and
evaluation. Transparency and collaboration is crucial to make real reforms to
the healthcare system. By engaging stakeholders throughout the entire model
design lifecycle, the Innovation Center would be better able to leverage on-theground expertise in the functioning of the healthcare system, while
simultaneously building provider trust and buy-in for those models.

SHM urges the Innovation Center to be mindful of limitations in measures and data analysis as it
prioritizes expanding choice and competition. For informed choice, providers and beneficiaries will need
to have accurate and meaningful information. We are skeptical of the current ability for measures and
payment models to provide the type of data necessary for fair and unbiased analyses. Our experiences
with current and past payment models and measurement schemes have yielded many examples of
assessment and payment adjustments based on incomplete or inaccurate data. The field of quality and
cost measurement remains underdeveloped and we caution its use as the primary means to support
informed decision-making or to determine payment adjustments for providers.
Potential Models and Focus Areas
1. Expanded Opportunities for Participation in Advanced APMs
SHM has consistently voiced concern regarding the inability for most providers to access the advanced
alternative payment model (Advanced APM) track under the Medicare Access and CHIP Reauthorization
Act (MACRA). Although we strongly support the goal of increasing the participation in Advanced APMs
and believe CMS has a responsibility to ensure providers have a choice in the MACRA pathways, there
are significant barriers to provider participation and success in the Advanced APM pathway. The MACRA
APM incentive is time-limited, and though this incentive could be an important driver of change, it will
likely remain inaccessible to providers. To this end, the Innovation Center must make developing and
supporting Advanced APM models a primary priority, including finalizing an Advanced APM-eligible
bundled payment model.
The participation thresholds for Qualifying Participant (QP) status are a significant barrier for providers.
Even in broad-based Advanced APMs, such as ACOs, it will likely be challenging for individual providers
to meet the thresholds of patients or payments, given the heterogeneity of patient populations and
payors. For many clinicians who may be unable to commence work in a broad-based APM, conditionbased models, such as bundled payments, yield a similar impediment towards meeting QP thresholds. It
will be impossible for most providers to have enough patients or to implement enough models to meet
QP thresholds, even at their lowest level. CMS and the Innovation Center must radically reframe their
thinking about how providers can accurately meet the thresholds. For example, the Innovation Center
could restructure the denominator in the QP calculation to more accurately count model-eligible
patients or payments, which would better enable providers to meet thresholds. Alternatively, the
Innovation Center could explore use of its waiver authority to authorize models that exist outside of the
thresholds while still meeting the underlying policy philosophy behind thresholds (demonstrated
investment and expansion of the model in the practice).
2. Consumer-Directed Care & Market-Based Innovation Models
We are supportive of models that include consumers as an important element in driving change in the
healthcare system. However, we have concerns about the concept of a model where patients will
directly negotiate prices with providers. This could lead to issues of unequal bargaining power, and
ultimately create problems with trust between physicians and patients. If this avenue is to be taken, the
provider/patient negotiations should be separated by at least one step or barrier between direct
negotiation.
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To better include patients in the healthcare system, gainsharing incentives could be expanded to include
not only providers, but also their patients. Gainsharing is currently structured to incentivize physicians to
take part in higher quality, cost-conscious care, but does not include patients in these incentives. If
patients were to also receive a reward in some form of gainsharing arrangement for maintaining their
health and following the care their doctor prescribes (i.e. filling prescriptions, taking their blood pressure
and reporting it to their doctor, going to follow-up visits), it may stimulate more patients to actively
participate in their care. Active participation would then, in turn, lend itself to better transitions and
care coordination between locations, providers, and their patients, and promote a healthcare system
that rewards patients for being engaged in their own care. Higher cost patients with multiple chronic
conditions may particularly benefit from this concept (in both cost and effectiveness of care), as they are
often taking multiple medications, visiting multiple facilities, and must be active in their healthcare
based on their long-term condition and care needs. If patients are incentivized, and are in turn more
active and responsive to their own needs, physicians too will be more quickly informed and able to
adjust their care/medications and align the appropriate resources for the patient. All who are involved
with patient care need to be invested in and conscious of what is happening throughout the spectrum of
care – this also includes the patients themselves.
3. Physician Specialty Models
We encourage the consideration of models that would allow specialties, who are otherwise unable to
participate in APMs, to be the active drivers. The fee-for-service payment system is broken, and
Innovation Center models provide unique opportunities to test new and different ways to pay providers.
There must be space for all providers, not just procedure-based specialties, to meaningfully participate
in APMs.
We encourage the Innovation Center to consider specialty models that focus on teams of providers that
reflect actual practice in the healthcare system. For example, hospitalists see hospitalized patients,
regardless of their clinical condition. They lead the inpatient medical care for these patients, interfacing
with other specialties who lead other aspects of the patient’s care. A well-designed model should
encourage and reward better coordination across specialties, as well as drive improvement in patient
care and outcomes.
Suggestions on Structure, Approach and Design of Potential Models
Model Addressing Observation Care—Physician Specialty Models and Program Integrity Models
Hospitalists provide the majority of observation care to Medicare beneficiaries and see firsthand the
challenges associated with current policies. Admission decisions (whether to admit the patient as an
inpatient, or provide outpatient observation care) are guided by the two-midnight rule, which requires
providers to prognosticate over how long they expect a patient to be in the hospital. This introduces a
significant amount of subjectivity in admission decisions, instead of simply ensuring the patient gets the
care they need for the amount of time they need it. Administration of the two-midnight rule is a
headache for hospitalists and their hospitals; there is a significant amount of administrative burden, and
resources are often wasted to meet this policy.
Observation also has serious implications for burdens associated with program integrity efforts, as the
Medicare Recovery Audit Contractors (RACs) and the front-line admission review entities (Quality
3

Improvement Organizations, QIOs), are slow moving and incentivized to overturn hospital inpatient
claims and deny reimbursement. From 2010 to 2014, the United States Government Accountability
Office found a 2000% increase in hospital appeals reaching Level 3.1 As of September 30, 2016, there
were 650,000 pending appeals in contrast to capacity to hear 92,000 appeals per year.2 Recent data
from the three academic medical centers showed that appeals took an average of 4.5 years from date of
service to Level 3 decision, and that government contractors and administrative law judges missed
statutory deadlines more than 50% of the time.3 Taken together, these data suggest a policy rife with
administrative burdens and ripe for reforms.
In addition, Medicare skilled nursing facility (SNF) coverage is impacted by status determinations.
Patients must have at least three midnights of an inpatient stay to qualify for SNF coverage; time spent
receiving observation care does not count towards the SNF coverage requirement, regardless if the
patient would benefit from post-acute care. If a patient would clearly benefit from post-acute care after
their hospital stay, they will often forego or truncate recommended SNF care to avoid out-of-pocket
expense. This foregone care can lead to otherwise preventable complications, degradation of health
status, and a readmission to the hospital. This drives up otherwise avoidable readmission rates and has
serious financial and health-related implications for both patients and Medicare. This policy can also
significantly harm the physician-patient relationship as patients look to their care team for help in
navigating this policy, and physicians are often asked to change status determinations so that patients
can receive post-acute care, which would be in violation of Medicare policies.
It is also important to note that policies such as the two-midnight rule and the three day stay rule are
reminiscent of hospital stays from a bygone era. For those 65 and older, the average hospital length of
stay in 1965, when Medicare began, was 14.2 days, compared to 5.2 days in 2012. Clearly, when the 3midnight rule was conceived, hospital length of stay was very different, and like many policies, needs to
be updated to better reflect the realities of modern medicine.
SHM strongly urges developing a targeted model to address observation as a whole—both the aspects
associated with the admission decision and the SNF coverage. Hospitals and physicians expend
significant resources to comply with the admission/observation rules, taking already scarce money and
time away from patient care. Recent data has suggested that SNF use, and therefore cost, may not
change if access is improved through this model:
o

Grebla et al found that from 2006-2010, Medicare Advantage Programs with a SNF
waiver did not lead to increase SNF use4.

1

Government Accountability Office. Medicare fee-for-service. Opportunities remain to improve appeals process.
Available at: http://www.gao.gov/assets/680/677034.pdf. Accessed May 24, 2017.
2 Federal register January 17, 2017. Available at: https://www.federalregister.gov/documents/2017/01/17/201632058/medicare-program-changes-to-the-medicare-claims-and-entitlement-medicare-advantage-organization. Accessed
May 24, 2017.
3 Sheehy A, Engel J, Locke C, Weissburg D, Eldridge K, Caponi B, Deutschendorf A. Hospitalizations with observation
services and the Medicare Part A complex appeals process at three academic medical centers. Available at:
http://www.journalofhospitalmedicine.com/jhospmed/article/134349/hospital-medicine/hospitalizations-observationservices-and-medicare-part. Accessed May 24, 2017.
4 Grebla, RC, et al. Waiving the Three-Day Rule: Admissions and Length-of-Stay at Hospitals and Skilled Nursing Facilities
Did Not Increase. Health Affairs. August 2015. 34:8. 1324-1330.
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o

Dummit et al showed via preliminary Bundled Payments for Care Improvement (BPCI)
data that cost savings were largely from reduced SNF usage in the post-acute period
when payments were bundled5.

We believe the Innovation Center could pursue several different models to meet the aim of eliminating
observation and making all hospitalized patients inpatients, including:
-

-

-

Developing a low-acuity DRG modifier that would enable all hospitalizations to be classified
as inpatient and, when appropriate, a low-acuity modifier would be applied to the DRG in
less severe or less-resource intensive situations.
Developing more robust bundled payment models or a hospital-stay alternative payment
model that extends into the post-acute period. These bundles could be similar to clinical
condition episode bundled payments under BPCI, or a global capitated payment for all
hospital care billed under Medicare Part B as a complement to existing DRGs.
Developing a model that would blend payment rates of inpatient/outpatient observation,
allowing all patients to be classified as inpatient.

Overall, these potential models could be stepping stones toward more comprehensive reforms.
We believe that observation is not a sustainable policy and should be eliminated entirely.
Admissions decisions should not include the challenges described by hospitalists and other
providers, and should not be a point of contention with patients. Admission to a hospital should
be focused on the patient’s condition and best course of action for helping the patient to get well.
SHM has more information in our recently published observation white paper.
Refining and Reissuing a Medicaid Emergency Psychiatric Model—Mental and Behavioral Health
Models, State-Based Innovation
CMS ran a Medicaid Emergency Psychiatric demonstration from 2012-20156,7. The demonstration
included an exemption from the IMD exclusion to see if it could positively affect cost and utilization of
psychiatric inpatient stays. Unfortunately, we believe the demonstration was not able to be accurately
assessed as the outcomes data was fraught with incompleteness, both in terms of the number of
reporting states and the duration of collected data, a lack of comparison groups, and inclusion of a very
limited subset of patients (suicidal and homicidal) and treatment sites. The data was further confounded
by the fact that the demonstration coincided with the ACA Medicaid expansion, so the exact effects of
the demonstration alone could not be extrapolated. Moreover, states were not required to offset any
federal costs to ensure Medicaid budget neutrality.
Given the challenges in caring for patients with mental illness and addiction, we believe the Innovation
Center should revisit this policy area for a new model. A possible refinement could include the
requirement that states bear the responsibility of ensuring budget neutrality and providing offsets. The
model could also expand to include different populations of patients and treatment facilities, such as
5

Dummit, LA, et al. Association between Hospital Participation in a Medicare Bundled Payment Initiative and Payments
and Quality Outcomes for Lower Extremity Joint Replacement Episodes. JAMA. Sept. 27 2016. 316:12. 1267-78.
6 Medicaid Emergency Psychiatric Demonstration FAQ: Accessed via: https://innovation.cms.gov/initiatives/medicaidemergency-psychiatric-demo/faq.html.
7 Medicaid Emergency Psychiatric Services Demonstration Evaluation: Final Report. August 18, 2016. Accessed via:
https://innovation.cms.gov/Files/reports/mepd-final.pdf
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those for substance abuse treatment. This could possibly compel states to be more creative in terms of
creating more community-based care and primary care integrated models. Considering that a significant
number of granted and pending 1115 waivers are in the realm of behavioral health, we believe states
clearly are interested in this and would welcome a more developed model to address these systemic
needs.
Other potential models for consideration
-

Model for children with chronic illnesses transitioning into adult care – State-based Models
Model for roll-over Health Savings Accounts – Consumer Directed Care & Market-Based
Innovation
Model for premium reduction or other incentive for patients meeting concrete and
measurable health outcomes – Consumer Directed Care & Market-Based Innovation
Model to expand and incentivize medication management therapy – Prescription Drug
Models

Conclusion
SHM greatly appreciates the opportunity to provide feedback and perspectives to CMS as it considers a
new direction for the Innovation Center. If we can provide more information, please contact Josh
Boswell, General Counsel and Director of Government Relations.
Sincerely,

Ron Greeno, MD, FCCP, MHM
President, Society of Hospital Medicine

6

LVO Stroke Demonstration Model
Innovation Center RFI Comments

SNIS, SVIN, and CV Section
1155 15th Street NW, Suite 600
Washington, D.C. 20005
301-842-4755
November 20, 2017
Seema Verma
Administrator
Center for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244-1850
Submitted electronically to: CMMI_NewDirection@cms.hhs.gov
Re: Innovation Center New Direction Request for Information (RFI)
Dear Administrator Verma,
On behalf of the Society of NeuroInterventional Surgery (SNIS), the Society of Vascular and
Interventional Neurology (SVIN), and the Joint Cerebrovascular Section of the American
Association of Neurological Surgeons (AANS) and the Congress of Neurological Surgeons (CNS)
(“CV Section”), we are pleased to submit the following comments in response to the Innovation
Center New Direction Request for Information (RFI) released by the Centers for Medicare &
Medicaid Services (CMS) on September 20, 2017.
The SNIS, SVIN, and the CV Section clinical societies represent key physicians in the continuum of
care treating stroke patients, including interventional neuroradiologists, endovascular neurosurgeons,
and interventional neurologists. In consultation with leading emergency medical services (EMS) and
stroke patient groups, the leadership of SNIS, SVIN, and the CV Section developed a patientcentered and marketplace-oriented demonstration model to improve both the quality of care and
health care outcomes, and to address the Medicare costs for treating large vessel occlusion (LVO)
strokes, the most severe of strokes. We appreciate this opportunity to respond to the RFI and to
submit the design of the LVO stroke demonstration model to the Innovation Center for review.
As you know, stroke treatment places a significant burden on the Medicare program, costing
Medicare about $37 billion a year, or about $3,820 per beneficiary per month (Part A & B Costs)
across all Medicare beneficiaries who have ever suffered from a stroke.i Post-acute care accounts for
a large portion of this spending, as approximately 64% of Medicare beneficiaries suffering from
strokes use post-acute care.ii The model has the opportunity to improve quality and decrease
Medicare costs across the continuum of care for stroke patients by improving their outcomes and
changing patterns of post-acute care use.
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The approach we have outlined aligns both with the guiding principles for the Innovation Center
and with the model types that have been identified as priorities in the RFI. We urge CMS to
collaborate with the leaders in stroke care, beneficiaries, families, as well as key state and local
stakeholders to address this disabling and costly condition for Medicare beneficiaries. We look
forward to the opportunity to collaborate with CMS and the Innovation Center on the development
and implementation of this LVO stroke demonstration model.
Our response to the RFI describes the features of the LVO stroke demonstration model, and
addresses how it aligns both with the guiding principles and model priorities in the RFI. Our
comments also address the key questions in the RFI as they apply to the LVO stroke demonstration
model as outlined below:
I.

II.

III.

IV.

Proposed LVO Stroke Demonstration Model Aligns with New Direction Guiding
Principles
A. LVO Stroke Demonstration Model – Overview
B. LVO Stroke Demonstration Model and Guiding Principles
The Structure, Approach, and Design of the LVO Stroke Demonstration Model
Supports the Model Priorities Outlined in the RFI
A. Alignment of the LVO Stroke Demonstration Model with RFI Model Priorities
for Testing
B. Structure and Design of the LVO Stroke Demonstration Model
C. Payment Options to Support the LVO Stroke Care Pathway and to Create
Incentives for Quality of Care
D. Demonstration Evaluation and Assessment on Quality and Costs
E. Potential Challenges to be Addressed in Model Implementation
Design of LVO Demonstration Model and Key RFI Questions
A. Options for Testing Beyond FFS and Medicare Advantage (MA) – LVO Stroke
Demonstration Model Design Allows for Flexible Implementation in Diverse
Regions
B. Engagement of Beneficiaries in the Development of the LVO Stroke
Demonstration Model
C. LVO Stroke Demonstration Model May Require Payment Waivers to Facilitate
Innovation
Suggestions on Future Direction of the Innovation Center

The attached Appendices provide more information on the leadership of each of the three physician
societies spearheading the development of the LVO stroke demonstration model and the
stakeholder organizations consulted. Additionally, current data on the incidence and costs of LVO
stroke, as well as clinical evidence on the benefits of mechanical thrombectomy for the treatment of
LVO stroke patients are presented – which support the recent changes in the standards of care for
this patient population.
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I.

Proposed LVO Stroke Demonstration Model Aligns with New Direction Guiding
Principles

The physician society leadership of SVIN, SNIS, and the CV Section is pleased to comment on the
guiding principles outlined in the RFI. We are heartened by the approach CMS is taking in moving
the Innovation Center forward to advance patient-centered care. We believe that successful
innovation models must take into account different perspectives—from health systems and
hospitals to providers, families and beneficiaries—to truly address the current challenges in health
care across varying markets in the Medicare program. Below, we provide an overview of the LVO
stroke demonstration model, review how it aligns with the RFI’s guiding principles, and propose
suggestions for additional principles to guide the Innovation Center’s development and
implementation of new initiatives.
A. LVO Stroke Demonstration Model – Overview
Strokes are the leading cause of disability and the fifth leading cause of death in the United States—
of the nearly 795,000 people affected by strokes each year, approximately 130,000 individuals die as
a result.iii Strokes are comprised of both ischemic (87%) and hemorrhagic strokes (13%).iv LVO
strokes—the most severe and debilitating of strokes—are a type of ischemic stroke. Data
demonstrate that stroke is a condition requiring time-sensitive treatment to assure the best clinical
outcomes. Long-term patient health outcomes vary depending on the time it takes for a stroke
patient to receive treatment after onset of symptoms. Patients are more likely to suffer from
debilitating sequelae the longer a stroke goes untreated. Studies have shown that every minute of
delay in treatment may result in an average loss of 1.8 days of healthy life. Common outcomes
following strokes vary based on the severity of the stroke. Failure to address the time-sensitivity
required for treatment often leads to disability, including temporary or permanent weakness or
inability to move, problems forming or understanding speech, challenges controlling or expressing
emotions, and pain in the extremities, resulting in extended post-acute care stays and long-term
rehabilitation and care, or deathv.
Over the past two decades, health care providers, state and local policy makers, and stroke patient
support organizations have worked to establish stroke systems of care to improve the prevention
and treatment of LVO strokes (See Figure 1). In 2015, the American Heart Association/American
Stroke Association (AHA/ASA) released new standards of care outlining recommendations and
guidelines for treating LVO strokes with both drugs, such as iv-alteplase, and new advancements in
mechanical thrombectomy procedures (See Appendix C).vi These ongoing initiatives have laid the
groundwork for local, national, and international LVO stroke-focused efforts. Providers and health
systems have begun to refine care protocols in their states and to build the necessary health system
infrastructure to improve quality of care for LVO stroke patients. Yet, diffusion of the AHA/ASA
standards of care varies regionally and access to the proven treatments and technologies for LVO
patients may be uneven or limited across health care markets.
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Figure 1. Efforts to Improve Stroke Care Building Over Last Two Decadesvii

Aligning Delivery and Payment Reform to Advance the 2015 AHA/ASA Guidelines. The
proposed LVO stroke demonstration model is built on the progress of the past two decades and
implements the 2015 AHA/ASA guidelines (See Appendix C). The model’s goals are to build a care
pathway and align payment incentives to increase access to the most effective treatments for LVO
stroke, improve health outcomes for stroke patients, and lower costs for the Medicare program and
the health system overall (See Figure 2).
Figure 2. LVO Stroke Demonstration Model Begins with the Patient and Aligns with the
Care Delivery System and Payment Incentives
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B. LVO Stroke Demonstration Model and Guiding Principles
The LVO stroke demonstration model embodies many of the guiding principles outlined in the New
Direction RFI. It is rooted in advancing newly established standards of care, clinical evidence, and
lessons learned from existing stroke systems of care. The model aims to get the right patient to the
appropriate facility at the initial point of EMS assessment and transport.
Our approach to stakeholder collaboration—along with the research base upon which the model
was developed—assures that the LVO stroke demonstration model aligns with the Innovation
Center’s priorities for new model development. Specifically, the model addresses the following
principles:
•
•

•
•

II.

Patient-Centered Care. The model tests a care pathway that improves access to the
AHA/ASA’s 2015 standards of care for LVO stroke treatment across the continuum of care
and is centered on the patient’s care needs.
Advances Provider Choice and Incentives. The model is voluntary for regions ready to
implement the model’s approach and design. The model also establishes a “flexible
framework” in care delivery, quality measurement, payment options, and evaluation
strategies, facilitating flexible marketplace incentives for model implementation.
Transparent Model Design and Evaluation. Stakeholders across the stroke community
contributed to the evidence-based model development, promoting a transparent design and
support for implementation.
Small-scale Testing. The model is designed to be tested on a small-scale, and has the
potential to be scaled to larger regions over time. The model’s design is flexible enough to
allow for implementation in varying sites, including sites diverse in size, geographic makeup
(rural v. urban sites), and facility and EMS composition.
The Structure, Approach, and Design of the LVO Stroke Demonstration Model
Aligns with the Model Priorities Outlined in the RFI

The physician society leadership appreciates the opportunity to outline the LVO stroke
demonstration model in more detail, and to provide context on how it aligns with the model
priorities outlined in the RFI. This section includes information on:
• Alignment of the LVO Stroke Demonstration Model with RFI Model Priorities for Testing
(Section II.A)
• Structure and Design of the LVO Stroke Demonstration Model (Section II.B)
• Payment Options to Support the LVO Care Pathway and Create Incentives for Quality of
Care (Section II.C)
• Demonstration Evaluation and Assessment on Quality and Costs (Section II.D)
• Potential Challenges to be Addressed in Model Implementation (Section II.E)
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A. Alignment of the LVO Stroke Demonstration Model with RFI Model Priorities for
Testing
In addition to supporting the guiding principles outlined in the RFI, the LVO stroke demonstration
model also aligns with at least three of the models identified as priorities for testing, including:
• Consumer-directed care and market-based innovations. The model places the patient at
the center of the new LVO stroke care pathway, which is built on clinical evidence and
market innovations. Additionally, the LVO stroke demonstration model advances quality
measurement across the health care continuum by using measures currently in place as well
as those that are in development by clinical societies, further reflecting the current state of
market-based innovation.
• State-based and local innovation. The model advances state and regional stroke initiatives
that show market-readiness for implementation and the potential to test and scale features of
the model nationally. The model develops linkages—and systematic evaluation of—quality,
outcomes, costs, and alternative Medicare payment approaches.
• Expanded opportunities for participation in Advanced APMs. The demonstration
model proposes a phased-in approach for payment and allows for expanded opportunities
for participation in Advanced APMs. Sites or regions can choose a payment approach based
on regional readiness to implement the care pathway and a complementary payment option.
B. Structure and Design of the LVO Stroke Demonstration Model
The proposed LVO stroke demonstration model is designed to be scaled, tested, and evaluated in a
standardized manner. Systematically testing and evaluating LVO care delivery changes will result in a
better understanding of the policy levers which could lead to improved health care outcomes and
reduced costs for beneficiaries and the Medicare program.
Patient-Centered LVO Stroke Demonstration Model Focuses on Delivering Care Across the
Continuum. The model is not only grounded in the practical care delivery aspects of treating the
stroke patient, but also incorporates evidence-based clinical research in its design. To promote
innovation, the model accommodates regional market variations and is designed to adapt to
advances in research and care delivery. Furthermore, the model aligns delivery and payment
protocols with the clinical needs of the patient—underscoring its inherent efficiency and potential to
promote improvement in health outcomes, while decreasing health system costs and burdens.
The LVO stroke demonstration model spans the continuum of care, from 911 dispatch, to EMS
assessment and transport, to hospital assessment and treatment, and post-acute care (See Figure 3).
Key elements of the demonstration model focus on the appropriate clinical tools used to evaluate
strokes—including LVO strokes—the facility infrastructure and providers needed to provide
optimum stroke care, and the quality measurement and data collection capabilities crucial to
monitoring and analyzing patient outcomes.
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Figure 3. The LVO Stroke Demonstration Model Aims to Target the Right Patient,
Transport Them to the Right Facility, and Deliver the Right Care the First Time
Initiative Goals
EMS Transport
LVO Stroke
Patient
ED/Facility

Appropriate
Services
(from Initial
Assessment to
Treatment to PostAcute Care)

• Improve appropriate access
to mechanical thrombectomy
procedures;
• Improve quality of care and
health outcomes for patients;
• Mitigate the long-term
clinical effects of stroke; and
• Result in cost savings across
the overall health care
system, particularly in
Medicare.

Trauma and ST-Elevation Myocardial Infarction (STEMI)1 Are Precedents that Informed
LVO Stroke Demonstration Model Development. In designing the LVO stroke demonstration
model, the physician societies looked to examples of other seminal changes in care delivery. In both
cases of trauma and STEMI, new clinical standards led to the establishment of protocols and
procedures for patient assessment and appropriate field triage—and eventually systems of care to
support these changes. Common factors leading to more effective delivery across all three
conditions include:
• Changes in care delivery spurred by clinical advances in care,
• The role of clinical leadership—the American College of Surgeons (ACS) in trauma and the
AHA/ASA in STEMI—in driving new care guidelines in both EMS and cardiovascular
medicine, and
• Regional models and systems of care designed to account for local governance, regulations,
and health care delivery practices based on a set of “floor” principles set at the national level.
Figure 4 provides a high-level overview of the key elements of the LVO stroke demonstration
model across the key components of the care continuum: EMS protocols, acute care treatment, and
post-acute care.

ST-Elevation refers to a particular pattern on an Electrocardiogram (EKG) that occurs during a heart attack. What is a STEMI?,
ECG Medical Training.
1
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Figure 4. LVO Stroke Demonstration Model Designed to Set “Floor” for Requirements for
Key Elements, But Allows for Regional Variationviii

•

EMS Dispatch. The LVO stroke demonstration model begins at the point of 911 dispatch.
Model participants would implement standardized protocols for 911 dispatch and
notification to EMS of possible stroke. 911 dispatch can help ensure that the most
appropriate EMS provider (e.g. first responder, EMT, or paramedic) is dispatched to the
scene of a medical emergency given that provider certification, licensure, and training vary
for EMS personnel across states. For instance, paramedics may be better suited to assess and
transport a potential stroke patient, as most paramedic training includes education and
training on the condition.ix Furthermore, 911 operators can gather important information
(e.g. time since symptom onset, patient medical history) from 911 callers (often family) to
help guide EMS decision-making once they arrive on site.

•

EMS Assessment and Transport. Next, demonstration model sites would establish regional
protocols for EMS assessment to identify potential strokes and, when necessary, patients
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with LVO strokes. Sites, especially those in rural areas, could also integrate telestroke
evaluations when appropriate. Local stakeholders—such as hospital leadership, physicians,
and EMS directors—should work together to agree upon the use of an appropriate stroke
screening tool (e.g. Face, Arms, Speech, Time (FAST) or Cincinnati Prehospital Stroke Scale
(CPSS)), as well as an LVO-sensitive scale (e.g. Cincinnati Pre-hospital Stroke Severity Scale
(CPSSS), Rapid Arterial Occlusion Evaluation (RACE), Los Angeles Motor Scale (LAMS)).x
EMS should then be trained to administer the regionally agreed upon scales.
If a potential stroke—or LVO stroke patient— is identified, EMS would initiate transport to
the appropriate stroke or designated endovascular-capable facility and notify the facility
when en route (see below). In rural areas, transfer and telestroke assessment protocols will
be particularly important and should reflect local resources and needs.
•

Hospital Assessment and Treatment. While facility capabilities will vary across regions,
designated endovascular-capable facilities should provide the continuum of services to treat
LVO stroke and optimize patient outcomes, including emergency services, 24/7 mechanical
thrombectomy capabilities, a designated neurocritical care—or other intensive care—unit,
appropriate stroke and vascular specialists, requisite imaging suites and catheterization
laboratories, and data collection and quality measurement capabilities. These facilities should
also be equipped to treat severe conditions similar to LVO strokes, such as intracranial
hemorrhages.
Upon arrival at the designated facility, EMS would hand-off the potential LVO stroke
patient to the designated emergency department (ED) stroke team for assessment. The
stroke team will initiate hospital assessment, including imaging, performing standardized
disability scales, and administering iv-alteplase when appropriate. The composition of stroke
teams will vary across sites, depending on facility organization, staff availability, and resource
levels. Most consist of a combination of stroke specialists—including neurologists,
neurosurgeons, neuroradiologists, and nurses—and emergency specialists including
physicians and nurses. Designation of a trained stroke team is key to the success of the LVO
stroke demonstration model, though the specific makeup can vary.
Next, eligible LVO stroke patients should receive endovascular treatment as soon as
possible. Patient revascularization (e.g. TICI scale) and complications (e.g. efficacy and safety
metrics) should be assessed immediately following the procedure and recorded for
evaluation purposes.

•

Patient Evaluation and Post-Acute Care. Post-acute care is likely the costliest component of
care for patients suffering from severe strokes, with data indicating that approximately 64%
of Medicare beneficiaries suffering from strokes use post-acute care.xi As such, regional
protocols should outline the appropriate approach for post-acute care for patients following
evaluation and initial treatment—regardless of whether they successfully received mechanical
thrombectomy. Following treatment, LVO stroke patients may require care in a neurocritical
or other intensive care unit. Transfers to post-acute care should include discharge protocols
to ensure successful care transitions across settings.

Page 9 of 27

LVO Stroke Demonstration Model
Innovation Center RFI Comments

•

Quality Measurement and Evaluation. Assessing quality and service utilization are critical to
evaluate the impact of the LVO stroke demonstration model across EMS (when possible),
hospital, and post-acute care settings. Robust data capabilities, including registries, will play a
key role in supporting the collection, tracking, and analysis of data across the continuum of
care. Any LVO stroke demonstration model implementation site should use some type of
patient registry and adhere to the model’s standardized set of quality and outcomes
measures.
Existing stroke measure sets and registries for EMS and hospitals are outlined below in
Figure 5.xii CMS could leverage these existing data collection and measurement capabilities in
implementing the model.

Figure 5. Quality Measurement and Data Registries for Stroke Treatment
Quality Measurement for Hospital and Post-Acute Treatment: A variety of metric sets are currently being used
to evaluate hospital and post-acute care data for stroke patients, including:
o Neurovascular Quality Initiative (NVQI)/Quality Outcomes Database, SNIS and CV Section
o Joint Commission’s Stroke Performance Measures, Joint Commission in conjunction with the AHA/ASA
o Bundled Payments for Care Improvement (BPCI) Initiative – Stroke-Related Measures, CMS/Innovation
Center
Data Collection and Registries: Existing EMS and hospital treatment registries will be critical to track, collect, and
analyze patient data from pre-hospital assessment through treatment to post-acute care. Examples include:
o National EMS Information System (NEMSIS), National Highway Traffic Safety Administration (NHTSA)
– Database of EMS patient care records from across states
o Paul Coverdell Program: Stroke Registries, Centers for Disease Control and Prevention (CDC)
o Get with the Guidelines Registry, AHA/ASA
Quality Measurement in EMS: While quality measurement in EMS is nascent, the NHTSA and NASEMSO have
partnered to develop EMS Compass, an EMS metric set that currently includes two stroke-related measures. EMS
Compass is currently in the testing phase, but NASEMSO and NHTSA plan to add more stroke-related measures as
the database grows.

C. Payment Options to Support the LVO Stroke Care Pathway and Create Incentives for
Quality of Care
The LVO stroke demonstration model was designed to be implemented in concert with several
payment options. For example, a payment change could be phased-in over time, or model
implementation could be split into multiple tracks (e.g. a stand-alone care delivery track, and a care
delivery and payment change track), as has been done with other models developed and
implemented at the Innovation Center. A phased-in approach aligns with the notion that
implementation should be oriented to the marketplace’s abilities to implement the care pathway
accompanied by the appropriate payment incentives as outlined below. Further, a voluntary
approach—led by physicians, health care providers, and health system leaders—will assure that care
delivery and payment incentives work in concert and are focused on patient-centered care.
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This approach would foster the goals of getting the right patient, to the right place, at the right time,
thereby creating efficiencies in the health system and reducing the burden of stroke on the Medicare
program. Any payment change should be complementary to treatment advances and should support
the care demonstration model. A phased-in approach allowing for choices and payment options
guarantees this, and ensures that care delivery and quality improvements are the focus of the model.
The following payment options were designed to ensure that the appropriate payment incentives are
in place to help drive improvements in quality and health outcomes and decrease Medicare program
costs, while taking site readiness into account.
Option 1. Sites/Regions in Early Stages of Readiness for Model Implementation. These sites
would focus on care pathway implementation across the continuum. Payment options would be
phased-in once the care pathway is established and the system of care infrastructure can
accommodate the implementation of a new payment approach.
Option 2: Sites with More Advanced Readiness May Elect to Advance Quality and
Performance Measurement. Implementation sites that are building on an already-established
stroke system of care may be interested in exploring opportunities to test the impact of a payment
change on care delivery, quality, and performance. These sites may be ready to implement the
physician Quality Payment Program (QPP) established in the Medicare Access and CHIP
Reauthorization Act of 2015 (MACRA). Under the Merit-Based Incentive Payment System (MIPS),
providers receive a positive or negative payment adjustment, depending on their performance on
quality measures, cost and utilization measures, participation in clinical practice improvement
activities (IAs), and use of certified electronic health record technology (CEHRT). The LVO stroke
demonstration model has been designed to require participants to use quality, as well as cost and
utilization measures that could meet MIPS reporting requirements.xiii
The physician societies that have developed the LVO stroke demonstration model are already
establishing quality reporting and other mechanisms to support their members successful
participation in the QPP. Through participation in the LVO stroke demonstration model, facilities
can support successful provider participation in MIPS by helping them meet quality and other
reporting requirements.
Option 3: Advanced Readiness for Implementation of Care Delivery and Episode of
Care/Bundled Payment Options. For sites with advanced readiness, a third payment option
would build on the provisions in MACRA for the development of Advanced Alternative Payment
Models (APMs). Under the Advanced APM track, providers participating in qualifying APMs
receive a 5 percent bonus on their Medicare payments – and avoid the potential negative payment
adjustments under MIPS. This payment incentive is creating new pressures for CMS to develop
advanced APM options for providers. Of note, there are currently few APMs in which
neurointerventionalists and ER physicians can participate.xiv Potential options for exploration could
include:
• MACRA Advanced APM. The LVO stroke demonstration model can include a track that
meets advanced APM criteria – as existing Innovation Center models do, such as the
Comprehensive Primary Care Plus model. For instance, participants could choose a bundled
payment option that meets advanced APM criteria – allowing participating providers to earn
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a 5 percent bonus on their Medicare payments. MACRA creates new opportunities for – and
pressures on – providers to measure quality, impact cost, and move towards APMs. In this
regard, the LVO stroke demonstration model is aligned with advancing MACRA and CMS’
goals to improve quality, outcomes, and costs for beneficiaries and the Medicare program.
Advanced Bundled Payment Care Initiative (BPCI) Model. The LVO stroke
demonstration model could also be paired with a bundled payment across an episode of care
(options might include 90 or 180 day episodes) that could include some risk. An LVO stroke
bundle that accompanies the new care pathway could be included in any advanced or revised
BPCI initiative CMS is considering. This approach would also be sufficient to meet
MACRA’s Advanced APM criteria.

D. Demonstration Evaluation and Assessment on Quality and Costs
A standardized evaluation for participating sites should assess impacts of the model on both quality
and costs. Measures addressing quality and health care outcomes could include:
• Measuring post-procedure outcomes (such as time from arrival to reperfusion, TICI scores,
morbidity and mortality, symptomatic intracerebral hemorrhage (sICH), complications, mRS,
and other measures) for up to 12 months;
• Tracking service utilization across post-acute care settings (e.g. home health, inpatient rehab
facilities (IRFs), skilled nursing facilities (SNF), and long-term care hospitals (LTCHs)) to
assess costs of care;
• Using a standard set of scales (e.g. mRS, NIHSS), including in post-acute care settings; and
• Reporting on a standardized set of quality measures—established at the national level and via
CMS-approved quality clinical data registries, such as AHA’s Get With the Guidelines or
SNIS’ NVQI.
Costs across the continuum of care should be monitored from EMS, to the acute care facility, to the
post-acute care and compared to similar regions or sites without the intervention (See Figure 6).
Additionally, total cost of care for stroke patients should be evaluated and compared to sites where
the LVO stroke demonstration model has not been implemented.
Figure 6. LVO Stroke Demonstration Model: Assessing Improvements in Quality, Health
Outcomes, and Implications for Medicare Costs
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Further, early analysis from the MACRA Episode-based Cost Measure Neuropsychiatric Disease
Management Subcommittee indicates a potential for Medicare savings from changing patterns of
post-acute care use. Over 180-day episode, early results show a potential to decrease Skilled Nursing
Facility (SNF) spending (See Figure 7). A 2015 study published in the New England Journal of
Medicine found that eligible individuals that received iv-alteplase and endovascular treatment spent a
median of 4 more days at home over a 90-day period compared to individuals that received ivalteplase alone.xv
Figure 7. Indirect Costs, Acute Episode Group 180-day Window, All Strokesxvi

E. Potential Challenges to be Addressed in Model Implementation
Though the LVO stroke demonstration model is designed to be nimble to address the features of
particular implementation sites, the physician society leadership wants to note several issues that
could present challenges if not incorporated into the model design. These potential issues include:
• Promoting Stakeholder Alignment. It will be important for CMS to continue to
collaborate with the key leaders in stroke treatment who were integral to the demonstration
model’s development, and to assure that patients, providers, and EMS officials are consulted
in the development and implementation of a project in a specific region.
• Addressing Special Considerations for Rural Areas. CMS may need specific provisions
or waivers for implementation in rural sites, particularly around the use of telestroke and
choosing the appropriate payment options (see more information below in Section IV). The
unique aspects of rural health care marketplaces need to be considered for successful model
implementation.
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III.

Assuring Alignment Between Site Readiness and Payment Options. CMS should select
sites ripe for implementation and allow selection of payment options to align with the
readiness of a particular site to implement the system of care and the payment option based
on factors such as quality measures, stakeholder support, and system of care alignment.
Developing Appropriate Evaluation. CMS must designate the appropriate comparison
groups to the LVO stroke model demonstration sites. Appropriate comparison groups will
ensure a robust evaluation of the intervention and promote a standardized, statistically sound
analysis of the model’s impact.
Design of LVO Stroke Demonstration Model and Key RFI Questions

Below, we answer several additional questions outlined in the RFI applicable to the LVO stroke
demonstration model.
A. Options for Testing Beyond FFS and Medicare Advantage (MA) – LVO Stroke
Demonstration Model Design Allows for Flexible Implementation in Diverse Regions
The payment options outlined above – in Section II.C – address how the LVO stroke
demonstration model would allow for testing beyond FFS and MA, and how the model could be
implemented as a potential Advanced APM.
B. Engagement of Beneficiaries in the Development of the LVO Stroke Demonstration
Model
We are pleased that CMS is contemplating the best mechanisms for engaging beneficiaries in
Innovation Center model design and implementation. In considering the implementation of the
LVO stroke demonstration model, we encourage CMS to engage with both beneficiaries and patient
caregivers and family members. Furthermore, CMS should encourage and facilitate communication
between beneficiaries and providers to promote more consumer choice in the marketplace. Such
communications should include information on inpatient hospital treatment, decision-making about
post-acute care options, and information about care transition needs for patients and families poststroke.
As CMS considers the appropriate quality measures to include in the LVO stroke demonstration
model, we urge the inclusion of key beneficiary-focused and patient satisfaction measures into any
quality measure set. Existing stroke data registries (See Figure 5) may help inform the appropriate
beneficiary-centered measures for inclusion.
Finally, we encourage CMS to work with other government Agencies at the Federal, state, and local
levels to promote public education about early symptoms and warning signs of a stroke. Educational
materials should stress the importance of calling 911 for EMS assessment and transport to the
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appropriate hospital, rather than self-transportation to the nearest hospital, and provide information
about LVO strokes.
C. LVO Stroke Demonstration Model May Require Payment Waivers to Facilitate
Innovation
The physician society leadership recognizes that CMS may need to make Medicare waivers available
to participants to ensure they can effectively deliver and coordinate care across the care pathway at
the appropriate time for the patient. Potential necessary waivers could include:
• Waivers eliminating the 3-day stay requirements in acute hospital facilities for Medicare
beneficiaries to assess SNF services in a timely manner;
• Waivers to assure beneficiaries receive optimal post-acute care, including site of care,
hospital discharge planning requirements, and homebound requirements for home health;
• Telehealth waivers to expand the availability of telestroke to participating model sites
(facilities and EMS), as applicable; and
• Waivers from Stark and Anti-Kickback regulations that pose barriers to the delivery of
coordinated care across the continuum.
IV.

Suggestions on Future Direction of the Innovation Center

Using the proposed LVO stroke demonstration model design, the Innovation Center has the
opportunity to systematically evaluate the new model, disseminate best practices on LVO stroke
treatment, and potentially scale its implementation in new and diverse regions. Should elements of
the model be successful in improving quality and decreasing costs for the LVO stroke patient, the
Innovation Center can include design features into the Medicare program.
The physician society leadership has also collaborated with stakeholders on a White Paper outlining
the policy imperative for Innovation Center to test and evaluate the proposed LVO stroke
demonstration model, given its potential to improve outcomes, decrease Medicare costs, and
strengthen stroke care overall. We will share the White Paper with Innovation Center staff following
submission of this RFI response.
We view this response to the RFI and the White Paper as an opportunity for the Innovation Center
to transform care and develop a demonstration model to improve quality and health outcomes, and
decrease Medicare costs for this highly disabling condition. It is a call to action for policy makers to
work with key stakeholders to test innovative systems that align new standards of care, delivery
systems, and appropriate payment incentives to benefit patients, families, and the Medicare program.
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Thank you for the opportunity to outline the LVO stroke demonstration model in response to the
New Direction RFI. We look forward to collaborating with CMS on the further development and
implementation of this project. Please contact Lu Zawistowich with any further questions about
the LVO stroke demonstration model or White Paper.
Sincerely,

Dr. Blaise Baxter, President, Society of NeuroInterventional Surgery (SNIS)

Dr. Sean Lavine, Second Past Chair, Joint Cerebrovascular Section of the
American Association of Neurological Surgeons and Congress of
Neurological Surgeons (CV Section)

Dr. Italo Linfante, President, Society of Vascular and Interventional
Neurology (SVIN)
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APPENDIX A. Physician Society Leadership and Funding Acknowledgement
On behalf of their clinical Societies, the following physician leaders developed the LVO stroke
demonstration model and White Paper:
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•

Dr. Blaise Baxter – Erlanger Health System (TN), President, SNIS
Dr. Don Frei – Radiology Imaging Associates/Swedish Medical Center (CO), Past
President, SNIS
Dr. Sean Lavine – Columbia University Medical Center (NY), Second Past Chair, CV
Section
Dr. Italo Linfante – Baptist Health (FL), President, SVIN
Dr. Sameer A. Ansari – Northwestern University, Feinberg School of Medicine
Dr. Johanna Fifi – Mount Sinai (NY)
Dr. Shazam Hussain – Cleveland Clinic (OH)
Dr. Mahesh Jayaraman – Rhode Island Hospital/Brown University (RI)
Dr. Tudor Jovin – University of Pittsburgh Medical Center (PA)
Dr. J Mocco – Mount Sinai (NY)
Dr. Raul Nogueira – Emory Healthcare (GA)
Dr. Aman Patel – Massachusetts General Hospital (MA)
Dr. Clemens M. Schirmer – Geisinger Health (PA)
Dr. Babu Welch – University of Texas, Southwestern (TX)
Dr. Dileep Yavagal – University of Miami (FL)

Funding Acknowledgement
The physician leaders and key stakeholders collaborated voluntarily to develop the LVO stroke
demonstration model and draft the related White Paper. The physicians and stakeholders involved in
the development of this initiative were not compensated for their work or participation in the
project, with the exception of travel expenses.
Penumbra, Inc. provides funding to CapView Strategies to support this initiative.
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APPENDIX B. Physician Society Leaders Consulted with a Variety of Stakeholder Groups
in Developing the LVO Stroke Demonstration Model
LVO stroke demonstration model development was also informed by conversations with several
experts and stakeholder organizations in EMS transport and assessment, patient care, and
evaluations.
Key Stakeholder Organizations
• American Heart Association/American Stroke Association (AHA/ASA)
• American College of Emergency Physicians (ACEP)
• American Academy of Neurology (AAN)
• National Assoc. of State EMS Officials (NASEMSO)
o NASEMSO Executive Leadership
o NASEMSO Medical Directors Council
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APPENDIX C. 2015 American Heart Association/American Stroke Association Focused
Update of the 2013 Guidelines for the Early Management of Patients with Acute Ischemic
Stroke Regarding Endovascular Treatmentxvii
The 2015 AHA/ASA Guidelines make recommendations to improve acute ischemic stroke care
across three key components: endovascular interventions, imaging, and stroke systems of care.
These recommendations form the foundation of the LVO stroke demonstration model, and include:
Endovascular Interventions
• Patients eligible for iv-alteplase should receive it even when endovascular treatment is being
considered.
• Patients should receive endovascular therapy with a stent retriever if they meet all the
following criteria:
(a) prestroke mRS score 0 to 1,
(b) acute ischemic stroke receiving iv-alteplase within 4.5 hours of onset, according to
guidelines from professional medical societies,
(c) causative occlusion of the internal carotid artery or proximal MCA (M1),
(d) age ≥18 years,
(e) NIHSS score of ≥6,
(f) ASPECTS of ≥6, and
(g) treatment can be initiated (groin puncture) within 6 hours of symptom onset.
• Reduced time from symptom onset to reperfusion with endovascular therapies is highly
associated with better clinical outcomes. Reperfusion to TICI grade 2b/3 should be achieved
as early as possible and within 6 hours of stroke onset.
• The use of mechanical thrombectomy devices other than stent retrievers may be reasonable
in some circumstances.
Imaging
• Emergency imaging of the brain is recommended before initiating any specific treatment for
acute stroke. In most instances, nonenhanced computerized tomography (CT) scan will
provide the necessary information to make decisions about emergency management.
• If endovascular therapy is contemplated, a noninvasive intracranial vascular study is strongly
recommended during the initial imaging evaluation of the acute stroke patient, but should
not delay iv-alteplase if indicated.
Stroke Systems of Care
• Endovascular therapy requires the patient to be at an experienced stroke center with rapid
access to qualified providers to perform the endovascular treatments. Systems should be
designed, executed, and monitored to emphasize expeditious assessment and treatment, and
outcomes on all patients should be tracked. Facilities are encouraged to define criteria that
can be used to credential individuals who can perform safe and timely intra-arterial
revascularization procedures.
• Patients should be transported rapidly to the closest available certified primary stroke center
(PSC) or comprehensive stroke center (CSC) or, if no such centers exist, the most
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appropriate institution that provides emergency stroke care as described in the 2013
guidelines. In some instances, this may involve air medical transport and hospital bypass.
Regional systems of stroke care should be developed. These should consist of:
o Healthcare facilities that provide initial emergency care including administration of
iv-alteplase, including PSCs, CSCs, and other facilities, and
o Centers capable of performing endovascular stroke treatment with comprehensive
periprocedural care, including CSCs and other healthcare facilities, to which rapid
transport can be arranged when appropriate.
It may be useful for PSCs and other facilities that provide initial emergency care including
administration of iv-alteplase to develop the appropriate imaging capabilities to select
patients for transfer for endovascular intervention in a timely manner.

The full guidelines can be found here: 2015 American Heart Association/American Stroke
Association Focused Update of the 2013 Guidelines for the Early Management of Patients With
Acute Ischemic Stroke Regarding Endovascular Treatment: A Guideline for Healthcare
Professionals From the American Heart Association/American Stroke Association.
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APPENDIX D. Clinical Evidence of the Benefits of Mechanical Thrombectomy
Endovascular Treatments Have Significantly Improved Outcomes for LVO Stroke Patients
Since 1996, intravenous tissue plasminogen activator (iv-alteplase)2 has been successfully used to
treat all types of ischemic strokes.xviii However, iv-alteplase administration is limited by a number of
clinical factors, including patient characteristics and time since symptom onset. The American Heart
Association/American Stroke Association (AHA/ASA) recommends that iv-alteplase be considered
within 4.5 hours of stroke symptom onset.xix
Previously, individuals suffering from severe strokes who did not reperfuse following iv-alteplase
administration or presented too late for treatment often faced long-term disability and increased
mortality. Fortunately, recent technological advances in endovascular treatment are improving
patient outcomes, and have the potential to reduce costs as a result of lower levels of disability.
However, access to these new technologies is constrained by lack of pre-hospital assessment and
transport protocols and timely access to 24/7 endovascular-capable facilities with appropriate stroke
protocols, procedures, and resources.
Currently Available Clinical Evidence and Service Utilization Data Point to Opportunities
for CMMI to Implement LVO Stroke Demonstration Modelxx
• Compelling Treatment Effects with Endovascular Mechanical Thrombectomy Compared to
Conditions that Spurred Policy Changes
o Number Needed to Treat (NNT) to benefit functional outcome with Mechanical
Thrombectomy = 3-7
o NNT to have a favorable patient outcome with iv-alteplase = 14
o NNT to avoid one heart attack with PCI = 33
• Iv-alteplase + Endovascular Treatment Associated with Spending a Median of 64 days More
at Home than Iv-alteplase Patients Alone

2

Iv-alteplase is the type of intravenous Tissue Plasminogen Activator (iv-tPA) used for treating acute ischemic strokes.
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APPENDIX E. Clinical Background on Mechanical Thrombectomy
Mechanical Thrombectomy is Regarded as the Gold Standard for Treating LVO Strokes
Mechanical thrombectomy devices3 are used to remove blood clots from a vessel primarily by
aspiration and/or physical stent retrieval techniques. Five seminal clinical trials (See Figure X)
established mechanical thrombectomy as the appropriate treatment for LVO strokes, with
subsequent clinical trials (including PISTE, THERAPY, THRACE, ASTER, and DAWNxxi)
reinforcing the positive impacts of mechanical thrombectomy—such as reduced disability levels and
shortened recovery time.xxii Some trials were actually halted early due to the ethical concerns of
randomizing patients in light of these results—and to ensure all eligible patients could receive
endovascular treatment.xxiii A recent meta-analysis of the five seminal trials found that 50.2% of
patients who received mechanical thrombectomy demonstrated early neurological recovery at 24
hours following surgery, compared to 21.2% of patients who received iv-alteplase alone.
Furthermore, 46% of patients in the intervention group had a modified Rankin Score (mRS) of 0 – 2
(indicating little to no disability) at 90 days, compared to 26.5 % of the non-intervention group.xxiv
The emergence of innovative research and the rapidly changing clinical landscape led the AHA/ASA
and SNIS to update their clinical standards of care for LVO stroke in 2015 to reflect mechanical
thrombectomy as the appropriate treatment for LVO patients. The AHA/ASA is expected to
release revised guidelines in 2018 to reflect the rapidly evolving opportunities in stroke care.
Figure X. Clinical Evidence Has Established Mechanical Thrombectomy as the Most
Appropriate and Effective Treatment for LVO Strokesxxv
Key Terms (*Indicates score only measured among the intervention group):

•
•
•

Reperfusion Rate (TICI 2b/3): Reperfusion rate measures the successful restoration of blood flow through a vessel, and is most often
measured by a TICI score. A TICI score of 2b/3 indicates a “complete filling of the expected vascular territory.” xxvi
Modified Rankin Scale (mRS): Clinician-reported measure of disability used to quantify stroke patient outcomes at subsequent intervals
following treatment (3 months, 6 months, etc.). mRS is reported on a scale of 1-6, with 1 indicating “no significant disability” and 6 indicating
death (a score of 2 or less indicates functional independence). xxvii
NIH Stroke Scale (NIHSS): NIHSS is used to quantify neurological deficits. NIHSS scores range from 0 – 42. A score of 0 indicates “no
stroke” while scores in the mid-teens likely indicate an LVO stroke.xxviii
Trial

MR. CLEAN:
Multicenter Randomized
Clinical Trial of
Endovascular Treatment
for Acute Ischemic
Stroke in the
Netherlands

3

Study Overview

Randomized acute stroke
patients presenting within 6
hours of stroke onset who
received mechanical
thrombectomy.

Key Findings/Outcomes

Reperfusion Rate: Successful reperfusion of TICI 2b/3 in 58.7% of patients in the
mechanical thrombectomy intervention group.*
Mortality: No significant differences in mortality among patients who received
mechanical thrombectomy versus those who did not were reported at 7, 30, and 90
days.
Disability Scores: Reported superior functional outcomes (mRS 0 - 2) at 90 days for
patients who received mechanical thrombectomy and iv-alteplase versus those who did
not (32.6% v. 19.1%). NIHSS score after 5 -7 days was an average of 2.9 points lower
in the intervention group than in the control group.

Also referred to as endovascular stroke devices.
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Study Overview

ESCAPE: Endovascular
Treatment for Small
Core and Anterior
Proximal Occlusion with
Emphasis on Minimizing
CT to Recanalization
Times

In light of the success of MR.
CLEAN results, ESCAPE was
halted early for analysis. Key
features included encouraging
use of CT over MRI imaging
and focusing on improving
hospital workflow for
mechanical thrombectomy
procedures (CT to puncture
time < 60 mins, CT to
recanalization time < 90 mins).

Reperfusion Rate: Successful reperfusion of TICI 2b/3 in 72.4% of patients in the
mechanical thrombectomy intervention group.*

SWIFT PRIME was also
concluded early after the clear
success of earlier trials. Study
required both vascular and
tissue imaging, and the
administration of iv-alteplase
with 4.5 hours, as well as groin
puncture time for mechanical
thrombectomy within 6 hours
of symptom onset.
EXTEND IA was also halted
early because of clinical
efficacy.
Required both vascular and
tissue imaging, iv-alteplase
eligibility within 4.5 hours and
groin puncture time for
mechanical thrombectomy
within 6 hours of symptom
onset.

Reperfusion Rate: Successful reperfusion after 27 hours of TICI 2b/3 in 83% of
patients who in the mechanical thrombectomy intervention group versus 40% of
individuals in the control group.

REVASCAT emphasized both
vascular and tissue imaging
selection of patients, but
extended the time window for
patients to receive mechanical
thrombectomy to up to 8
hours after symptom onset.

Reperfusion Rate: Successful reperfusion of TICI 2b/3 in 66% of patients in the
mechanical thrombectomy intervention group.*

SWIFT PRIME:
Solitaire with the
Intention for
Thrombectomy as
Primary Endovascular
Treatment

EXTEND-IA:
Extending the Time for
Thrombolysis in
Emergency Neurological
Deficits—Intra-Arterial

REVASCAT:
Randomized Trial of
Revascularization

Key Findings/Outcomes

Disability Scores: Median 90-day mRS score was 2 in the intervention versus 4 in the
control group. Proportion of patients with mRS score of 0-2 at 90 days was 53% in the
intervention and 29.3% in the control group. NIHSS score of 0 - 2 at 90 days was
51.6% in the intervention versus 23.1% in the control group.
Mortality: Mortality at 90 days was 10.4% in the intervention group and 19.0% in the
control group.

Disability Scores: Reported superior functional outcomes (mRS 0 - 2) at 90 days for
patients who received mechanical thrombectomy and iv-alteplase versus those who did
not (60% v. 35%).
Mortality: No significant differences in mortality reported at 90 days among patients
who received mechanical thrombectomy versus those who did not.
Reperfusion Rate: Percentage of reperfusion (based on CT imaging) at 24 hours was
greater in intervention versus the control group (100% v. 37%). Successful reperfusion
of TICI 2b/3 in 86% of patients in the mechanical thrombectomy intervention group.*
Disability Scores: Resulted in improved functional outcome at 90 days, with more
patients achieving functional independence (mRS 0 – 2), 71% of patients receiving the
mechanical thrombectomy intervention vs. 40% of patients who did not.
Mortality: No significant differences in mortality reported among patients who
received mechanical thrombectomy versus those who did not.

Disability Scores: Led to higher rates of functional independence based on an mRS
score at 90 days of 0 – 2 among the patients who received mechanical thrombectomy
versus those who did not (43.7% v. 28.2%). Reported an NIHSS score of 2 for the
intervention group and 6 for the control group at 90 days.
Mortality: No significant differences in mortality reported at 90 days among patients
who received mechanical thrombectomy versus those who did not.

Clinical Evidence Demonstrates Improved Patient Outcomes with Mechanical
Thrombectomy
Given the evidence that endovascular treatment improves patient outcomes and decreases disability
levels following an LVO stroke, there is significant potential to reduce the longer-term costs of
disability and treatment that result from severe strokes.xxix Efforts are underway to systematically
investigate the impact of mechanical thrombectomy through new and expanded registries to
examine LVO stroke patient outcomes and related costs. The STRATIS Registry already includes an
estimated 1,000 patients who will be followed for up to one year. At this time, data from 90 and 180
days are available and undergoing analysis.xxx Additionally, the TREVO Retriever Registry began in
2013, and will enroll approximately 2,000 patients by December 2017.xxxi These registries will be
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useful in assessing patient outcomes and evaluating the cost impact of mechanical thrombectomy,
and can be leveraged to support evaluation of any Innovation Center model.xxxii

MaCurdy, T. and Jay Bhattacharya, Challenges in Controlling Medicare Spending: Treating Highly Complex Patients,
May 2014.
ii Approaches to Bundling for Post-Acute Care, Medicare Payment Advisory Commission, June 2013.
iii Statistical Fact Sheet: 2016 Update: Older Americans and Cardiovascular Disease, American Heart
Association/American Stroke Association, 2016. Mozaffarian et al. Heart Disease and Stroke Statistics—2015 Update A
Report From the American Heart Association, Jan. 27, 2015. MaCurdy, T. and Jay Bhattacharya, Challenges in
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Treating Highly Complex Patients, May 2014.
iv English et al 2016. Mechanical Thrombectomy-Ready Comprehensive Stroke Center Requirements and Endovascular
Stroke Systems of Care: Recommendations from the Endovascular Stroke Standards Committee of the Society of
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Dear Administrator Verma,
On behalf of The Society of Thoracic Surgeons (STS), I am writing to provide
comments on the Centers for Medicare and Medicaid Services (CMS) Innovation
Center (Innovation Center) request for information on the Innovation Center’s new
direction. STS appreciates the opportunity to comment as the CMS Innovation
Center considers a new direction.
Founded in 1964, STS is an international not-for-profit organization representing
more than 7,400 cardiothoracic surgeons, researchers, and allied health care
professionals in 90 countries who are dedicated to ensuring the best surgical care
for patients with diseases of the heart, lungs, and other organs in the chest. The
mission of the Society is to enhance the ability of cardiothoracic surgeons to
provide the highest quality patient care through education, research, and
advocacy.
STS offers the following comments with regard to specific questions outlined
within the RFI.
Guiding Principles
STS supports all of the principles mentioned above. We are specifically encouraged
to see the Innovation Center articulate the principle of transparent model design
and evaluation as a priority. This transparency should emphasize engagement with
appropriate stakeholders early in the Alternative Payment Model (APM)
development, before model parameters, including quality measurement and
participant assessment, are finalized.
In developing APMs, we urge the Innovation Center to include stronger emphasis on
outcomes measurement and evidence-based care. We strongly encourage the
Innovation Center to facilitate utilization of outcomes data that meaningfully
capture differences in performance, like data derived from the STS National
Database, to support the principles of evidence-based care. Incorporating
meaningful outcome measures is the only way to ensure that payment models are
truly promoting quality care.
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Additionally, STS strongly supports the provider choice and incentives principle. Provider choice and
voluntary participation in all alternative payment models is essential. This will allow physicians to
identify the payment model that is most appropriate for their practice.
Expanded Opportunities for Participation in Advanced APMs
We strongly believe there is a need to increase the number of Advanced APMs available to specialists. In
order to increase the number of Advanced APMs, we encourage the Innovation Center to proactively
engage with stakeholders and the Physician-Focused Payment Model Technical Advisory Committee
(PTAC) to identify opportunities and challenges to implementing specialty-specific APMs as soon as
possible.
Expanded Opportunities for Participation in Advanced APMs Model Designs
Currently there are not enough APMs available to eligible clinicians. Specifically, specialists like
cardiothoracic surgeons do not have the ability to actively participate in an Advanced APM. In December
2016, the CMS Innovation Center finalized plans to implement a Coronary Artery Bypass Graft (CABG)
Model in the Advancing Care Coordination through Episode Payment Models (EPMs). Unfortunately, the
CABG EPM was promulgated without sufficient physician input and was significantly flawed in that it
required only two quality measures be used: all-cause mortality and a patient satisfaction survey. When
given the opportunity to comment on the model, STS argued that the Innovation Center should use the
STS CABG Composite Score, a quality measure that has been endorsed by the National Quality Forum
and which includes all-cause mortality and four other quality measures. The mortality rate for CABG is
approximately 2%. This means that under the proposed CABG EPM, the Innovation Center would not
have been able to differentiate among 98% of providers in the model. By using the STS CABG
Composite, the Innovation Center would be using the same quality metrics STS has used in partnership
with Consumer Reports to publically report on hospitals’ complete CABG performance. [See STS Public
Reporting: http://publicreporting.sts.org/].
The Innovation Center must prioritize the development of specialty-specific APMs, particularly
cardiothoracic-specific models. In doing so, the Innovation Center would be focusing on one of the
largest cost centers in the nation. This process should be initiated in partnership with stakeholders like
STS so that the Innovation Center can develop and implement effective and meaningful APMs that are
more likely to successfully improve quality and reduce overall cost. Much of this work has already been
pioneered by organizations like ours, and future models should be done in partnership to leverage the
proven quality improvement and cost reduction efforts in which organizations have already made
tremendous investment.
Structure, Approach, and Design of Potential Expanded Opportunities for Participation in Advanced
APMs
In general, when establishing payment models for cardiothoracic surgery, STS recommends that the
Innovation Center include the following principles:
 Ensure a sound quality measurement framework that incorporates risk-adjusted outcome
measures that can meaningfully differentiate quality of care and include payment incentives.
Quality measurement should be facilitated through a qualified clinical data registry that collects
robust clinical data. STS believes that we can pioneer a value-based payment model that uses
the STS National Database as a backbone.

Administrator Verma
3




Assess cost using measures that accurately account for episode-related expenses and not costs
for non-related events. STS welcomes the opportunity to work with the Innovation Center to
identify appropriate services to be included in episodes of care that are identified for bundled
payments. The Innovation Center should seek to collaborate with medical specialties and
stakeholders when defining any bundles.
Appropriately implement Section 105(b) of MACRA that allows Medicare claims data to be
continuously available to qualified clinical data registries.

STS firmly believes that the Innovation Center must focus development of new APMs on evidence-based
care with a specific emphasis on quality outcomes. While STS disagreed with the approach to bundle
payments for CABG, we believe this area still requires priority consideration. STS would welcome the
opportunity to work with CMS and the Innovation Center in developing a meaningful, voluntary CABG
EPM that will successful measure quality care.
The STS National Database was established in 1989 as an initiative for quality assessment, improvement,
and patient safety among cardiothoracic surgeons. The Database has three components—Adult Cardiac
Surgery, General Thoracic Surgery, and Congenital Heart Surgery. The fundamental principle underlying
the STS National Database initiative has been that surgeon engagement in the process of collecting
information on every case, combined with robust risk adjustment based on pooled national data, and
feedback of the risk-adjusted data provided to the individual practice and the institution, will provide
the most powerful mechanism to change and improve the practice of cardiothoracic surgery for the
benefit of patients. The Adult Cardiac Surgery Database has 90 to 95 percent penetration across all the
cardiothoracic surgery practices in the country. The STS National Database is considered the gold
standard in quality measurement. We strongly encourage the Innovation Center to work with STS to
utilize the STS National Database in determining the appropriate quality measurements in any APM for
cardiothoracic surgery.
Policy-makers and thought leaders have largely indicated that bundled payments for episodes of care
are a central tenet of alternative payment. However we would caution the Innovation Center to
recognize that many cost components of health care are not within the control or purview of physicians.
Therefore, we believe that physicians and specialty societies should be consulted early in the
development of any CMS/CMS Innovation Center-defined episodes of care. Early engagement can
ensure that all the attributed costs are relevant to the care provided by those at risk under the model.
At this stage, we feel the best opportunity for success would be to incorporate the STS quality data into
the episode of care that CMS has already identified for the CABG EPM or the episodes of care being
developed for limited testing through the American College of Surgeons/Brandeis APM proposal that
was recommended to the Secretary by PTAC. Rather than starting from scratch, we can build on gains
made by the Innovation Center with the EPM and by ACS/Brandeis with their PFPM proposal. Further,
our quality-based payment methodology addresses critical gaps in all the models that have been
proposed thus far – we have a validated and meaningful way to measure quality and it can be tied to
payment models.
Guiding Principles of Physician Specialty Models
STS firmly believes that the Innovation Center must make development of physician-focused payment
models (PFPMs) the highest priority. In focusing on PFPMs, the physician community will become more
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engaged in the development process of APMs. This engagement and the increase in the availability of
PFPMs will allow for more physicians to successfully meet the APM requirements set forth in MACRA.
As the leader in outcomes measurement and improvement mechanisms, STS believes that any
cardiothoracic specific APM should utilize the outcomes data derived from the STS National Database.
Our risk-adjusted quality outcomes data provide the most accurate review of specific cardiothoracic
procedures and will enable CMS to implement a bona fide quality-based payment methodology.
Access to Medicare claims data was required under Section 105(b) of MACRA and is essential to defining
true value-based payment. CMS must adequately implement section 105(b) of MACRA to allow the STS
National Database to continuously link to Medicare claims data, not just discrete, episodic matching.
Continuous linking would support stakeholders as they work with CMS to develop new physician
specialty models, while also contributing to research, quality improvement, and patient safety
initiatives. As indicated by the statute, qualification as a QCDR should be the only required threshold for
access to data under this provision. Additional application criteria should not apply.
The Future Direction of the Innovation Center
In addition to model development, STS encourages CMS to consider policies that will increase the
likelihood that clinicians participate in APMs and achieve Qualifying APM Participant status. This
includes lowering the risk requirements and Certified EHR Technology (CEHRT) requirements to allow for
greater participation in APMs.
********
STS appreciates the opportunity to provide feedback to the Innovation Center on a new direction aimed
at increasing APM development. Please contact Courtney Yohe, Director of Government Relations,
should you have any questions.
Sincerely,

Richard Prager, MD
President

November 20, 2017
Seema Verma, MPH
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, DC 20201
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Amy Bassano, MA
Acting Deputy Administrator for Innovation and Quality
Acting Director, Center for Medicare & Medicaid Innovation
Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244

Re: CMS Innovation Center RFI: Innovation Center New Direction
Dear Administrator Verma and Acting Deputy Administrator Bassano:
Solera Health (Solera) is pleased to respond to the Centers for Medicare and Medicaid Services
(CMS) Innovation Center Request for Information issued on September 20, 2017. We
acknowledge CMS’s commitment to finding innovative, cost-effective, and consumer engaging
solutions to pressing health issues that Americans face. Solera is equally committed to increased
choices and competition leading to a reduction in costs, and greater transparency along with
higher beneficiary satisfaction levels and quality outcomes.
Solera is a preventive benefits manager of non-clinical services used to improve a clinical
condition. We are best known for our integrated network of Diabetes Prevention Program (DPP)
providers that functions as the administrative contractor to manage the DPP for health plans in
the commercial and Medicare Advantage markets. Solera is also developing non-clinical
intervention networks for other conditions such as sleep, stress, and resilience. Given our
company’s business interests, we offer comments on the following innovation model areas:
• Consumer-Directed Care & Market-Based Innovation Models
• Medicare Advantage (MA) Innovation Models
• State-Based and Local Innovation, including Medicaid-focused Models

Solera Health, Inc. | 1018 W. Roosevelt St. | Phoenix, Arizona 85007
Toll Free: 1.800.858.1714 | Fax: 602.296.0381 | www.soleranetwork.com

1. Consumer-Directed Care & Market-Based Innovation Models
Solera believes it is essential to have consumers engaged in all aspects of their healthcare
decisions. This includes evaluating performance outcomes and quality when selecting
physicians and hospitals, as well as comparing costs for services received. For far too long,
payers have sought this kind of information from providers, however individuals have been
separated from these key metrics. The rise of value-based insurance design and high deductible
insurance options makes the need for consumer-directed care event more timely. We wish to
actively engage and empower consumers in their health decisions at more stages of their lives,
including those on Medicare, Medicaid, and other government-sponsored programs.
Solution Model Features
• Solera encourages CMS to authorize, contract for, and fund the creation of
interactive websites and tools for consumer decision making and engagement which
link to access.

•

-

For instance, CMS can incorporate quality data (such as HEDIS scores, accountable
care organization (ACO), individual physician practice outcomes) and cost data for
ICD-10 codes or bundled payments for full episodes of care into a website that allows
consumers to search by geography, language, and other characteristics.

-

A searchable website with quality and cost by condition, including for preventive
services, would allow consumers facing a particular condition to consider which
providers might be suitable, and will also give perspective on costs. Recognizing
insurance coverage will differ, it is still important to begin the process of
familiarizing individuals with costs of services.

Solera asks CMS to develop models that present high decisional conflict and high
costs, and provide resources to help consumers navigate the decision-making
process.
-

Consumers faced with health decisions that are highly sensitive, involve an
appreciated degree of risk, and have high associated costs are often left with few
options beyond their physician. Using algorithms and predictive analytics, consumers
may explore options related to topics such as C-sections and drugs to treat depression.
Consumers can also discover the costs associated with the choices that are
considering as a part of the model.

-

It is important for providers to understand how consumers arrive at their ultimate
decision for high cost, high decisional conflict medical situations. A model
considering the decision-making process and the impact on the physician practice or
accountable care organization can be very insightful.

2. Medicare Advantage (MA) Innovation Models
Solera believes our nation’s older adults should have the opportunity to experience the benefits
of our health system even as they age. Medicare has continued to make important strides,
including the inclusion of prescription drug coverage and Medicare Advantage. The expansion of
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health coverage and access, as well as the inclusion of preventive services in the MA benefit are
all hallmarks of a system that continues to strengthen and meet beneficiary needs.
Solution Model Features
• Solera encourages CMS to develop MA Innovation Models that strengthen
community and clinical linkages, and incorporate choice for preventive health and
community-based services.
-

Models should encourage and compensate providers of support services delivered inperson, and group settings. The delivery of non-clinical services to prevent or address
clinical conditions is important, especially for seniors. Not only is this an effective
way to see improvement in a clinical condition, but it also to connect older Americans
to the community which has dramatic, positive impact on depression and loneliness.

-

As MA models should connect to older individuals where they live, eat, work, play,
and pray. The physician-centered model is important, but limited. There are other
settings that can be used to support the health needs of older Americans. Community
centers, fitness centers, pharmacies, and supermarkets are just a few of the setting that
should be explored for ways they can be incorporated into Innovation Models for
older individuals.

3. State-Based and Local Innovation, including Medicaid-focused Models
While Medicaid has been the subject of many conversations aimed at health reform, individuals
who are low income still need care. Solera encourages models where states have the flexibility to
develop model innovative programs, especially where there can be greater coordination among
other state agencies. Allowing states to define the populations for their projects, such as the
chronically homeless or individuals dealing with mental health and substance abuse, and the
benefits available would allow testing of innovative approaches to familiar challenges. Medicaid
beneficiaries should be allowed to opt-in to a model. Most importantly, model innovations for
Medicaid should address health needs as well as other factors that impact health, such as housing
and nutrition, by fostering collaboration with community-based organizations.
Solution Model Features
• Solera seeks opportunities to link individuals on Medicaid to community supports to
address social determinants of health.
-

Models should reimbursement for telehealth services, including efforts of non-clinical
providers to improve the health of Medicaid recipients, including factors categorized
as social determinants of health. Remote monitoring for compliance would be very
useful for those individuals on medication for chronic or behavioral health conditions.

-

CMS should develop a model using non-clinical providers to provide “food
prescriptions” for Medicaid recipients, which would help people make healthy food
choices and locations to obtain those items. This is particularly important for
individuals in food deserts.
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In conclusion, we reiterate our commitment to innovate in healthcare by building on the systems
that show strong promise for delivering quality, encouraging consumer choice, and controlling
costs. We strongly support CMS’ efforts to provide preventive and life-changing, non-clinical
services to individuals so that our citizens may enjoy better health with lower costs. Consistent
with our mission, “Changing lives by connecting people to healthcare solutions that work,” we
look forward to continued conversations with CMS on how we can work together to deliver
innovative solutions.
We ask CMS to develop innovation models that:
•
•
•
•

Provide consumers with options based on quality as well as costs;
Develop and strengthen in-person, community-based, non-clinical delivery systems;
Include clinical-community linkages and telehealth; and
Address social determinants of health.

If there are questions or if additional information is needed, please do not hesitate to
contact Danielle Turnipseed.

Sincerely,

Brenda Schmidt
Founder and CEO
Solera Health, Inc.
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I would strongly suggest that CMS look closely at the work being done in
Washington State around home and community based care. Washington is #1 in
the nation in client choice, satisfaction, etc., while being #34 in Medicaid spending
per capita. This shows that seniors and the disabled are receiving quality, personcentered care at a cost much less than one would expect.
Serving people where they want to be served -- in the least restrictive
environment – while saving the state huge dollars in nursing home expenses is a
win-win situation.
I urge you to talk with Washington’s Department of Social and Health Services,
Home and Community Services division. Ours is a model worth replicating.

Lynne Van Horn
Family Caregiver Support Program Coordinator
Southeast Washington Aging & Long Term Care
PO Box 8349
Yakima, WA 98908

Suggestion on New Direction
In CPCI and CPC+, some goals, such as reducing ambulatory visits to ER, are difficult for PCPs to achieve.
While dollars can be attributed to same, the decision is at the patient level, not the PCP.
A major challenge for the PCP is to be aware of treatment outcomes and cost/benefit ratios of our
referral trees, for testing or treatment.
I believe that a worthwhile project to asist PCPs on a large scale would be to determine outcomes and
relative expenses of referral trees by diagnosis/procedure.
Take for example mitral and aortic valve replacement.
Outcomes could be determined by survival subsequent to procedure.
CMS would have date of procedure and date of death by tax ID, location and NPI
eg
Aortic valve replacement procedure billed (by CPT detemine open vs TAVR) from date to procedure to
date of death.
Mitral valve replacement procedure billed (by CPT detemine open vs TAVR) from date to procedure to
date of death.
Atrial ablation by MAZE vs endometrial.
CABG, PTCA
This type of data would finally give PCPs and others decision support on their referral pathways:
1) Number of procedures,
2) avg cost of procedure by CPT for facility and provider by NPI vs mean of all facilities
3) survival by number of months (survival ratio at 1M, 12M, 24M etc)
4) relative cost/survival
This type of information could impact referral tree, survival, cost and would nudge facilities to change
Most of the information required is already in CMS databases.
Constructing algorithms would require clinician input and IT expertise.
I would expect ROI to be high although it would take time to see impact.
It would be an interesting project appropriate for CMMI
Peter J. Muir MD
Family Physician and Informaticist
Springfield Center for Family Medicine T1OH0482

November 20, 2017
Ms. Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Submitted electronically to CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Request for Information
Dear Administrator Verma:
SSM Health welcomes and appreciates the opportunity to submit input on the Centers for
Medicare & Medicaid Services’ (CMS) request for information on the new direction for the
Center for Medicare and Medicaid Innovation (CMMI). We would like to specifically comment
on the guiding principles, including choice and competition in the market, provider choice and
incentives, patient centered care, and benefit design and price transparency.
SSM Health is a Catholic, not-for-profit health system serving the comprehensive health needs of
communities across the Midwest through one of the largest integrated delivery systems in the
nation. With care delivery sites in Illinois, Missouri, Oklahoma and Wisconsin, SSM Health
includes 20 hospitals, more than 60 outpatient care sites, a pharmacy benefit company, an
insurance company, two nursing homes, comprehensive home care and hospice services, a
technology company, and an Accountable Care Organization (ACO). With more than 9,500
providers and 35,000 employees in four states, SSM Health is one of the largest employers in
every community it serves. An early adopter of the electronic health record (EHR), SSM Health
is a national leader for the depth of its EHR integration.
Below are SSM Health’s comments on the request for information regarding CMMI.
Comments on the Guiding Principles
We are in agreement with the general statements indicating greater choice for both beneficiary
and provider.
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Choice and competition in the market
 We agree that choice requires competition and that competition should be fair and based on
transparency of the desired outcome and the cost to attain that outcome. Breaking down the
barriers to price transparency and true measured outcomes would make it possible for
individual consumers, or groups of consumers, to make general value judgements.
Provider choice and incentives
 We would generally support moving toward voluntary models, with the caveat that rules and
regulations governing such models and the financial terms of such models need to be
explicitly explained, outlined, and codified well before taking effect.
 Too often regulations and financial arrangements are not fully known until performance is
being measured or a determination to participate is necessary.
Patient centered care
 We would be in favor of models that support a market orientation and put the consumer of
health care in the center of decisions related to the care they receive.
Benefit design and price transparency
 Generally, benefit design should assist in promoting the desired value based consumer
decisions and price transparency be comparable in determination and presentation across and
within a market and benchmarked for easy comparison.
Suggestions for Questions Posed
Below is a summary of our suggestions to the questions posed in the call for responses:
1. The guiding principles make sense. The financial incentives must be aligned for all
involved in delivering and receiving care.
2. The cycle time for new changes to the regulations and structure is too short. Health
systems expend precious time and resources adjusting to the changes yearly. These
frequent changes are also quite confusing for patients.
3. Bundling services and allowing direct contracting by beneficiaries for these services
aligns financial incentives and preserves patient choice, while allowing health care
providers to compete in the space, or spaces, where they feel best equipped to compete.
Much more of a free market approach that is predicated upon price transparency and
market orientation. The services could be subject to quality standards for participation in
part or whole.
a. E.g. Primary care concierge type arrangement with a system. Capitated payment
to the system of beneficiaries choosing for all services rendered or for a subset of
services prospectively.
b. This model creates appropriate competition and growth in consumer oriented
health care delivery amongst providers.

SSM Health Comments on CMS RFI on CMMI
Page 3 of 3

SSM Health appreciates the opportunity to submit this response to the request for information
and looks forward to learning of the new direction of CMMI that hopefully takes into account the
comments discussed above.
If you have any questions, please do not hesitate to contact me.
Sincerely,

Peter M. Schoch, M.D.
Regional Vice President, Value Based Care
SSM Health – St. Louis

University of Minnesota
School of Public Health
2221 University Ave. SE, Ste.345
Minneapolis, MN 55414
P: 612-624-4802 F: 612-624-1493
www.shadac.org

November 20, 2017
U. S. Department of Health and Human Services
Centers for Medicare and Medicaid Services (CMS)
7500 Security Boulevard
Baltimore, MD 21244
Re: SHADAC Response to CMS’ Request for Information (RFI): Innovation Center New Direction
To whom it may concern:
Thank you for the opportunity to respond to this RFI about the direction of CMS’ Innovation Center, an
important resource within the U. S. Department of Health and Human Services for identifying and assessing
needed health delivery and payment interventions in public programs. Having served in a evaluation and
technical assistance capacity on behalf of states implementing innovative ways to deliver and pay for health
care, the State Health Access Data Assistance Center (SHADAC) is pleased to provide responses to three RFI
questions as they relate to data needed for and evaluation of state-led innovation.
SHADAC, located within the Division of Health Policy and Management at the University of Minnesota, is a
health policy research and technical assistance center with a focus on state health policy including public
program financing, reform, and health outcomes. Our small, multidisciplinary team is passionate about the
importance of using sound data to inform policy decisions, and works collaboratively with clients as thought
partners to understand their information needs and achieve results.
SHADAC has been providing policy research, evaluation, and technical assistance to state and federal
officials for over 15 years, and in that time we have worked with personnel in most states and territories. Our
clients are usually state officials, data analysts, and policymakers who work in state health departments,
Medicaid offices, departments of insurance, and exchanges. We also provide assistance to legislators and their
staff. Thanks to our history of working with states, we have developed a deep understanding of the unique
challenges and opportunities states face.
In this letter, SHADAC responds to three questions posed:
• Do you have comments on the guiding principles or focus areas? (question 1)
• Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models. (question 3)
• Are there any other comments or suggestions related to the future direction of the Innovation Center?
(question 7)
We draw from our recent experiences monitoring and evaluating state reforms, specifically as state
evaluator of the State Innovation Model (SIM) in Minnesota as well as a Medicaid and CHIP Payment and Access
Commission (MACPAC) Indefinite Delivery/Indefinite Quantity (IDIQ) prime contractor. Under the MACPAC IDIQ,
SHADAC has been tasked with engaging stakeholders to discuss Medicaid advanced payment models, cataloging
Medicaid initiatives focusing on integrating physical and behavioral health care, and assessing quality
measurement for home and community based services and behavioral health in Medicaid. In addition, during
State Health Access Data Assistance Center
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the timeframe of the passage of the Affordable Care Act (ACA), SHADAC provided technical assistance on data
and evaluation to a variety of states as they implemented the ACA (supported by the Robert Wood Johnson
Foundation) and specifically, the 13 state grantees of the Health Resources and Services Administration (HRSA)
State Health Access Program (SHAP).

Comments on Select Innovation Center Principles and Focus Areas (RFI Question 1)
SHADAC appreciates the opportunity to comment on the Innovation Center’s future guiding principles and
focus areas (question 1) and is best suited to provide insights on transparent model design and evaluation
(principle 5); and small-scale testing (principle 6); as well as the state-based and local innovation potential model
(focus area or potential model 6).

Principle: Transparent model design and evaluation
SHADAC shares the Innovation Center’s commitment to transparency in model design and evaluation. We
make two basic points as the Innovation Center evaluates models according to this principle.
• Successful model design should include planning and discussion of parameters for evaluation.
As the Innovation Center rolls out new models, it will be important to identify, in advance, the
information, data, and evidence needed to determine the impact of the model. Data collection and
evaluation requirements should be prioritized from the beginning and revisited over time. Evaluation
requirements in the model design phase could include developing framing questions for model
evaluation, determining whether model requirements are aligned with evaluation priorities (maximizing
alignment where possible), assessing data needs and gaps, and seeking stakeholder input on desired and
achievable short-term and long-term outcomes. A limitation of our evaluation of SIM in Minnesota was
that key questions and priorities were not identified in advance of finalizing model requirements, which
led to missed opportunities for prospective, standardized, data collection, and data harmonization
across participants.
• Evaluations of innovations should include clear documentation of actual interventions to assess
outcomes. State and local payment innovation in health care is complex, involves multiple stakeholders,
and is taking place alongside other population-based reforms and in changing marketplaces and policy
environments. Therefore, Innovation Center Model implementation, no matter how well-defined, may
vary by participating organization or individual and local needs. Evaluations must determine how models
are implemented in practice (versus planned interventions) in order to better associate interventions
with changes in outcomes. For example, evaluations of Accountable Care Organization and advanced
primary care models could include descriptions of core aspects of model implementation, which
facilitates transparency and identification of promising practices.

Principle: Small-scale testing
States can serve as a laboratory for future, larger-scale reform efforts. SHADAC supports the assessment of
future Innovation Center models in terms of the possibility of small-scale testing and has studied a variety of
successful state-led innovative delivery system and payment reform approaches in its evaluation and technical
assistance work with states. One consideration for the Innovation Center as it relates to small scale testing is
developing the capacity to systematically monitor, similar state-based models across states to inform
intervention scalability. More work is needed to develop measurement frameworks, standards for data
collection, and metrics to respond to questions about efficacy of highly publicized state reforms, such as
Medicaid Accountable Care Organizations (ACOs) or Accountable Communities for Health (ACHs). Another
consideration is continue to provide adequate funding for state and local evaluations as well as to facilitate the
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release of interim and final evaluation results in a timely manner, including documentation of innovative
interventions and evaluation metrics to promote program or model accountability and shared learning.
State Medicaid ACO models, for example, are young and their structures vary significantly based on a state’s
health care marketplace, Medicaid program history, leadership, and culture of stakeholder collaboration. While
using the term “ACO” can be helpful in describing basic concepts, it is often used inconsistently and does not
convey important program elements. States implementing Medicaid ACOs or “ACO-like” models have blended
various elements of differing care delivery and payment reform strategies and have adapted new models to
local health care markets and political environments.
SHADAC proposes several questions the Innovation Center may want addressed related to the data needed
to inform state model comparisons and scalability:
• How are models identified and defined? How are patients attributed to models?
• What specific methods are states employing to identify providers who are part of model arrangements?
• What are considered key metrics of performance and how are they determined? Do metrics track model
impact on care delivery decisions and behavior at the provider level? What is missing from a patient
satisfaction, access, utilization, or cost perspective? Do measures relate to near, medium, or long term
impacts?
• What quantitative and qualitative data sources are states using to track model performance?
• How are states comparing outcomes for patients enrolled in models to those not receiving care from the
model? Are breakouts available for specific beneficiary groups? Provider types?
• How are state agencies leveraging or thinking about leveraging broader state data resources, such as All
Payer Claims Databases (APCDs), to evaluate model performance?
• What methodological issues exist? How can they be overcome?
• Who is responsible for model monitoring and evaluation activities?
• How do state efforts to monitor and evaluate their reforms differ from the data analytic activities and
reporting disseminated to providers for quality assessment and payment purposes? How are these
efforts aligned or not aligned?
• What data or infrastructural enhancements (or methodology changes) would be necessary to be able to
compare and contrast the performance of different state models? What is the feasibility of collecting
new/different data?

Potential Model: State-based and Local Innovation, including Medicaid-focused Models
SHADAC applauds the ongoing SIM initiative in terms of investing in states to design, implement/accelerate,
and evaluate needed reforms in health care service delivery and payment and is pleased to learn of the potential
for continued support of state and local innovation, including in Medicaid. The Innovation Center should build
on the SIM framework, which supports states in all aspects of their transformation, including, for example,
stakeholder engagement, health information technology, measurement, and sustainability, as well as alignment
with population health goals. Other noteworthy aspects of SIM include opportunities for peer learning as well as
access to a range of expertise within federal agencies or through the federal technical assistance contractor.
Lessons identified by SHADAC from its work with states implementing delivery system and payment reforms
include: the need to balance flexibility in model implementation with participant accountability; and the
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importance of determining and communicating the value (or return on investment) of payment reforms and
developing data collection systems to support this work, particularly within the provider community.

Potential Model: State-based Innovation - Opportunities and Challenges (RFI Question 3)
SHADAC’s qualitative and quantitative work to date assessing state-based reforms, including Medicaidfocused models, resulted in several lessons. Reforms studied by SHADAC included Medicaid ACO models, health
information exchange (HIE) and data analytics interventions, multi-payer patient-centered medical home
(PCMH) or health home models, and ACHs. We summarize study lessons in terms of implementation
opportunities and challenges for states: 1,2

Opportunities
• Access to external expertise as well as learning opportunities across participating organizations
accelerated progress and facilitated learning.
• State-based APCDs were important for comparisons between intervention and control groups across
payer types as well as evaluation of spillover effects. Support for states in their APCD analytic work and
development is key to evaluation of market and payment reforms.
• Promising data analytics in model design encouraged provider organization participation in
interventions.
• There was overlap across states in terms of the types of metrics disseminated to providers participating
in reforms, underscoring commonality across states in the definition of high-priority issues.
• Delivery system or payment reforms aligned with the goals of participating provider organizations.
• Organizations participating in state-based reforms leveraged previously established relationships to
facilitate patient-centered, integrated, and coordinated care across care settings.

Challenges
• Performance measurement challenges that need further attention and investment include the lack of
alignment across payers and model interventions, comparability across different types of providers,
transparency, access to clinical data sources, and under-developed measures for non-medical health
needs.
• Claims-based data sources were insufficient for real-time care management interventions that seek to
coordinate care across settings. There is demand for more timely claims data as well as the integration of
provider clinical data with administrative/claims data.
• Collaboratives participating in Minnesota reforms anticipated complex data privacy legal issues, which
require investments of time and financial resources to overcome.
• There was limited capacity among provider organizations for electronic data sharing outside of their own
organization walls; consideration should be given to payment incentives to encourage more data sharing.

Other Suggestions: Dissemination of Evaluation Findings (RFI Question 7)
During the October 18th webinar introducing this RFI, a comment was made for responses to include, if
applicable, feedback on evaluation products and dissemination to maximize meaning and use of these
1 SHADAC, “Evaluation of the Minnesota Accountable Health Model: First Annual Report – Full,” University of Minnesota, School of Public Health, May 6,
2016, http://www.dhs.state.mn.us/main/.
2 Dybdal, Kristin, et.al. “State Medicaid Reforms Aimed at Changing Care Delivery at the Provider Level: Final Report.” University of Minnesota, School of
Public Health, August 2015, https://www.macpac.gov/wp-content/uploads/2015/08/State-Medicaid-Reforms-Aimed-at-Changing-Care-Delivery-at-theProvider-Level.pdf.
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deliverables. Large-scale, initiative-level evaluations of complex innovation models typically call for long,
comprehensive, written reports every year or every few years. While these reports are important, SHADAC saw
great value in developing more timely, concise products, as well, e.g., short, targeted, frequent memos or briefs
and webinars, to disseminate findings from data analyses or evaluations. The Innovation Center should continue
to encourage, as was the case under SIM, rapid-cycle feedback reporting from required state-led evaluations as
well as alignment with federal reporting. As SIM in Minnesota state-led evaluation contractor, SHADAC
produced several interim deliverables for the state team overseeing SIM implementation to inform progress and
planning. In addition, evaluation plans and interim findings could be more accessible to participating (and nonparticipating) states through Innovation Center website links and up-to-date inventories, infographics, or
dashboards of evaluation and monitoring methods, activities, data sources, and results.
The Innovation Center could leverage expertise and results from other required federal evaluations of statebased innovation, e.g., Medicaid State Plan Amendments, Section 1115 Waivers, as well as continue
collaboration with the Health Care Payment Learning and Action Network (LAN) and the Payment Reform
Evidence Hub at Duke Margolis Center for Health Policy, as examples, to support dissemination of delivery
system and payment reform evaluation evidence.
SHADAC appreciates the opportunity to comment on the future of the Innovation Center and we hope our
comments and insights related to needed data collection strategies to support robust evaluation are helpful.
Should you have questions about our response or require additional information, please contact either Dr. Lynn
Blewett or Ms. Christina Worrall. We strongly support the important work being done at the Innovation Center
and will continue to be a resource to CMS and states as they seek to promote patient-centered care and
payment reform interventions.
Sincerely,

Lynn A. Blewett, Ph.D.

Christina A. Worrall, M.P.P.

Director, State Health Access Data Assistance Center
Professor, Division of Health Policy and Management
School of Public Health, University of Minnesota

Senior Research Fellow
State Health Access Data Assistance Center
School of Public Health, University of Minnesota
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November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
US Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201
Dear Administrator Verma:
Request For Information on Innovation Center New Direction
Thank you for the opportunity to provide comment to the Centers for Medicare & Medicaid Services
(CMS) on the direction of the Innovation Center, which plays a significant role in health care payment
and service delivery innovation. State Health and Value Strategies (SHVS), a national program of the
Robert Wood Johnson Foundation headquartered at the Woodrow Wilson School at Princeton
University, assists states in their efforts to transform health and health care by providing targeted
technical assistance to state officials and agencies. SHVS has worked with states for several years on
the goals of payment and delivery system transformation.
1. Comments on guiding principles or focus areas
SHVS agrees generally with the principles laid out by CMS in the RFI. We strongly support patientcentered care, consumer engagement and more and better transparency on cost and quality
performance in health care. We believe it would be helpful for CMMI to further elaborate on and
modify how it is defining and applying these principles in its work.
When considering the first principle, “Choice and Competition in the Marketplace” (as well as
“Consumer-directed care and market-based innovation models”), we encourage CMMI to consider the
results of the classic Rand Health Insurance Experiment (HIE), an experimental study of health care
costs, utilization and outcomes which assigned people randomly to insurance plans with different
levels of cost sharing and followed their behavior for years. The HIE study led to over 300
publications.1
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View a comprehensive bibliography of HIE-related publications including:
a) Robert H. Brook et al. “Quality of Ambulatory Care: Epidemiology and Comparison by Insurance Status
and Income.” Medical Care, May 1990, Vol. 28, No. 5, pp. 392–433.
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The HIE demonstrated that participants in cost sharing plans spent less on health care but that
these savings came from using fewer services without discrimination; cost sharing reduced
both needed and unneeded health services. The reduction in services was even more
pronounced among low-income persons and had some negative consequences for those with
chronic conditions.
In addition to their inability to ascertain true medical need for services, individuals in the HIE
were not able to assess the quality of care and sometimes equated higher cost with higher
quality, consistent with more recent research findings. Despite strides in quality measurement
and reporting in the decades since, repeated research shows that patients do not seek out and
utilize quality information when making decisions except on rare occasion.
Subsequent work on appropriateness of care has found that economic incentives by
themselves do not improve appropriateness of care or lead to clinically sensible reductions in
service use.”2

The second principle focuses on “provider choice and incentives” and is described as including “an
emphasis on voluntary models, with defined and reasonable control groups or comparison
populations.” While some degree of provider choice and incentives is reasonable, it is not clear how
this principle of voluntary provider choice and/or control groups/comparison populations might
apply to Medicaid. CMS/CMMI could apply this principle to Medicare payment models but not require
state Medicaid models to emphasize provider choice or have defined control groups. In delivery
system reform efforts, providers need to have consistent payment approaches and incentives for a
sufficient volume of their patients/services for the incentives and reform approaches to be
meaningful and effective. Strictly defined or implemented, this principle as articulated could hinder
state and health plan delivery system reform efforts, not the intent of CMMI.
The third principle refers to ‘Patient-centered Care’ as “empower[ing] beneficiaries, their families, and
caregivers to take ownership of their health and ensure that they have the flexibility and information
to make choices as they seek care across the care continuum.” We recommend that CMS consider the
IOM (Institute of Medicine) definition of patient-centered care: “Providing care that is respectful of,
and responsive to, individual patient preferences, needs and values, and ensuring that patient values
guide all clinical decisions.”
The fourth principle, “Benefit design and price transparency” refers to data-driven insights to ensure
cost-effective care that also leads to improvements in beneficiary outcomes but does not specifically
b) Robert H. Brook, John E. Ware, William H. Rogers, Emmett B. Keeler, Allyson Ross Davies, Cathy Donald
Sherbourne, George A. Goldberg, Kathleen N. Lohr, Patti Camp, and Joseph P. Newhouse. The Effect of
Coinsurance on the Health of Adults: Results from the RAND Health Insurance Experiment. Santa Monica,
Calif.: RAND Corporation, R-3055-HHS, December 1984.
c) Emmett B. Keeler. “Effects of Cost Sharing on Use of Medical Services and Health.” Medical Practice
Management, Summer 1992, pp. 317–321. Available online.
d) Kathleen N. Lohr, Robert H. Brook, Caren J. Kamberg, George A. Goldberg, Arleen Leibowitz, Joan
Keesey, David Reboussin, and Joseph P. Newhouse. Use of Medical Care in the RAND Health Insurance
Experiment: Diagnosis- and Service-Specific Analyses in a Randomized Controlled Trial. Santa Monica,
Calif.: RAND Corporation, R-3469-HHS, December 1986.
e) Joseph P. Newhouse and the Insurance Experiment Group. Free for All? Lessons from the RAND Health
Experiment. Cambridge, Mass.: Harvard University Press, 1993.
2 For a summary of RAND’s ongoing work, see “Assessing the Appropriateness of Care: How Much Is Too Much?”
RB-4522.
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address benefit design, nor necessarily price transparency. Also, while price transparency may not
align with the quality of care received, research shows that many people may equate higher price with
higher quality. In addition, price transparency needs to be considered differently for lower income
individuals and persons with low health literacy such as Medicaid beneficiaries.
For the sixth principle, we suggest the CMMI clarify what is intended by the statement “that may be
scaled if they meet the requirements for expansion under 1115 A(c) of the Affordable Care Act (the
Act).”
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
We encourage the Innovation Center to consider model designs that include specific details focused
on how providers are paid at the service level. We find that many existing payment models may
change the payment incentives at an organizational level (e.g., ACO) but continue to pay providers
using a fee-for-service model, with some potential for shared savings or risk at a much later date.
This approach provides limited ability for providers to change the way they deliver care to patients.
We believe it is important to focus on developing models that change payment mechanisms at the site
of service to allow provider with flexibility to take on real accountability and to focus on overall
patient needs rather than what services are billable.
Further, we encourage CMMI to support further exploration of the hospital-based budget models
being implemented now in Maryland, Vermont (through the Medicare and state-contracted ACO) and
Pennsylvania.
Finally, we recommend that CMMI consider how it can better support state payment reform and
delivery system reform efforts that are aligned with the principles. As noted in our response to
question 3 below, we encourage fast-track consideration of state-based (e.g. Medicaid) participation
in applicable Medicare or multi-payer models.
3. Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models.
CMMI proposed eight potential models. We have the following comments on models 1, 2, 6, and 7. We
did not comment on program integrity which is listed as model 8, but it not a ‘model’ in and of itself.


Increased participation in Advanced Alternative Payment Models (APMs)
o We recommend that state-defined Medicaid APMs that fall within category 3 of the
LAN APM Framework be automatically considered as Advanced APMs, or at least given
a fast-track process for Advanced APM consideration as soon as 2018, rather than
sometime on or after 2020 for non-Medicare APMs. For example, episodes and shared
savings approaches being utilized by multiple state Medicaid agencies should be
considered Advanced APMs. The more Medicare and Medicaid payment models can
align, the more potential there is for both reductions in administrative burden for
providers and potential for true delivery system reform that improves care delivery,
patient outcomes, and cost efficiency.
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Consumer-Directed Care and Market-Based Innovation Models
o We suggest that CMMI consider specific circumstances and evidence related to
consumer-directed care models for low-income patients, including the vast majority of
Medicaid, and CHIP beneficiaries. As noted in our comments on principle 2 of the RFI,
we recommend that CMMI review and consider the Rand HIE findings related to the
impact of cost sharing on low-income beneficiaries related to their health care
utilization choices and the increased potential for negative outcomes for persons with
chronic conditions. In addition, prior state-based Medicaid pilots using consumer
health behavior incentive strategies have faced significant challenges.3



State-based and Local Innovation, including Medicaid-focused Models
o We suggest more be done by CMMI to facilitate and expedite Medicare participation in
multi-payer models at the state level in conjunction with Medicaid and other payers,
including but not limited to innovative delivery system and payment reform
approaches for dually eligible beneficiaries.
o We encourage CMMI to support fast-track processes and considerations for State
Medicaid agencies interested in participating in Medicare payment models and CMSpromoted multi-payer models such as CPC+. States should not have to go through a
full 1115 waiver application to participate in CPC+, or to make slight modification to
the CPC+ model to accommodate their Medicaid markets.
o In terms of other existing demonstrations, we suggest that CMMI both allow new
states into the Financial Alignment Initiative (duals demonstration) and allow some
additional flexibility in the demonstration for states that are currently participating in
the Initiative.
o Similarly, we encourage CMMI to continue to support Accountable Communities for
Health and encourage states to consider payment approaches and joint accountability
for performance across programs that can influence and support both better patient
outcomes and population health. For examples, CMMI might consider supporting
models that develop collaboration and alignment of performance measures and
between Medicaid/Medicare and Title V programs, or other social service and public
health initiatives.
o Finally, we recommend that CMMI consider how it can better support state payment
reform and delivery system reform efforts through sharing of provider data, quality
metrics, support in evaluations, comparison of results/lessons learned.
o Even if Medicare is not participating in the state-level payment model, we encourage
CMMI and CMS to implement streamlined approaches for timely sharing of Medicare
data with states engaged in payment reforms. The Medicare data should include
provider and beneficiary-level data on key utilization measures, cost-efficiencies, and
quality performance measures to enable state Medicaid agencies to develop more
robust and transparent pictures of performance across provider panels and
populations. This data sharing should go beyond dually-eligible beneficiaries.
o We also encourage CMMI to obtain meaningful Medicaid stakeholder involvement in
the development of new Medicare and other national or multi-payer models supported

Natoshia M. Askelson et al. “Iowa’s Medicaid Expansion Promoted Healthy Behaviors But Was Challenging to
Implement and Attracted few Participants? Health Affairs 36, No. 5 (2017) 799-807.
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by CMMI to enable state Medicaid agencies, their contracted health plans and safetynet providers to more easily and more effectively participate in such efforts.
We enthusiastically support CMS’ recent efforts to reduce the cacophony of measures
for providers and suggest that CMMI may have a role in identifying ways to streamline
and consolidate the variety of CMS core measure sets for various Medicaid programs,
populations, and payment models. The Buying Value Measure Selection Tool on
www.buyingvalue.org includes a comparison of federal and state measures used in
payment reform efforts. In addition, CMMI could assist in identifying and retaining
state (or regional) benchmarks for non-HEDIS measures that are being used in a
variety of state and local payment model approaches, including but not limited to State
Innovation Model approaches.

Mental and Behavioral Health Models
o Given the impact of mental health and substance use conditions on overall health
outcomes and quality of life, as well as the total cost of care, we applaud CMS’ efforts to
explore models focused on behavioral health. In considering models, it is important to
focus first on how to improve overall outcomes through improved access to treatment
and reduction in stigma. From that, there should follow reductions in medical
expenditures, particularly ED usage and management of co-morbid conditions, such as
diabetes. Access to behavioral health services and stigma are very real issues across
the country and addressing these delivery system issues up front is critical to the
success of payment models.
o A number of state Medicaid programs are focused on furthering behavioral health
integration with physical health care, as well as furthering integration for co-occurring
conditions (mental health and substance use). Some states have begun to include
behavioral health expenditures as part of the total cost of care in alternative payment
methodologies. It is important to recognize that in some cases, increased usage of
behavioral health services will lead to decrease usage of hospital and other physical
health care services. Since there is often a bifurcation in funding of physical and
behavioral health services, it is important that models focus on both parts of the
system and their funding in order to provide for appropriate access.

6. Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
As we noted in response to question 2 above, we encourage CMMI to consider model designs that
include specific details focused on how providers are paid at the service level. We believe it is
important to focus on developing models that change payment mechanisms at the site of service to
allow provider flexibility to take on real accountability and to focus on overall patient needs rather
than what services are billable. We recommend that CMS promote and support Medicare and
Medicaid payment waivers as part of model tests to help states and providers transform delivery and
improve care.

5

7. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
We strongly support the CMS Innovation Center. In the future, CMMI should support meta-analyses of
the effectiveness of different payment and delivery system models in Medicaid and Medicare,
separately and in collaboration with other market reforms. These meta-analyses of payment reform
models implemented in Medicare and Medicaid will provide better direction to states, providers, and
other stakeholders on what works to improve care delivery, patient outcomes, patient experiences
and cost efficiency as well as key barriers to success.
In addition, we encourage CMMI to continue to support Accountable Communities for Health and
similar approaches that recognize the role of social services and public health in influencing and
promoting joint accountability in improving the overall population health of Medicare and Medicaid
beneficiaries. This expanded view will enable and support states, healthcare providers, and health
plans in their efforts to improve patient outcomes, and improve care delivery in a more cost-effective
manner.

For any clarifications on these comments, please do not hesitate to contact us.
Sincerely,

Heather Howard
Director

Daniel Meuse
Deputy Director
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November 20, 2017
Center for Medicare and Medicaid Innovation
Transmitted via email
Re: Center for Medicare & Medicaid Services: Innovation Center New Direction
RFI Response
Dear Madam or Sir:
The State of Connecticut is committed to improving the health of its population, transforming how
healthcare is delivered, ensuring health equity, and reducing healthcare spending. As a State Innovation
Model (SIM) state, we are driving towards innovative, state-led solutions to address rising healthcare
costs and sub-optimal health outcomes.
SIM funding and technical assistance have enabled state-led multi-payer planning and implementation
of reforms focused on payment, care delivery improvement, value-based insurance design, population
health, workforce, consumer engagement and health information technology. The State’s efforts have
been augmented by Practice Transformation Network grants and the recent selection of Connecticut
providers for Accountable Health Communities (AHC) grants. The SIM Program Management Office
(PMO) has played an important coordinating role across these initiatives, promoting harmonization and
avoiding duplication as we seek to extend our learnings and best practices statewide.
The value of CMMI’s multiple technical assistance partners cannot be under-estimated. All of the TA
partners have, at various junctures, provided timely input on design and implementation on topics as far
ranging as quality measure alignment and clinical-community linkages. Perhaps most beneficial has been
the Office of the National Coordinator (ONC), which provided invaluable assistance in overcoming
barriers of governance, stakeholder engagement, and solution design. ONC supported our efforts to
define and establish a new state authority or Health Information Technology Officer and a statewide
health information technology plan, the implementation of which is now underway.
Through SIM, Connecticut has launched PCMH+, a Medicaid shared savings program (SSP) payment
model, and provide support to accountable organizations focused on building the capabilities necessary
to improve care for all populations. During the years preceding PCMH+, Connecticut’s provider
community organized into approximately 15-17 accountable organizations, most of which participate in
SSP payment arrangements via the Medicare Shared Savings Program (MSSP) and with commercial
health plans. As of this year, we estimate that more than 85% of Connecticut’s primary care physicians
are affiliated with one of these accountable organizations. Two of the largest of these accountable
organizations are participating in PCMH+, along with seven of Connecticut’s 16 FQHCs.
1
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Connecticut’s accelerated healthcare transformation has benefited from the payment reform initiatives
originating from CMS and CMMI. We believe CMMI has played a critical role in designing and testing
advanced models of payment and care delivery, and we hope it continues to play a prominent role in
the development of future models as well as enabling a strong state role in multi-payer innovation such
as through SIM. Connecticut providers and payers are well down the path of value-based payment. A
strong CMS role and continued CMMI support for innovative models is essential to sustaining our
momentum and promoting the adoption of more advanced alternative payment models.
CMMI recently provided updated guidance encouraging states to pursue advanced multi-payer models
that align Medicare, Medicaid, commercial and self-funded plans. The guidance proposes two pathways
to alignment, one in which Medicaid and commercial align with existing CMS models (e.g., MSSP) or
CMMI special initiatives (e.g., CPC+), the second in which states seek a Medicare waiver to implement a
state specific solution (e.g., Maryland global hospital budgets). The first pathway is the easier of the two,
but would require that the Medicare models, whether offered through CMS or CMMI, provide a viable
solution for the challenges faced today by Connecticut’s payers, providers, and consumers.
Connecticut is preparing to undertake a planning process to enable a multi-payer strategy that
addresses the challenges and opportunities highlighted in this response.
Better Care and Smarter Spending
The CT SIM Practice Transformation Task Force developed care delivery standards and technical
assistance initiatives focused on organizational capabilities and primary care practice level
transformation. Earlier this year, the Practice Transformation Task Force undertook an extensive review
of the barriers that providers have encountered with respect to reforming care delivery. The Task Force
also identified the challenges posed by existing SSP models and how best to improve these models. In
the process, the Task Force engaged a multitude of stakeholders including payers, providers, and
consumers. The challenges identified below are based in part on this stakeholder engagement. They also
reflect the observation of the CT SIM Program Management Office (PMO) resulting from its efforts to
promote statewide care delivery and payment reforms:
1. Despite the widespread participation in upside-only shared savings program arrangements,
Connecticut’s accountable organizations are making limited investments in new capabilities such
as advanced population health analytics and care improvement technologies. Moreover, the
primary care practices affiliated with these organizations continue to be organized around office
visits and generally have not evolved to include health coaches, patient navigators, nutritionists,
pharmacists, community health workers and behavioral health providers. Care coordination and
care management are occurring, but the depth of the investments is limited. Moreover, these
practices do not appear to be taking advantage of new telehealth technologies (virtual visits, econsult with specialists, remote monitoring, phone calls, text messaging) that can improve care
and provide a cost-effective and convenient alternative to face-to-face office visits.
2. Other than the largest, hospital anchored health systems, accountable organizations lack the
capital to make up-front investments in new capabilities. Most accountable organization
executives believe primary care transformation is essential, but do not see a path to get there.
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For this reason, CPC+ garnered considerable interest across Connecticut’s provider community
because it provided both the financial means and technical assistance to enable advancement.
3. Most providers find fee-for-service to be the most stable and reliable source of revenue.
Accordingly, the benefit of provider consolidation most often pursued appears to be the
advantage it provides in fee for service payment rate negotiations rather than vertical
(hospital/ambulatory) and horizontal (across the medical neighborhood) clinical integration. The
literature appears to support this view with respect to hospital consolidation and may also be
true for physician/hospital integration. 1
4. Because FFS revenue is stable and reliable, accountable organizations in Connecticut have, with
one exception, not pursued more aggressive payment reforms such as the Pioneer and Next
Generation ACO programs.
5. MSSP Track 1 and most upside commercial shared savings programs have characteristics that
tend to preserve the status quo. Savings are uncertain, savings are delayed, and savings are
limited (50% of every dollar saved for Track 1). Savings are often achieved by better
management of acute and chronic illness and initiatives with a near-term ROI (see Better Health
below).
6. Moreover, the MSSP type payment reforms do not focus on enabling primary care
transformation. Accordingly, primary care practice models of the sort noted in #1 above are
generally not occurring in Connecticut. Primary care revenue remains tightly constrained. It is
insufficient as a percentage of the premium dollars and remains tied to office visits and
procedures. As such, it prevents providers from expanding and diversifying their care teams and
investing in non-visit based methods of patient care, engagement and support.
Despite these challenges, we believe that there is a path forward that builds on the work that CMMI and
CMS have already undertaken to develop models that improve upon MSSP. The recommendations that
follow are based on the State’s experience in working with providers and payers this past year. Those in
subsection E are adapted from the draft recommendations 2 of the Practice Transformation Task Force
regarding primary care payment:
A. The Quality Payment Program is intended to spur greater interest in Advanced Alternative
Payment Models (AAPMs). Notably, it will eventually reward providers that participate in AAPMs
across public and private payers. We recommend that CMS strengthen its use of statutory and
regulatory authority to incentivize participation in public and private AAPMs.
B. Rather than diversifying its FFS coverage to encompass telehealth and new care team members
(e.g., pharmacists), CMS and CMMI should encourage the adoption of AAPMs by ensuring that
1

Gaynor, M., and R. Town, The Impact of Hospital Consolidation – Update, Robert Wood Johnson Foundation
Synthesis Report (June 2012); Baker, L. C., M.K Bundorf and D.P. Kessler, “Vertical Integration: Hospital Ownership
Of Physician Practices Is Associated With Higher Prices And Spending,” Health Affairs, Vol. 35, No 5 (May 2014);
Hannah T. Neprash, BA1; Michael E. Chernew, PhD1; Andrew L. Hicks, MS1; et al Teresa Gibson, PhD1; J. Michael
McWilliams, MD, PhD, Association of Financial Integration Between Physicians and Hospitals With Commercial
Health Care Prices, JAMA Intern Med. 2015;175(12):1932-1939. doi:10.1001/jamainternmed.2015.4610.
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The recommendations are expected to be presented to the SIM Healthcare Innovation Steering Committee approval in
January 2018.
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AAPMs enable and reward care team diversification and non-visit based methods of patient
engagement and support.
C. CMMI should create a hybrid care delivery and payment reform model that combines the best
of the CPC+ and Next Generation innovations. CPC+ focuses on practice level transformation
including care team diversification and non-visit based care, and it substantially enhances the
percentage of the healthcare dollars that flows to primary care. Next Generation introduces upfront payment flexibility, prospective attribution, up- and down-side risk, and a 100% share of
savings. A new initiative that combines the best of these models and is geared to existing MSSP
participants would provide a pathway to advancement and greater cost accountability for
Connecticut providers. Where possible, models should reduce or avoid the administrative
complexity that characterizes some features of CPC+ and Next Generation.
D. The model should use a multi-payer strategy to promote a vibrant, competitive marketplace for
accountable organizations, including physician only organizations that may have limited capital
to invest in advancement and reserves to accommodate more than nominal risk. There should
be a graduated pathway to risk that aligns with the development of organizational capabilities
necessary to manage such risk.
E. Connecticut’s Practice Transformation Task Force recommended that any new reimbursement
model should enable primary care transformation by incorporating the following key elements:
o

The model should use prospective primary care bundles or PMPM fees to increase the
amount of money dedicated to primary care as a percentage of the total cost of care. An
increase in overall primary care funding is necessary because the cost of providing
advanced primary care is substantially greater than a typical practice earns today
through fee-for-service reimbursement.

o

The model should provide for bundled reimbursement of office-visits to enable
alternative methods of patient care, engagement and support. The model should
include a 100% bundle option in addition to the CPC+ approach of partial bundles with
reduced fees. The model should offer an incremental strategy if practices prefer to build
their capabilities over time.

o

PMPM payments or bundles should use risk adjustment to account for underlying
differences in the patient populations served by different primary care practices. Riskadjustment methods should take into consideration both clinical and social-determinant
risks. The risk adjustment and bundled payments with which they are linked should be
updated frequently enough to enable practices to support patients whose needs and
complexity are increasing.

o

The model should allow a limited role for Fee‐for‐service (FFS) payment as part of a
blended primary care payment model to incentivize certain services that need to be
performed in a face‐to‐face encounter; promote more efficient, comprehensive primary
care; and protect against under-service.
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o

The model should not increase out of pocket costs. As much as possible, the cost of new
services should be included in the determination of the prospective primary care
bundled payments, rather than paid fee-for-service as this will ensure that the costs of
such services are not subject to the deductible. In addition, providers should not be
permitted to charge co-payments for non-billable services such as phone and video
communication or services offered by non-billable staff such as community health
workers.

o

The model should hold primary care practices accountable for, and provide the
resources to enable, the management of mental health and substance use conditions.
This recognizes the critical role behavioral health plays in overall health, supports better
integration between these services and primary care, and promotes shared
accountability at the organizational and clinical levels.

o

The model should maximize the flexibility that primary care teams have to expend
resources on health promotion and coordination with community services. , including
the use of community health workers as care team staff and direct support for
community based services that support patient care and that demonstrably address
social determinants of health to improve patient outcomes.

o

The model should a) ensure that quality of care is measured and rewarded and b)
should employ minimally burdensome methods that are aligned across payers to enable
practices to demonstrate that they are investing in and have implemented
transformational change (e.g., care team composition, engagement in non-visit-based
activities).

o

The model should be introduced in a way that ultimately reduces the total cost of care,
because increases in the total cost of care would ultimately be borne by employers,
consumers or taxpayers. Accordingly, primary care payment models should be coupled
with an alternative payment model, such as a shared savings program, that rewards
practices for controlling the total cost of care

o

To effectively incent and enable practice transformation, the model should be multi‐
payer, cover the majority of a practice’s patient population, and provide practices with
external coaching support and technical assistance.

F. Attribution is a critical issue for most of Connecticut’s provider community and needs to be a
central consideration in future reforms. CMMI should use an attribution approach that
addresses the limitations of the MSSP model, such as prospective attribution with an option for
patient selection.
G. Health equity and social determinants of health should be featured prominently as an objective
of care delivery and payment reforms. Over the 10-year period from 2009 through 2018, the
Urban Institute estimates that the total cost of health disparities among African Americans,
Hispanics, and non-Hispanic whites is approximately $337 billion, including $220 billion for
Medicare. Although Connecticut is ranked 3rd in overall health according to the America’s Health
Rankings, Connecticut has among the worst health disparities. The cost of the disparity for the

5

Black population alone in Connecticut has been estimated to fall between $550 million - $650
million a year. As summarized in a recent report by the Kaiser Foundation, addressing social
determinants of health as part of care delivery reform is critical to reducing health disparities.
H. Value-based insurance design (VBID) encourages consumers to access high-value care by
offering financial incentives such as discounted premiums or health savings account payments
for preventive screenings or lower copays for high quality, low cost providers. VBID emphasizes
the importance of evidence-based preventive care, person-centered care, and active consumer
engagement in healthcare choices. Many employers that have implemented VBID programs,
including the Connecticut Office of the State Comptroller’s State Employee Health Plan, have
demonstrated cost savings, increased participation in preventive care, and improved health
outcomes for their employees, but further testing is needed to understand which aspects of
these plans are most effective and to test future innovations. We recommend continued
support to test VBID plan design and implementation, and we further recommend that VBID
components be extended on a demonstration basis to Medicare Fee-for-service.
I.

The evaluation component should use comparison controls, ideally out-of-state, rather than
random assignment within state. Random assignment within an ACO is so disruptive as to be
unworkable and is likely to be subverted by the provider participants. Moreover, random
assignment among non-selected ACOs relegates these ACOs to a disadvantaged status for a
period of 4-5 years—an eternity in healthcare. CMMI should introduce active ingredient
comparison controls that enable comparison amongst similarly innovative, but competing or
contrasting models.

Better Health
Connecticut’s State Innovation Model is implementing a range of care delivery and payment reforms to
improve health care and slow the growth of healthcare spending. However, taken alone, these are not
enough to make Connecticut a place where preventable deaths, diseases, and health disparities are
eliminated and every person enjoys the best health possible. To achieve these ambitious goals,
Connecticut’s SIM is proposing to partner with communities to design a Health Enhancement Community
(HEC) initiative that moves beyond treating illness, to address root causes, behavior, and social
determinants of health. A provisional definition to begin the HEC planning process was developed:
A Health Enhancement Community is accountable for health, health equity, and related costs for
all residents in a geographic area; uses data, community engagement and cross sector activities
to identify and address root causes; and operates in an economic environment that sustainably
funds and rewards such activities by capturing the economic value of improved health.
Shifting the Focus to Prevention
More than half of all Americans suffer from one or more chronic diseases, and obesity, a precursor to
many chronic diseases, is contributing to lower life expectancy. Health disparities around chronic
conditions also persist—people of color face higher rates of diabetes, obesity, stroke, heart disease, and
cancer. A study by the Milken Institute calculated that seven chronic conditions are costing the U.S.
economy more than $1 trillion per year. In fact, chronic conditions drive 96% of Medicare costs and 83%
of Medicaid costs and are responsible for two thirds of the rise in overall healthcare costs since 1980.
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Despite the fact that 40% of cancer, 80% of heart disease, and 80% of type 2 diabetes are preventable,
the rates and costs of chronic conditions are predicted to continue to rise significantly over the coming
years.
Bringing Everyone to the Table
Preventing chronic disease is beyond the reach of any one sector of the community. Inadequate
healthcare, for example, contributes about 10% to a person’s chances of dying prematurely. Moreover,
prevention in healthcare is difficult in the current “sick care” system. Even in the most advanced
alternative payment models, preventing chronic disease is not rewarded.
Health behaviors, such as smoking and diet and physical activity, are the most important determinants,
contributing 40% to the risk of premature death. Improving health also depends heavily on addressing the
non-behavioral determinants of health– the conditions in which people are born, grow, work, live and
age.
Working together, the business, municipal, educational, social service, public health, and healthcare
sectors can influence both behavior and the social determinants of health. Local organizations and
community members themselves know best what the challenges are of their communities and how to
approach them.
Research validates that preventable deaths have been reduced when comprehensive multi-sector
networks undertake health improvement initiatives. National efforts have also emphasized cross-sector
initiatives. For example, Accountable Communities for Health (ACH) (e.g., CHCS report, NASHP report) are
coming to the forefront in many states. National efforts such as REACH have been shown to make an
impact on health equity. In Connecticut, important local collective efforts are occurring that are forming
the foundation for planning HECs including multi-sector collaboratives to identify and prioritize the most
pressing health needs in a community. 3
Despite increased awareness of health disparities and a
broad range of societal efforts to improve the health of
populations, little progress has been made in reducing
social gaps in health. 4 In fact, current Accountable
Communities for Health (ACH) models often do not focus on
upstream prevention that can lead to broad improvements
in health and health equity. Several of the biggest
challenges to ACH models around the country include data
and measurement infrastructure, clear governance
schemes, and the lack of long term financial sustainability.

Proportional Contribution to Premature Death

The Limitations of Today’s Alternative Payment Models

3

Community Solutions initiative in N. Hartford, The Vita Health and Wellness District in Stamford, Healthier
Greater New Haven Partnership, Primary Care Action Group in Bridgeport, coalitions to complete Community
Health Needs Assessments, and others
4
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Address the Social Determinants of Health can Improve Health and Reduce Disparities. J Public Health Manag
Pract. 2008; 14(Suppl):S8-17
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CMMI and the CDC had hoped that payment reforms promoted by SIM states would further all three
elements of the triple aim. As it happens, the models in use by most payers, including the most advanced
HCPLAN Category 4 reforms, focus the provider community’s attention on improving health care
outcomes and reducing growth in costs, in essence creating a market for better care. However, these
models focus little or no attention on reducing the incidence and prevalence of health conditions. Upfront payments and payment flexibility, if they exist at all, are used to support the care of individuals with
high needs and high costs, which is where both the opportunity for improvement, and the opportunity
for savings would appear to be greatest. Preventive efforts are secondary in nature—the use of evidence
based programs such as diabetes self-management programs (DSMP) to improve care for individuals with
chronic illnesses that could be better managed, and which, if unmanaged can lead to unnecessary ED visits
and hospitalizations.
In the course of our SIM funded Population Health Planning it has become apparent that more up-stream
health and safety oriented prevention services and initiatives have less of an opportunity to emerge in
environment created by these new payment models. In a review recently undertaken by the CT SIM PMO,
it appears that the MSSP, Pioneer ACO, and Next Generation ACO models have a common limitation in
their use of risk adjustment to insulate providers from the financial implications of patients who develop
new conditions, complications from existing conditions, or new co-morbidities…essentially the risk of
getting sick, or getting sicker. The same is true of Medicare Advantage. Although Medicare Advantage is
a Medicare managed care program, providers are increasingly engaged in premium sharing arrangements
in which they are rewarded for delivering better value, but not for reducing the overall risk of their
population, as this adversely impacts risk scores and premiums.
Accordingly, we recommend that CMMI examine new financial models that address the limitations of
today’s APM models. Such models will need to take into consideration the following:
1. The ROI for health promotion and primary prevention may range from 5 to 20 years
2. The individuals who may benefit are unlikely to be attributed to any payer, let alone any provider,
for this span of time
3. The evidence-base for ROI for primary prevention may be less robust than many interventions
that are focused on individuals with complex or chronic care needs
4. The extent to which the healthcare system contributes to the variance on prevention outcomes
(relative to other sectors in the community) is probably less than its contribution to the variance
on many clinical outcomes, e.g., ED use & readmission rates.
CMS and CMMI should also consider partnerships with States that establish conditions that attract and
promote innovations in health improvement—conditions that create a market for better health. This
includes quantifying the value of health improved (economic, costs avoided, social, etc.) and making it
transparent so that progress is clear. It also means promoting opportunities for those who contribute to
gain from the value they generate—such that the public and private sectors become willing investors.
Finally, it means enabling a framework of accountability that encourages and rewards collective action,
along the lines of the 3.0 framework described by Neal Halfon and colleagues. 5
5

Neal Halfon, Peter Long, Debbie I. Chang, James Hester, Moira Inkelas and Anthony Rodgers, Applying A 3.0
Transformation Framework To Guide Large-Scale Health System Reform, Health Affairs 33, no.11 (2014):20032011, doi: 10.1377/hlthaff.2014.0485
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The State can play a critical role in supporting communities and facilitating solutions to these challenges.
For example, the State can 1) assist communities to establish a framework for measurement and
accountability, 2) support the development of local multi-stakeholder alignments and locally tailored
governance structures and 3) solve for financial sustainability by defining, demonstrating and capturing
the value of improved health due to prevention and create conditions that attract investments and
innovations in prevention. 6 Financial sustainability solutions may include but are not limited to marketoriented-solutions, public-private partnerships in financing or development of wellness trusts.
When a thriving market exists for better health, creative and efficient solutions will rise to the forefront.
Incentives will promote the entry of new players and new ideas. People and organizations will collaborate
with urgency to create value. Ultimately, prevention efforts will be sustained.
We strongly recommend that CMS and CMMI consider funding state-led all-payer demonstrations that
focus on the challenge of reducing risk and improving health in our communities, leveraging the
investments in and capabilities of the healthcare sector. Such demonstrations should allow for waivers
with a time horizon substantially longer than the current 5-year standard. SIM should be considered as a
vehicle for such demonstrations given the broad multi-sector engagement that will be required to effect
such demonstrations, the importance of statutory and regulatory levers, and the central role that will be
required of health information technology.
For questions about this response please contact Mark Schaefer, PhD, Director of Healthcare Innovation
at 203-530-9874 or Victoria Veltri, Chief Health Policy Officer at 860-524-7386.
Sincerely,

Lt Governor Nancy Wyman
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See Appendix 1, page 51, https://www.surgeongeneral.gov/priorities/prevention/strategy/report.pdf
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10

DELAWARE HEALTH
AND SOCIAL SERVICES

To:
From:
Date:
Subject:

Public
Comments

CMMI
Delaware Department of Health and Social Services
November 20, 2017
Public Comments to CMMI RFI New Direction

The Delaware Department of Health and Social Services (DHSS) has made a concerted
effort to publicly document and demonstrate the challenges in our State’s health care
spending and the co-occurring poor quality/health outcomes of our citizens. Health care
spending in Delaware is higher than the national average and has historically outpaced
inflation and the State’s economic growth. Perhaps this issue would be of a less critical
nature if Delaware’s health care spending levels could be attributed to the State ranking at or
near the top of various metrics related to quality, outcomes and overall state health.
Unfortunately, in this context, we are not getting as much value in proportion to our level of
spending. Therefore, we have an opportunity to not only get a better return on our health care
spending investment but improve the quality of life for many of our citizens.
Delaware has been participating in the State Innovation Model program since 2012 in an
effort to develop the groundwork to frame and implement transformative health care delivery
design and payment strategies. We are grateful for the resources, guidance, technical
support, and partnership with CMMI and its partners within CMS and HHS. In supporting
state innovation, CMMI is recognizing that health care is organized and delivered locally. As
a small state in terms of both population and geography, Delaware faces unique challenges
related to competitive provider markets, and the role of public programs and purchaser is
comparatively large. We seek to use those public purchasing levers to foster greater
competition, choice, and cost consciousness in our health care delivery system. We are also
sensitive to the burden on providers due to increasing demands for quality measures and
reporting, and we seek to minimize that burden through stronger alignment across public
programs and purchasers.
We urge CMMI to continue to support alternative payment models, state and local
transformation activities, and help foster research and analysis that allow for the
identification and replication of successful models and strategies across diverse markets and
populations. This is particularly critical as providers begin to implement practice changes
enabling them to succeed under Medicare value based strategies described in MACRA.
CMMI Principles
DHHS agrees with several of the principles defined by CMMI. In particular, we agree with
principles one and four, which focus on quality, outcome and costs and the use of datadriven insights to ensure cost-effective care that also leads to improvements respectively. In
order to achieve better health care, lower costs, and healthier communities, it is important to
set clear targets and monitor performance against them for both quality and cost targets. We
support the establishment of a common scorecard for quality measures across payers,
creating a single authority on measuring both quality and cost. Delaware policymakers and
providers need a standard set of reports to understand trends underlying the calculation of a
benchmark for quality and costs. Implementing a statewide health care spending benchmark
with a growth rate linked to the overall economy of the state creates a path to transforming

the health care system to a more outcome-driven system and away from a system that pays
for care based solely on the number of room days, visits, procedures and tests.
A critical method for driving out low-value care and eliminating unwarranted variation is to
empower Delaware providers with information that highlights such opportunities across the
State. This can be performed using Delaware Health Information Network (DHIN) claims
and clinical data for highlighting examples of low-value care delivery (i.e., care not
supported by evidence) and comparing cost and quality for standard episodes of care,
including both procedural and non-procedural care. Nationally, initiatives like Choosing
Wisely1 and Smart Care California2 target low-value care reduction, while the states of
Arkansas, New York, Ohio and Tennessee have invested in episode of care measurement and
produce reports for providers.3 These analyses must be timely and will need to be available
to the public so that providers can make use of them.
We believe it is critical that CMMI invest in the development and support of these types of
databases across the country and make information available at the national level to further
support this type of analyses.
With regard to the second principle which focuses on voluntary models, with defined and
reasonable control groups or comparison populations where possible, Delaware is also
supportive. We have seen providers in our state enroll in CMMI programs of technical
assistance, and believe these programs have merit when paired with payment models that
support care transformation. However, we would say that our experience with SIM has
shown that voluntary models are useful to in the early stages of developing pilots but that
successful strategies should, at some point, become standard practice. In some instances, the
standard model may be targeted toward a specific disease or set of services or targeted
populations. FFS strategies are often hard to dislodge and leaving options to maintain those
payment strategies and volume based delivery models will slow the transition to better
aligned value based models and payment.
In addition, there must both be a national and a local focus on provider shortages,
particularly in primary care, dental, and mental health and substance abuse. In Delaware, a
large segment of the primary care workforce is nearing retirement and fewer medical
students are pursuing primary care, further shortages are anticipated across the state and
nationally. As a greater challenge, without a state medical school, it is even more critical to
invest in downstream residency and recruitment tools such as loan repayment programs. The
challenge within the substance abuse treatment system is in retaining and recruiting
professionals and must be addressed. We believe there needs to be a series of shifts towards
focused investments in the provider workforce based on needs and gaps and across the health
care infrastructure to better meet current and anticipated future needs, recognizing that
patient-centered care and integrated care environments will demand new skills and
competencies. New categories of community health workers and patient navigators may also
be required to achieve the coordinated and whole-person care.
With regard to the third principle, patient centered care, Delaware supports models that
empower beneficiaries, their families, and caregivers to take ownership of their health and
ensure that they have the flexibility and information to better inform health decisions.
Patient-centered care also recognizes that a person’s health is determined by physical,
psychological, and environmental factors, and offers approaches that empower patients while
responding to “whole-person” care. The State of Delaware plans to embark on several steps
1
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3 http://medicaid.ohio.gov/Portals/0/Providers/PaymentInnovation/Episodes/HowtoReadYourReport.pdf
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to improve the coordination of care across primary care, behavioral health, long-term care,
public health, and social services, including development of systems to improve
communication and secure data-sharing across providers, and provision of technical
assistance to targeted providers to support this coordination and integration. We believe that
CMMI must also continue to support through both investment and analysis the integration of
physical, mental and behavioral health care and facilitate successful models of clinical and
financial health care delivery.
Delaware’s strategy includes empowering consumers with better data and tools to inform
their decision-making and support them in becoming a smart health care consumer. In our
state employee plan, which also covers our K-12 education employees and purchases care for
over 10% of our state population, we are introducing value-based and consumer-driven
options. We are engaging employees in taking more responsibility for their health and health
care decisions, and helping them to become more value conscious consumers. We want to
continue to work to align strategies across our public employer purchasing and Medicaid
purchasing, and we may need additional flexibilities in Medicaid to pursue this strategy.
Alignment can streamline administrative costs for all of the parties involved and lower the
burden on providers. We urge CMS and CMMI to continue to work with states to innovate
across program silos and find opportunities to be good stewards of the federal and state
resources while promoting health of the beneficiaries we are entrusted to serve.
With regard to principle five, Delaware supports transparent model design and evaluation.
We have been successful by drawing on partnerships and collaborations with public
stakeholders, provide and beneficiaries to harness ideas. We suggest that CMMI also foster
transparency by including states, Medicaid programs, Medicare and commercial payers as
well as provider groups and beneficiary representatives.
While Delaware supports the concepts of testing models and pilots described in principle
six, we also believe there must be a stronger focus on understanding the results and unique
variables in successful models as well as unsuccessful ones. There must be a stronger focus
on disseminating practice strategies, payment models to both public and private payers and a
better strategy for scaling models within states.
Delaware supports the concepts in principle 7 and believes that CMMI should continue to
support behavioral health strategies and expand substance use treatment access for all
populations. Several efforts are underway in Delaware to better coordinate behavioral
health in Delaware, including addressing the opioid crisis, preventing overdoses, and
assisting adolescents with mental health concerns. Delaware, like many other states, has been
devastated by the opiate addiction problem. This crisis forces the need to redesign our system
of care, to enhance our efforts to create a new ecosystem of care that has care integration at
its core. Investment in new models of payment and delivery reform particularly in the
substance use disorder and mental health delivery system to better integrate services with
primary care is a key part of that ecosystem. CMMI should continue to invest and provide
technical assistance around practice transformation, provider readiness and data
infrastructure needs for the behavioral health system and particularly for behavioral health
integration. This is a critical step in creating a behavioral health and primary care ecosystem
that enhances the alignment of services to achieve better outcomes. Additionally, many
states, such as ours, have implemented or are considering Opioid Centers of Excellence, a
federal analysis of best practices would be helpful in determining whether this emerging
model is more effective to deliver and reimburse high-quality, evidence based substance use
disorder treatments.

Payment Models
There is consensus that the current volume-based payment systems contribute to health care
cost growth, including overutilization and waste. It is also recognized that a small subset of
patients with complex health care needs account for the majority of health care expense.
Using an all-payer model, the State of Delaware can create a transformative payment model
that moves all payers (Medicare, Medicaid, and commercial) towards a prospective, valuebased reimbursement system holding providers, operating through one or more Accountable
Care Organizations (ACOs), and the State of Delaware, accountable for population health
outcomes. The state has begun to transform Medicaid and Managed Care Organization
(MCO) contracts into a more innovative program designed to reform payment and delivery
of services by contracting for value not volume.
Experience in multiple states has revealed that downside risk assumption is necessary for
true care delivery transformation. “Upside” shared savings arrangements do not motivate
transformative change because loss aversion is many times more motivating than
opportunity for gain.4 Delaware supports the design of a shared risk-based contracting
strategy that is roughly aligned across Medicaid and State employee purchasing,
recognizing real differences in covered populations and covered services. The Department
will also take the following related steps:


Through alignment, simplify messaging and incentives to providers. For example,
the Departments may apply an aligned measure set across contracts, building from
the 19-measure primary care Common Scorecard measures adopted in the State in
2016.5



Consider how best to align with Medicare’s ACO program designs to further
streamline ACO and network provider expectations across other payers. CMS and
CMMI assistance in this strategy is necessary to leverage a consistent approach and
to mitigate regulatory restrictions in achieving a common approach.



Consider whether and if so, upon which schedule, to introduce the full array of
Medicaid covered services to the ACO contracts. (Massachusetts and Vermont have
each elected to pursue phased population and covered service implementation, e.g.,
long-term services and supports, in year 3.) This may be accomplished through our
Medicaid 1115 Demonstration.

Placing financial and clinical responsibility for cost containment and quality on ACOs will
prove unsuccessful if providers lack the tools to transform care delivery. While significant
effort and resources have been expended through the SIM process in Delaware to address
provider readiness to bear financial risk (e.g., promoting adoption of models that integrate
care for high-risk individuals who account for 50 percent of costs), additional support
activities will be important if risk-bearing provider organizations are to operate at the level of
best practice entities nationally, including addressing the specific needs of the Medicaid

4

Kahneman, D. & Tversky, A. (1992). "Advances in prospect theory: Cumulative representation of uncertainty". Journal of Risk
and Uncertainty. 5 (4): 297–323.
5
www.youtube.com/watch?v=vD2GiYlEtzE

population. Providers face significant challenges in assuming clinical and financial
responsibility for population health and total cost of care.
Other states, including Massachusetts, Minnesota, Oregon6 and Vermont, among others, have
provided technical assistance and/or funding to help risk-bearing providers develop skills and
capacity with a focus on those serving the Medicaid population. Delaware’s largest health
systems have ACO experience serving the Medicare population. They have been developing
core functions, including population health management, data analytics and quality
improvement programs for this purpose.7 However, employed and Medicaid populations
have distinct needs and require distinctive strategies. This is especially true for the Medicaid
population, where ACOs need to be prepared to address a wide range of socioeconomic risk
factors (e.g., instable housing, food insecurity and transportation limitations), comparatively
high prevalence of mental illness and substance use, and safety net providers that are not
positioned to make large infrastructure investments to manage population health.8
CMMI could continue to support these necessary activities particularly for models focusing
on physician specialty models and consumer-directed car models. Success will be based on
provides and consumers that have the skills and knowledge necessary for them to participate
in such systems of care.
Delaware believes that State-based models and Medicaid focused models are critical to the
success in driving health care transformation. High health care costs in Delaware are only
partially the result of current payment and delivery system design and the way in which care
is provided. Estimates suggest that no more than 20 percent of health status is the result of
medical care. Social circumstances, in contrast, are estimated to have an impact twice as
great. When combined, social, environmental and behavioral factors may account for 80
percent of health status.9 CMMI may consider piloting multiple approaches across states and
nationally through Medicaid to spur innovation in this area. Increasing evidence points to the
impact that strengthened social and environmental supports — and especially housing —
have on health care spending.10
Prescription Drug Models
States also seek ongoing unique opportunities to confront the drivers of the cost of care and
find innovative solutions to those persistent challenges. Delaware is actively seeking
technical assistance and strategies to address growing pharmacy costs in the state. We are
working to partner among state agencies – the Statewide Benefits Office, Division of
6

The Oregon Health Authority operates a transformation center expressly for this purpose. See www.transformationcenter.org.
Other states, including Massachusetts, Minnesota and Vermont have provided technical assistance to risk-assuming providers
through technical assistance and grants.
7
https://christianacare.org/forphysicians/qualitypartners/, www.bayhealth.org/physicianalliance, www.umusa.net/umaco-forpatients.html#whatisACO, www.aledade.com/de/ and www.decarecollaboration.com/.
8
Bailit M and Waldman B. “Safety-Net Provider ACOs: Considerations for State
Medicaid Purchasers” Robert Wood Johnson Foundation, Princeton, NJ, January 2016.
9
Booske B at al. “Different Perspectives for Assigning Weights to Determinants of Health.” County Health Rankings Working
Paper. University of Wisconsin Population Health Institute, Madison, WI, 2010.
10
Berkowitz SA et al. “Supplemental Nutrition Assistance Program (SNAP) Participation and Health Care Expenditures Among
Low-Income Adults” JAMA Intern Med. 2017;177(11):1642-1649 and Butler S. Matthew DB and Cabello M. “Re-balancing
medical and social spending to promote health: Increasing state flexibility to improve health through housing” Brookings Blog,
February 15, 2017.

Medicaid and Medical Assistance (DMMA, a division of DHSS), and the Bureau of
Correctional Healthcare Services – as well as the two largest hospitals in the state –
Christiana Care Health System and Bayhealth – to develop a coordinated list of drugs used as
first line therapies for our members. By working together to review the fiscal impact of
multiple drugs in a single therapeutic category, the members and providers will benefit from
less administrative work regarding prior authorization, state employee costs will be reduced,
and Medicaid’s preferred drug list will be aligned with the largest primary payers for our
clients. It is our goal to achieve savings by paying the pharmacy providers for the least
expensive drugs and by maximizing any rebates for both the State Employee Group Health
Insurance Plan and Medicaid. These strategies and others will be critical in future Medicaid
planning and to determine coverage outside of net cost. Key questions remain: For new
therapies, is there a clinical difference? Should first line therapies be required? Is there a
need for dose limitations? Does the pricing advocate for dose optimization? CMMI should
continue to support states who are seeking best practices and testing models to improve
prescription drug cost and utilization, using comparative effectiveness research, and working
to stretch their medication dollars.
Conclusion
In conclusion, Delaware’s Department of Health and Social Services strongly supports
CMMI’s principles, particularly one and four, and underscores the critical need for ongoing
technical assistance and dedicated resources. We urge CMMI to continue to support
alternative payment models, state and local transformation activities, and help accelerate
research and analysis to identify and replicate best-practices across diverse markets and
populations. This requires ongoing dialogue and State engagement throughout movement to
delivery system transformation and payment reform. CMMI’s commitment to the
principles, particularly one and four will allow states like ours to more effectively transition
in moving payment models from volume to value and transform our delivery systems to
improve population and community health.

New directions should include continuing efforts to end Fee-for-Service payment structure to
quality-based outcomes; CMS should incentivize states to review their licensing laws and
restrictions with goal to maximize the use of current and future allied health care workforce to
expand access while lowering the cost of care. Make health care access more convenient and less
centralized in large inefficient health systems. More extending cross training between health
disciplines like primary care and dentistry to increase the role of both in total health care
management.
Bob

-Bob Russell, DDS, MPH, CPM
Dental Director & Bureau Chief
Oral & Health Delivery Systems Bureau,
Division of Health Promotion and Chronic Disease Prevention / Iowa Department of Public
Health
Lucas State Office Building / 321 East 12th Street/ Des Moines, Iowa 50319
P: 515-281-4916 F: 515-242-6384
"Protecting and Improving the Health of Iowans"
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Response to CMS RFI
It is the wish of the Kentucky Cabinet for Health and Family services (Cabinet or CHFS)
to make the delivery of healthcare more efficient and achieve a healthier Kentucky. Central to
this core mission is the attainment of quality outcomes for all Kentuckians, which is a goal
shared with the Centers for Medicare & Medicaid Services (CMS) and other payers. However,
concordant with Seema Verma’s recent comments at the Health Care Payment Learning and
Action Network Fall Summit1, many Kentucky providers complain of excessive regulatory and
reporting burdens, which prevent them from focusing on the care of their patients. We also share
the concern that those providers potentially most affected are the small practice and rurally
located providers who are vital to the health of many Kentuckians.
To this end, CHFS offers the following input to the CMS Innovation Center in response
for requested information by November 20, 2017 regarding various initiatives by various entities
to improve the public’s health2. Specifically, CHFS is submitting information regarding our
quality measure alignment model in response to concept (#6) State-Based and Local Innovation,
including Medicaid-focused Models. We believe that this innovative and aggressive measure
alignment process can serve as a model for other states seeking to improve quality, increase
efficiency, and drive down regulatory burdens within their healthcare systems.
Responding to feedback from Kentucky physicians, CHFS through its Department for
Medicaid Services began an initiative to reduce administrative and reporting requirements for
healthcare providers while still ensuring quality medical care. During stakeholder meetings,
many physicians specifically expressed concerns about the Medicare Access and CHIP
Reauthorization ACT (MACRA), and the potential associated penalties, which will be enacted
based upon this year’s data. As a result, Secretary Vickie Yates Brown Glisson commissioned
the development of a unique crosswalk, which aligns CHFS’ Medicaid measures with those
defined by Medicare to reduce regulation and prevent duplication of reporting efforts.
With this crosswalk as a framework, earlier this year, CHFS sought involvement of our
community partners including the Kentucky Medical Association, Kentucky Hospital
Association, Qsource, various payors, managed care organizations, and the Kentuckiana Health
Collaborative (KHC). CHFS, in partnership with our stakeholders and through the utilization of
high-level data-analytics is seeking to identify Kentucky’s most important healthcare needs and
associated measures of quality.
KHC, a non-profit organization comprised of representatives from some of Kentucky’s
largest companies offering employer sponsored insurance products, have partnered with CHFS to
seek a broader crosswalk of quality measures across our state’s various payers. To accomplish
this goal, CHFS in collaboration with KHC formed the Performance Measures Alignment
Committee (PMAC) consisting of CHFS representatives and public and private partners. This
committee is divided into five subcommittees focused on pediatrics, acute care, chronic care,
preventive health, and behavioral health.
CHFS, through this initiative, seeks to establish a core healthcare measurement set, which
will consist of broadly agreed upon Kentucky specific healthcare priorities and associated
measures. These specified metrics will be identified based on their ability to improve the quality
and value of care, reduce provider reporting complexity, and align Kentucky’s healthcare
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reporting requirements. The core measure set can be used by providers to align their selection of
the various quality measures across the various payers, thereby reducing the overall
administrative burden created by required quality reporting.
Currently, PMAC subcommittees are finalizing their quality metric recommendations in a
process anticipated to end in March 2018. Subsequently, CHFS and our partners will consider
the subcommittee recommendations and adopt a proposed core measure set that will align across
all payers. It is expected that the set will be finalized June 2018.
The above will facilitate a use case study to examine the Cabinet’s capacity to facilitate
quality measure reporting via our health information exchange. CHFS has chosen sample quality
measures from the more than 270 existing CMS quality measures for this proposed study. Data
regarding these measures are routinely collected about Kentuckians by their physicians and sent
to the Commonwealth by their health facilities. Health providers must report certain data
regarding various related diagnoses for a variety of purposes: 1) to meet CMS requirements, 2) to
comply with Kentucky Revised Statutes, and 3) to receive reimbursement from a variety of
payers. Despite the existing processes there is lack of alignment in the various data requirements
to allow for efficient healthcare accounting. Kentucky has designed this project as a model to
understand how data collection may be made more efficient and best utilized to support our
patient population and our providers. CHFS will seek institutional review board approval for this
study by the end of November 2017. We believe that this assessment is critical to understanding
our capabilities and limitations regarding quality measurement, reporting, and measure
alignment.

1

https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-sheets/2017-Fact-Sheet-items/2017-1030.html as of 20 November 2017.
2
https://innovation.cms.gov/initiatives/direction as of 17 November 2017.
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Since March of 2015 and following years of planning, Michigan has been operating its
duals demonstration model in four regions of the state covering 45% of persons dually
eligible for Medicare and Medicaid who qualify for this innovative program. Known as MI
Health Link, Michigan’s duals demonstration features seven integrated care
organizations (ICOs) and has a stable enrollment of approximately 38,500 individuals.
MI Health Link is currently scheduled to operate through December of 2020.
As one of eleven states currently operating a duals demonstration under the capitated
financial alignment model, the Michigan experience has been challenging and fraught
with complexities inherent in any effort to align two huge payers such as Medicare and
Medicaid, both of which have been entrenched and “siloed” programs throughout their
existence. Challenges also derive from the mechanics of integrating physical health,
long term care and behavioral health services and difficulties in getting management
entities that have traditionally operated as managed care organizations providing
predominantly health care services to effectively meet the complex needs of the dual
eligible population.
While the Michigan’s duals demonstration has been comparatively successful, the
rollout was not perfect. As a demonstration, however, the point is to learn from things
that did not work as intended in a manner that will allow the state to improve how the
program operates and to guide future integration and initiatives to develop and
implement managed long term care supports and services.
The effort by Michigan to plan for and implement MI Health Link has been monumental,
but the results have proven to be extremely worthwhile. Benefits derived from all of the
effort that has been invested into this initiative by the state, by its contracted ICOs and
by the MMCO must continue beyond December of 2020. There must be a clear path
forward and an acknowledgement that experience, lessons learned and the service
system that has built as a result of integrated care are of great value to all of the dual
eligible enrollee currently being served by this program as well as those who will benefit
in the future.
Michigan therefore strongly encourages CMMI to continue its support for the Medicare
and Medicaid Coordination office and all of the innovative programs that this office
supports, including duals demonstration initiatives in Michigan as well as in all of the
other participating states that have been successful in implementing programs that align
payments and integrate benefits.
The Michigan Department of Health and Human Services strongly encourages the
following considerations for the future direction of the Innovation Center:
•

Continue to support programs that align Medicare and Medicaid payments and
that integrate services beyond the life of the current duals demonstrations. This

includes the continuation and expansion of programs operating under the duals
demonstration authority and any other initiatives that integrate services and
payments under both Medicare and Medicaid
•

At state discretion, allow expansion of coverage areas for plans currently
participating in the duals demonstration into other areas within states both during
and after the end of the demonstration.

•

Achieve the true goal of these duals demonstrations by allowing more flexibility to
integrate Medicare and Medicaid. Facilitate integration of these payers by
allowing states to manage integrated programs without having to accommodate
rigorous regulatory requirements tied to each payer

•

Maintain the Medicare and Medicaid Coordination Office (MMCO) as an
autonomous entity to assist states with any federal rules that continue to apply, to
promote best practice based on the experience of any states operating integrated
programs and to continue the provision of technical resources such as those
made available through the Integrated Care Resources Center.

•

Enhance efforts that provide incentives to continue the transformation from
institutional to community-based and person-centered care. With the influx of
older and disabled adults that will be needing services in the coming years,
CMMI should:
o Continue to develop funding structures that support and encourage
models for the provision of robust person-centered care coordination
o Support enhancements to the continuum of care by addressing the
income cliff that results from rigid financial eligibility requirements
o Allow Medicaid to support assisted living arrangements
o Support efforts to address social determinants of health that impact older
adults and adults with disabilities with a particular focus on making support
services and other resources available to address housing and
homelessness
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Novernber 15,2017
Henrietta Sam-Louie
Associate Regional Administrator
Department of Health and Human Services
Centers for Medicare and Medicaid Services
Division of Medicaid and Children's Health Operations
90 7d'Street, Suite 5-300 (5W)
San Francisco, CA 94103-6706

DearMs. Sam-Louie:
Enclosed is the Nevada Division of Health Care Financing and Policy's response to the Centers
for Medicaid & Medicare Services Request for Information regarding the Innovation Center

New Direction.

If

you have any questions, please contact Shannon Sprout, Deputy Administrator at (775) 6843679. Thank you and your stafffor your assistance.

Sincerely,

'arulfa'ú/44uJ
Marta Jensen
Administrator

Cc:

Shannon Sprout, Deputy Administrator
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State of Nevada Response to Center for Medicare and Medicaid Services
Request for Information: Innovation Center New Direction
L.

Expanded Opportunities for Participation in Advanced APMs
DHCFP is currently exploring APMs for value based payment initiatives through technical
assistance with NASHP and the Innovator Accelerator Program. Many states are now exploring
these avenues through rate methodology amendments, yet each state is structured differently
making the navigation of these amendments difficult. Creating a template for each different type of
APM available along with guidelines on how to implement would be beneficial.

,

Consumer-Directed Care & Market-Based Innovation Models
No comment at this time.

3.

Physician Specialty Models
Physician Specialty Models
No comment at this time.

a.

b.

Physician-Focused Payment Model Technical Advisory Committee (PTAC) Recommended
Models
DHCFP history of innovation center is that the state can be funded for the planning of
innovation, but not the implementation. DHCFP would recommend the innovation models
focus on a wholistic funding approach from planning all the way through implementation to
ensure the work and effort placed on innovation can be successful.

4.

Prescription Drug Models
During the 2017 Legislative session Nevada passed Senate Bill 539 which provided transparency in
diabetes drug pricing. Other states are looking at measures to control drug pricing by basing it off
federal price controls. Creating innovative progr¿¡ms at the federal level that look to control price
for Medicaid programs will allow state programs flexibility in spending and coverage of drugs.
Many states also utilize specialty pharmacies to lower the cost of certain drug classes. Creating an
expedited waiver process with modified reporting requirements for specialty pharmacies would
help other states who struggle with adequate staffing. It would also be helpflrl to create guidelines
for incentivizing good prescribing practices for opioid prescribers who use altemative therapies.

5.

Medicare Advantage (MA) Innovation Models
No comment at this time.

6.

State-Based and Local Innovation, including Medicaid-focused Models
The development of APM models and quality measures is a time consuming and labor-intensive
process while states have limited staffing resources and balanced budgets. It would be beneficial
CMS created templates with pre-formed text to simplif,, submittal and requirements. The templates
could provide design options so that states had options to select from with the ability to modifu for
unique circumstances. This would reduce the guess work for states and allow for the methodologies
and outcome measures and reporting to be pre-identified significantly expediting the timeframes
for implementation.

if
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Mental and Behavioral Health Models
The recently released guidance regarding 1115 Waivers has been helpful. Creating additional
guidance on integrated care models that lead with Behavioral Health and Substance Use Disorder
heatment is essential to combating co-morbid conditions. Models that offer value based payment
for targeted case management, care coordination, crisis services, and step-down services \ryill assist
in incentivizing providers to holistically treat individuals with quality care. Creating value based
payment models that reward providers who implement and successfully utilize the National
Registry of Evidenced Based Program and Practices (NREPP) behavioral interventions will also
incentive providers to meet higher standards ofcare.

8.

Program Integrity

C.

Questions

I)o you have comments on the guiding principles or focus areas?
It is ideal to allow Medicaid the ability to continue offering states flexibility and
customization of programs and services to meet local health care needs. Given the existing
concems about Program krtegrity, the Nevada Division of Health Care Financing and
Policy (DHCFP) believes that one of the guiding principles should address accountability
and transparency of services billed by providers. This could be tiered to require closer
oversight of providers with lower-level qualifications and licensing requirements.
Recognizing that Program Integrity is one of the focus areas, it should be a guiding
principle for all models in all focus areas. Two specific guiding principle examples are:
a

a

t

Provider Choice and Incentives
while in theory eliminating "burdensome
requirements and unnecessary regulations" would allow providers to focus on
delivering high-quality healthcare, it also leaves the program vulnerable, with
limited boundaries and open to exploitation. Integrating program integrity into this
area would help identify a minimum standard ofregulatory/policy accountability.
Patient Centered Care - ifbeneficiaries were asked to take ownership of their health
outcomes; safeguarding, measuring and reporting on quality of services would go
hand in hand, and serve the program integrity interests of Medicaid well.
Beneficiaries would need to be accessible by keçing their contact information
current including all addresses, phone numbers (call and text) and email addresses;
and consistently present themselves (and family members) and be on time at
scheduled health care service sessions.

-

What model designs should the Innovation Center consider that are consistent with
the guiding principles?
A combination of the physician model and State-based and Local Innovation appears to
have potential, particularly as Program Integrity is integrated into the framework. The
Nevada DHCFP would suggest priority to a centralized process for assessment and
evaluation of beneficiaries for mental and behavioral health services. This process would
need to be performed by individuals who would not be incentivized to assigr inappropriate
diagnoses to bill for excessive services. When a provider can assess a beneficiary for whom
they will be providing services, it can be a temptation to falsely assign a diagnosis which

2
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may follow the beneficiary throughout his or her life. Only another licensed mental health
professional could challenge the diagnosis and, thus, the excessive treatment plan.
3.

Do you have suggestions on the structure, approach, ând design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
All potential models should be desigred with concem for and attention to Program
Integrity. Any new model is a potential target for large-scale criminals or small-time
fraudsters. As noted above, providers without a requirement for graduateJevel education
and advanced licensing pose a greater risk in this area. An additional challenge that comes
with a beneficiary-centered focus would be the ability for any model to accommodate
access, information sharing and follow up between quality health care services and a
commonly transient population.

4.

What options might exist beyond X'f,'S and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be
tested as a model and alternative to FFS and MÀ?
Core issues to address for any option would be the beneficiary no-show rate, outdated
contact information and transportation. If beneficiaries can take personal responsibility for
these areas, then the conversation can focus on ensuring that the care received is highquality, patienlcentered, outcomes-based and mmket-driven.

5.

How can CMS further engage beneficiaries in development of these models and/or
participâte in new models?
There are many beneficiaries who are very interested in what is being billed on their behalf,
or their children's behalf. Although generating and mailing Explanation of Benefits (EOB)
to all beneficiaries would be cost prohibitive, providing the information online would be
helpñrl to those who want to ensure they are not being taken advantage ofby a provider.
Surveys, focus groups and town hall-format events should be considered to elicit
beneficiaries to participate in potential new models of care.

6.

Are there p¿yment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
Nevada DHCFP is not aware of any pa)¡rnent waivers.

7

Are there any other comments or suggestions related to the future direction of the
Innovation Center?
Not at this time
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Seema Verma
Administrator Centers for Medicare & Medicaid Services
U.S. Department of Health & Human Services
7500 Security Boulevard
Baltimore, Maryland 21244
ATTENTION: New Directions for Innovation Center
Dear Administrator Verma:
The New York State Department of Health (The Department) is a longstanding partner of
the Centers for Medicare & Medicaid Services (CMS) in efforts to transform the New York State
(NYS) health care system to one that is affordable, accessible, and that puts patients first. Our
joint efforts have achieved notable progress towards this goal, specifically in our investment to
build a health care system that prioritizes the quality of patient care over the quantity of services
provided. We thank you for the opportunity to comment on the proposed new direction for the
Innovation Center (CMMI), which has been an ally and advocate for the Department in health
care delivery system transformation efforts.
The proposed new direction for CMMI represents an important opportunity for the
Department to consider where we are in the health care delivery transformation, where we need
to be, and how we can continue to work together to improve access, quality, and cost of care.
The Department oversees two flagship value-based payment models that span the entirety of
the state, improving the quality of care for millions of New Yorkers. The Delivery System Reform
Incentive Payment Program (DSRIP) and the Advanced Primary Care Model (APC) have
engaged diverse stakeholders in initiatives that fundamentally alter how health care is delivered
through targeted investments in critical value-based payment infrastructure.
Since 1997, New York has partnered with CMS to deliver innovative models of care for
its Medicaid members through a 1115 waiver. More than 5 million, or 80% of New York’s
Medicaid members participate in the managed care program and other programs authorized
through the State’s 1115 Medicaid Redesign Team waiver. In April 2014, CMS recognized the
successes of New York’s Medicaid Redesign Team efforts by approving an amendment to the
1115 waiver, reinvesting $8B to support a DSRIP program aimed at promoting community-level
partnerships to reduce avoidable hospital use by 25%. DSRIP has shown remarkable success
in its aim to build community-level networks (Performing Provider Systems) focused on earning
performance payments by improving location-specific population health goals and promoting
community-based care, resulting in better quality and better outcomes for Medicaid members.
Evidence of that success is that New York’s DSRIP program is currently on a trajectory to
exceed its goal to reduce avoidable hospital use by 25% by 2020, while its Performing Provider
Systems have successfully implemented 95% of their Year 2 project requirements and earned
95% of the available funds through Demonstration Year 2. While DSRIP funding is authorized
through 2020, New York and CMS recognized that payment reform would be required to sustain

delivery system reform. New York’s DSRIP agreement holds the state accountable to ensure
that 80-90% of all Medicaid Managed Care payments be value-based by April 2020.
In December 2014, the Department received a State Innovation Model (SIM) award from
CMMI to implement the Advanced Primary Care Model. APC builds on successful programs
tested in recent years, including the Patient-Centered Medical Home (PCMH), the
Comprehensive Primary Care Initiative, and the Multi-Payer Advanced Primary Care Practice
demonstration. APC was designed to promote:





Better access to integrated, coordinated advanced primary care;
Primary care that is supported by a multi-payer value-based payment arrangement;
A skilled workforce equipped to meet the needs of a transformed delivery system,
and;
A common set of quality and utilization measures that inform value-based
contracting which, in turn, enhances outcomes, increases patient/provider
satisfaction, and reduces costs.

Programs and activities in these areas support the Departments goals for APC, including
ensuring that 80% of health care spending is contracted under value-based payment models by
2019, and that the percent of insurers using value-based payment increases to 80% by 2019.
The Department’s ultimate goal for APC is to create a cost-effective primary care delivery
system that allows all residents to obtain optimal health through coordinated, patient-centered
health care that is supported and incented by value-based payment.
In three years, through these complementary initiatives, the Department has
fundamentally shifted how patients, providers, payers, and communities engage in the health
care delivery system. The Department has developed a robust value-based payment
infrastructure which supports both DSRIP and APC. Our value-based payment infrastructure is
a broad system that leverages Health Information Technology (HIT) that will help support the
calculation of clinical quality measures that are used to improve the quality and reduce the cost
of patient care. HIT, such as the Statewide Health Information Network for New York (SHIN-NY)
or the All-Payer Database (APD), increases the Department’s ability to gather timely and
relevant data from providers and payers. This data contributes to the design of outcome-based
measures uniquely suited to various contexts in which care is delivered to New Yorkers. The
measures can be shared with payers, providers, and patients to support decision-making and
continuous improvements in care. As the capacity for value-based payment arrangements has
increased in New York through investments from the Department and CMS, so too, has the
State’s capability to accelerate the adoption of value-based payment arrangements by providers
and payers.
New York has developed the infrastructure necessary to achieve the Triple Aim and
bend the cost curve, however, three factors threaten our progress. Federal initiatives that help
move providers to value-based arrangements, such as the Merit-based Incentive Payment
System (MIPS), leave small and rural providers behind by excluding them from the program. As
CMS has noted, these excluded providers serve patients who are older, more likely to
experience complex chronic health conditions, and experience comorbidities. These populations
would benefit the most from value-based care, yet there are few incentives to engage their
providers in practice transformation. Additionally, for practices that are not excluded from MIPS
under the low-volume threshold, there are few opportunities to participate in Advanced
Alternative Payment Arrangements (APMs), which offer increased flexibility in the choice of

relevant quality measures and increased rewards for success in quality care delivery. Finally, a
plethora of local, state, and federal value-based payment initiatives result in a complex,
confusing, and burdensome array of quality measures that are not always aligned with the
context in which clinical services are provided. Each of these factors slows progress towards to
the Triple Aim by reducing mandates, incentives, or options for providers to engage in practice
transformation.
New York’s existing value-based infrastructure provides an opportunity to overcome and
resolve these challenges. CMS and CMMI can help New York to streamline, simplify and
accelerate value-based payment adoption by funding state-led models that increase APM
participation, align Medicaid and Medicare initiatives, and develop effective physician specialty
models. State-led models are different than state-based models because state-led models use
existing value-based payment infrastructure to inform bottom-up approaches to payment
innovation. Furthermore, state-led models use existing value-based payment infrastructure to
align local, state, and federal quality measures while also reducing the reporting requirements of
providers, reducing the layers of administration necessary to govern APMs, and tailoring quality
measures to regional needs.
New York is uniquely suited to test and implement state-led models supported by CMMI
because the Department has engaged patients, providers, payers, and other diverse
stakeholders to guide and inform the next phase of health care delivery system transformation.
The NYS Health Innovation Council, led by the Commissioner of the Department of Health and
the State Deputy Secretary of Health and Human Services, sets the policy agenda to achieve
the Triple Aim and supports governance of the State Health Improvement Plan. The Council
also provides guidance on key decision points and policy recommendations from stakeholders
engaged in associated integrated care, workforce, transparency, evaluation, and health
information technology workgroups. Perhaps most importantly, the Innovation Council works to
ensure the consistency of vision, mission, metrics, and incentives across key programs such as
APC and DSRIP.
APC engages payers, providers, patients, and communities to increase the capacity for
primary care value-based payment arrangements that are attenuated to regional needs. Under
the leadership of the Department of Health, the APC model has developed a robust interaction
with all commercial insurance plans throughout the entire state of New York. The Department
adopted a regional approach to meet the diverse needs of New York State. These unique multistakeholder Regional Oversight and Management Committees (ROMC) have identified specific
regional stakeholder needs, are developing methodologies to address the ability for small
practice to participate in value-based payment models, and provide a venue for payers and
providers to meet with State supervision. The commercial payers have become engaged with
multiple other stakeholders through this collaborative model.
CMS has approved, annually, DSRIP’s Value Based Payment Roadmap, which maps
the path for the state, providers, managed care organizations and other stakeholders to achieve
the VBP goals for DSRIP years 3, 4, and 5. The development of the Roadmap was achieved
through the creation of the Value Based Payment work group – a set of stakeholders
representing providers, Medicaid members, managed care organizations, state agencies, labor
unions, and other health care stakeholders. The group also oversees a set of subcommittees
and clinical advisory groups which bring together experts to determine the specific arrangement
details and measures for implementation. More than 400 stakeholders have been engaged in
the subcommittee and clinical advisory group process. The work group continues to provide
feedback and policy advice to the Department as the shift to Value Based Payment continues.

The Department recognizes that alignment between DSRIP and APC is critical to the
success and growth of both initiatives. The programs have consistently worked together to align
quality measures and reduce burdens on providers that work across both programs. However,
opportunities to further align the programs are hampered by rigid federal guidelines that govern
both programs. We specifically seek to address these barriers in this comment, focusing on
opportunities for better program alignment or unification under an Advanced Alternative
Payment framework.
As CMS considers new directions for CMMI, the Department strongly encourages the
consideration of state-led models that reduce the burden, complexity, and barriers that slow
health care delivery system transformation. Specifically, the Department recommends four
models proposed by CMS as part of the new direction for CMMI, including:





A state-led Advanced Alternative Payment Model,
A state-led model aligning existing Medicaid and Medicare value-based payment
arrangements,
A state-led physician specialty model, and
A state led model aligning Medicare and commercial value-based payment
arrangements.

Comments on the guiding principles or focus areas
The Department recognizes that to provide the highest access to care and best quality
and affordability, the traditional fee-for-service model of health care service delivery must
change. State-led models, such as those described by the Department, incorporate the
proposed guiding principles for CMMI. By testing and funding models that embrace a bottom-up
approach to payment innovation and build on existing value-based payment infrastructure,
CMMI can harness the technology, data, and regional knowledge uniquely available to states to
inform innovative approaches to health care delivery system transformation. State-led
approaches to model testing and development recognize that delivery system transformation
occurs in stages, where the first stage of health care transformation involves establishing the
infrastructure necessary to achieve quality gains.
Once infrastructure has been established, outcome-based quality measures informed by
timely and relevant data drive health care delivery system transformation by providing payers,
providers, and patients with tools and information they need to improve how care is consumed
and delivered. This second stage of delivery system transformation is best led by states which
have built the capacity to refine and improve outcome-based quality measures and reporting
processes such that they (1) improve choice and competition in the market so that patients have
access to timely and relevant data to inform their choice of payer or providers, (2) offer
providers a choice among value-based payment models that reduce burden, duplication, and
quality measures not suited to their region or patient population, (3) provide patients access to
tools and data to support decision-making as they seek care across the care continuum, (4)
support data-driven insights that lead to cost effective care and improvements in beneficiary
outcomes, (5) foster partnerships and collaborations with diverse stakeholders that inform
action to improve data collection and measure design, and (6) generate smaller models that
address identified care gaps that can be tested and scaled if they meet the requirements for
expansion under 1115A(c) of the Affordable Care Act.

As the new direction, guiding principles, and focus areas for CMMI are finalized in the
coming months, the Department strongly encourages CMS to consider specific models and
initiatives that build on existing value-based payment infrastructure. Aligning CMS’ new direction
with existing efforts and initiatives encourages continuous improvement and long-term
sustainability of health care delivery system transformation. As national and state health policies
continue to evolve, it is more important than ever that states have the flexibility and support from
CMMI to design and test models that best serve the interests of their people.
What model designs should CMMI consider?
The Department believes that three of the models suggested under the proposed new
direction for CMMI would be particularly suited to a state-led approach to health care
transformation, specifically proposed models that (1) increase participation in APMs, (2) are
physician specialty models, (3) are state-based and local innovation, including Medicaidfocused models or (4) a state led model integrating specialty and primary care physicians and
hospitals. Models described by the Department below reduce burdens on providers and improve
the delivery of quality care by aligning New York’s flagship value-based payment programs.
Outcome-based quality measures relevant to the diverse contexts in which care is delivered are
developed within the proposed state-led APM model. Successes in New York’s APC model are
extended to other settings of care that are high-cost, including hospital and specialties, in our
proposed state-led specialty models.
Suggestions on the structure, approach, and design of potential models
State-based and local innovation models: The Department encourages CMS to consider
state-based and local innovation models that align public and private value-based payment
arrangements to streamline measures and reporting requirements and reduce burdens on
providers. Such alignment supports the Department’s goal of fostering all-payer models. In New
York, such a model would be supported and informed by the robust group of stakeholders
(providers, plans, and more) comprising Regional Oversight Management Committees and the
Value Based Payment work group, many of whom operate in Medicaid, Medicare and
commercial environments.
State-led APMs: The Department has previously submitted a public comment to CMS
regarding the development of a state-led APM. The justification for designing and testing a
state-led APM rests in the unique ability of the Department to improve and tailor quality outcome
measures on a statewide basis using existing value-based payment infrastructure. State-led
APMs could increase participation in APMs because they:





Reduce layers of administration between providers and incentive payments;
Use existing value-base payment infrastructure to develop HIT-informed quality
measures;
Encourage alignment of quality measures across state programs; and
Use multi-payer arrangements to align quality measures across public and private
payers.

Through these efforts, state-led APMs can leverage technology, data, and in-depth
regional knowledge to design, implement and improve quality measures that increase the
quality of patient care and reduce reporting burdens on providers. Additionally, state-led APMs
could reduce reporting requirements for providers, as much of the data required for quality

measurement will be captured within existing HIT tools, such as the State Health Innovation
Network or the All-Payer database.
State-led APMs will also help small and rural practices engage in supported practice
transformation efforts. This is important because small, rural practices serve patients that are
older, sicker, and more likely to have complex chronic conditions or experience comorbidities.
These patients are the ones that would benefit the most in the shift from volume-based care to
value-based care. Additionally, more effectively delivering care to these populations would
decrease the cost of care as the efficiencies available through value-based care are realized.
Small and rural practices are excluded from MIPS under the Quality Payment Program,
and are not able to “opt-in” to the program. State-led APMs would offer quality measures similar
to MIPS which can be tailored to the needs of small and rural practices. Additionally, established
multi-payer arrangements established through Regional Oversight and Management
Committees engage small and rural practices that have been previously excluded by individual
payer efforts. Multi-payer arrangements such as these that are centered around common quality
measures help to move practices of all size through the practice transformation process.
The Department recognizes that to qualify as an Advanced APM under the MACRA
statute, an APM entity must use Certified Electronic Health Technology, report quality measures
comparable to measures under MIPS, bear financial risk in excess of the nominal amount—or—
be a Medical Home Model expanded under section 1115A(c) of the Affordable Care Act. It is the
Department’s position that these criteria should be expanded to include state programs such as
multi-payer arrangements developed under NYS SIM or DSRIP through legislative amendment
or broader institutional interpretations of the statute by CMMI.
State-led physician specialty models: The Department requests that CMS consider a
broad class of state-led physician specialty models that engage specialty physicians in
alternative payment models, such as the proposed state-led APM. Specifically, the Department
recommends a multi-payer physician specialty model that extends the APC model to high cost,
fee-for-service specialty care. Specialty models such as these are important because specialty
care comprises 40-60% of all medical spending in NYS. The specialty care for chronic disease
is even higher for the Medicaid population.
One approach that the Department recommends is an arrangement that builds on
existing value-based payment infrastructure supporting APC and uses global payments to
improve specialty care quality and integration with primary care. We envision a specialist valuebased payment model with multi-payer contracts developed around discrete, data-driven
utilization status efficiency and quality measures which encourage high-value care and reduce
costs associated with complex chronic care. Such models would provide transparency to
patients and primary care providers about current referral patterns and opportunities for highvalue referrals to specialists which could be organized by patient preference or aggregated
specialist efficiency scoring.
Based on lessons learned from developing the primary care model, this model would be
rolled out regionally and include voluntary participation from commercial payers through
ROMCs. The model would be scalable to the breadth of NYS. Much like with the proposed
state-led APM model, administrative burdens on practitioners are reduced as existing
infrastructure is used and expanded. New York’s HIT infrastructure is particularly important for
model because the All-Payer Database (APD) will support the design of outcome-based quality
measures which provide a basis for payment.

State-led model integrating specialty and primary care physicians and hospitals: In line
with the Department’s emphasis on approaches to value-based care that increase
programmatic align, decrease provider burdens, and improve the quality and cost of patient
care, the Department proposes a state-led model that integrates specialty care, primary care,
and hospital settings. We encourage CMMI to support and test such models because they
recognize that the determinants of care quality surpass the ability of any one provider in any one
setting to provide.
The model design would be like the state-led specialty model described above, an allpayer, global payment arrangement that builds on success from the APC model to engage
diverse stakeholders in the design and appropriate implementation of the model. One of the key
features of this model is that it would govern care delivered across care settings by assigning
responsibility for patients receiving care in diverse settings to a “care lead.” The provider
designated a “care lead” would be accountable to reconcile and coordinate their patient’s care,
informed by timely and relevant data provided from all providers involved in a patient’s care.
This proposal would allow for New York State to continue its leadership role as we continue
along the CMS-approved VBP roadmap.
Payment waivers that CMS should consider as necessary to help healthcare providers innovate
care delivery as part of a model test
The Department recommends that CMS continue to support innovation though 1115
waivers to support the goals of improving health outcomes and expanding access for Medicaid
members. While New York’s DSRIP program has been successful to date, and Performing
Provider Systems have earned more than 95% of all available performance payments,
significant work remains. Delivery system reform cannot be truly successful unless true
payment reform is achieved. Preparing providers, especially community-based organizations,
for the transition to Value Based Payment remains a challenge. New York has done extensive
education and engagement through regional “boot camps,” videos and materials explaining the
concepts of Value Based Payment and supporting providers as they make the transition, but the
need for additional support is a constant refrain.
The Department emphasizes that the 1115 waiver renewal for the DSRIP program is a
crucial factor in the next phase of health care delivery system transformation in New York State.
In line with the State’s drive to align, simplify, and improve value-based initiatives in the State,
any future renewals of the waiver should allow Medicaid to increase alignment across all payer
segments. This alignment supports our collaborative focus to ensure providers, especially
community-based providers and organizations, have the tools and the expertise necessary to be
successful in the new world of Value Based Payment. This would include: supporting the
medical and social needs of Medicaid members, having the capacity to analyze the services
provided to Medicaid members and the resulting outcomes, and allowing these communitybased providers to partner with Managed Care Organizations and lead VBP contractors by
demonstrating the value they bring to Value Based Payment arrangements. This support would
ensure that Medicaid members in New York have better health outcomes, are receiving highquality care, and are avoiding unnecessary costs and services.
Other comments or suggestions related to the future direction of CMMI
While the Department’s recommendations have centered around four focus areas
proposed by CMS under the new direction for CMMI, the Department would like to highlight

three other areas of consideration which encompass the need for continued investments in HIT,
workforce development, and relationships with state Medicaid.
HIT: HIT is the thread that binds the multiple, complex levels of patients, providers,
payers, and communities together in our transformed health care delivery system. Maintaining
and improving the functioning of our transformed health care delivery system relies on timely
and relevant data from patients, providers, and payers across multiple regions which is
supported by HIT. However, the expiration of the Health Information Technology for Economic
and Clinical Health Act (HITECH) poses challenges to aligning and expanding HIT to improve
quality care and decrease provider burdens. HITECH funding, available through FFY 2021, has
supported the design, development and implementation of health information for providers
meeting the requirements of the Medicaid Meaningful Use Incentive Program. CMS and CMMI,
along with the National Coordinator for HIT, can support models that provide a continued focus
on interoperability standards, which supports HIT enabled quality measurement.
Workforce Development: Successfully transforming the health care delivery system
requires long-term investments in the workforce that provide high-quality and efficient care. The
Department recognizes that while technology such as HIT is precise, and often times expensive,
it is the effective operation of technology that leads to improvement in the quality and cost of
healthcare. To this end, the Department recommends that CMMI consider supporting models
that build workforce capacity by increasing the integration of technology seamlessly into the
clinical workplace. These types of models would be especially relevant for small and rural
practices where adoption of HIT has been slow.
Engaging state Medicaid in Innovation Models: Finally, the Department believes that
increased engagement prior to release of new models between CMMI/state Medicaid agencies
would enhance the CMMI objectives of advancing innovation in the nation’s health care system.
State Medicaid agencies are both partners and stakeholders of CMMI and provide an
opportunity for feedback and engagement on program design. Engagement such as this would
support increased alignment across programs, and allow states to ensure their health care
system stakeholders are aware of potential opportunities.
Thank you again for inviting our comments. The Department is committed to statewide
practice transformation for the improved health of all New Yorkers. If you have any questions
about our comments please contact Anne Schettine, Acting Director, Office of Quality and
Patient Safety.
Sincerely,

Howard A. Zucker, M.D., J.D.
Commissioner of Health

Beverley L. Laubert,
State Long-Term Care Ombudsman
November 20, 2017
Centers for Medicare & Medicaid Services
Via Electronic Submission
Re: Innovation Center New Direction
Thank you for the opportunity to comment on the Request For Information on a potential new direction for the
CMS Innovation Center. The Ohio Office of the State Long-Term Care Ombudsman (Office) acts as the Financial
Alignment Demonstration ombudsman program serving dually eligible beneficiaries through Ohio’s
demonstration, MyCare Ohio. We appreciate the fact that CMS continues to seek opportunities to innovate and
believes the following components are important in this effort:

•
•
•

inclusion of beneficiary supports and involvement of the ombudsman program
continued funding for technical assistance provided to states for demonstration activities with
the goal of better integrating care for dually eligible beneficiaries
incentivizing managed care organizations to increase quality for beneficiaries in meaningful
ways through contracting and better oversight through quality measures

The Office strongly supports language in the managed care final rule regarding the creation of a
beneficiary support network in states, and urges CMS to continue to engage states in ensuring this
network is robust. Ombudsmen providing services to MyCare Ohio consumers, with the assistance of federal
partners, have been instrumental in providing specific feedback to managed care plans that have created
efficiencies in their processes, ultimately ensuring that person-centered care is more than a tag line. Details
matter greatly in this work, and ombudsmen have been at the forefront of making the nuance meaningful in
achieving better outcomes.
Relationships are also a key component of the work ombudsman do. To date, the Office has responded to

over 1700 complaints, and provided services to roughly 5,000 Ohioans in the demonstration. In
addressing these complaints, we work hand in hand with managed care plans and providers whom we
have spent considerable time building relationships with. We provided direct feedback to plan
leadership, state and federal partners about beneficiary experiences t
The Medicare-Medicaid Coordination Office, in partnership with the Administration for Community
Living, has provided excellent technical assistance to states and ombudsman programs in this effort
which has resulted in Demonstration ombudsmen have been successful partners in ensuring…, while in
some instances pointing to possible system efficiencies CMS should continue to provide this technical
assistance to states to better integrate care.
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Ohio ombudsmen hear from beneficiaries firsthand the negative effects and bad outcomes that result
in decreased quality of life and care, and also --- something about
In its advocacy efforts working with consumers who are dually eligible for Medicare and Medicaid
through Ohio’s duals demonstration, the Office has come to appreciate opportunities made possible
because of the influence and involvement of managed care plans with beneficiaries. One such
opportunity presents itself in the process of contracting between managed care plans and providers.
To this end, the Office supports CMS’ continued efforts to incentivize managed care plans to contract
with providers who have proven track records of providing quality care and services to beneficiaries.
The Office also strongly supports CMS’ efforts accountability for robust oversight of managed care and
provider contracts as well as involving beneficiaries, state ombudsman programs and other advocates
and stakeholders in opportunities to be involved and provide feedback in this process.

November 7, 2017
Ms. Amy Bassano
Acting Director for Innovation & Quality Centers for
Medicare and Medicaid Services, 7500 Security Blvd.
Baltimore, MD 21244
Oregon Health Authority’s Response to the Request for Information (RFI) on Innovation Center
New Directions
Dear Ms. Bassano:
Oregon is pleased to submit this response to the Center for Medicare and Medicaid Innovation’s
(CMMI’s) Request for Information on Innovation Center New Directions. Specifically, the focus
areas we are addressing are State-Based and Local Innovation, including Medicaid-focused
Models and Mental and Behavioral Health Models.
State-Based and Local Innovation, including Medicaid-focused Models
Since launching our health system transformation efforts in 2012, Oregon has had many
successes. Today, 95% of all Oregonians and 98% of Oregon children have health care coverage.
Coordinated Care Organizations (CCOs), Oregon’s innovative Medicaid delivery system model,
have improved quality and outcomes while reducing costs, saving billions in state and federal tax
dollars. Oregon’s CCOs have demonstrated their commitment to innovation, community, and
health care quality.
Despite these successes, Oregon has additional work to accomplish in order to achieve our goal
of meeting the triple aim for all Oregonians. The next round of CCO contracts (January 20202025) provides an opportunity to continue to improve and test Oregon’s Medicaid model.
Building on the experience of the first five years, Oregon can further drive health system
transformation and innovation and share lessons learned with other states. The Oregon Health
Policy Board is currently working on a refresh of Oregon’s Action Plan for Health, framed
around a set of guiding principles that serve as a long-term vision for the board, the Oregon
Health Authority (OHA), and other health system transformation stakeholders and partners
across the state. These guiding principles include:





Ensuring access for all Oregonians to the right health care, at the right time and in the
right place.
Improving health outcomes and reducing costs through transparency, efficiency,
innovation, accountability and financial sustainability.
Using a patient-centered, integrated and coordinated care approach that optimizes use of
technology.
Achieving health equity and ensuring that the health care system and its workforce reflect
local community characteristics and needs.
1




Engaging providers, purchasers, consumers and other stakeholders in aligning around a
common framework.
Emphasizing prevention and promoting health development and behaviors where people
live, work, learn and play.

OHA will develop concrete strategies and targets related to the above policy areas for the new
five-year CCO contracts.
Emphasizing prevention and promoting health within the CCOs is one of our key areas moving
forward. We are currently using lessons learned from the work funded through our State
Innovation Model (SIM) grant to integrate community health into Oregon’s health system
transformation to inform our next steps. Specifically, SIM-funded community health initiatives
facilitated the development of strong partnerships between CCOs and local public health
authorities (LPHAs) and consequently provided a better overall understanding of the leading
health issues in the state and among the Medicaid population. While there are examples of
successful partnerships between local public health and CCOs, Oregon is identifying areas where
CCOs could expand the use of evidence-based interventions to improve population health
through prevention and health promotion initiatives. Moving further upstream, we are planning
to incorporate strategies that address the social determinants of health as well.
Another key strategy related to the next phase of CCOs, which is a natural follow-up to our SIM
grant, and complements our renewed 1115 waiver and the implementation of the Comprehensive
Primary Care Plus (CPC+) program, is OHA’s vision of long-term, state-wide, sustainable multipayer payment reform. A comprehensive, multi-payer payment-reform initiative is a natural
continuation of the work we accomplished under SIM, but without SIM resources, providing the
same level of technical assistance and resources critical to this effort is not possible.
Implementing sustainable payment reform will prevent continued reliance on grants and shortterm initiatives. In addition, broad-scale, multi-payer payment reform benefits providers entering
into models that could qualify as Advanced Alternative Payment Models (APMs), which
supports Medicare Access and CHIP Reauthorization Act (MACRA) goals.
Following are details about each of Oregon’s current and anticipated payment reform initiatives
that we hope to weave together into a comprehensive payment reform initiative.
Primary Care: In 2015, the Oregon legislature passed Senate Bill (SB) 231, which mandated a
multi-stakeholder Primary Care Payment Reform Collaborative that OHA has convened since
April 2016. SB 934, passed by the Oregon legislature in 2017, continues the work of the
Collaborative through 2027. The Collaborative’s goals are to: (1) Increase investment in primary
care (without increasing costs to consumers or increasing the total cost of health care); (2)
Improve reimbursement methods, including by investing in the social determinants of health; and
(3) Align primary care reimbursement by purchasers of care.
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The main objective of SB 934 is increasing CCOs’, commercial insurers’, Public Employee’s
Benefit Board’s (PEBB) and Oregon Educators’ Benefit Board’s (OEBB) spending on primary
care to 12 percent by 2023. In addition, the bill requires payers participating in the CPC+
program to offer similar payment methodologies to all state-designated patient-centered primary
care homes.
While Oregon was accepted as a CPC+ region, the Collaborative composition is broader than the
CPC+ program, which is not open to federally qualified health centers, rural health centers,
pediatric clinics, and behavioral health clinics. Through SB 934, many Oregon payers will
extend components of the CPC+ model to clinics beyond those that were eligible for CPC+. It is
expected that the Collaborative will serve as a central convening table for those participating in
CPC+ and beyond, bringing together all payers and practices in an effort to align primary care
payment reform activities in the state.
Behavioral Health: Concurrent with these primary care payment reform initiatives, OHA has
convened a Behavioral Health Collaborative (BHC) focused on improving Oregon’s behavioral
health system with an emphasis on cross-agency collaboration and improved health outcomes.
Local communities will come together to achieve collective impact by developing Regional
Behavioral Health Collaboratives (RBHCs) for each geographic service area in 2018 and 2019.
These RBHCs will build on existing local structures and include CCOs, Community Mental
Health Programs, Local Public Health Authorities, tribes, schools, corrections, hospitals,
emergency departments, first responders, child welfare, and any others that touch individuals
with behavioral health concerns. The RBHC includes a governance and finance workgroup that
is currently discussing risk-sharing payment opportunities between CCOs, community mental
health providers and the Oregon State Hospital.
Coordinated Care Organizations: One of the key goals laid out in Oregon’s renewed 1115 waiver
is an ongoing commitment to a sustainable rate of growth that includes an integrated global
budget that promotes increased spending on health-related services (which include services that
address their members’ social determinants of health) and advances the use of value-based
payment (VBP). Accordingly, Oregon will submit to CMS a VBP Roadmap that describes how
OHA and CCOs will increase the amount of payments tied to performance and will achieve
specific targets related to VBP payments by the end of the waiver demonstration period. These
targets will be reflected in CCO’s 2020 contracts.
Oral Health: Another area that Oregon intends to incorporate into a comprehensive payment
system, even though there is no current or planned initiative, is oral health. Dental benefits were
folded into the CCOs’ global budgets in 2014, over a year after the CCOs launched. The heavy
lift of integrating behavioral health first, along with the groundbreaking effort of integrating
physical, behavioral and dental health, has made for slower progress in full dental integration
and the VBPs necessary for integration. It is clear that long-term, sustainable payment reform
needs to incorporate the dental health system.
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Suggestions on the structure, approach and design of potential State-based and local
Innovation, including Medicaid-focused models.
Stakeholder engagement, thoughtful policy implementation, continual measurement, evaluation
and transparency are critical for a comprehensive payment reform initiative. Sufficient technical
expertise and resources are needed to ensure success in these areas, and below is a list of
important supports needed for Oregon and other states to be successful.
1. Support Medicaid models that allow for flexibility and financial support to more
fully develop upstream approaches to health care
Innovative, state-based Medicaid demonstration programs are important to test health
care delivery systems that support whole-person care and achieve better health outcomes.
Innovative Medicaid models like CCOs could benefit from technical assistance to help
them further identify opportunities to impact the social determinants of health and
partnerships with public health and community based organizations. Resources to states
are needed to fund critical public health capacity, similar to what was funded under SIM,
to support work with CCOs so they can continue and enhance population health
integration activities and prevention initiatives that lead to better long-term health
outcomes.
2. Support to develop a comprehensive plan for long-term, sustainable payment
reform.
While Oregon has a vision for a robust payment system, it would be beneficial to receive
national expertise to help develop concrete plans that weave together federal and state
initiatives into an actionable framework. For example, we would like to incorporate
hospitals into the plan to ensure Medicare is a key component of the comprehensive
initiative. Key lessons learned could inform other states as they work toward similar
integration of federal and state payment reform initiatives.
3. Resources to develop a total cost of care for the entire health system
To accurately assess the impact of comprehensive payment reform and to encourage
participation of a broad range of stakeholders, Oregon and other states would benefit
from technical expertise to help model total cost of care for the entire health system. Such
analysis would also allow us to capture key pieces of the delivery system, such as the cost
of transitional care and hospitals, which would ideally bring these entities into the
conversation. In addition, in alignment with our waiver renewal, total cost of care
analysis would ideally move upstream to incorporate the costs of housing and other
means of addressing the social determinants of health.
4. Convening of payer and provider stakeholders to achieve agreement on the payment
reform plan
We anticipate needing to convene a multi-stakeholder collaborative comprised of a broad
range of stakeholders within and beyond the health system to achieve our payment
4

reform vision. Regular meetings between representatives of, for example, our primary
care and behavioral health collaboratives, the CCOs, the oral health community,
hospitals, and community partners such as housing would be essential to ensure success.
We would welcome CMS resources to states for this endeavor.
5. Resources to support health HIT needed for expansion of VBPs and HIT adoption
As CMS has recognized with the inclusion of certified EHR technology (CEHRT) use as
a baseline requirement for Advanced APMs in the Quality Payment Program, health IT
plays a vital role in supporting VBPs. The interplay of HIT to support VBP is complex,
and OHA has found value in previous efforts by the Innovation Center to convene states
to share models, best practices and technical assistance resources. In the design and
implementation of potential models and in Innovation Center support for state and local
innovation, further support of these efforts and other learning events would be helpful.
Additionally, resources to support the adoption of HIT by providers that were ineligible
for Meaningful Use (such as behavioral health, housing services, long term services and
supports) would also be beneficial, as they are critical to care coordination and upstream
intervention efforts. These resource needs include technology costs, technical assistance,
and privacy/ legal support. Oregon also encourages the Innovation Center to partner with
ongoing efforts, such as SAMHSA’s Certified Community Behavioral Health Clinic
(CCBHC) demonstration, to explore ways that additional supports for clinics to
implement and use health IT could advance innovation.
6. Support for data aggregation for quality metrics alignment
For the Innovation Center to pursue its principles of competition based on quality,
outcomes, and costs and simultaneously to reduce burdens on providers, continuing
efforts to align quality metrics and reporting mechanisms are essential. Oregon
encourages the Innovation Center to support implementation of such efforts at state and
regional levels.
During the 2015 legislative session, the Oregon legislature passed SB 440, which calls
for alignment of performance metrics across state health care programs to promote
coordinated care and improved health outcomes and help reduce costs. This metrics
alignment process (which is connected with the Oregon CPC+ program) would ideally
apply to the entire health system in support of comprehensive payment reform. An
essential element of an effective metrics alignment process is data aggregation, and
Oregon hopes to incorporate a data aggregation method—a process being led by the
CPC+ payers—modeled after a state such as Colorado. Data aggregation is a resourceintensive endeavor, and CMS resources for Oregon’s data aggregation activities could
facilitate bringing other partners to the table and provide a useful model for other states.
The Innovation Center could play an important role in providing subject matter expertise
and facilitate sharing of best practices for multi-payer policy development. For example,
currently payers use different provider-patient attribution methods for quality
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measurement, which creates burdens on providers who need to understand how each
payer is measuring performance. Oregon encourages the Innovation Center to provide
support for collaboratives that bring together payers to achieve greater alignment and
transparency and to share lessons learned.
7. Additional resources to implement payment reform plans
Executing comprehensive payment reform will require additional expertise to form an
OHA payment reform management team. Spreading reform beyond CCOs to PEBB and
OEBB and new initiatives such as SB 934 and oral health payment reform identified
above will also require additional expertise. Successful execution of total cost of care
analysis, comprehensive multi-payer payment reform, and data aggregation require
expertise and dedication of resources toward building staffing capacity within states.
8. Support to ensure practices qualify for MACRA
To achieve Oregon’s payment reform vision, it is important that as many practices as
possible qualify for MACRA’s Quality Payment Program (QPP). CMS support that
would help ensure this goal is reached include technical assistance to non-CPC+
practices; support for workflow modifications necessary to implement VBPs; and
resources that ensure the adoption of certified EHR technology required through the QPP
occurs successfully.
9. Technical assistance and support for CPC+ payers
Finally, ensuring success of a comprehensive payment reform initiative first requires that
CPC+ is implemented successfully, since the program will serve as a foundation for our
reform efforts. Through our experience with Comprehensive Primary Care Initiative
(CPCI) and conversations with current CPC+ payers, it is clear that three key areas of
support would be useful. First, while practices will benefit from CMS-supported
technical assistance, there is no plan for payers to receive technical assistance. In Oregon,
many of the CPC+ payers, including the 15 CCOs that did not exist when CPCI was
launched, are new to primary care payment reform, and would greatly benefit from any
technical assistance CMS could provide. In addition, while CMS supported facilitation
for convening of CPCI payers, this is not the case for CPC+. CMS support for payer
facilitation would be beneficial. Finally, CMS support would help payers spread the
CPC+ program to all state-designated patient-centered primary care homes.
Mental and Behavioral Health Models
As mentioned above, in the summer of 2016, OHA convened the Behavioral Health
Collaborative (BHC) to develop recommendations to transform the behavioral health system to
meet the needs of Oregonians wherever those needs are presented. This “no wrong door”
approach will provide simple, seamless, integrated services regardless of setting – school,
primary care, behavioral health clinic, public safety, etc.
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In order to achieve the BHC plan, systems and stakeholders will need to come together in local
communities to have a collective impact by developing Regional Behavioral Health
Collaboratives (RBHCs) for each geographic service area. These RBHCs should build on
existing local structures and must include CCOs, Community Mental Health Programs
(CMHPs), Local Public Health Authorities (LPHAs), and the tribes. To truly impact behavioral
health at the community level, other key partners will need to be engaged. These partners may
include schools, corrections, hospitals, emergency departments, first responders, child welfare,
and any others that touch individuals with behavioral health concerns.
Each Regional Behavioral Health Collaborative will:
1.
Convene to review relevant state and local needs assessments, reports, data and other
information.
2.
Select three priority areas to focus on over the next two years; one priority area must
be from the menu provided by OHA.
3.
Develop an action plan that describes the specific behavioral health outcome goals,
the strategies that will be employed to achieve the outcomes, and how progress will
be measured.
Suggestions on the structure, approach and design of potential Mental and Behavioral Health
Models
Sufficient technical expertise and resources are challenges for this innovative model. Below is a
list of important supports needed for Oregon and states to be successful.
1) Support for key system partners to develop and sustain regional behavioral health
delivery systems that meet population needs
As explained above, Oregon is asking CCOs, CMHPs, LPHAs, the tribes and other key
system partners to convene RBHCs, identify priorities and develop action plans to
improve care and outcomes. We have learned that there is a wide range of ability and
expertise within communities to complete this work. States would benefit from technical
assistance and expertise to design, implement and sustain behavioral health
improvements at a community and/or regional level.
2) Resources to develop standards of care and competencies
Oregon will be creating a centralized registry or licensure for qualified mental health
agencies and providers. Oregon would appreciate expertise to help develop a
standardized minimum set of skills for all behavioral providers and a registry. The
registry will include functionality for regular skill and ethics testing for providers and can
serve as a national model for states.
3) Support to establish standards for peer-delivered services
Oregon will be establishing standards for peer-delivered services. It would be helpful to
have technical assistance to conduct an environmental scan of standards in place across
7

the country, including standards for supervision, which would inform Oregon’s work as
well as work happening in other states.
We appreciate the opportunity to share Oregon’s vision for health delivery system
transformation. Oregon valued the extensive support provided through our SIM grant—we
would not have realized the significant successes to date in our delivery system transformation
efforts without it. We have valued our partnership with the Innovation Center and have found our
SIM Program Officers and technical assistance providers to be very helpful and responsive.
While our experience working with CMS programs and staff has been positive, CMS frequently
launches new opportunities and initiatives to support health system reform without clear
guidelines to align or ensure these initiatives complement each other toward common goals.
Oregon would appreciate if CMS more clearly communicated and assisted states with alignment
of initiatives and developed a cohesive, internal strategy/ies toward the desired outcome. In
addition, this strategic alignment of initiatives will provide more efficiency within the system
and within state and federal agencies implementing them.
We look forward to partnering with CMS on this important and impactful work.
Sincerely,

Leslie M. Clement,
Interim Director Health Systems Division
Oregon Health Authority

David Simnitt,
Interim State Medicaid Director
Oregon Health Authority

Jeremy Vandehey,
Acting Director of Health Policy and Analytics
Oregon Health Authority
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Rhode Island Response to CMMI New Directions RFI
November 20, 2017
Contact Person: Marti Rosenberg, SIM Project Director

1. Do you have comments on the guiding principles or focus areas?
Rhode Island’s thoughts on the guiding principles proposed are as follows:
1. Choice and Competition in the Market – We agree that it is important that patients be provided the
tools to understand the quality and cost of providers and make informed decisions as consumers.
However, market forces are important but not sufficient, especially because healthcare and how its
paid for is very complicated and not like other markets/services. Rhode Island has demonstrated
success in exercising regulatory levers to maintain competition, to ensure standards in quality of care
and coverage, and to drive affordability. We see market approaches as well as innovative and not
overly prescriptive regulatory oversight as complementary.
2. Provider Choice and Incentives – Providers will be more engaged and satisfied in healthcare
transformation and innovation if provided some choice and incentives to dedicate time to
participate, for example offsetting the cost of clinic time lost to training. We value provider choice;
however, if a model we are testing is working very well, it makes sense to encourage strongly that
providers join it, which could include incentives or new provider regulations. Where possible we like
to give providers the choice of how to comply with requirements, but provide a best method to
accomplish the requirement. Without some requirements, it will be impossible to ensure complete
participation in a model.
3. Patient-centered care – We would suggest that this be guiding principle #1. The other guiding
principles will all contribute to this one being successful. Patients should absolutely be at the center
of their care as long as there is adequate regulation to protect them, ensuring equity and addressing
disparities in care and health outcomes. We would suggest that this includes the ability to invest in
place-based solutions to address the social and environmental determinants of health beyond the
healthcare system which only contributes a small amount to a patient’s overall health. This would
need to go beyond ACOs which are still organizational on an engaged patient-panel and not
population specific.

4. Benefit design and price transparency – We agree fully in price transparency and believe that it a
worthy model in which to invest. However price transparency is not a substitute for other consumer
protections.
5. Transparent model design and evaluation – We think transparent model design means including all
stakeholders. In Rhode Island, we support a robust stakeholder engagement methodology that
involves numerous public meetings to develop consensus and alignment. This is essential to our
model, and we would be less successful without it. In addition, we have found that investing in the
models only works if we also invest in evaluation of the models – in order to support sustainability.
Investors are interested in innovation for only so long if there is no measurable positive outcome.
6. Small Scale testing – We believe that while major policies like the Affordable Care Act belong at the
federal level to ensure uniformity and equity of access to care and consumer and provider
protections, states are the right places to test models that conform to those principles. Because of
our small size and our commitment to innovation, we have found that Rhode Island is a perfect place
to test models, especially led by our Office of the Health Insurance Commissioner. Through the State
Innovation Model (SIM) Test Grant, Rhode Island has assembled leaders within the healthcare
industry, including but not limited to state agencies, community partners, healthcare systems, and
insurance carriers. This has created a unique opportunity to test cross cutting and innovative ideas
with the support of key stakeholders across all areas touching health in the state.
We also believe the following should be guiding principles:
7. Addressing workforce challenges and the quadruple aim – Our major workforce challenges are 1)
inadequate pay for a workforce that helps support smarter spending; 2) agencies or private practices
inability to lose clinic time to support training needs; 3) provider burnout due to an increasing
complex and stressful healthcare environment; and 4) workforce shortages in key professions (i.e.
Child Psychiatrists, etc.). These challenges make it more difficult for our workforce to be satisfied in
their professions.
8. Smarter spending versus reduced costs per capita - We reword this component of the Quadruple
Aim in Rhode Island, because reduced cost could mean reduced access, which is not patientcentered; however, there are many ways to redirect our healthcare dollars that will result in better
outcomes.
9. Integration of physical and behavioral healthcare – We recognize physical health as inclusive of oral
health, and behavioral health to include mental health and substance use. It has been wellestablished that many persons receiving physical health care also have behavioral health conditions
requiring attention. Persons receiving behavioral healthcare also have physical health conditions. In
Rhode Island, we believe the best approach to integrated care is the application of targeted
strategies that most effectively address the needs of challenging populations. For example, our SIM
grant is helping to increase the capacity of behavioral healthcare within primary care, through
Primary Care Medical Homes (PCMH) and Community Health Teams. Through oversight of the
Executive Office of Health and Human Services (EOHHS) and the Department of Behavioral Health
Developmental Disabilities and Hospitals, Community Mental Health Centers coordinate the delivery
of physical and behavioral healthcare for persons with severe mental illness. Opioid Health Homes,
offered by designated substance use providers, enhance the delivery of physical and behavioral
healthcare to persons with opioid dependence.

2. What model designs should the Innovation Center consider that are consistent with the guiding principles?
As we reviewed the proposed models in the RFI, we identified a number lessons learned from our SIM
model test project that inform the new ideas that CMMI is proposing. Rhode Island is promoting a
variety of model designs that could fit across these buckets in many ways. The following comments
reflect the commonalities across these models:
A. The importance of place-based solutions to address the social and environmental determinants of
health and change individual behavior.
a. Rhode Island would encourage CMMI to offer federal guidance on implementing payment
and care delivery models to address patients’ social and environmental needs that have
impacts on health outcomes and cost. There is growing recognition that a person’s socioeconomic reality has profound impacts on health outcomes as well as health spending.
Rhode Island is among many states that are currently grappling with challenges associated
with assessing and measuring social determinants of health as well as developing processes
to link patients with appropriate resources. One way we see as necessary to succeeding in
this arena is implementing payment models that incentivize providers to address these
health risks, so a provider can receive reimbursement for ensuring a patient has access to
healthy food or safe housing. We look to CMMI for assistance in developing payment models
that do this, and that can be tailored to be applied in a multi-payer fashion and to
complement the progress we’ve already made in various pockets of our delivery system.
b. Rhode Island’s Health Equity Zone model is just one example of place-based community
services that focus on the social and environmental determinants. The Community Action
agencies also provide similar supports, with some having extensive primary health services
and others extensive behavioral health services. Rhode Island would like to receive guidance
and support in engaging community partners in system transformation, and in tailoring
reform initiatives to meet regional needs.
c. Rhode Island’s Community Health Teams are integrating medical care practices in the
community with bi-directional integration. More support in implementing innovated, teambased care that goes beyond the clinical setting would be welcomed.
d. Support to reduce continued over reliance on hospital-based and congregate care for both
children, adults and families with behavioral health conditions and to increase investments in
community-based behavioral health.
e. Training the workforce to work in non-institutional settings (community, home, etc.) to meet
the needs of individuals and families.
B. The importance of statewide/regional infrastructure to support key components of a transformed
healthcare system
a. Health Information Technology – the State Innovation Model Grant has assisted Rhode
Island considerably in building out some components of the infrastructure required to move
toward value-based payment. There are many key reasons why central HIT infrastructure is
recommended.

i. Data often remain siloed within organizations until there is a need and a way to
securely share it, which often requires an independent intermediary to engender
trust.
ii. Not all providers are able to bear the cost of important technology implementations
themselves, providing an advantage to large healthcare businesses over the smaller
provider practices.
iii. Centralized HIT governance is critical to and significantly increases the ability to
strategically develop, implement, and interface different modular components of the
ONC recommended HIT Stack.
iv. It is essential to have Health Information Technology to support a variety of activities,
such as:
1. Care Coordination and Health Information Exchange – In Rhode Island these
services are supported through a variety of methods, but primarily by the
state designated Health Information Exchange (HIE), CurrentCare.
Establishing the HIE in a manner that can deliver value remains a lengthy
process which requires upfront funds to initially build, continuous funding for
ongoing operations. We have identified an important need for additional
funding to design and build a growing list of community requested
enhancements that would help support better care transitions, predictive
analytics, and critical public health functions.
2. Patient Matching and Attribution – The key to quality data is being able to
rely on the accuracy of a patient matching algorithm. We recognize that we
have numerous different operational patient matching systems being used
throughout state and non-state systems. We believe there are opportunities
to leverage a central infrastructure to support patient matching. Patient
Attribution, while very complex, is also required for the appropriate sharing
of data and quality measurement. There are also many identified attribution
methodologies used across the state for different purposes or by different
payers and entities which can lead to confusion and frustration. The
technology to implement one stakeholder-designed attribution model could
alleviate many concerns, and is another example of a technology
infrastructure enhancement requested by community partners.
3. Quality Measurement (claims and clinical data systems) – Centralized
quality measurement serves two primary purposes: 1) when payment is
based upon quality measures, fair and equitable measurement is essential; 2)
the methodology of collecting data one time, then analyze and report it to
many reduces the burden on providers considerably. Rhode Island is in the
infant stages of setting up a centralized quality measurement system, and
sees great promise in the proposed strategy.
4. Price and Quality Transparency – Key to any market-based strategy is the
ability to have price and quality transparency, but those are not possible
without the underlying data in a clear, understandable, and accurate format.
Our All Payer Claims Database and quality measurement systems will be key

in Rhode Island’s ability to promote price and quality transparency, but much
work still needs to be done in developing analytic methodology and
consumer-focused portals that can be promoted and used for this purpose. It
is important that as we build these systems, we are sure to address
disparities in the ability for patients to access, understand, and know how to
use the information, and that there is investment in training patients to use
and understand the information available. Price/quality portals in other
states have not always gotten the use that was expected, based on anecdotal
accounts from our colleagues in those states. It could be that the traditional
approach to price and quality transparency may not be the best approach to
support what patients need, and for that reason we are exploring alternative
programs, such as Choosing Wisely, which work to empower patients with
meaningful questions to ask that link into the benefits of price and quality
transparency.
Unfortunately, it is often difficult to identify funding to get these systems started, which
leads states to implement in a less coordinated way as funding is identified for each
component independently. We regularly prioritize using available funding to establish
new components, rather than actively implementing connections between existing
components. We also are finding that we are working in a single project implementation
model, and as the number of components grow, we recognize the need to actively
undertake a strategic planning process and implement a statewide, community-based
governance model to help design, implement, and better coordinate and align Rhode
Island’s HIT infrastructure moving forward. This centralized governance model will be
essential as a growing number of state agencies and community stakeholders have an
interest and need for a unified state strategy around HIT.
There are also considerable challenges around effectively implementing sustainability
plans for the HIT components in a way that they are not competing with each other for
funding. We constantly balance making the benefits of advanced health information
technology available broadly, with developing appropriate funding strategies that that do
not limit use in the community.
b. Workforce Programs – Our health system changes depend on investments in strong
workforce transformation. Rhode Island has identified the following healthcare workforce
priorities and strategies to drive health system transformation:
i. Priority 1: Build Healthcare Career Pathways to Develop Skills That Matter for Jobs
That Pay Prepare Rhode Islanders from culturally and linguistically diverse
backgrounds for existing and emerging good jobs and careers in healthcare through
expanded career awareness, job training and education, and advancement
opportunities.

1. Support the Entry-Level Workforce: Improve recruitment, retention, and
career advancement.
2. Increase Diversity and Cultural Competence: Increase the cultural, ethnic,
and linguistic diversity of licensed health professionals.
3. Develop Youth Initiatives to Expand the Talent Pipeline: Increase healthcare
career awareness, experiential learning opportunities, and readiness for
health professional education.
4. Address Provider Shortages: Remediate shortages among certain health
professions.
ii. Priority 2: Expand Home and Community-Based Care Increase the capacity of
community-based providers to offer culturally-competent care and services in the
home and community and reduce unnecessary utilization of high-cost institutional or
specialty care.
1. Expand Community-based Health Professional Education: Educate and train
health professional students to work in home and community-based settings.
2. Prepare Healthcare Support Occupations for New and Emerging Roles:
Prepare healthcare support occupations to work in home and communitybased settings.
iii. Priority 3: Teach Core Concepts of Health System and Practice Transformation
Increase the capacity of the current and future workforce to understand and apply
core concepts of health system and practice transformation.
1. Integrated, Team-Based Care: Increase the capacity of health professionals to
integrate physical, behavioral, oral health, and long-term care through
interdisciplinary, team-based practice.
2. Health System Transformation Concepts: Educate the healthcare workforce
about the significance of value-based payments, care management, social
determinants of health, health equity, population health, and data analytics.
c. Statewide Coordination and Stakeholder Engagement
Rhode Island has benefitted significantly from the SIM project. The projects we are funding
are beginning to show important impacts for patients. The process improvements we have
made in how state agencies and community partners work together to pursue health system
change and improve population health are leading to meaningful opportunities for
collaboration. While the SIM grant has been generous and the three years of program
funding (after the first planning year) are extremely useful, these changes often take longer
than three years to bear fruit. We are working on sustainability planning for all our projects,
but with strained state budgets and limited outside funding, the federal government and its
funding capacity necessarily remains a significant driver of reform.
i. We support continuing a central federal office of healthcare innovation to help:
1. Catalyze innovation
2. Promote collaboration and ensure stakeholder engagement in model design
3. Support interagency coordination, etc.,

4. Coordinate or oversee the variety of federal programs so that they can better
work hand-in-hand and align, which will reduce burden/confusion among
providers. These include CMS funding initiatives such as SIM, CPC+,
Meaningful Use, QPP, AHC, TCPI, etc.
5. Drive success – We believe our stakeholder model is a driving force in some
of Rhode Island’s success compared to other states that have struggled with
similar challenges (CHIP, Medicaid expansion, CTC, HBE, etc.)
6. Coordinate funding streams on the federal level, with the flexibility to merge
funding from different federal agencies (for example, a child health fund that
merges dollars from Medicaid, SAMSHA, CDC, HRSA, ACF, USDA, IDEA etc.).
With a merged fund, organizations could provide a wide array of services in
one place and have the freedom to fund basic needs and services that
straddle the developmental, social services, mental/substance use and health
care services sectors. We can envision analogous merged funding streams
for adult health, maternal health, and geriatric health.
C. The importance of supporting the design of payment models that reflect the kind of care we know
improve outcomes.
a. Addressing Care Coordination issues
i. Activities to support the ability to provide necessary pediatric behavioral health
services where there is a workforce shortage. We would like to see CMMI develop
initiatives with varying levels of behavioral health integration.
ii. Activities to support transformed primary care in pediatric settings. The Chronic Care
Model serves as the basis for many primary care medical home initiatives, which
does not translate particularly well to pediatric populations. Nonetheless, we
recognize the benefits of enhancing preventive, early-intervention, integrated
behavioral, and 2-generation models of pediatric primary care.
iii. Activities to promote appropriate use of long term services and supports.
b. Designing new Alternative Payment Models (APMs) and refining existing models
i. In coordination with commercial insurers, ACOs, and other key stakeholders, Rhode
Island’s Office of the Health Insurance Commissioner has developed a primary care
capitation model. The model was designed in a way that has some constant elements
with regard to services that fall under the capitation and attribution methods, but
still allows for payers and providers to negotiate and customize the model and
payment level to meet their needs. While we intend to begin the implementation of
this model with a small cohort of practices in a multi-payer fashion, we only have the
ability to ensure the four major commercial payers are participating. As we
understand that savings are only seen when a critical mass of payments are made
under a capitation model in primary care, we would be very interested in
collaborating with CMMI to have Medicare and Medicaid payments included.
ii. Designing APMs for non-primary care providers, including:
1. Specialists, particularly more guidance on bundled payments, and how they
can be used simultaneously with other APMs like Total Cost of Care

Arrangements or capitated primary care payments. Like many states, Rhode
Island has struggled with engaging specialists in discussions around payment
reform. Because we see such high costs in specialty care, we believe it is
crucial to start thinking about how to incentivize efficient care instead of
volume of services.
2. Behavioral Health, with incentives for providers to deliver basic primary care
services. Our SIM funding has enabled us to begin to train behavioral health
providers in delivering primary care, but would benefit from additional
guidance or opportunities to adopt APMs. We have seen significant spending
among individuals with co-occurring physical and behavioral health issues,
and applying APMs in this capacity has a large opportunity for savings.
3. Oral Health Providers
iii. Activities to address administrative burdens of providers, and striking a balance
between necessary data entry and documentation and compensating providers for
high quality care. Guidance on moving away from process measures and toward
outcome measures would be welcomed. Additionally, Rhode Island would like
support in developing HIT systems and other tools to facilitate implementation of
new APMs.
iv. Activities to address administrative challenges associated with existing payment
models. We’ve heard from our stakeholders who have experienced difficulties with
coding, billing, and receiving reimbursement for innovative healthcare work, such as
SBIRT or integrated behavioral health. It is generally agreed that there is a
tremendous opportunity for savings and quality improvements in integrating
behavioral health and primary care, but until these administrative challenges are
addressed, we fear uptake of these models will be slow and outcomes will be
hindered.
v. Designing APMs that address prescription drug issues. Some concrete strategies
include:
1. Leveraging CMS’s purchasing power to drive down costs of prescription
drugs.
2. Investing in data and systems and provider training to reduce wasteful
prescribing, and developing adequate quality measures to support these
activities.
3. Designing payment models that encourage and incentivize medically
appropriate strategies for prescribing in a way that reduces risk of opioid
addiction and overdose, such as reduced medication doses, alternate
therapies, concurrent use of other medications, etc.
4. Pursuing regulation changes to allow sharing of medication information
among facilities caring for the patient. For example, 42 CFR Part 2 limits the
ability for substance use medications to be shared with other providers,
which puts patients at risk.
c. Expansion of current models - Expanding and leveraging existing models - for example,
another round of CPC+ payer and provider expansion - may help to move some of our

providers along the practice transformation pathway, especially with a promotion of an
eventual goal to work toward joining an ACO. The major advantage of an expansion rather
than a new program is the ability to keep the APM environment simpler. The first round had
rules that excluded many providers because they were already engaged in other programs
which may be sunsetting in the near future.
2. Do you have suggestions on the structure, approach, and design of potential models? Please also identify
potential challenges or risks associated with any of these suggested models.
Rhode Island feels strongly that model design should be rooted in the state and additional flexibility in
existing federal models be granted to states. Each states have different healthcare systems, organizations, or
current practices, and therefore, one-size fits all models for things such as CPC+, CTC, HBE, etc. often result in
providers and groups being excluded due to inability to meet requirements. Greater consideration should be
given into how small or individual practices can be better supported in helping with system change without
being administratively and/or cost prohibitive. We want to match the desire to create system change in
Rhode Island with the models and support for strategies that are reflective of our provider and practice
population.
3. What options might exist beyond FFS and MA for paying for care delivery that incorporate price sensitivity
and a consumer driven or directed focus and might be tested as a model and alternative to FFS and MA?

4. How can CMS further engage beneficiaries in development of these models and/or participate in new
models?
•

•

Rhode Island has a history of strong stakeholder engagement, developed long before our SIM project.
This has included:
o Multiple state/community workgroups to tackle significant healthcare issues, such as SIM
planning, Reinventing Medicaid, Measure Alignment, Patient Engagement, Population Health
Planning, etc.
o Stakeholder groups include providers, carriers (often in a multi-payer effort), healthcare
consumers, and state officials.
o Ensuring shared decision-making among all stakeholders has been particularly important to
encouraging significant community participation in SIM.
o CMS can consider these types of engagement activities with nationally- or state-based
stakeholders – on a national or regional basis.
We believe that CMS should continue to support projects like SIM, that allow for a significant and
deep public/private partnership in addressing our health system issues and improving population
health. In Rhode Island, it is the interplay between the public and private institutions that has created
our most enduring and effective organizations and project. For example, our PCMH organization was
created out of the Office of the Health Insurance Commissioner in 2008. It is a nonprofit 501(c)3
organization with a physician board chair – and the Health Insurance Commissioner and the Medicaid
Director serve as co-conveners. Encouraging these types of partnerships can be the key to achieving
system change with authentic community buy-in.

5. Are there payment waivers that CMS should consider as necessary to help healthcare providers innovate
care delivery as part of a model test?
6. Are there any other comments or suggestions related to the future direction of the Innovation Center?
•
•

Providing funding to the states to encourage stakeholder engagement in the implementation of the
state-innovated models has been extraordinarily helpful.
Having TA support from CDC, ONC, and others has been a big positive and helped us implement our
SIM work

Thank you for the opportunity to provide feedback to CMMI on this RFI. Please contact Rhode Island
SIM Director Marti Rosenberg with questions or for more information.
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Ms. Seema Verma, Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
200 Independence Avenue, SW
Washington, DC 20201
RE: Washington State Coordinated Response to Centers for Medicare and Medicaid Services RFI:
Innovation Center New Direction
Dear Ms. Verma:
It is my pleasure to submit Washington State’s response to the CMMI’s RFI issued to solicit input on its
new direction. This response includes input from my Health Care Cabinet: The Department of Social and
Health Services (Secretary Cheryl Strange), the Department of Health (Secretary John Wiesman), and the
Washington State Health Care Authority (Acting Director Lou McDermott).
Washington State has made tremendous strides in transforming health, health care and long-term services
and supports into person-centered systems. This work includes operationalizing numerous Advanced
Alternative Payment Models (APMs) in state-financed health care programs (Medicaid and state
employees) and evidenced-based service models, thanks to strong support and funding from the
Innovation Center and CMS through the State Innovations Model Grant, the Medicaid Transformation
Demonstration 1115 waiver, and others. At the beginning of 2017, approximately 35 percent of statefinanced health care and 30 percent of commercial health care dollars were in value-based payment
arrangements. We are committed to continuing to promote efficiency and quality of health care within
state-financed health care, long-term services and support programs and across the broader health care
marketplace, but we will not reach our goal of moving 90 percent of state-financed health care into valuebased payment arrangements by 2021 without the support of the Innovation Center, greater alignment
between Medicaid and Medicare payment models, and flexibility in Medicare models to adapt and align
with state-initiated models.
Formal partnerships and continued funding between CMMI and states is critical to promote efficiency and
quality of health care. We strongly urge the Innovation Center to continue leading the journey to
transition payments from volume to value and fulfill its core purpose of “testing innovative payment and
service delivery models to reduce program expenditures…while preserving or enhancing the quality of
care.” Washington State is relying on the Innovation Center and Medicare’s continued partnership to
further accelerate value-based care in Washington State.
Very truly yours,

Jay Inslee
Governor

Washington State Response to CMMI RFI: Innovation Center New Direction

Purpose: The Centers for Medicare & Medicaid Services (CMS) is seeking feedback on a new
direction to:
1.
2.
3.
4.

Promote patient-centered care;
Test market-driven reforms that empower beneficiaries as consumers;
Provide price transparency;
Increase choices and competition to drive quality, reduce costs, and improve outcomes;

The Innovation center welcomes stakeholder input on the ideas included here, on additional
ideas and concepts, and on the future direction of the Innovation Center.

Summary
States play a critical role in innovation and delivery of high quality care. Since health and health care is
local, states are uniquely positioned to design and test customized payment and service delivery
models. States can tailor delivery transformation to suit the specific needs of their populations, and their
results will provide lessons for future innovation.
Washington State has made substantial progress toward health systems transformation and the
movement to value-based payments thanks to Center for Medicare and Medicaid Innovation (CMMI)
support and funding through the State Innovation Models grant. However, we have more work to do to
achieve our purchasing and payment goals: move 90% of state-financed health and 50% of commercial
health care into value-based payment arrangements by 2021. We strongly commit to continue to spread
and scale our existing efforts by leveraging the State’s purchasing power (Medicaid and state
employees) and working with purchasers and payers, but we will not meet our goals and take statewide
transformation to the next level without CMMI’s continued leadership, partnership, and vision to work
with states to test innovative value-based payment models with Medicare participation.
We strongly urge CMMI to take the following steps:
1. Continue, spread and evolve the State Innovation Models (SIM) grant or similar programs in service
of CMMI’s mission to “test innovative payment and service delivery models to reduce program
expenditures…while preserving or enhancing the quality of care.”
2. Allow flexibility in Medicare models to adapt and align with state-initiated models, i.e., customize
MACRA Quality Payment Program (QPP) and other Advanced Alternative Payment Model (APMs)
requirements to the State’s existing health transformation efforts like the common performance
measures set, shared decision making, and quality improvement model approach.
3. Continue to support the Managed Fee for Service Financial Alignment Demonstration and Health
Home program.
4. Continue to partner and collaborate with states on multi-payer models.
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5. Work with States and CMS to assure stronger alignment between Medicaid and Medicare by
allowing flexibility in Medicare models to adapt and align with state Medicaid models. Whenever
possible, support models that produce savings in both populations and have states share in the
savings. Also, CMMI should focus on the dually eligible population, which is often left out of state
innovations, since states tend to invest in interventions under Medicaid and savings generated in
the medical system for dually eligible populations are accrued to the federal government under
Medicare.
6. Consider non-Medicaid, state-based APMs as other-payer advanced APMs under the MACRA final
rule.
7. Provide flexibility at the federal level for innovations in payments to Federally Qualified Health
Centers (FQHCs), Rural Health Clinics (RHCs) and Critical Access Hospitals (CAHs).
8. Coordinate within CMMI and with CMS to ensure alignment between and across other federal
agencies on similar initiatives and grants, e.g., Practice Transformation.
9. Assist with health information technology efforts including providing investments in Medicare data,
data aggregation and/or infrastructure at the state level, and additional funding to support data
reporting among provider groups.
In this response, we also offer general and specific feedback on guiding principles and input on potential
models based on our experiences in Washington, for consideration.

Introduction/Overview
Washington State is a nationally recognized leader in health care innovation and reform. The
Department of Social and Health Services, the Department of Health, and the Health Care Authority are
the three main health agencies that monitor, deliver, or purchase critical health care services and
benefits for most of Washington State’s 7.1 million residents, including most of Washington’s vulnerable
residents with many complex health care needs. Together, these three agencies employ more than half
of Washington state employees and spend over $20 billion on health and health care annually.
•

The Department of Social and Health Services (DSHS) is responsible for purchasing, program and
service development for Medicaid mental health, substance abuse disorder, and/or long-term
services and supports and services to older individuals or individuals with physical or developmental
disabilities. Through its eight administrations, DSHS oversees quality of care in licensed residential
facilities and nursing homes, supports individuals who are deaf and hard of hearing, and transforms
lives by promoting choice, independence and safety through innovative services to approximately
77,000 older people and individuals with disabilities living in their homes, community residential
settings or skilled nursing facilities. In any given month, DSHS provides some type of shelter, care,
protection and/or support to 2.8 million individuals. DSHS also operates three state psychiatric
hospitals that deliver high-quality services to adults and children with complex needs.

•

The Department of Health (DOH) is responsible for protecting and improving the health of all
Washington State residents through programs and services that prevent illness and injury, promote
healthy places to live and work, provide information for people to make good health decisions, and
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ensure our state is prepared for emergencies. The agency works with many partners to strengthen
preventive services within clinics, make connections to community services that support health,
license and build the health care delivery system workforce, and develop and enact population-level
policies that contribute to keeping everyone healthier.
•

The Health Care Authority (HCA) is the largest health care purchaser in Washington, overseeing
Apple Health (Medicaid medical) and public employee health care benefits, purchasing care for over
2.2 million residents (1 out of 3 non-Medicare residents) and spending $10 billion annually. HCA has
set an ambitious purchasing goal: move 90 percent of state-financed health care into value-based
payments by 2021.

Washington State Achievements
Through the SIM Test Grant, Medicaid Transformation Demonstration Project and various state-based
investments, Washington State has made significant progress toward health system transformation,
which we hope to build upon through future initiatives. State-wide, Washington has brought together
communities to leverage incentives, align with state programs, and engage the social and community
sectors that impact health in order to drive toward improved population health. Early work in this arena
has supported providers in adopting team-based care. We are investing heavily in analytics to shape,
inform, and drive our purchasing strategies.
Successes to date:
•

Developed and are operating a number of APMs and care models built on evidence (see table
below). Across payment and delivery models implemented in Washington State, most are built on
the following state-designed foundational components:
o Accountability for costs and quality (varies by model).
o Evidence-based care transformation approach based on best practices recommendations.
o Quality measures from the Washington Statewide common measure set (which strongly align
Quality Payment Program).
o A homegrown Quality Improvement Model that rewards provider performance improvement
and attainment on select quality metrics.
o Data on state lives attributed to providers in payment model, provided by the state to providers
and health plans for population health management.

•

Washington Statewide Common Measure Set 1
o Since 2014, Washington State has worked to develop a legislatively-mandated statewide
common measure set to serve as the foundation for health accountability and measuring
performance.
o A starter set of measures was approved in 2015 by the Governor-appointed Performance
Measures Coordinating Committee. This collection of about 55 nationally-vetted measures has
broad support throughout the State’s health care system.
o Reporting is currently used to identify variation throughout the state, and sends a clear market
signal about expected performance.

1

http://www.hca.wa.gov/about-hca/healthier-washington/performance-measures
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o

A subset of measures has been implemented across most Medicaid and public employee benefit
contracts and are tied to payment.

•

Accountable Communities of Health (ACHs) 2 bring together leaders from multiple sectors around
the state with a common interest in improving health and health equity. As ACHs better align
resources and activities, they improve whole person health and wellness. There are nine ACHs
covering the entire state. While still early in their development, ACHs have taken steps to transform
health at the local level:
o ACHs have taken first steps in collaboration and community engagement by establishing
themselves as formal legal entities, strengthening their governance bodies, and working toward
multi-sector engagement across traditional and non-traditional health sectors.
o ACHs are certified as the lead entities for community level Medicaid delivery system
transformation.
o The ACHs have formalized regional priorities and developed projects to meet the particular
needs of their geographic area.
o ACHs are working to establish sustainability and building a strong foundation for active
collaboration on local health improvement projects. Looking forward, regional approaches will
be utilized to advance health and health care quality for Medicaid populations, as well as for
broader multi-payer populations.

•

Data is essential to achieving better care, smarter spending and healthier populations and to the
transition to value-based payments. Through Healthier Washington, we have created an Analytics,
Interoperability, and Measurement (AIM) team. AIM works collaboratively across state agencies and
public and private sector partners to break down data-related silos, address long-term needs for
health data management solutions, services and tools, and serve as a key tool to implement
population health improvement strategies around Washington State.
o AIM provides support to the ACHs by establishing dashboards to identify high priority health
projects and providing technical assistance on those projects.
o AIM is also providing technical assistance to development of alternative payment models and
integration of behavioral and physical health.

•

The Practice Transformation Support Hub 3, managed by the Washington State Department of
Health, accelerates the dissemination and implementation of new and existing practice change
supports and assists providers with the transition to value-based care.
o The Practice Transformation Hub has contracted with Qualis Health, a designated Quality
Improvement Organization (QIO), to provide one-on-one clinical provider support to assist with
the transition to integrated care and value-based payments.

•

Through Shared Decision Making 4, we are working to empower people to share in decision-making
when it comes to their own health and the health of their families.
o Washington State is the first state to certify patient decision aids, tools that can help people
engage in shared health decisions with their health care provider.

http://www.hca.wa.gov/about-hca/healthier-washington/accountable-communities-health-ach
http://www.hca.wa.gov/about-hca/healthier-washington/practice-transformation-support-hub
4
http://www.hca.wa.gov/about-hca/healthier-washington/shared-decision-making
2
3
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o

o

The four patient decision aids certified to date provide health care consumers access to
reliable sources of information to engage their health care providers on important
decisions.
Use of State certified aids are a requirement of Public Employees Accountable Care
Program networks.

•

In the summer of 2017, HCA issued its third annual Paying for Value Survey targeting provider and
payer organizations in Washington State. This survey builds on previous surveys HCA administered
in 2015 and 2016 to gauge providers’ and payers’ progress toward implementing value-based
payments and to identify barriers impeding desired progress. Results showed that most payers and
providers are still largely reliant on fee-for-service payment infrastructure, but encouragingly, the
percentage of providers and payers engaged in value-based arrangements has increased since the
2016 survey, indicating progress and movement away from the status quo system based on volume
and drive toward value-based payments and delivery system transformation. Additionally, each of
the nine health plans responding to the survey reported that they currently utilize at least a subset
of quality measure from the Statewide Common Measure Set, demonstrating a positive sign in our
drive for standardized performance measurement.

•

Washington State’s 1115 Medicaid Transformation Demonstration Project (Demonstration) was
approved in January 2017. The Demonstration will further accelerate and support the State’s efforts
to improve the health and care delivered to our state’s Apple Health population. The Demonstration
focuses on clinical delivery system improvements in Medicaid such as addressing the opioid crisis
and physical-behavioral health integration, as well as broadening the array of service options that
enable individuals to stay at home and delay or avoid the need for intensive long term services and
supports.

•

To better define how we will accomplish these ambitious goals, HCA released its HCA Value-Based
Payment Roadmap in June 2016. 5 The Roadmap utilizes the LAN framework and establishes targets
of VBP attainment for the Medicaid and Public Employee Benefit programs. HCA will release the
second annual updated HCA VBP Roadmap in 2017

5

http://www.hca.wa.gov/assets/program/vbp_roadmap.pdf
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Washington’s Innovative Payment Models – Successes to Date (See Attachment 2 for a list of DSHS evidence-based LTSS and Care Transition
service models being currently deployed, which we are interested in working with Medicare to scale to Medicare VBP models).
Program/Model
UMP Plus (ACO
program)

Target Population

Description

Results

Lessons Learned

Non-Medicare State
employees

•
•

Began 2016
Direct contracting with 2 ACO
networks in 9 counties
Contract includes upside and
downside risk that is adjusted based
on performance on quality metrics
(from the WA statewide common
measure set)
Employees choose between 1 of 2
large networks
Requirement to submit quality
improvement plans on various health
topics based on the Bree
Collaborative recommendations (best
practices)
Retroactive reconciliation (built on
FFS chassis)
Enhanced benefit design, lower
premium, free PCP visits

•

As of October 2017, over
17,500 public employees and
their dependents enrolled in
program
89% member retention
between 2016-2017 plan
years
Both networks Improved on
nearly all clinical quality
metrics
On a risk-adjusted basis, year
1 cost of care for patients
under care of ACO providers
trended 1% below non-ACO
providers
52% growth in enrollment Jan
16-17
Year 1 financial results
finalized in October 2017

•

Began 2017
Virginia Mason Medical Center
designated COE
Prospective bundle based on the
Bree Collaborative recommendations
State employees have a choice - use
a provider for TJR in PPO network or
pay no costs if they use COE provider
(travel costs are included)
Out of Pocket (OOP) benefit to have
Total Knee & Hip Replacements
(TJRs) at a single COE
Bundle includes concierge services in
preparation for surgery, surgical
consultation, surgery, hardware,
inpatient stay, immediate post-op

•

Not quite through our first
year but anticipate 10-15%
savings for each surgery,
savings which include all
COE administrative and travel
costs
Still checking data, but after
about 75 surgeries to date, no
complications or readmits
have resulted from COE
procedures
4x greater volume of state
employee TJR at COE
compared to each of the 3
prior years

•

•

SIM funded program

•
•

•
•

Total Joint
Replacement bundle
and 1 Center of
Excellence

State employees enrolled in
PPO plan

•
•
•
•

•
•

November 20, 2017

6

•
•
•

•
•

•

•

•
•

•
•

•

•

Challenging for ACO partners to
coordinate care with hundreds of
different EHRs
Employees nervous about negative
impacts of changing plans and value
extensive provider choice
New employees to the state selecting
benefits for the first time are more open
to enrolling in the program than
employees who selected a medical plan
prior to 2016.
Improving health literacy among
employees important so they can make
informed decisions
Financial aspects to monitor include
reviewing upside trend for attributed as
well as cumulative nature of trend
guarantee
Challenging to expand to smaller
counties given expectations of contract
and provider capabilities
Public health care purchasers should
solicit and purchase discrete packages of
best practices.
Patients appreciate the reduced cost and
individual attention, it improves clinical
outcomes, and the considerable financial
savings are compelling.
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Program/Model

Target Population

Description

Results

Lessons Learned

Brings together the payment and
delivery of physical and behavioral
health services for people enrolled in
Medicaid, through managed care.
Carves specialty behavioral health
services back into managed care
contracts, creating a single point of
accountable for each individual’s
care.
Offers better coordinated care for
individuals and more seamless
access to the services they need.

•

•

•

For more information, see the
presentation Evaluation of
fully integrated managed care
in Southwest Washington preliminary first-year findings

Began in 2017
For calendar year 2016, MCOs can
earn back 1% of premium by: paying
incentive payments to providers,
quality performance on select quality
measures, and VBP movement and
achievement
Retrospective true up
Withhold percentage increases
annually, i.e., 1.5% for calendar 2017
Began July 2017
16 FQHCs opted into model, signed
Memorandum of Understanding with
HCA
Converts encounter-based payments
to quality-based payments.

•

2016 performance not
determined until end of 2017

•

Flexible, non-prescriptive approach
allows MCOs to incorporate whatever
VBP approach best meets the needs of
the particular provider (e.g., can tailor
contract based on size and geographic
location of the provider).

•

TBD

•

Federal FQHC rules hinder development
of innovative payment models for FQHC,
RHC and CAHs

care, hotel and travel expenses for
participant and a care companion.
Fully Integrated
Managed Care (FIMC)
SIM funded model

Integrating financing of
physical and behavioral
health services for Medicaid
population

•

•

•

1% withhold

Medicaid 5 MCOs

•
•

•
•
APM4

Medicaid, FQHCs

•
•

SIM funded model
•
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Preliminary first year findings
shared data that showed
integrated financing for
physical and behavioral
health services can have
positive results. Of special
note are statistically
significant lower rates of
homelessness and
incarceration as compared to
statewide data.

•
•

Provider readiness of IT and billing
systems and processes is key to a
successful transition.
Each region brings its own perspective
and historical processes for
administering the program
Partnerships are the key to success.
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General Feedback & Feedback on Focus Areas
In our RFI response, Washington State offers general feedback as well as specific input on questions
called out in the RFI.
General Feedback
1. Continue the SIM Grant or similar program in service of CMMI’s mission to “test innovative payment
and service delivery models to reduce program expenditures…while preserving or enhancing the
quality of care.” The SIM grant is the main reason Washington State has made so much progress in
transforming its own internal business and moving its state programs into VBP models. We want to
continue innovating and creating innovative payment models, but cannot continue our work
without continued funding and support from CMMI.
CMMI should continue the SIM grant program or create another similarly structured program to
support all states – states just starting out on their VBP journey and other states like Washington
that need continued support to accelerate VBP movement. In the program, CMMI should also serve
as a translator between CMS and states, to help identify and overcome federal roadblocks to
innovation, state APMs, needed State Plan Amendments, and continue to serve as the “connector”
or “clearing house” for states to learn from each other and the federal government on lessons from
APM implementation. Washington has gained a lot of value from connecting with other states and
applying their lessons learned to our work. A continued formal partnership between CMMI and
States is critical to maintain momentum and advance the next generation of market-driven reforms.
2. Allow flexibility in Medicare models to adapt and align with state-initiated models, i.e., customize
MACRA QPP and other-payer Advanced APMs requirements to the State’s existing health
transformation efforts like the common measure set, shared decision making, and quality
improvement model approach. Despite the limited participation in Medicare initiatives, we and
many health care stakeholders in our state are fully committed to health systems transformation.
We believe greater flexibility in the model details would lead to greater participation in Medicare
initiatives. Washington State has invested heavily in aligning performance measurement, care
transformation principles, and payment strategies. CMMI should allow for the inclusion of statebased policies and programs into future Medicare initiatives. For instance, HCA would have been
more likely to apply for CPC+, and encourage our stakeholders to do so, if there were greater
flexibility in requirements around quality measures and care transformation.
3. Designate state-based, non-Medicaid APMs as “other advanced APMs” under MACRA. Not only do
we want to assist providers with the transition to value-based care, but we want to help them
maximize QPP payments under MACRA, whether under MIPS and or Advanced APMs track. We will
concentrate future efforts to align our current initiatives (i.e., common measure set, shared decision
making) with MACRA requirements and work with CMS to certify Washington State’s Medicaid
APMs as Advanced APMs. We ask for CMMI/CMS to designate other state-led APMs that meet the
QPP requirements as other Advanced APMs as well.
4. Continue to partner and collaborate with states on multi-payer models. Washington State is
interested in pursuing a state-specific rural multi-payer model (Medicare, private payers, and
Washington State financed health programs—Medicaid and public employee benefit program) to
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send one consistent message to the delivery system. HCA embarked on its own customized path a
few years ago in response to low provider interest in federal Medicare payment and reform
initiatives. Our substantial existing efforts toward a state-specific multi-payer model would be
enhanced by the integration of Medicare. Leveraging Washington State’s efforts and providing
flexibility within multi-payer model guidelines would ensure a consistent message throughout the
state’s health care system.
5. Continue to support the Managed Fee for Service Financial Alignment Demonstration and Health
Home program (see Attachment 1 for more details).
6. Provide flexibility at the federal level for innovations in payments to Federally Qualified Health
Centers (FQHCs), Rural Health Clinics (RHCs) and Critical Access Hospitals (CAHs). Washington State
has made progress in moving FQHC and RHC encounter-based payments to value-based payments,
and will continue to seek additional participation. CAHs, FQHCs and RHCs exist in varying
configurations in Washington State’s rural regions, and face significant and unique challenges. Given
that Medicaid reimbursement for FQHCs and RHCs is defined at the federal level, we urge
CMMI/CMS to work closely with states who want to move APMs forward with these critical provider
groups.
7. Coordinate within CMMI and with CMS to ensure alignment between and across other federal
agencies on similar initiatives and grants, e.g., Practice Transformation. Prior to releasing a new
initiative, CMS should consistently give states an opportunity to vet the proposal. At times, certain
federal initiatives (e.g. Accountable Health Communities, Transforming Clinical Practice Initiative)
have created confusion among Washington stakeholders and friction between ongoing state-led
initiatives, or have come as a surprise with limited time for consideration (e.g. Comprehensive
Primary Care Plus).
8. Stronger alignment between Medicaid and Medicare. CMMI/CMS should seek stronger alignment
between the financial arrangements for the Medicaid/Medicare dual eligible population, create
space for innovation within the payment and care delivery for this population, and work with states
on replicating Washington State’s LTSS evidence-based programs to the Medicare side (see response
to State-based and Local Innovation and Medicaid-focused Models below, and Attachment 2).
9. Assist with health information technology efforts including providing Investments in Medicare data,
data aggregation and/or infrastructure at the state level, and additional funding to support data
reporting among provider groups.
• New payment models cannot be developed or tested without data. Data are critical to APMs.
• Washington State has made a lot of progress, but there’s a continued need for financial support
and technical assistance for data and health information and technology. For example:
o HHS needs to invest in critical infrastructure needed to support providers in the transition to
value-based payments and delivery strategies, including data aggregation and interoperable
EHRs. For example, providers are simply unable to manage patient populations across
various payers without efficient and actionable data aggregation. This necessary
infrastructure is also costly to develop. CMMI/CMS should consider additional funding for
broad data aggregation tools and support providers, particularly behavioral health
providers, in the adoption of EHRs.
November 20, 2017
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o

o

o

o

The HCA AIM program, which was launched through our SIM grant, has been seeking access
to Medicare data for all eligible Medicare enrollees to inform alternative payment models,
SIM grant evaluation, and other potential uses. CMS could improve this lengthy and
resource-intensive application process by simplifying and streamlining the process,
providing more technical assistance and guidance for completing the application, and
updating/allowing flexibility on its Medicaid data storage policies to match states’ policies.
Once Medicare data is received, CMMI/CMS should work with states to streamline Medicare
data storage, transmission and utilization process, i.e., allow cloud storage to meet state
data rules.
Many rural health care providers, particularly FQHCs, RHCs, CAHs, behavioral health and
long-term services and support providers, are heavily reliant on Medicaid, yet they lack the
ability to invest upfront in the infrastructure necessary for participation in APMs.
CMMI/CMS should assure adequate IT support and upfront funding for rural providers
interested in participating in APMs. Approved provider TA funding from MACRA may not be
sufficient.
Washington State is promoting a ‘data-follows-person’ philosophy to guide data sharing
practices. Through this approach, providers will be empowered to improve care
coordination and manage population health through improved and more comprehensive
access to patient-level claims data. We encourage CMMI to mirror this approach,
particularly in multi-payer initiatives.
SIM has provided much needed resources to Washington State to build analytic and data
aggregation infrastructure through the AIM program. Nevertheless, additional funding and
support are needed for long-term sustainability and statewide application. CMMI/CMS
should consider providing additional funding support through any future state-based
initiatives to expand the capacity of State data and analytic programs to support populationbased efforts, including funding for data aggregation and/or infrastructure.

Input on Guiding Principles/Focus Areas
We support the following principles for new model design and funding opportunities:
1. Choice and competition in the market – promote competition based on quality, outcomes and costs.
• We support the principles of choice and competition, but we ask CMS to allow for flexibility for
inclusion of these principles in our state-led models.
• In Washington State, choice (at patient level) is foundational to both Medicaid and PEB.
Individuals with Apple Health have a choice of five Medicaid Managed Care Organizations at the
point of enrollment. Public employees and their families have a menu of health plan and benefit
options to choose from every November during open enrollment.
• For Medicaid/Medicare dual eligible population, CMMI/CMS should consider requiring that if
the MCO of choice also offers a Medicare plan option, the member must choose that Medicare
plan. This would provide greater financial stability for programs serving this population and
allow for more effective payment model innovation.
• Competition is also foundational to HCA’s VBP and APM work. As a public employer, Washington
State is mandated to procure all health benefits and VBP initiatives. We’ve seen a positive
response to our RFPs from providers and health plans, a signal that providers and plans are
November 20, 2017
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willingly moving toward APMs and re-engineering their practices to support APMs to compete
on cost and quality. For example:
o 6 responses from clinically integrated networks RFP to build ACO, January 2015.
o 14 responses from provider groups to be designated Center of Excellence to offer Total Joint
Replacement bundle.
o 16 FQHCs (out of 26) opted in to participate in APM4, an APM that offers shared savings for
quality performance, in spring 2017.
o 29 of 39 counties opted to fully integrate physical and behavioral health financing under
managed care prior to the legislatively mandated deadline of 2020.
2. Patient-centered care, and consumer/patient education and engagement and availability of tools
throughout care continuum.
• Patient experience is the third leg of the VBP models – in addition to greater quality and smarter
spending.
• HCA recently launched a health literacy initiative across state-financed programs. HCA will
leverage publically available tools that have been vetted by clinical and communication experts,
i.e., Washington Health Alliance Savvy Shopper Campaign, Choosing Wisely.
• There are a plethora of patient education and engagement tools, and each provider, health plan
and purchaser using different tools, and often conflicting messages.
• CMMI and CMS should create a platform and produce evidence-based tools and patient
education messages that can be customized by states and purchases so there’s one signal and
voice to patients and health plans. One example is creating a platform for people to learn and
age skillfully. Empowering people to begin thinking earlier about the kinds of transitions and
adjustments that they can expect in their lives as they age, and how to prepare to navigate
those while maintaining as much choice, direction, control, and autonomy as possible is in
alignment with CMS’s interest of giving beneficiaries the tools and information they need to
make decision that work best for them. The platform could be shared among partners and used
to offer training and skill building around a variety of topics associated with aging and
supporting others through that process.
3. Benefit design, price and quality transparency
• Benefit design is a tool to incentivize consumers to choose value-based care, high-value plan
options, and high performing providers. In public employee payment models, HCA offer free
primary care and no deductible if wellness plan is completed (ACO program) and no out of
pocket costs if a patient uses the Center of Excellence (COE) for a TJR. HCA’s experience has
been that positive incentives (not financial disincentives) may be more effective for populations.
Target populations’ ability to pay penalties needs to be taken into consideration with designing
benefit design strategy.
• In Apple Health, the benefit design incentives are non-existent. CMMI/CMS should allow
flexibility of state-led benefit design in Medicaid.
• Washington State strongly supports price and quality transparency in the marketplace and
believes Medicare can “lead by example” on this principle. Washington has had a voluntary
APCD in place for the last ten years, which reports on quality alone. Washington is currently
building a state-led APCD, which is anticipated to fully go-live in early 2018.
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•

CMMI/CMS should require provider and health plan commitment to quality and price
transparency to consumers and the general public as a condition of participation in Medicare
models.

4. Transparent model design and evaluation
• As outlined in our general feedback, there is a strong need to share results, successes and
challenges of state-led and privately-led APMs.
• As part of a continued SIM or similar grant program, CMMI should fund evaluations (long-term
and rapid cycle evaluations), as well as serve as a clearing house of results in the marketplace.
• Planning is a critical step, and in light of a rapidly-changing health care environment, states must
be given appropriate flexibility to innovate, adapt, and make necessary programmatic changes
necessary for successful implementation.
• Any new state-based models from CMMI/CMS should include an appropriate planning period,
followed by a realistic implementation and performance period. Further, CMMI/CMS should be
very clear about expectations for evaluation. In total, a reasonable timeframe for a new model
would span 4-5 years, depending on the scope and size of the proposed model. Washington
State’s SIM experience has revealed important learning about developing and implementing a
widespread state-based initiative:
o Multi-stakeholder alignment takes time and its importance cannot be understated when
pursuing statewide models of accountability and standardization.
o A new state-based model from CMMI/CMS should provide the following timeframe:
 Planning period of 1-2 years. Building collaborative partnerships and aligning payers in
the commercial, Medicaid, Medicare, and state-financed space takes time. Allowing for
sufficient time to plan, adjust, and course-correct is essential to a successful planning
period.
 Performance period of 4-5 years. Effective statewide transformation takes time,
particularly when success is reliant on multi-payer collaboration. A performance period
of this length would more realistically allow states to make early adjustments and
provide a more effective and realistic evaluation period.
 Longer planning and performance periods would better-support states to align with
MACRA and synchronize concurrently developing state-based reforms.
• Washington’s SIM evaluation is being led by an expert team based out of the University of
Washington in Seattle. So far, this arrangement has worked well, since UW is local and has a
firm understanding of Washington’s health care market. CMMI/CMS should allow states to
assist in selecting the evaluation method and team to ensure common frameworks while
allowing appropriate latitude for customization. Additionally, state and federal evaluation
efforts should be aligned to avoid duplication of efforts and burden to stakeholders, as well as
ensure efficient rapid-cycle and impact evaluation.
Additional principles for new model design based on Washington’s SIM experience, for CMMI’s
consideration:
•

Robust care transformation approach based on evidence and best practices. APMs drive delivery
system reforms. To ensure payment reform is incentivizing appropriate care, leads to better health
outcomes, and reduce provider burden, standardization is necessary. CMMI/CMS should require all
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•

•
•

•
•

•

•

•

APMs to have a robust care transformation approach and allow flexibility for states to dictate the
approach.
Investments and savings cannot simply sit within the clinical delivery system. In order to drive
sustained population health improvement, CMMI/CMS should explore innovative approaches to
supporting and reinforcing social and community service systems that are essential for population
health improvement. Understanding the critical role that social determinants play in population
health, CMS should promote and explore innovative strategies and payment models that invest in
social services and community supports. Greater flexibility for what services Medicaid dollars can be
spent would support such a strategy.
CMS should provide ample flexibility for state awardees to reward providers with grant funds (e.g. bonus
payments) for participation/performance.
CMS should explore funding mechanisms to allow better integration of Community Health Workers
into clinical practices, without requiring their certification or barriers to authentic and varied
community health work.
CMS should explore grants for regional development and customization of total cost of care
innovations.
CMS should explore incentives for participating in practice transformation efforts (e.g. shared
resources like behavioral health specialists, Bree Collaborative recommendations, funding for
patient decision aides, or regional EHRs);
Create incentives for purchasers/employers/states to demand/implement alternative payment
models to increase demand of VBP models – so as to keep payment models voluntary, but those
providers that do want to compete on cost and quality have opportunities to do so.
CMS should seek alignment and consistent messaging with other federal entities and across
initiatives. Communications and expectations should be clear and readily disseminated to a broad
audience. Seeking alignment and granting states flexibility in multi-payer efforts will improve our
collective chances for successful transformation.
CMS should consider regulatory means of supporting health system transformation, particularly
regarding insurance regulation and EHR standardization. While insurance is regulated state-to-state,
CMS should consider communicating recommendations for regulation that would support the
movement from volume to value.
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Potential Innovation Center Models
Washington’s input on considerations for innovation center models:
1. Expanded opportunities for participation in Advanced APMs.
• See guiding principle above. CMMI/CMS should expedite the process and incentivize provider
participation in Advanced APMs by automatically designating state-based APM models as other
advanced APMs in 2019.
2. Consumer-Directed Care & Market-Based Innovation Models
• We support the concept of consumer-directed care in so far consumers are offered choice and
positive incentives to seek appropriate care. CMMI/CMS should allow states flexibility in these
areas as it is important to consider the model target population characteristics (i.e., low income
or low education level) when developing these types of models to avoid creating additional
barriers to care.
• As mentioned above, providers and payers in Washington State are moving away from FFS and
adopting VBP models. We support market-based Medicare innovation models that align with
state-based APM models.
3. Prescription Drug Models
• Washington State and CMS have rightly recognized the importance of integrating physical and
behavioral health in key transformation activities, yet pharmaceuticals have largely been left out
of the innovation space. Pharmaceutical costs are a key driver in overall health care costs, and
CMMI/CMS should consider ways through which to integrate innovations in pharmaceutical
payments and policies in future initiatives.
4. Medicare Advantage Innovation Models
• Washington State is interested in working with Medicare including Medicare Advantage
Innovation Models to align with existing state-led models, including innovative ways to partner
on our public employee program.
• One example is HCA’s ACO program offered to non-Medicare state employees only. Washington
would entertain future conversations with CMMI/CMS to expand the model to include state
Medicare retirees.
5. State-based and Local Innovation, including Medicaid-focused Models
• CMMI/CMS should strive to more closely align Medicare with state-based Medicaid
interventions and programs targeting vulnerable populations. CMS should prioritize
collaborating with states and aligning Medicare and Medicaid to improve the outcomes and
health care system experiences of dual eligible beneficiaries.
• Our priorities are:
o Continue CMMI support for the Managed Fee for Service Financial Alignment
Demonstration and Health Home Program (see Attachment 1)
 CMMI/CMS should work with Washington State to create payment models
based on evidence that align Medicaid LTSS services with Medicare to
November 20, 2017
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o

incentivize quality outcomes in home and community-based settings (HCBS). 6
(see Attachment 2)
 CMMI/CMS should work with Washington State to develop shared-shaving
payment models that target Medicaid and the Criminal Justice system, by
allowing money to cross from the Criminal Justice system to the Medicaid
system when savings are realized by keeping persons out of jail and in
treatment. This could be broadened to other social health sectors and systems
as well.
 CMMI/CMS should work with Washington State to develop payment models
that expand the care team, including pharmacists. Washington has recognized
pharmacists as a provider type; pharmacists could be involved in chronic disease
management and prevention efforts in rural areas where it may be hard to find
RNs.
Across all state-based, Medicaid-focused Models, CMMI/CMS should:
 Bring about savings in both Medicare and Medicaid populations and have states
share in the savings.
 Support workforce development that encompasses smaller provider types with
limited skills at entry level; focusing on recruitment, training, other monitory
incentives and monitoring for quality services through program and regulatory
processes.

6. Mental and Behavioral Health Models
• Washington State has made a lot of progress in integrating physical and behavioral health care,
and has learned a lot from that work. For example:
o Payment models should include evidence-based peer supports for both mental health
and substance use disorder treatment.
o CMMI/CMS should continue to work with states on mental and behavioral health
models, specifically states that are interested in designing and implementing mental and
behavioral health models that are episodic.
o SAMHSA data reporting requirements are outdated and onerous, and they should allow
projects that use braided sources of federal funds.
o Emphasis on the recovery model principals has been crucial to building partnerships and
relationships as behavioral health service providers transition to contracting with
Managed Care Organizations instead of county-based behavioral health organizations.
o Consideration should be given to the differences between how capacity building for
behavioral health services have traditionally been funded. Flexibility for starting up new
facilities/programs/services would be beneficial.
o A challenge Washington State has found within the integrated model is in relation to
clients with Medicare and Medicaid. The Medicare’s list of mental health clinician types
is narrower than those in our state plan and it creates additional burden on providers,
and additional coordination for the client to have to navigate.
6

S. Eiken, K Sredl, B. Burwell, R. Woodward, Medicaid Expenditures for Long-Term Services and Supports (LTSS) in FY 2015, April 14, 2017.
https://www.medicaid.gov/medicaid/ltss/downloads/reports-and-evaluations/ltssexpendituresffy2015final.pdf
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o

o

Support from CMMI/CMS would be beneficial on coordinating the differences in
reporting requirements between what must be collected for physical health services
versus those necessary for behavioral health services (primarily SAMHSA block grant
data collection requirements). States are not required to submit according to federal
grant rules for SUD and MH block grants.
For various reasons, individuals with mental illness are often excluded from evaluations,
but are a critical population to study. This population must be included in the evaluation
of any future mental health intervention.

Payment waivers needed for VBP models
•

•

Washington State needs flexibility in existing HCBS authorities to offer new LTSS payment models
that include caregiver centric services as alternative to traditional personal care services. Unpaid
family caregivers provide the majority of care in our state and nationally and providing them with
supports to continue to provide care while maintaining their health and well-being is an important
opportunity to meet the needs of older adults while also being cost-effective to Medicaid.
States would need to be permitted to fund these interventions through their state plan and waiver
authorities.

November 20, 2017

16

Attachment 1 – Continue Managed Fee for Service
Financial Alignment Demonstration and Health Home Program
(“State-based and Local Innovation, including Medicaid-focused Model” Focus Area)
HCA is expanding the Medicaid Health Home initiative to provide better, more timely care for patients
with complex care needs. Continuing the Medicare shared savings arrangement is essential; distributing
shared savings within current biennium cycles would support the ongoing success and sustainability of
such an arrangement.
1. Do you have comments on the guiding principles or focus areas?
The state of Washington applauds the guiding principle “Patient-centered care.” In our models of care
management we have developed programs that include similar goals, to “empower beneficiaries, their
families, and caregivers to take ownership of their health and ensure that they have the flexibility and
information to make choices as they seek care across the care continuum.” We have built tools to
capture those goals (Health Action Plans), and have trained care managers/care coordinators across the
state in motivational interviewing and other coaching techniques that emphasize goal-setting from an
individual’s perspective rather than from a medical perspective. Because beneficiaries are supported by
care coordinators to work towards their own goals for the future, they are more highly motivated to
learn and change the behaviors that increase risk for future illness and disability.
The state of Washington is an example of commitment to innovation and to the delivery of high quality
care. Under our small pilots and our large-scale transformation demonstration, we have shown our
willingness to partner with CMMI/CMS to drive towards better outcomes for people based on local
needs.
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
HCA and the DSHS support the permanent adoption of the Health Home benefit, outlined under the ACA
section 2703. The Health Home model, in combination with the Financial Alignment Demonstration,
provides critical care coordination services for Medicare-Medicaid beneficiaries. The Health Care
Authority has offered disease or care management services for many years, but the Demonstration, with
the shared savings model, is the first opportunity we have had to implement this strategy to dually
eligible individuals. Without the Demonstration’s shared savings, states bear the service delivery cost
for dual eligible beneficiaries included in their Health Home program (both care coordination and the
increased costs of home and community services), but do not benefit from the Medicare savings from
the reduced inpatient hospital and skilled nursing home use. Most states have only cursory outreach to
their dual population even though duals benefit the most from care coordination. More flexible
Medicare shared savings models are needed to encourage additional states to adopt Health Home as a
beneficiary-focused care coordination approach. The Health Home approach, as implemented in
Washington, is consistent with the principle of patient-centered care described in the RFI. Minor
modifications to the current model would make it more easily disseminated across states, such as
allowing states to choose relevant quality and performance measures and sharing Medicare savings for
dual eligibles based on a within-state evaluation of “difference-in-differences” method.
The following outcomes have been proven in Washington State, underscoring the importance of
allowing other states to test the Health Home model for duals, and for Washington State to continue to
build on its success:
November 20, 2017
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(“State-based and Local Innovation, including Medicaid-focused Model” Focus Area)
•
•
•

Positive beneficiary survey results, with 80-90% positive ratings for care coordination, support
in care transitions, care planning, and shared decision making;
Positive beneficiary focus group results, with beneficiaries voicing the importance of setting
goals with their care managers and making behavioral changes that result in better health
outcomes;
Cost savings of over twenty million dollars per year in the first two years of the program. 7

The Innovation Center should also consider the possibility of allowing the Health Home benefit to
continue when the beneficiary chooses a Medicare Advantage plan. Current Medicare Advantage plans
do not offer the same care coordination services of the Health Home benefit. This will increase the
positive outcomes noted in the Washington State model.
3. Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models.
Health Home and other care management models should continue to implement on a foundation of
person-centered goal setting, care planning that focuses on empowering the person to achieve those
goals, and coaching and motivational interviewing techniques to support behavior changes.
HCA suggests that future programs that address patient-centered care management include an
evaluation of how well beneficiary goals were attained. NCQA has embarked on promising research in
this area, with private funding. One option is to measure “Goal Attainment” along an individualized
scale; another is referred to a “Prioritized Person Reported Outcome Measures.” CMMI should fund
additional work in this area to quickly bring these measures to scale, which would support a variety of
pilot projects, from integrated care delivery to palliative and end of life care.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
In Washington State’s Medicaid-only population, a capitated rate structure model supports the Health
Home program through the managed care plans. Once the Health Home is established in a state, a
target population of high risk dual eligibles could be enrolled through a capitated model which gives
greater program stability to the providers. An opt-out approach might be the most advantageous for
this model, as it provides the delivery system with upfront funding while engagement is established with
the beneficiary, and still promotes choice.
5. How can CMS further engage beneficiaries in development of these models and/or participate in
new models?
Beneficiaries are more likely to become engaged in the development of these models when they are
built around what matters most to them. An excellent study in this area was released by the SCAN
See RTI’s independent evaluation at https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-andMedicaid-Coordination/Medicare-Medicaid-Coordination-Office/FinancialAlignmentInitiative/Washington.html
7
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Financial Alignment Demonstration and Health Home Program
(“State-based and Local Innovation, including Medicaid-focused Model” Focus Area)
Foundation in the Fall of 2016. 8 In this paper, “What Matters Most” to beneficiaries with complex care
needs are that their needs are identified and reevaluated; their needs are addressed in a person-focused
way; that they have a navigable delivery system; and that the beneficiaries and their families continually
inform the system of care. If these attributes are front and center in the development of new programs,
beneficiaries and their advocates will want to participate in the design and will be engaged once the
program is offered to them. Health Home is a good example of this approach: while not every person in
the target population takes advantage of the care management offered to them, those who are engaged
have achieved remarkable improvements in health outcomes. It has also helped the success of our
program to involve beneficiaries and advocates in the development, implementation and ongoing
quality improvement processes.
6. Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
The ACA section 2703 provides the necessary authority for Health Home implementation. The Financial
Alignment Demonstration authority allows the service to be delivered to dual eligibles while providing
the essential shared savings opportunities. Absent the Demonstration, a waiver would be required to
ensure shared savings are available to implement the Health Home for dual eligible individuals. This
approach should be considered in other new models to give States funding for innovative work that
increases quality of care and decreases costs.
7. Are there any other comments or suggestions related to the future direction of the Innovation
Center?
The Medicare-Medicaid Office within CMS has been helpful in listening to states, offering guidance
when necessary, and providing flexibility when it is possible to provide. The Medicare-Medicaid Office
should be given increased authority to grant waivers or approve state plan changes that include dual
eligible beneficiaries.

The SCAN Foundation. What matters most: essential attributes of a high-quality system of care for
adults with complex care needs (policy brief). 2016: http://www.thescanfoundation.org/what-matters-mostessentialattributes-high-quality-system-care-adults-complex-care-needs.

8
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Innovation, including Medicaid-focused Models
Washington State (DSHS) is also very interested in working with providers and CMMI/CMS to develop
state-based plans and local innovation initiatives to test new models based on evidence (see table at the
end of this attachment) that align Medicaid LTSS services with Medicare to incentivize quality outcomes
in home and community-based settings (HCBS), and new models for the dual eligible populations. The
dual eligible population is often left out of state innovations since states tend to invest in interventions
under Medicaid and savings in the medical system are accrued to the federal government under
Medicare.
Potential models should include the following considerations:
1. Do you have comments on the guiding principles or focus areas?
The state of Washington applauds the guiding principle “Patient-centered care.” In our models of care
management we have developed programs that include similar goals, to “empower beneficiaries, their
families, and caregivers to take ownership of their health and ensure that they have the flexibility and
information to make choices as they seek care across the care continuum.” We have built tools to
capture those goals (Health Action Plans), and have trained care managers/care coordinators across the
state in motivational interviewing, person-centered counseling (still in process), care transitions, and
other coaching techniques that emphasize goal-setting from an individual’s perspective rather than from
a medical perspective. Because beneficiaries are supported by care coordinators to work towards their
own goals for the future, they are more highly motivated to learn and change the behaviors that
increase risk for future illness and disability.
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
We would also like CMMI/CMS to consider expanding Medicare and Medicaid reimbursement of
Evidence-based Care Transitions to case management organizations for individuals not eligible for
Health Homes. Evidence has shown that older adults with complex comorbid health problems are
frequently required to transition between hospital and home during an episode of acute illness. In the
United States, health care quality standards and expectations emphasize effective, efficient, safe, timely
and equitable care in addition to person and family centered care; however, data has concentrated
more on the hospitals’ re-hospitalization rates and cost containment than on indicators of quality care
or what happens later on in the individual’s home or community that can prolong the effects of quality
care transitions 9. Using person-centered concepts, it would make sense to consider what is important to
the person i.e. timeliness, equity (not dependent on funding source); person-centered care, as well as
family-centered care. It would also be helpful to consider what is important for the person (symptom
management & self-management); as well as efficiencies for community providers. We suggest that
placing more importance on these additional domains and subsequent measures could result in a more
holistic and balanced array of approaches that better serve the person, their family members, and their
communities; and in fact result in improved outcomes. The same can be said for post-surgical
Quality care outcomes following transitional care interventions for older people from hospital to home: a
systematic review; Jacqueline Allen, Alison M Hutchinson, Rhonda Brown and Patricia M Livingston; BMC Health
Services Research201414:346;https://doi.org/10.1186/1472-6963-14-346© Allen et al.; licensee BioMed Central
Ltd. 2014
9
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patients 10. Another aspect of quality is the follow-up that can prolong home and community-based
tenure with the help of continued self-management and supportive community-based services.
Considering care transitions as an enhancement of case management rather than an outside service
would allow for case management organizations to employ the intervention more nimbly pre and post
discharge, rather than having to coordinate and authorize it as a separate service.
3. Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models.
Using person-centered counseling as an initial and ongoing basis for learning what is important to the
person, what is important for the person, and what others can say and do to support the person’s life
and goals can then lead to other interventions, so they are delivered in the right times and places,
according to those goals; and the person’s current circumstances and readiness to participate.
Two evidence-based care transition models have taken root within Washington State’s Area Agencies on
Aging as a result of the 2010 Administration for Community Living (ACL) grant, Washington State ADRC
Evidence-based Care Transitions Program and the CMS-funded ACA, Section 3026 Community-based
Care Transitions Program (CCTP). These are: (1) the Care Transitions Intervention (CTI or the Coleman
Model) 11 and (2) the Bridge Program 12. While there are strong similarities between the two models, the
CTI model probably has the most drawbacks, but when fidelity is maintained, can have the best
outcomes. CTI’s drawbacks are the training limitations and costs; and the direction to limit CTI coach
functions to CTI only. The Coleman Team has restricted training delivery to their own team, making a
statewide sustainable program hard to achieve. The Bridge Model has fewer restrictions and shows
excellent results.
In the case of CTI, we found it was helpful to include pre and post completion of Insignia Health’s 13
Patient and the Caregiver Activation Measures to learn about an individual’s understanding of their own
(or a care recipient’s) health; the activation level for self, or caregiver, health management; and selfadvocacy confidence.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
It would be helpful to have as a reimbursable enhancement to a state’s No Wrong Door access system
under both Medicare and Medicaid to help individuals who need a little help to avoid discharging to a
nursing facility; instead return home with care transition coaching, person-centered counseling and
planning, case management if/when needed, and home or community-based supports. We suggest also
Transitional care interventions and hospital readmissions in surgical populations: a systematic review; Caroline E.
Jones, M.D., Robert H. Hollis, M.D., Tyler S. Wahl, M.D., Brad S. Oriel, M.D., Kamal M.F. Itani, M.D. F.A.C.S., Melanie
S. Morris, M.D., Mary T. Hawn, M.D., M.P.H., F.A.C.S.
11
http://www.caretransitions.org
12
www.transitionalcare.org.
13
http://www.insigniahealth.com/
10
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reimbursing as an as-needed enhancement to Medicaid LTSS case management so that it can literally be
delivered as an on-demand practice, rather than as an outside service.
5. How can CMS further engage beneficiaries in development of these models and/or participate in
new models?
We found somewhat similar outcomes from our ACL care transitions grant results: those that actively
engaged resulted in an average improvement of one level in their patient activation. Of interest that in
a presentation at an October 12, 2012 National Health Policy Forum, Jane Brock, MD MSPH, Chief
Medical Officer, with the National Coordinating Center for Populations & Communities, noted in her
presentation, Integrating Medical Care and Social Support Services to Improve Care Transitions, that
“Patient activation trumps all” when referring to successful care transitions. 14
6. Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
We suggest that CMMI/CMS create payment models for AAAs to conduct evidence-based care transition
coaching under both Medicare and Medicaid care management without having to separate it out as a
service.
7. Are there any other comments or suggestions related to the future direction of the Innovation
Center?
The Medicare-Medicaid Office within CMS has been helpful in listening to states, offering guidance
when necessary, and providing flexibility when it is possible to provide. The Medicare-Medicaid Office
should be given increased authority to grant waivers or approve state plan changes that include dual
eligible beneficiaries.
It should also be given greater authority to consider and pilot (or demonstrate) new Medicare and
Medicaid payment models for evidence-based and emerging practices that are time-sensitive for
avoiding higher cost services and supports, and needed across the spectrum of patient-types.
Additional suggestions include:
•

14

Create financial incentives and opportunities for LTSS providers to be integrated into the larger
service delivery system. These providers frequently interact with the Medicaid/ dual consumers and
offer a great opportunity to leverage to their presence to increase positive health outcomes and
assist clients in achieving health goals, and reduce unnecessary emergency room or nursing home
use. It is important to include LTSS providers and case management entities in electronic and
shared care plan funding and infrastructure support opportunities. The LTSS direct care worker has
significantly more 1:1 time with the client/consumer than any other provider and strategies to

http://www.nhpf.org/uploads/Handouts/Brock-slides_10-19-12.pdf.
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include these workers as a key part of the consumer’s care team has great potential to reduce
unnecessary use of institutional and acute care utilization.
•

Focus on long-term services and supports care settings that recognize single providers or smaller
entities that have direct influence on consumer engagement, cost reduction and quality of services.

•

Peer Support Services: Improved outcomes are particularly notable when peer support services are
provided to people with chronic conditions that require long-term self-management. Peer recovery
support services are a well-documented, and copied evidence-based tradition.

•

Reimburse Advanced Care Planning models built on evidence that recognize the importance of
talking with loved ones about end of life wishes. When individuals have thought out and expressed
their wishes in advance so that they receive exactly the care they want, the health care costs have
been shown to be less when excessive and unwanted intensive care is avoided and the result can
reduce stress and depression for surviving family members 15. Selected LTSS staff (e.g., Options
Counselors, Family Caregiver Specialists, Medicaid Waiver case managers) could be trained and
certified in the Respecting Choices an internationally recognized evidence-based advance care
planning (ACP) 16 model, and The Conversation Project to engage with individuals and their families.
A priority population would include individuals who are beginning to experience changes in memory
or thinking abilities.

•

CMMI/CMS should work with states to support integration of evidence-based practice
recommendations (see Bree Collaborative Workgroup for Alzheimer's/Dementia Guidelines) to
improve the quality of care for people with dementia. These guidelines aim to align care delivery
with the existing evidence-based standards of care for each state of the disease and across health
care settings for both patients and their families and caregivers.

•

CMMI/CMS should work with states to develop an alternative payment or bundle for family care
giver support for Medicare population and include a full array of services 17 to delay the need for
Medicare benefits. For example, in Washington State approx. 80% of care to people who need LTSS
are served by unpaid caregivers. If just one-fifth of these caregivers stopped providing care, it would
double the cost of these services. Providing these services aligns with CMS interest in providing
additional flexibility regarding supplemental benefits that could be included to increase choice,
improve care quality, and reduce costs. A DSHS evaluation showed a statistically significant
improvement in depression and burdens for participating caregivers and a delay in use of Medicaid

(Dartmouth Outlook of Health Care). Hospital days per patient in the last two years of life averaged 13.5 days;
that number is half the U.S. average of 23.5 days.
16
J.Forlini, L.Goldberg, Respecting Choices: A Case Study for Incorporating Advance Care Planning into Person and
Family- Centered Health Care Delivery, National Academy of Social Insurance, Health Policy Brief, February 2014.
17
FCSP Expansion Report Jan 2013.
15
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long-term services and supports (LTSS) 18. Savings in Medicaid services is also a savings to those
receiving Medicare benefits as overall positive health outcomes assumes a decrease in the need for
costly medical services.
•

Bundle should support accessible and effective person-centered care coordination/management
that is inclusive of providing evidence-based practices. These would leverage the skill set of each
LTSS care coordinator and the face-to-face in-home opportunities of person-centered counseling,
assessment, planning, plan activation, and ongoing coordination. The focus would be more on
helping individuals at-risk of declining health and mobility avoid or delay the need for high cost care
and morbidity while improving self-care, overall health and reduced costs (vs. those already at a
high cost/high care level). Delivering these interventions in the person’s home, at the right
moments, when the individual is sensitive to them, can improve both short and long-term
outcomes. In many rural/frontier settings, there are often no other service providers available to
meet consumers’ goals and needs.

•

CMMI/CMS should consider creating financial incentives for evidence-based case management
interventions. Certain evidence-based practices can be provided more nimbly when delivered in a
person-centered and holistic manner depending on the changing needs of the individual and in the
place they are most comfortable. These interventions could be considered separately from
“services”, and therefore not require choice of provider and separate authorizations, but would
allow them to be provided as part of LTSS case management interventions. In most cases, the
evidence-based practices would be individualized interventions delivered directly by the care
coordinator. It might also be interesting to look at some small group interventions, delivered by the
care coordinator’s agency. States would need to be permitted to fund these interventions through
their state plan and waiver authorities. The following are some examples of evidence-based
practices to consider:
o

o
o

o

18

Develop new ways to pay for smaller providers where fiduciary control with checks/balances is
maintained, as well as protections for consumers. This would allow for more personcentered/consumer directed services that could be authorized while reducing administrative
costs related to multiple small providers.
Ways and circumstances to ensure the requirement for Conflict-Free Case Management does
not inadvertently create access issues for clients in rural and frontier areas.
Expand presumptive eligibility to better serve individuals so they get on services quicker to
reduce unnecessary institutionalization that occurs as a result of the institutional bias. Medicaid
eligibility determination for community based settings should be applied retroactively just as it
is the case for nursing home services.
Address complexity associated with the allocation process of multiple funding sources currently
required to meet federal/state requirements

Medicaid Transformation Demonstration.
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•

Durable Medical Equipment Coordination on a Timely Basis. Medicaid often pays for durable
medical equipment (DME) that does not meet the criteria set by Medicare. This occurs for a number
of reasons, such as different medical necessity standards, different coverage definitions, or broader
availability of DME for purposes of community integration in HCBS waivers. However, due to
Medicaid’s statutory role as payer of last resort, programs must first receive a Medicare denial prior
to paying for the Medicaid-covered DME. Oftentimes, this denial is delayed or is not sent to the
Medicaid office, thus creating significant hardship on the individuals who are awaiting their medical
supplies. We recommend piloting a project to expedite DME coordination for both Medicare
copayments covered by state agencies, as well as for Medicare denials that the state may
ultimately provide.
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Target Population
Description
Program/Model
DSHS- Aging & Long Term Support Administration
State
Innovation/MedicaidFocused Models –
Care Transitions

the The following are most
prominent evidence-based
models:
 CTI*
 The Bridge Program*
 TCM
 Project Boost
 Guided Care
 GRACE

•

•

*practiced in Washington state
by AAAs and the NWD system
(Community Living
Connections)
Family Caregiver
Support (FCSP)

Care givers in Washington
State

•

•
•

November 20, 2017

Results

Lessons Learned

Evidence-base care transition
models strive to smooth the
transition from one setting to
another and to reduce rehospitalizations and other
potentially adverse events.
They share the following
elements: (1) Interdisciplinary
Communication & Collaboration;
(2) Participant Activation; and (3)
Enhanced Follow-up

•

Reduced Rehospitalizations
•
Increased Patient
Activation
•
Increased self-care
management
•
Increased self-health
advocacy
Increased tenure in HCBS
settings when connected to
HCBS LTSS (private and
public paid)

Establish Medicare and Medicaid reimbursement
methodologies for No Wrong Door (NWD) Access
Points and HCBS LTSS Case Management for
eligible participants

Evidence based assessment used
to determine services and
supports to unpaid family
caregivers
FCSP is implemented by the
State’s thirteen Area Agencies on
Aging
Services and supports are
recommended by an algorithm
that tailors a care plan to each
individual caregiver e.g. caregiver
focused counseling, wellness
programs, durable medical
equipment, respite among others

•

•

26

•

•

Delaying or prevention
of nursing facility
placement and other
expensive care options
Decreases caregiver
stress, depression and
physical health issues
thereby increasing
length of caregiving at
home
2017 AARP scorecard
ranked Washington’s
FCSP ranked #5 in the
nation.

•

•

Cost savings for state, Medicaid and Medicare
funding.
Leverage positive outcomes for Washington’s
new Medicaid Transformation Demonstration
(MTD) in order to reduce more cost while serving
more families in our state.
Need flexibility in existing HCBS authorities to
offer caregiver centric services as alternative to
traditional personal care services. Unpaid family
caregivers provide the majority of care in our
state and nationally and providing them with
supports to continue to provide care while
maintaining their health and well-being is an
important opportunity to meet the needs of older
adults while also being cost-effective to
Medicaid.

Attachment 2 – Learnings and Recommendations for other LTSS State Based and Local Innovation, including Medicaid-focused
Models

Program/Model
Health Home

Target Population

Description

Results

Lessons Learned

•

•

•

•

•

Designed to service the
most vulnerable clients
with intensive care
coordination delivered
in the communities
where they live
Statewide as of April
2017

•
•
•

Promotes person-centered health
action planning to empower
clients to take charge of their own
health care
Provides better coordination
between the client and all of their
health care providers
Encourages involvement and
independence
Targeted to high cost/high risk
consumers with at least one
chronic condition.

•

•

Innovation
Accelerator Program
(IAP) in HCBS
Programs

Medicaid population

•

•

•

November 20, 2017

Designed to improve the health
and health care of Medicaid
population by reducing medical
costs through ongoing payment
and delivery reforms.
Focused on two pilot projects:
Meaningful Home Based activities
(MHBA) and Advanced Home
Care Aide Specialist (AHCAS)
program
Strategy centered on to enhance
both provider and consumer
satisfaction and engagement and
achieve better health outcomes,
increased independence and
quality of life
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•

•

•

Positive focus group
results, indicate the
importance of setting
goals with their care
managers and making
behavioral changes
that result in better
health outcomes
Positive client survey
results, indicate 8090% positive rates for
care coordination,
support in care
transitions, care
planning, and shared
decision making
Costs savings of over
$65 million in Medicare
costs over comparison
states in the first two
years
Both pilots payment
models incentivize
working with high-risk
clients for an added
rate
MHBA activities
improve outcomes by
refocusing behavior,
improving health, and
reducing stress and
anxiety.
AHCAS program
supports improved
health, selfmanagement, and
independence for
clients.

•

•
•
•

More flexible Medicare shared savings models
are needed to encourage other states to adopt
HH as a client focused care management
approach including adding the benefit to the
Medicare Advantage programs
Allowing state to choose relevant quality and
performance measures, and a capitated rate
structure which provides greater program
stability to providers

Continue to review and refine current HCBS
financial models
Consider both financial and non-financial
strategies that incentivize quality and outcomes
Engage stakeholders, develop outcomes/quality
measure related to value, develop an evaluation
approach, and measure actual performance

Attachment 2 – Learnings and Recommendations for other LTSS State Based and Local Innovation, including Medicaid-focused
Models

Program/Model

Target Population

DSHS—Behavioral Health Administration
Consumer Directed
Access to Recovery (ATR)
Care
(through 2018)

Description

Results

Lessons Learned

•

•

•

•
•

Vouchers to individuals to
purchase recovery support
services.
Provides choice for consumers in
selection of providers and array of
recovery support options.
Serves low income individuals and
National Guard soldiers.

•

•

Physician SpecialtyAddiction Services

Hub and Spoke –
Washington State Targeted
Response to the Opioid
Crisis. (2016 – 2018)

•

•

November 20, 2017

Increases access to Medication
Assisted Treatment (MAT) and
address whole person health
through wrap-around services,
behavioral health and primary
care treatment in conjunction with
MAT.
A benchmark for the Hub and
Spoke project is to serve 1,200
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•

•

Receiving recovery
support services
through the ATR
program is associated
with increased days of
outpatient SUD
treatment, increased
employment rates and
decreased arrest rates.
Statistically significant
reduction in
hospitalizations
resulting from ED
admissions and for
other hospitalizations
among persons with at
least three months of
medical coverage in
the pre- and postperiods.
Study revealed that
recovery support
services not only
benefit people who
have recently received
SUD treatment, but
also appear to benefit
those who have not.
We are very early in
the process Contracts awarded in
June of 2017.
Steep ramp up
included
subcontracting with
“Spoke” partners and
hiring staff and
training.

•
•

•
•

Providers are reluctant to accept vouchers and
found agreements are cumbersome.
Small and rural communities have very limited
service choices. Vouchers are of little benefit is
there are no providers.
Reimbursement allowances are needed for small
community partners who don’t have financial
resources to accommodate slow payment
turnaround.

Less experienced providers had difficulty with
steep ramp up due to less experience with MAT.
These providers need extra technical assistance.
Creative hiring can fill the roles of nurse care
manager and care navigators by using less
“traditional” staff models such as medical
assistants, community care workers and peer
navigators.

Attachment 2 – Learnings and Recommendations for other LTSS State Based and Local Innovation, including Medicaid-focused
Models

Program/Model

Expanded
Opportunities for
Participating
Providers-Universal
Screening

Target Population

Washington Screening Brief
Intervention and Referral to
Treatment (WASBIRT)
(2011-2016)

Description

•

•

•

November 20, 2017

Results

patient between 8/1/17 and
4/30/18.

•

Evidence based universal
screening tool to identify, prevent
and reduce substance use
disorder in conjunction with
primary care services.
Expands the continuum of
WASBIRT services into primary
health care settings and further
integrate behavioral health
services into primary care
settings.
The project also screened at risk
patients for depression and
anxiety.

•
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•

•

Hubs that exceed
monthly benchmarks
have extensive
experience and
networking within their
communities.
WASBIRT-PCI
expanded services into
nineteen healthcare
facilities (in ten
organizations) across
Washington State.
SBIRT is an efficient
means by which to
identify patients who
may benefit from
integrated behavioral
health services and
treatment.
Absent continued grant
funding, 10 of the
original 19 facilities
continue to provide the
core SBIRT
components

Lessons Learned

•
•
•

•

Novel process and procedure can create
confusion and difficulty with billing.
Reimbursement must be satisfactory to offset
increased provider and staff time.
There must be adequate staff training and
education, as competing priorities and staff
attitudes towards and knowledge about
substance use lead to poor adoption.
Strong leadership (champion) is required to
adopt new processes and procedures

Empowered Families: Educated, Engaged, Effective!
SPAN & Family Voices-New Jersey comments to the Centers for Medicare and Medicaid on the
Innovation Center New Direction
Mar
November 6, 2017
Thank you for the opportunity to comment on the “informal” request for information regarding
the Centers for Medicare and Medicaid (CMS) Innovation Center. SPAN is New Jersey’s onestop for families of children birth to 26 across systems; our special priority is children and
families at greatest risk due to poverty, disability and special healthcare needs, discrimination
based on race, ethnicity, immigrant or language status, or other special circumstances. Family
Voices-NJ is the New Jersey affiliate for Family Voices, dedicated to supporting the family
voice in children’s healthcare. SPAN also serves as the Parent to Parent USA affiliate for New
Jersey; the New Jersey Parent Training and Information Center and Family to Family Health
Information Center; and a chapter of the National Federation of Families for Children’s Mental
Health. Our comments today are based on our extensive experience providing support to
families around health care and health coverage including in particular Medicaid and the State
Children’s Health Insurance Program.
Centers for Medicare & Medicaid Services: Innovation Center New Direction
I. Background
We acknowledge that the purpose is to empower beneficiaries, have price transparency, increase
choices and quality, reduce costs, and improve outcomes.
II. Provisions of this RFI
A. Guiding Principles

1) Choice and competition in the market
We understand that the intent is to promote quality, best outcomes, and reduce costs.
2) Provider Choice and Incentives
We understand that this will focus on pilot projects and target populations. We are concerned
with lack of provider choice due to inadequate networks. We support providing tools to
consumers and providers for shared decision making using such models as Take Charge of Your
Health or Health Dialog decision tools.

3) Patient-centered care
We strongly support patient and family-centered care and the concept of the medical home
model. Although we support the focus to “Empower beneficiaries, their families, and caregivers
to take ownership of their health and ensure that they have the flexibility and information to
make choices as they seek care across the care continuum” we find that barriers exist in
providers accepting Medicaid, network adequacy particularly for pediatric specialty providers,
and many consumers see a different provider each time at a clinic which adversely affects care
coordination and continuity of care.
4) Benefit design and price transparency
We strongly support the use of data and evidence-based practices as they relate to outcomes.
5) Transparent model design and evaluation
We strongly support “partnerships and collaborations with public stakeholders” and would
suggest collaboration with family-led organizations such as Family-to-Family Health
Information Centers and disability specific groups.
6) Small Scale Testing
Again, we support the use of smaller pilot projects to demonstrate efficacy prior to program
implementation.
We understand that “The Innovation Center is interested in testing models in the following eight
focus areas: (1) Increased participation in Advanced Alternative Payment Models (APMs); (2)
Consumer-Directed Care & Market-Based Innovation Models; (3) Physician Specialty Models;
(4) Prescription Drug Models; (5) Medicare Advantage (MA) Innovation Models; (6) StateBased and Local Innovation, including Medicaid-focused Models; (7) Mental and Behavioral
Health Models; and (8) Program Integrity.”
B. Potential Models

1. Expanded Opportunities for Participation in Advanced APMs
We acknowledge the proposal of “a lump sum APM incentive payment and, beginning for 2026,
a differentially higher update under the Medicare physician fee schedule.” We understand that
input is sought on “ways to increase opportunities for eligible clinicians to participate.” We have
concerns in some of these areas. Payment models, for example, must be based on quality and
outcomes, not quantity. Provider reimbursement, particularly for Medicaid, needs to be
sufficient to warrant provider participation in the program.
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2. Consumer-Directed Care & Market-Based Innovation
We acknowledge that consumer-directed models are proposed in which “beneficiaries could
choose to participate in arrangements that would allow them to keep some of the savings when
they choose a lower-cost option, or that incentivize them to achieve better health.” We are
concerned however that lower cost options usually have less benefits. We are also concerned
with some “wellness” programs which violated HIPAA (Health Insurance Portability and
Accountability Act) health information privacy rights. Also although we strongly support
wellness/prevention programs for all, some individuals with disabilities or chronic disease may
have progressive illness through no fault of their own. In fact, some programs went beyond
incentivizing wellness to punishing poor outcomes, which in turn could act as a disincentive to
consumers even trying a program to improve health.
3. Physician Specialty Models
a. Physician Specialty Models
We support the concept of a “specialist serving as the primary source of care” when appropriate.
For example, a consumer with end stage renal disease could benefit using a nephrologist as
general health and other comorbid conditions would be affected by kidney failure. We also
support “physician-focused payment models” but these must include coding for care
coordination and medical complexity.
4. Prescription Drug Models
Although we support “drug pricing competition while protecting beneficiaries’ access to drugs”
we have concerns in this area. Prescription models must take into consideration out-of-state
authorization which usually only applies to medical services, but should apply for example if a
consumer is hospitalized and a prescription medication is not in the hospital formulary.
Prescription models must also take into consideration specialty pharmacy and compounding
facilities. Coordination of benefits between Medicaid and other insurance, whether it is private
or Medicare, needs to be improved rather than families bearing the cost.
5. Medicare Advantage (MA) Innovation Models
Although we understand that consideration is being given to “supplemental benefits that could be
included to increase choice,” we think that certain benefits are essential and consumers should
not have to choose which benefits they can afford. Not including truly essential benefits does
not provide access to meaningful choice. All choices must include essential benefits!
In addition, SNPs (special needs plans) must reconsider restrictive pharmacy formularies,
particularly for dual eligibles who find having separate Medicare/Medicaid plans are more
beneficial due to this. In addition, we are deeply concerned with proposals in healthcare, federal
budget, and tax plan to privatize or provide vouchers for Medicare which will lessen benefits.
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6. State-Based and Local Innovation, including Medicaid-focused Models
We seek clarification on “models specific to Medicaid populations” as these must not be used to
diminish care. Here again we are deeply concerned with proposed healthcare, budget, and tax
plan cuts to Medicaid in the form of block grants or per capita caps. We are also deeply
concerned that CHIP (Children’s Health Insurance Program) funding deadline has passed and
states will not be able to provide benefits to children.
7. Mental and Behavioral Health Models
We understand that there is a special focus on the opioid epidemic. However, the cuts
mentioned above would exacerbate this as per the KFF (Kaiser Family Foundation), Medicaid
covers 3 in 10 adults with opioid addiction. In addition, behavioral health must be integrated
into primary care but must also allow sufficient time for wellness/recovery rather than the typical
5 day Medicaid managed care model resulting in repeated E.R. visits.
8. Program Integrity
We strongly support reducing “fraud, waste, and abuse” but note that most of this occurs not due
to consumers, but rather due to providers.
C. Questions
1. Do you have comments on the guiding principles or focus areas?
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
3. Do you have suggestions on the structure, approach, and design of potential models? Please
also identify potential challenges or risks associated with any of these suggested models.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
5. How can CMS further engage beneficiaries in development of these models and/or participate
in new models?
6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
7. Are there any other comments or suggestions related to the future direction of the Innovation
Center?
We believe we have answered these questions with our comments above. Our only additional
recommendation would be in answer to question 5 on beneficiary engagement, which is to
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include families, and family led organizations such as Family-to-Family Health Information
Centers, in planning, pilots, and programs prior to implementation.
We acknowledge that “this RFI is issued solely for information and planning purposes; it does
not constitute a Request for Proposal, applications, proposal abstracts, or quotations.” Thank
you again for the opportunity to comment on the CMS Innovation Center.

Sincerely,

Lauren Agoratus
Diana MTK Autin
Executive Co-Director, SPAN
35 Halsey St., 4th Fl., Newark, N.J. 07102
Website www.spanadvocacy.org

Lauren Agoratus, M.A.-parent
NJ Coordinator- Family Voices @ SPAN
35 Halsey St., 4th Fl., Newark, N.J. 07102
Website www.spanadvocacy.org

To empower families and inform and involve professionals and other individuals interested in the healthy
development and education of children, to enable all children to become fully participating and contributing
members of our communities and society.
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Centers for Medicare & Medicaid Services: Innovation Center New Direction

Response to Request for Information
Steward Health Care
November 20th, 2017

CMMI New Direction RFI

Steward Health Care:
Steward Health Care System LLC (“Steward”) is a fully integrated, national health care services
organization committed to providing the highest quality of care in the most cost-efficient manner
in the communities where our patients live. Steward – the largest privately held health care
company in the U.S. – owns and operates 36 community hospitals across ten states, serves over
1,000 distinct communities and employs over 37,000 employees. Many of our hospitals are
classified as disproportionate share hospitals (“DSH”). In addition to our hospitals, the Steward
provider network includes more than 5,000 physicians, 26 urgent care centers, 86 preferred skilled
nursing facilities, substantial behavioral health offerings and more than 7,300 hospital beds under
management.
Steward has been a vanguard as well as a collaborative partner to CMMI since 2011, when
Steward entered the Pioneer ACO demonstration model. In 2015, Steward further expanded its
portfolio of innovation by participating in the Bundled Payment for Care Improvement model,
coordinating care for beneficiaries across both surgical and medical acute episodes. Today,
Steward is recognized as one of the nation’s leading accountable care organizations and our
hospitals have received the country’s top awards for quality and safety.
We are grateful for the opportunity to provide input into the new direction of CMMI and look
forward to serving as your thought partners to develop future models which will expand access to
high quality care in the communities that we serve in a cost-efficient manner. Please do not
hesitate to contact us if you have any questions regarding our input.
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1. Do you have comments on the guiding principles or focus areas?
Steward is supportive of CMMI’s efforts to date in advancing innovative reimbursement and
care delivery models that shift providers away from fee-for-service.
To that end, Steward strongly encourages CMMI to focus its next evolution of payment and care
delivery initiatives on models that enable Medicare beneficiaries and providers to access and
offer (respectively), seamless, affordable, high quality health care services across the entire
continuum of health care providers. This paradigm should encourage beneficiaries to choose
providers based on their quality outcomes and affordability. On the provider side, all providers
should have to compete and design their services based on value, i.e. delivering the highest
quality care in the most cost-efficient manner.
Focused initiatives to support value
Hold providers accountable for global risk
Accountability for global risk incentivizes all providers to deliver higher value care in a
coordinated manner. Providers who manage risk are incentivized to curb inefficient and costly
incentives inherent in fee-for-service. They succeed by providing the right care for each patient
in the right setting, at the right time. That translates into effective health services and programs
that keep people healthy as well as population health management that proactively manages
chronic disease and acute care services as needed. Providers who operate under coordinated risk
also see payment cuts attributed to avoidable cost overruns, especially preventable readmissions.
Accountable Care Organizations (ACOs) have been successful under risk based payments, yet do
not have a payment model that enables them to operate under prospective, capitated payments
that are not based on fee for service elements. Ultimately, prospective global payment models
will position providers best to achieve value and care for the total health needs of their patients
in a payer agnostic manner.
Incentivize care coordination throughout the care continuum
A typical patient journey will pass through multiple providers who are all reimbursed separately
in silos. From physicians, to inpatient facilities, to skilled nursing facilities (SNFs) or home
health providers, the patient will experience multiple hand-offs in care which create the potential
for errors and information loss. Future CMMI payment and care delivery models should
effectively reward care coordination across multiple providers to achieve value. Stated
differently, all providers who care for a patient should have “skin in the game” with regard to
both the cost of the care they provide and the outcomes and quality of service they offer.
Engage PCPs in the patient’s total cost of care
Primary Care Physicians (PCPs) are uniquely empowered to manage their patients’ health risk.
They are not only the ones who have the most complete view into patients’ health history but are
also the medical professionals responsible for coordinating the medical care of their patients.
Future innovation models that strengthen the patient-PCP relationship (e.g. through explicit
patient-PCP assignment) will also reinforce the ability of PCPs to maximize value for their
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patient panels. Alternatively, beneficiaries should be required to proactively choose a PCP under
such payment models.
Engage specialists during episodes of care
In the cases where appropriate referrals to specialists are necessary, specialists should be
incentivized to (1) perform high-quality interventions and (2) coordinate care with the patient
care team (e.g. PCP, SNF, Home Health). Any future reimbursement and care delivery models
must hold specialists accountable under the same risk as an ACO and its participating providers.
Increase access to “real-time” data for providers
Currently, providers cannot obtain a patient’s complete medical history or real-time care
management data. Providers cannot access information outside their own Electronic Medical
Record (EMR) and often fail to collect such useful information in other ways. Even when
providers receive patients’ full claims information (such as for Accountable Care Organizations),
this information is often delayed and does not include elements that are crucial for clinical
evaluations and immediate treatment (e.g. socio-economic risk factors). Accurate, timely data are
essential to care management. CMMI has the opportunity to step in and solve a deficiency that is
a real barrier to higher value care delivery.
Improve Beneficiary Engagement
Ultimately, beneficiaries are the agents of change for healthcare innovation. By “voting with
their feet” they will reward the highest-value providers. In order to do that, however, they require
access to relevant quality information. While HospitalCompare and other similar websites
aggregate CMS data, they do not provide actionable information. Further, providers participating
in innovative risk-based models, especially ACOs, should be able to directly communicate with
their patients via letters, or alternative forms of communication that help beneficiaries
understand the value of their primary care or their provider network’s care management
platforms or benefits.
Incorporate behavioral health and substance use as part of a population health program
Behavioral health and substance use are fast becoming major drivers in health care cost and service
needs, yet are often “carved out” from population health models. The existing silos between
behavioral health services, medical services and physical health are perpetuated when behavioral
health services are carved out of payment or delivery system models, leading to higher costs and
uncoordinated care for patients. We believe that the use of downside risk models that hold
providers accountable for managing a patient’s overall health needs – including behavioral and
physical health needs and that integrate clinical and financial incentives - will enable providers to
improve care outcomes while reducing costs for this important population.
Unfortunately, a lack of infrastructure for intermediate and outpatient settings, as well as the lack
of connectivity between and among these settings results in decreased resources for patients (e.g.
medication adherence support) to help them better manage their multiple conditions or physical
health needs. In addition, the lack of a fully-resourced outpatient behavioral health care results in
unnecessary Emergency Department (ED) utilization, as well as inpatient care that could have
been delivered in an outpatient setting, both of which result in excessive cost and sub optimal
outcomes for this population.
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2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
Implement a Prospective, Global Capitation Model
While Accountable Care Organization models (Pioneer ACO and NGACO) have made
incremental strides toward value-based care, many provider organizations are now prepared and
experienced for a prospective global capitation model that not only aligns providers’
reimbursements under prospective, capitated payments, but also corrects for the perverse
incentives that fee-for-service enables. For the purposes of this proposal, we will refer to
organizations participating in such a model as Population Health Networks (PHNs).
In order to make health care affordable and accessible for everyone we must first ensure that all
the components that make up the health care delivery system efficiently provide care to all
patients. Prospective, global payments advance this concept and will facilitate a care delivery
model where all providers are accountable for providing better care for a patient’s total health
care needs and the commensurate costs associated with that care. This innovative payment
model will also introduce choice for patients who may want to access all their health care needs
under one accountable entity, unlike in traditional Medicare fee-for-service. For providers, this
option will introduce flexibility, accountability, and the ability to manage a population’s health
and wellness, while driving efficiencies and programs that help people stay health and out of
high cost, acute care settings to the extent possible.
We urge CMMI to add a prospective, globally capitated payment model to the Medicare ACO
portfolio. It advances the evolution of ACO programs by allowing providers to take on higher
levels of risk to proactively coordinate patient care and improve population health. We suggest
that such a model include:








Prospective, capitated payments directly from CMS to PHNs, which consist of provider
organizations coming together to manage the total health needs of a defined population.
CMS contracting directly with PHNs to hold them accountable for high quality, efficient
care under Medicare Part A and Medicare Part B, at a minimum.
Allowing PHNs to fully accept both upside and downside risk associated with managing
a Medicare population’s total cost of care, not just sharing in the savings.
Proactive beneficiary enrollment as an option, combined with the prospective attribution
model currently used in the Next Generation ACO model.
A sufficient number of participating beneficiaries in order to be scalable and sustainable
from both a financial and clinical risk perspective.
Robust performance measurement on quality and cost efficiency.
Beneficiary protections with respect to access to providers, network adequacy, appeal
rights, and out-of-pocket cost limits.

Congressman Kelly from Pennsylvania introduced legislation that advances a Medicare Global
Payment demonstration (H.R. 5841) which includes many of the elements we describe and that
4

CMMI New Direction RFI

we support. Moreover, there are two additional strategies that must be in place to ensure success
in a prospective, global capitation model:
Prospective Payments
The timing of payments for services delivered is more than just a cash flow issue for providers.
Today, physicians participating in ACOs (e.g. MSSP or NGACO) bill CMS for services under
fee-for-service and undergo a performance reconciliation at the end of the year. This model,
however, suffers from a unique case of a free-rider phenomenon: a single physician (PCP or
Specialist) can frequently earn higher marginal returns, by charging for volume rather than
relying on the ACO returns (i.e. value); ‘hurting’ the performance of all, since he/she accrues all
benefits but shares the burden with the network. In this case, it is relevant to consider marginal
returns, i.e. revenues minus marginal cost, since fixed costs are already spent and thus do not
factor into decision-making. For example, physicians may recommend an unnecessary procedure
if the benefit accruing to themselves is greater than the loss accruing to themselves via the ACO.
This is value-based care on top of volume-based care and it cannot lead to sustainable behavior
change.
In the future, models ought to test prospective global capitation payments which overcome the
physician free-rider phenomenon. They do so by removing the opportunity for a physician to
capture unfairly inflated earnings if they do not generate value. Monthly, prospective global
capitated payments should accrue to the PHN on a per member per month (PMPM) basis. The
PHN then has the responsibility to distribute payments based on the physicians’ and providers’
ability to generate value.
Incentives to participate in a Provider Health Network
Opt-in programs may provide providers with flexibility in choosing their level of engagement
with payment and care innovation, but they also decelerate the pace of change and deleverage
providers who are participating in a PHN. For example, unless there are appropriate financial
incentives (e.g. lower out-of-network rates), specialists could choose to opt-out of PHNs, thus
making it difficult for a PHN to coordinate care for its patients. If providers in a certain
geographic region are prepared to enter a PHN, they should be rewarded for their efforts (e.g.
through qualifying for the Advanced APM track). Providers who choose to remain unaffiliated
with the PHN should be subjected to disincentives (such as exposure to MIPS or rate declines).

3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
For Prospective, Global Capitation Models:
PHNs must be held accountable for the total cost of care of their population
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Prospective, global capitated payments can only succeed as an innovation model when
participating organizations are responsible for the patient’s total cost of care. Uncoordinated
payments are one of the driving reasons why care is fragmented across the patient journey today.
Global capitated payments for physician fees, inpatient, outpatient and post-acute services will
result in respective coordination across these service lines.
Departing from existing innovation models, PHNs should also be responsible for their patients’
part D coverage, in order to increase the quality and availability of health care items or services
to participating beneficiaries.
PHNs should have a shared governance structure
There is an ongoing debate on whether ACOs who are comprised of only physicians are
fundamentally better positioned to generate value than integrated health system ACOs
(comprised of physicians, hospitals, and other providers such as Home Health). Our view is that
sustainable and systemic payment reform will have to rely on concerted efforts and behavior
change across the entire care continuum including inpatient facilities. Physicians who earn
savings because they deleverage hospitals engage in zero-sum competition. Ultimately, hospitals
need to be willing and empowered partners in care coordination and redesign. Thus, we believe
that successful PHNs will either be integrated care systems (similar to Steward Health Care
System) or form close partnerships across the care continuum.
To support this organizational structure, set the strategy and drive change, PHNs need to be
required to have a shared governance structure that is held accountable for value. This
requirement is crucial in ensuring that the model participants are successful.
Explicit provider-patient assignment
Currently, beneficiary assignment happens at the level of the ACO; CMMI does not clarify
which beneficiaries are attributed to each of the participating providers. This creates an
operational inefficiency for population health as some beneficiaries cannot be clearly attributed
to a provider and their care remains uncoordinated throughout the performance year.
ACOs and PHNs should be able to contact the beneficiary to designate a primary care physician
who would be accountable for the coordination of the medical care of the beneficiary.
Alternatively, CMMI could promulgate regulations to govern the transparent and explicit
assignment of an individual to a primary care physician participating in the ACO/PHN in the
absence of such designation by the individual in a manner that promotes patient engagement and
stability in assignment and that takes into account primary care visits by physicians, nurse
practitioners and physician assistants.
CMMI should provide real-time information by requiring health information exchange
participation
ACOs are currently provided with claims for aligned beneficiaries when these become available.
The lag associated with the claims process, however, is significant for clinical operations since
the opportunity to manage that patients’ health immediately after a hospitalization, when they are
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most susceptible to be readmitted, is invaluable. What is needed are real-time notifications when
patients are admitted in facilities across the region where the ACO/PHN is active.
Some private vendors have sprung up to meet this need (e.g. PatientPing, PreManage Primary,
etc.). However, markets alone are unable to lead to an effective uptake of such event notification
services (ENS). These services are not only costly, but they also require a significant
organizational time investment to implement as they rely on electronic medical record (EMR)
integration. This is a significant operational barrier. To add to that, facilities not participating in
risk contracts do not see any financial gains from participating in a Health Exchange program
and are thus not able to recoup the set up and maintenance costs. Since the barriers are greater
than the potential rewards, participation remains low. As the value of Health Exchanges relates
to the number of its members, today’s privately driven Health Exchanges remain unpopulated.
With sluggish membership in Health Exchanges, ACOs lose transparency on aligned
beneficiaries when care is administered in facilities that do not share admission messages.
However, if CMMI worked with states and local legislature to mandate Health Exchange
participation, ACOs would gain invaluable real-time information about beneficiary members.
Providers would not only receive information about their attributed beneficiaries in real-time and
the associated ability to manage the beneficiaries care in real-time, but could also glean insights
from data that may be in EMRs but not in claims (e.g. socio-economic determinants of health).

4. What options might exist beyond FFS and MA for paying for care delivery that
incorporate price sensitivity and a consumer driven or directed focus and might be tested
as a model and alternative to FFS and MA?
The time has come for value-based competition on a model that incorporates prospective, global,
capitated payments. Consumers and physicians should be given the freedom to align themselves
with the integrated care systems that have a demonstrated ability to provide high-quality
healthcare at affordable spending levels. Two elements need to be put in place by CMMI to
make this vision a reality: spending transparency and quality transparency.
Transparency on spending
To spur action on the side of consumers, beneficiaries ought to have a view on the savings or
losses that PHNs / ACOs have achieved in the past.
Transparency on quality
Similar to ACO results today, quality results ought to be public. Both physicians and
beneficiaries should be able to choose their affiliation and take risk-adjusted quality scores into
account.

5. How can CMS further engage beneficiaries in development of these models and/or
participate in new models?
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As stated in the section above, beneficiaries are the critical drivers of change in a world of valuebased competition, by voting with their ‘feet,’ and selecting providers and ultimately networks
that delivery high-value care. However, to create such informed and appropriately incented
beneficiaries, CMMI needs to make two critical changes:
Allow PHNs and ACOs to market directly to consumers
Current regulations limit ACOs’ general ability to communicate directly to beneficiaries and
when such communications do occur they are ineffective in creating consumer brand loyalty.
Critical beneficiary communications are heavily prescribed: both the ACO welcome packet and
the voluntary alignment letters are templated by CMMI. The Coordinated Care Reward
communication, which comes directly from CMS, does not even mention the ACO by name.
Beneficiaries have no sense of whether they belong to an ACO or not.
But as ACOs or PHNs become more sophisticated, they will benefit from the ability to reach out
to beneficiaries with more tailored messages (e.g. focused marketing to pre-diabetics with a
message on diabetes prevention) or through more innovative means of communication (e.g.
email campaigns). CMMI should encourage both of these efforts. For example, the ACO should
have the freedom to reach out to its beneficiaries about the Coordinated Care Reward. If the
patient were aware that this money is being provided to them by CMS because of their own ACO
participation, they would be more likely to be involved and engaged going forward.
Ultimately, consumers in a value-based market should be choosing not only specific doctors, but
specific networks (PHNs, ACOs). To deliver the critical information for beneficiaries to make
that decision, PHNs / ACOs should be able to market directly to consumers.

6. Are there payment waivers that CMS should consider as necessary to help healthcare
providers innovate care delivery as part of a model test?
The waivers available to Next Generation ACOs are a step in the right direction. CMMI should
build on the success of the current waiver program and specifically consider the following
amendment which would be critical to the success of a prospective, global capitation payment
model:
Introducing a beneficiary co-pay waiver
PHNs should have the ability to waive co-pay fees for their aligned beneficiaries in the situations
when doing so furthers the mission of the PHN. Affordability of care is an important
consideration for beneficiaries which factors into their decisions on compliance to therapy. For
example, it is common knowledge that patients frequently extend their medication prescription
by spreading their medication over ever-increasing periods of time because they can’t afford
their regular refill. Similarly, beneficiaries also skimp on their own care (e.g. avoid a physician
visit) if they think that they cannot afford the co-pay. These are short-sighted interventions,
8
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though, because non-adherence to therapy can ultimately lead to higher-cost events such as
emergency department visits or hospitalizations.
Currently, an ACO’s inability to adjust co-payment amounts has also supported market
inefficiencies in the post-acute market in our region. Internal evidence suggests that SNFs extend
the length-of-stay (LOS) when the patient is on an intra-venous antibiotic regimen. In doing so,
SNFs unnecessarily expose beneficiaries to potential risks such as infections. However, the
patient may be unwilling to accept a discharge home because they are unable to pay for oral
antibiotics. A waiver to cover the cost of copayments charged to patients receiving daily, oral
Antibiotics at home could improve patient care and prevent an extended length of stay in a SNF.

7. Are there any other comments or suggestions related to the future direction of the
Innovation Center?
We look forward to continuing to be CMMI’s innovation partners in the coming years with the
goal of achieving the Triple Aim. Because our organization is strongly impacted by CMMI
policy, we ask that CMMI consider the following three points:
Strategy
It is understandable that CMMI will test multiple experimental models in its pursuit of scalable
innovation. However, our organization, and the rest of the market, will benefit if CMMI
proactively publishes its overarching strategy for the upcoming years. As some programs are
expected to end in 2018, market uncertainty persists on the future state of innovation models.
CMMI should dispel any such uncertainty by clearly communicating which programs will
continue to operate and which ones will be abandoned. Additionally, CMMI should release
information on any new programs as early as possible to allow for ample time for participants to
evaluate their options.
Stability
In addition to the communication of a clear overall strategy, we also ask for stability in program
design. Mid-year changes with large-scale financial implications have not been uncommon in
CMMI’s young history. Mid-year changes are not present in other parts of the Medicare
program, such as in Medicare Advantage. We ask that programmatic changes are kept to a
minimum so that the market can adequately adapt to the structures in place and so that providers
are more incentivized to participate in the models due to the increased stability.
Standardization
Lastly, as participation in risk programs grows throughout the country and some organizations
opt to test multiple models concurrently, standardized application requirements would alleviate
the administrative burden of applying. So far, we have applied to the Pioneer, NGACO, MSSP
and BPCI programs and all have had distinct application requirements, sometimes requiring the
9
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repeated outreach and amendments to physician contracts. To the extent feasible, we ask that
such requirements are streamlined across programs.
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Mark Girard, MD, MBA
President, Steward Health Care Network
EVP, Network Services Group
Steward Health Care System

David Morales
Chief Strategy Officer
Steward Health Care System

Douglas A. Costa
Chief Operating Officer
Steward Health Care Network
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To whom it may concern,
I am the director of a local non-profit community health clinic in Clark County, Kentucky. We
have many qualified mental health professionals who could be serving the local population of
seniors and others with Medicare. Under the current regulations we are not able to meet the
mental health needs of our community. We turn people who have Medicare away on a
weekly basis because our LPCC license and years of experience have not been approved for
Medicare billing.
A month ago, a middle aged man was referred from Hospice. They felt his mental health needs
were greater than they could handle. We could not serve him, and there is only one person in our
entire county serving this population. She at last report had 190 people on her caseload. She is
no longer accepting clients. The state of his health prevents him from commuting to Fayette
County to link to the needed mental health services. This man, seeking comfort on his death
bed, cannot be served by my licensed counselors due to his Medicare status. Everyone deserves
access to mental health care and the current regulations prevent this from being a reality.

Patricia F. Stewart-Hopkins, Ed.D., L.P.C.C.

Eric Rugo
Vice President Government Affairs & Health Policy

November 20, 2017
VIA ELECTRONIC SUBMISSION
Ms. Seema Verma, Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244

RE:

CMS Request for Information: Innovation Center New Direction

Dear Ms. Verma:
Thank you for this opportunity to comment on the Centers for Medicare & Medicaid Services’
(CMS) “Innovation Center New Direction” Request for Information (RFI).
Stryker is one of the world’s leading medical technology companies and together with our
customers, we are driven to make healthcare better. Stryker is committed to bringing the best
possible solutions to patients, providers, and Medicare. This philosophy has placed Stryker at the
forefront of medicine’s most promising breakthroughs in joint replacements, trauma, spine,
orthobiologics, surgical navigation systems, neurovascular solutions, robotics, and related
procedures.
Stryker has had a long-standing, productive working relationship with the CMS Innovation
Center. In particular, we are proud that Stryker Performance Solutions serves as a Medicare
Bundled Payment for Care Initiative (BPCI) Awardee Convener, providing support teams and
data analytic solutions to promote successful bundled payment participation, including improved
quality outcomes, patient satisfaction, and efficient use of resources under this important CMS
program. We look forward to being part of future collaborations to improve patient care.
Stryker commends the Innovation Center for seeking public input on its “New Direction” to
promote patient-centered, market-driven health system reforms that improve quality, reduce costs,
and improve patient outcomes. As discussed in greater detail below, our comments address the
following major components of the Innovation Center RFI:
•

Guiding Principles: Stryker endorses the guiding principles set forth in the RFI. In
particular, we commend CMS for its emphasis on voluntary models. We also agree that
providers should have the tools and information they need to provide the best care for
patients. Furthermore, models should ensure that information that guides personalized
medicine is available under Innovation models, along with information from medical
technology manufacturers. We recommend that CMS not exclude innovative

arrangements that focus on specific devices or equipment, given that medical technologies
can play a critical role in health system efficiencies and quality improvement.
•

Potential Model Structure & Design: We encourage the Innovation Center to continue
to offer bundled service and episode payment models, including models that focus on
high-impact specialties (such as orthopaedics). We also recommend that CMS allow nonprovider partners, including medical technology manufacturers, to help providers optimize
results and share risk in any future models.

•

Engaging Beneficiaries: We suggest that CMS consider whether there are additional
opportunities to reduce beneficiary cost sharing when they participate in Innovation
Models, as in the Innovation Center Medicare Advantage Value-Based Insurance Design
Model.

•

Expand Availability of Claims Data to Support Innovation Models. We recommend,
to the extent possible, that CMMI make claims data available to interested parties that may
be contemplating developing new types of payment models.

Our detailed comments follow.

I.

Innovation Center Model Guiding Principles

Broad Principles, Including Emphasis on Voluntary Models
In the RFI, CMS sets forth guiding principles for future Innovation Center model design,
including the following:
1.

Choice and competition in the market (promote competition based on quality, outcomes,
and costs)

2.

Provider Choice and Incentives (focusing on voluntary models, a reduction in burdensome
requirements and unnecessary regulations, and giving beneficiaries and providers tools to
make decisions that work best for them).

3.

Patient-centered care

4.

Benefit design and price transparency

5.

Transparent model design and evaluation (including collaborations with stakeholders from
a broad range of organizations)

Stryker endorses the above principles, particularly the emphasis on voluntary models. We have
long been concerned that mandatory innovation models place an undue burden on hospitals that
are not prepared to coordinate post-surgical care and/or assume financial risk for extended
episodes. On the other hand, voluntary models enable CMS to work more efficiently with those
hospitals that are prepared to undertake enhanced care management and related activities that can
lead to improved quality of care and more efficient use of resources.
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Giving Providers, Beneficiaries the Tools and Information they Need
We also commend CMS for including as a guiding principle giving beneficiaries and healthcare
providers “the tools and information they need to make decisions that work best for them.”
Advances in medical technology now offer providers additional “tools” to improve health care
outcomes, enhance performance, and promote patient safety along the health care delivery
continuum. For instance, pre-operative planning and imaging can improve patient outcomes
because these pre-operative procedures help to ensure that surgeons will have a more predicable
surgical experience when performing joint replacement surgery. Thus it is important to recognize
and value such planning tools in future innovation models.
Likewise, health care providers and technology companies are increasingly integrating diagnostic
information from sources such as advanced imaging to offer more personalized medicine, such as
custom-designed orthopaedic implants. Coverage policies tied to strict definitions of CMS
benefit categories can interfere with innovative patient care, however. For instance, in some cases
advanced imaging is not covered for use in pre-operative planning, even when it can optimize
joint implant size, placement, and alignment. We therefore encourage the Innovation Center to
examine how to break down barriers to expanded uses of technologies that enable higher quality
care.
We note that manufacturers often are critical sources of data regarding optimizing the potential of
medical technology, from patient selection criteria through long-term patient monitoring. We
urge CMS to incorporate manufacturer-developed and -collected information wherever
appropriate within innovation models.
Small Scale Testing and Scope of Interventions
CMS proposes “Small Scale Testing” as a guiding principle. While we agree that testing models
on a limited basis can have merit, we recommend that CMS not include as part of this principle
the statement “Focus on key payment interventions rather than on specific devices or equipment.”
Such language could prevent consideration of ways that medical technologies can support
delivery reforms and/or operational changes/best practices that promote efficiency and quality
improvement. There are so many innovations in the medical technology field with the potential
to transform how patients are diagnosed, treated, and monitored. We believe it would be
shortsighted to include language in the “principles” document that could forestall a focus on such
technologies in innovation models.

II.

Potential Model Structure & Design

In the “Consumer-Directed Care & Market-Based Innovation Models” section of the RFI, CMS
proposes to continue to offer bundled payment models for full episodes of care. We strongly
agree, since such models promote accountability and quality in all services furnished to a
beneficiary in connection with a medical event, such as surgery. We therefore encourage the
Innovation Center to continue to offer bundled service and episode payment models, including
3

models that focus on high-impact specialties such as orthopaedics. As noted previously,
orthopaedics is an area where increasingly-sophisticated technology is available to improve care.
As a result, bundled episodic models in this area provide more flexibility for such tools to be
incorporated into the care continuum when they enhance quality, boost efficiency, reduce
readmissions, or have other overall care benefits.
We also recommend that CMS allow non-provider partners, including medical technology
manufacturers, to help providers optimize results and share risk in any future models, such as by
serving as a convener. Conveners provide important expertise, infrastructure, and support in
critical areas including data analytics and care redesign that are too expensive and resourceintensive for most hospitals to develop on their own. As noted, Stryker Performance Solutions
serves as a Medicare BPCI Awardee Convener, providing support teams and data analytic
solutions used to improve outcomes, patient satisfaction, and resource efficiency. On the other
hand, certain other innovative Medicare delivery models, such as the Comprehensive Care for
Joint Replacement model, have barred manufacturers and many other non-providers from
initiating payment episodes or assuming risk.
As Medicare and other payers move away from fee-for-service and towards value-based
medicine, there is a growing appreciation of the role that non-providers can plan in facilitating the
efficient delivery of high-quality medical services to patients. To that end, we encourage CMS to
ensure that all potential care innovation partners – including medical technology companies – are
welcome as full participants in health care redesign initiatives.

III.

Engaging Beneficiaries

CMS requests comments on how it can further engage beneficiaries to participate in new models.
We recommend that CMS consider whether there are additional opportunities to reduce
beneficiary cost sharing when they participate in Innovation Model. CMS has included reduced
beneficiary cost-sharing as a feature of its Medicare Advantage Value-Based Insurance Design
Model. We suggest that CMS explore working this concept into additional models, including
bundled payment/episode payment models.
While CMS and the OIG have previously expressed concerns about waiver of copayments under
fee-for-service Medicare because of the potential to encourage the provision of unnecessary
items, the financial structure of bundled/innovative models instead aligns with the provision of
efficient care. Reduced beneficiary copayments would also address site-of-service cost sharing
differentials that may discourage beneficiaries from receiving care in the optimal setting. It also
could prevent beneficiaries from foregoing important health care interventions that promote
overall health improvement and reduce long-term costs to avoid incurring cost-sharing
obligations.
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IV.

Availability of Claims Data to Support Innovation Model Design

Finally, we recommend that CMS explore how to better facilitate access to Medicare claims data
for interested parties that are considering developing new types of payment models. Such data –
which is not always readily available to the public -- may be important in assessing the potential
for Medicare cost savings associated with novel payment and/or delivery arrangements. For
example, it would be helpful if CMS made available supporting data related to the rate of
complications like infections or implant failures for common surgical procedures. Also, while
CMS has tried to make its data sets more accessible by lowering the cost, user fees that can run
more than $40,000 are still a significant price barrier to obtaining Medicare data. Thus, we
support CMS analyzing data accessibility to determine if there additional measures that can be
implemented to ensure interested parties have access to the claims data.
*****
Thank you for your consideration of our comments. If you have any questions, please do not
hesitate to contact me.
Sincerely,

Eric Rugo
Vice President Government Affairs and Health Policy
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Shortly after their inception, PBMs discovered how to use formularies to negotiate medication
rebates from pharmaceutical manufacturers. This novel process was executed by each PBM
creating its own medication formulary – lists of limited, preferred medications within each class
of medications. These formularies required certain discounts (i.e., rebates) from the
pharmaceutical manufacturer’s published price of a medication, in order to have that
manufacturer’s medication included in the PBM’s formulary.1 Without inclusion in the PBM’s
formulary, the insurer would not cover the medication and a physician would not prescribe the
medication.
Thus, formularies have historically provided quite a bit of leverage for PBMs to negotiate
medication rebates and influence prescribing patterns.1 Generally, these rebates have been
obfuscated with the pricing structures. In essence, formularies purportedly enabled PBMs to
control medication costs, allegedly by passing the rebates onto patients.
Yet, patients do not necessarily benefit from formularies or the practice of PBM formulary
management. Rather, the PBMs primarily benefit from this practice.1,2 Over the ensuing decade
since MMA, PBMs began creating and adopting formularies that dictated which medications
were “covered” and, by virtue of exclusion, “not covered.” The medications included within each
drug class in the PBM formularies were selected not based on clinical efficacy, but based on
economic reward to the PBM.
Pharmacies across the country were forced to accept PBM contracts in order to serve their
patients, which provided PBMs with an oligopsony position. The PBM revenue model shifted
from pure transaction fees to the harvesting of meaningful rebates from pharmaceutical
companies that wanted their medications included in the formularies. Pharmaceutical
manufacturers began to anticipate these steep rebates and began elevating medication list prices
so that the eventual, negotiated price (i.e., post rebate) would be as high as possible.1
Patients and health care providers have been and are being negatively affected in many ways by
the current PBM model. Clinically, the PBM formulary practice of “nonmedical switching” of
medications forces patients who are well-managed on a specific medication to take a possibly
less effective medication solely to avoid a large increase in out-of-pocket costs.2 This practice
takes medical decision-making out of the hands of patients and their health care providers.2
Today, health care providers, including physicians and pharmacists, often must call the PBM
before prescribing or dispensing a medication. This prior-authorization restriction is not based
upon clinical determinants or personalization of the medication regimen; it is based upon
garnering rebates.
Further, a PBM may require that the medication be dispensed by its own mail order pharmacy
rather than the patient’s own pharmacy, leading to a break-down of medication oversight and/or
delays in medication access. Patient risk of potentially dangerous medication combinations
increases, because the mail order pharmacist is unaware of the patient’s full medication profile
and medication history. Again, the economics of this situation inures to the PBM.
2

Sometimes a PBM denies coverage, leaving the physician, patient, and/or caregiver to navigate
the complicated formulary management process to obtain a needed medication. Delayed PBM
response time is a frequently used tactic for pressuring the physician and patient to default to a
rebate-preferred agent. This PMB model rewards inefficiency, threatens harm to patients,
increases administrative time for health care providers, and solidifies the practice of ‘trial-anderror’ prescribing, all of which increase costs for the health care system and stymie
personalization.1,2
Financially, as previously indicated, patients are paying medication copays, and thus they are
paying, directly or indirectly, the PBM rebate fees that are incorporated into the medications’ list
prices. In fact, the more that Medicare beneficiaries pay for prescription medications, the sooner
they enter the so-called “doughnut hole,” and are responsible for all Part D medication-related
health care costs. And as they surpass it, taxpayer-funded Medicare costs rise.1
In sum, PBMs and their formularies are negatively impacting physician medication selections,
pharmacy dispensing, medication affordability, and patient access to medication. We argue for
a fiduciary responsibility to disrupt the PBM model and, hence, eliminate rebate-laden incentives
and align with value-based incentives.
Shaping the Future: Personalized Medication Formularies Directed by Pharmacists
Personalized medicine aims to optimize patient care to ensure that the “right treatment is
delivered to the right patient at the right time.” Personalized medication therapy is an important
component of personalized medicine.
Personalized medication therapy should shape the future of medication formularies,6 with the
objective of providing the “right medication to the right patient at the right dosage and time and
in the right combination (with other medications).” This objective promotes personalized
medication selection and dosing using individualized pharmacokinetic, pharmacogenomic and
pharmacodynamic principles, which are based on a combination of physiological (e.g., organ
function), environmental (e.g., multi-medication interactions), and biological (e.g., genetic
makeup) characteristics of an individual patient.
Personalized medication goals have always been a desired outcome of patient care, but science
and practice lagged behind those goals. But, the landscape is changing. Today, scientific discovery
has allowed for medication therapy optimization in many new and precise ways, thanks to the
integration of new technologies and genetic discoveries, as well as the advancements in our
knowledge of medication mechanisms and metabolic pathways.3 In alignment with this paradigm
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shift, the FDA now lists more than 160 medications that contain pharmacogenomic information
within their package inserts.7,8
Recent professional literature has described that for people who do pharmacogenomic testing,
one of four results can be clinically actionable. This demonstrates the possible impact of
personalized medication formularies on patient care.9 Currently, there are more than 43
medication-gene pairs for which the Clinical Pharmacogenomics Implementation Consortium in
the United States has provided guidelines.10 And, there are many more medication-gene pairs
that can be interpreted based on pharmacokinetic and pharmacogenomic profiles. Other
organizations are also working to advance clinically relevant pharmacogenomic knowledge,
including the Dutch Pharmacogenomics Working Group and the European Pharmacogenomics
Implementation Consortium.
Considering formularies through this lens, it is worth expressing that for Part D the Centers for
Medicare & Medicaid Services (CMS) requires that “each category or class must include at least
two medications."11 Further, CMS notes that pharmacoeconomic considerations may be a basis
for formulary inclusion. Rather than justify formulary medication selection through economic
parameters related to rebates, we strongly assert that the selection ought to be based upon
medication metabolic pathways, as well as comparative pricing within the medication class.
For example, when two formulary medications in the “statin” category are both metabolized by
the CYP3A4 enzymatic pathway, there is no good medication option for a person either lacking
functional CYP3A4 alleles and/or taking other medication(s) that monopolize the CYP3A4
isoenzyme. With no CYP3A4 alternative, the patient would likely resort to a competing
medication, and ultimately experience a medication-gene, medication-medication, or
medication-medication-gene interaction. Such interactions too often cause common preventable
adverse medication events.
As personalized medication therapy takes hold in a value-based system, we posit that each
medication class in a formulary ought to offer medications that are metabolized by different
pathways, to ensure optimized medication regimens, medication safety, and best quality of life
for each individual. This argument foreshadows a basic question: does a formulary truly need to
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exist if medication regimens are prescribed by patients’ physicians and personalized by their
pharmacists?
Estimates differ about the potential savings of reducing the number of dispensed medications
that would result from getting to the right medication the first time, thus eliminating preventable
adverse drug events. However, eliminating the purported $130 billion that PBMs collect as
rebates, with little imputed value, is substantial.12
Advancing medication therapy components of personalized medicine requires disruptive
innovations and new healthcare models. Patients ought to have personalized medication
formularies built on individualized pharmacokinetics, pharmacogenomics and
pharmacodynamics. A comprehensive science-based and individualized approach that evaluates
all medications in the context of a patient’s genetic makeup without rebate-fueled accessibility
bias is needed.
As medication experts, pharmacists are well-positioned to assess multi-medication interactions,
identify the impact of genetic variations on medications, and help patients obtain the most
appropriate, cost-effective medication regimen that minimizes preventable adverse drug events.
Pharmacists have a clear role to play in directing personalized medication formularies.
Our goal in responding to this RFI is to propose that CMMI create a new and innovative
medication model, namely a personalized medication formulary that is directed by local
pharmacists. It is time to migrate from a Pharmacy Benefit Manager to a Pharmacist Benefit
Manager. As technology continues to evolve in the personalized medication space, we anticipate
a transition to patient-centric pharmacotherapy with the pharmacist serving as the medication
regimen optimization coach. No more will manufacturer rebates extracted by PBMs—or anyone
else—adulterate the drive toward personalized medication.
Misaligned incentives foster the continuation of trial-and-error prescribing, and suppress the
notion of de-prescribing. Value-based care is overtaking our anachronistic fee-for-service
medication process, hopefully abolishing incentives for pharmacies to simply fill-and-bill and
holding them responsible for optimizing medication regimens and mitigating multi-medication
interaction sequelae. The new model should foster pharmacist fiscal accountability for
personalization of the medication regimen. And, the four-decade-old PBM model must be
displaced and replaced with customized medication options based upon metabolic pathways.
A restructured healthcare approach that enables and requires pharmacists to practice at the top
of their licenses—that is, to use what they learned in school and acquired through practice—is
sorely needed. Multi-drug simultaneous analysis software for pharmacists has emerged and can
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be further implemented to help show the validity of this new paradigm.13,14,15 A personalized
individualized formulary, based upon prospectively applying science at point-of-care, displaces
rebates and the entire traditional PBM model that has held back personalization of medication
regimens.

Thanks for the consideration. We would much like to be collaborators in this medication safety
transformation.

Kevin T. Bain, PharmD, MPH, BCPS, BCGP
VP, Medication Risk Mitigation
Dana M. Filippoli, MBE, MPH
Director, Marketing & Communication
Brian J. Litten, Esq.
Chief Strategy Officer
Orsula V. Knowlton, PharmD, MBA
President
Calvin H. Knowlton, PhD
Chief Executive Officer
Richard O. Schamp, MD
Chief Medical Officer
Jacques Turgeon, PhD
Chief Scientific Officer

13

Turgeon J, Michaud V. Clinical decision support systems: great promises for better management of patients’ drug
therapy. Expert Opin Drug Metab Toxicol. 2016;12(9):993-5.
14
Turgeon J, Michaud V, Steffen L. The dangers of polypharmacy in elderly patients. JAMA Intern Med.
2017;177(10):1544.
15
Knowlton CH. Medication risk mitigation matrix: a pharmaceutical care opportunity for precision medicine. J Am
Pharm Assoc (2003). 2015;55(4):285-9.

6

November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd
Baltimore, MD 21244
Submitted via: CMMI_NewDirection@cms.hhs.gov
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
The Tennessee Disability respectfully submits the following comments in response to the
request for information regarding the Innovation Center’s new direction.
The Tennessee Disability Coalition is an alliance of more than 30 organizations that work
together
We appreciate the opportunity to comment on the new direction of the Center for Medicare and
Medicaid Innovation. The innovation center has a vital role to play in transforming the health
system to better meet patients’ needs and the models promoted by CMMI will have significant
and far reaching impacts on patients in Tennessee. This is particularly true for low-income and
vulnerable consumers, including people with disabilities, those with chronic health conditions,
and children with special health care needs. That is why it is imperative that, when defining its
new priorities, the innovation center place the highest of value on the particular needs of these
populations. Many of the themes highlighted in the RFI are especially troubling from the
perspective of low income and vulnerable consumers. We are concerned that many of the ideas
CMMI is considering promoting would have disproportionately negative impacts on the very
populations CMS is supposed to serve. With that in mind, we ask that CMMI consider two
overarching objectives as it sets a new agenda:
1. Creating a Health System that is Person Centered
The health system can be incredibly difficult to navigate for any patient, and this is
especially true for vulnerable and complex patients who are managing multiple health
conditions and face socio-economic challenges. The ultimate aim of any health
transformation effort should be to provide high quality, accessible, affordable, and wellcoordinated care that is in line with the patient’s goals, values and preferences. Care
should be delivered by providers working as a team with the patient at the center, and
patients (and family and caregivers where applicable) should be treated as full partners in
their health care. Building this type of system requires a culture shift with long-term

investments. Patient experience and engagement will be critical to weave into the fabric
of all CMMI models.

2. Reducing disparities in health outcomes and improving equity in the health care
system
CMMI’s agenda should be driven by the goal of building a society in which everyone has
a fair opportunity to achieve their full health potential, regardless of race, income, age,
gender, gender identity, sexual orientation, disability or health status, or zip code. CMMI
should reject any models that perpetuate inequalities and actively work to implement
models that will reduce disparities.
In service of those two overarching objectives, we ask that CMMI test and promote models
of care that do the following:
1. Include strong and sustainable mechanisms for consumer engagement
In the same way that CMS has been providing robust assistance to providers as they
adopt new models of care, it is critically important to engage the patients who will be
directly impacted by changes in how care is payed for and delivered. We hope that the
administration will uphold its stated commitment to creating a patient centered health
system by meaningfully engaging consumers in the design, implementation and
evaluation of new payment and care delivery models, as well as by promoting models of
care that encourage patient engagement at the clinical level.
On a policy level, we ask that CMS:
• Include requirements for patient and family engagement in all new model designs
• Continue to support existing requirements for consumer engagement, including
the consumer advisory committees that are part of the dual demonstrations.
• Include patients and family members along with other stakeholders on advisory
panels and committees
• Provide funding to support consumer engagement efforts
• Invest in consumer education and options counseling activities
• Invest in efforts to improve language access, health literacy, and accessibility in
order to ensure all consumers are fully informed
Tennessee’s TennCare bureau has developed models of consumer engagement that have
been helpful in improving its programs and services. This has been particularly true in its
long term supports and services division.
Numerous studies show that engaged consumers have better health outcomes.
Patients who score highly on patient activation measures are more likely to engage in
preventive behavior, adhere to treatments for chronic illness, have biometric markers in
the reference range, and are less likely to have unmet care needs.1 In order to ensure
1
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patients are engaged in their care at the clinical level, we ask CMMI to design and
implement models that promote shared decision making and participation in evidence
based self-management programs. We also ask that CMMI ensure new payment models
are accompanied by quality measures that focus on consumer-reported outcomes and
experience, particularly regarding quality of life.
2. Value Primary Care and Prevention
We are disappointed to see that the RFI emphasizes the development of specialty models
without addressing the importance of primary care. Primary care can play a critical role
in lowering costs, while significantly improving patient outcomes. CMMI has already
made great strides in testing primary care focused models, but there is much more that
can be done and it is crucial that primary care remain a priority for the innovation center
moving forward. We ask that CMMI focus on developing and promoting payment and
delivery models that improve access to primary care providers and preventive health
services, support care coordination, and encourage primary care providers to work in
partnership with patients to develop and meet health care goals. This includes but is not
limited to continuing and expanding CPC and CPC+ demonstration projects; expanding
the availability and use of care coordinators, case managers, and community health
workers; encouraging and compensating providers who use shared decision making; and
providing access to and reimbursement for evidence based self-management programs.
We also ask that CMMI design primary care payment models with the needs and
circumstances of primary care providers in mind. While primary care can play a major
role in reducing costs, it is not typically the driver of high costs itself. Primary care
providers may be less prepared to take on significant risk than other providers and most
of the cost savings realized by improve primary care will be seen in other areas of the
health system, such as reduced ER usage or hospital admissions.
3. Focus on improving access to and integration of mental, behavioral, and oral health
services
Tennessee has struggled with integration and access for many years as it developed its
managed care model. We have seen first-hand the negative effects of a separation of
mental and physical health and the promise of integration. For far too long, services for
mental illness and substance use disorders a have been siloed from physical health, and
often from each other. Oral health has been similarly siloed and not given adequate
attention in the development of new payment and delivery models. However, addressing
a person’s need for services for mental illness, substance use disorders, and oral health is
essential in ensuring improved health outcomes and is a necessary component of patient
centered care. We urge that CMMI place an emphasis on developing models that focus
on treating the whole person and improve coverage and integration of mental health,
substance use disorders, and oral health services into primary care.
For mental health and substance use disorders, we urge you to:
•

Provide financial incentives for the full integration of both substance use
disorders and mental health services jointly in Medicaid health homes, and in

•
•
•

•
•

multi-payer patient-centered medical homes. In current practice, most health
homes address substance use or mental illness but not both. Integration should
include extensive case management across conditions.
Promote incorporation of effective prevention and early intervention strategies.
Incentive use of peer supports in all models for treatment of substance use
disorders and mental illness.
Promote incorporation of comprehensive services for substance use disorders
including prevention, early intervention, detoxification, residential, outpatient,
medication-assisted treatment, and long-term recovery services in all integrated
models, including ACOs.
Promote the Collaborative Care model of integrating mental health and substance
use disorders treatment into primary care.
Not use episodic payment models for substance use disorders

For oral health, we urge you to:
•
•
•

•

•

Focus on strategies to expand access to oral health coverage, for example testing a
Medicare dental coverage pilot and evaluating outcomes.
Promote integrated referral systems, where dentists screen for health needs and
refer to a physician (and vice versa).
Encourage the use of shared electronic health records (EHR) systems that allow
both dental and medical providers to easily view each other’s entries. A recent
study showed that access to integrated information technology is one of the
leading barriers to oral health integration.2
Implement models that emphasize the co-location of services and integrated care
delivery. Especially promising are new models where a dental hygienist, dentist,
or dental therapist works in a primary care office or clinic or a nurse practitioner
or physician’s assistant works in a dental office.
Include incentives in new payment and delivery models that encourage integration
of oral and physical health.

4. Address the social determinants of health
There is mounting evidence that addressing social and economic factors, such as poverty,
education, housing and food security, and racial discrimination, is critical to improving
health outcomes. Social factors account for nearly a third of deaths in the US every year
and factors such as stress, low-incomes, and low education levels are directly associated
with poorer health outcomes or premature death.3 This is especially important for people
with disabilities who are often the most challenged by social factors.
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We believe that the federal government can do more to promote approaches to health that
address the social barriers preventing individuals and communities from achieving health
and well-being. Specifically, we ask that CMMI
• Develop new demonstration models for Medicaid that could fund social services such
as housing and nutrition support that have been demonstrated to improve health.
These demonstrations should be rigorously evaluated to assess their impacts on health
outcomes and costs, and to identify best practices.
• Revise ACO demonstration models to add a provision for a percentage of shared
savings to be invested in community health programs that address disparities and the
needs of the community.
• Focus on promoting partnerships between Medicaid programs and community-based
organizations (CBOs) and social service providers.
• Include incentives and structures in new payment and delivery models that encourage
providers to screen for social service needs and refer to appropriate services.
• Promote data collection and standards around social determinants of health.
5. Prioritize models that address the needs of people with disabilities and complex
health conditions
People with disabilities and complex health conditions have very different needs from the
general population and thus new models of payment and delivery that may work for some
patients will not work for these populations. For example, efforts to increase price
transparency are often irrelevant or counterproductive for patients with rare or complex
needs who have limited choices in terms of providers or treatment options, or who most
benefit from care that is well coordinated and grounded in longitudinal relationships with
care providers. Patients whose biometric markers are impacted by underlying genetic
diseases are not well served by models that pay providers based on improving those
particular markers.
Long-term care needs are a major priority for these populations. Often the long-term goal
for many patients with complex conditions or disabilities is not about curing a disease but
about ensuring the person can live comfortable, productive lives in their home and
community. Long-term care is a critical component of Medicaid for people with
disabilities and complex health conditions.
CMMI must prioritize models that serve these populations’ needs, as well as consider
how broader models might impact these populations differently. Many of the suggestions
we have already laid out can help achieve this goal, for example ensuring there are strong
consumer engagement mechanisms and promoting models of care that are based on
patient driven health goals. In addition to these asks, we ask that CMMI:
•

Work closely with the Medicare-Medicaid Coordination Office to continue testing
and evaluating innovative models of care delivery for patients who are eligible for
both Medicaid and Medicare (dual eligible).This should include testing new models,
as well as continuing models that are already underway in order to evaluate and learn
from these models.

•
•

•

Promote increased access to home and community based services through waivers
and the continuation of programs such as Money Follows the Person and the
Balancing Incentive Program
Expand community-based models of care for individuals with complex needs,
including Programs of All-Inclusive Care for the Elderly (this includes innovative
PACE-like pilot programs that also serve the under 55 population) and the
Independence at Home Demonstration.
Continue to prioritize care delivery models focused on care coordination and case
management.

CMMI should NOT test or promote models that do the following:
1. Increase Out of Pocket Costs for Consumers:
We ask that CMMI not test or promote any models that attempt to lower costs and alter
consumer behavior by increasing their “skin in the game.” This includes allowing state
Medicaid programs to implement or raise premiums or copayments and programs that
require contributions to health savings accounts. There is little evidence that these
methods accomplish their aims and ample evidence that they harm consumers’ access to
care. Studies have shown that even small out-of-pocket costs reduce access to care,
especially for those with low incomes or chronic illnesses.4 In addition, numerous studies
show that increased premiums are linked to lower health insurance enrollment rates for
children, especially those with low incomes.
Create barriers to accessing coverage or impede access to medically necessary
services
In addition to models that rely on increased out of pocket costs, we also ask that CMMI
not test or promote models of care that create other, non-financial barriers to care access.
This includes work requirements, drug testing, and plan designs that limit access to
certain benefits or that cut benefits categorized as “non-essential”, but that many
individuals require for good health, like adult dental benefits. There is little evidence
suggesting that these methods lower cost or alter participant behaviors in the manner
intended. In fact, these models often lead to increased administrative costs and burdens
on state Medicaid programs.
The majority of Medicaid beneficiaries are already working and even more are in
households with working family members. And of those who don’t work, over a third
have an illness or disability that prevents them from doing so. Work requirements attempt
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to solve a problem that doesn’t exist and will only add heavy administrative and
paperwork burdens on families and state Medicaid programs.5
2. Dis-incentivize providers to serve low income or complex patients
One difficulty of implementing payment models that are tied to positive health outcomes,
is that such models can disincentive providers from caring for more complex patients
who may be more likely to have poor health outcome measures. It is important that any
payment models supported by CMMI recognize the greater degree of difficulty in caring
for patients with complex needs, including social and behavioral health needs, as well as
their physical health needs. Payment models should not penalize providers who care for
low-income, high needs, and complex patients. This means implementing performance
measures and risk adjustment strategies (such as stratification) that recognize the
increased difficulty of caring for patients with complex needs, without dis-incentivizing
providers to make improvements that address health disparities in their practice. Incentive
schemes that reward only high relative performance without considering improvement or
that are administered on a zero sum basis are likely to have the perverse effect of
directing financial resources away from where they are needed most. We appreciate the
work CMS has been doing to fine tune risk adjustment strategies to ensure complex
patients aren’t harmed and we hope that CMMI will consider this complexity as it
develops new models of payment.
3. Have disproportionately negative impacts on low income consumers or people with
complex health needs
Many of the models already addressed in these comments, such as those that increase
cost-sharing or create barriers to accessing care, disproportionately impact patients who
are low income or have complex health and social needs. Models with such
disproportionate impacts expressly work against CMS’s stated vision that “All CMS
beneficiaries have achieved their highest level of health, and disparities in health care
quality and access have been eliminated.” In addition to following the principles we lay
out here, we ask that CMS explicitly consider the impact of any model developed on
vulnerable and complex patients prior to implementation. If that model would have
disproportionately negative impacts on these populations, CMMI should not go forward
with testing the model.
Finally, we ask that the process for designing, testing, and evaluating models be done in a
transparent manner that includes opportunities for public input; and that CMMI make all
data and evaluations publicly available in accessible formats in a timely manner. The
models designed and tested by the innovation center will have profound impacts on how
vulnerable people pay for and receive their care. Patients and other stakeholders should fully
understand how CMMI’s work impacts them and have ample opportunity to provide input on
this work. To that end, we are disappointed that this RFI was not conducted using the regular
federal regulatory process, where stakeholder comments are made public and CMMI responds
directly to the comments received. As the Innovation Center moves forward in mapping out its
5
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new agenda, we hope it will make every effort to respond to feedback and clearly and publicly
articulate the reasoning behind its new vision.
We appreciate the opportunity to weigh in as CMMI begins defining its path forward and we
look forward to working with you to ensure the needs of low income consumers and people with
disabilities and/or complex health needs, as well as children with special health care needs are
taken into account. Please do not hesitate to contact me should you have any questions or if you
would like additional information.
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Catharine Evans, Sr. Health Industry Consultant
Teradata Government Systems LLC
181 Harry S. Truman Parkway, Suite 100
Annapolis, MD 21401

November 20, 2017
CMMI_NewDirection@cms.hhs.gov
Re: Comments sought, September 20, 2017
Dear Sir or Madam:
Teradata Government Systems LLC (Teradata), a wholly owned subsidiary of Teradata
Corporation, is pleased to submit our comments on new directions for the CMS Innovation
Center.
Teradata has been helping CMS gain insights into a vast scope of data for over 10 years as part
of the Integrated Data Repository (IDR). Our methodology of integration allows the CMS
offices, operations, and centers that use the IDR to perform efficient queries and analysis across
65 disparate data sources/CMS programs. Today, the IDR includes more than 54 billion claims
from Medicare Parts A, B, C and D; beneficiary information; and provider of service data. The
effectiveness of the IDR is clear. In a recent presentation, US Attorney Joan Hartman called the
IDR “the most significant contributor” to fraud investigation in her career.
We want to thank you for the opportunity to share our ideas. Teradata looks forward to providing
more feedback about the CMS Innovation Center.
If you have any questions, please do not hesitate to contact me.

Respectfully submitted,
Catharine Evans
Sr. Health Industry Consultant

CMMI: New Directions

1. Do you have comments on the guiding principles or focus areas?
We would like to underscore the critical importance of two of the guiding principles proposed in
this RFI—specifically:
•

Give beneficiaries and healthcare providers the tools and information they need to make
decisions that work best for them. (Principle 2. Provider Choice and Incentives)

CMMI has partnered with a cohort of the most capable and progressive health care providers and
systems in the country over the past several years to launch initiatives that have already begun to
reshape healthcare. Alternative Payment Models (APMs) such as the Accountable Care
Organizations, Bundled Payment for Care Improvement, and Comprehensive Primary Care have
given many physicians, hospitals, and healthcare systems opportunities to transform care, improve
quality, and reduce costs.
However, we believe that to engage the next cohort of providers and systems, CMMI must
enhance its function as an analytics partner in the complex and resource-intensive process
of health care transformation. CMMI should make it easier for providers to make decisions that
work best for them about participating in one of the several alternative payment models that are
available now by providing interactive analytic websites for providers who increasingly require
more and better insights into their patients. The next cohort needs analysis and forecasting of their
performance on cost, quality, and safety to make informed decisions about their current readiness
for APMs, to analyze gaps, and to assess the risks and potential rewards of participating in an
APM.
•

Use data-driven insights to ensure cost-effective care that also leads to improvements in
beneficiary outcomes. (Principle 4. Benefit design and price transparency)

CMMI must find ways to replicate and build upon the kind of success it has achieved by providing
timely data to participants in the Comprehensive Primary Care Plus (CPC+) program. At a hearing
before Congress, a CPC participant detailed the impact of data from CMS:
“Feedback data from CMS is another tool that we did not have access to previously, but
now do as a result of our participation in CPC+. Often patients simply are not aware that
many medical issues such as upper respiratory infections, rashes and minor cuts and bruises
can be easily treated in a less expensive urgent care or office setting (often with a shorter
wait for the patient). Now we can review the number of our patients per quarter who were
admitted to the hospital, seen in the emergency room or seen in urgent care centers. Once
identified, we hope to better educate these patients as to when not to seek emergency room
care. Prior to CPC+, we did not have this ability and thus had no idea how many
unnecessary emergency room visits there were.”
-American College of Physicians, Hearing before the Energy and Commerce Health
Subcommittee on MACRA and Alternative Payment Models: Developing Options for
Value-based Care, November 8, 2017
In addition to being a data partner, CMMI should partner with APM participants to unlock
greater insights from their data by becoming an analytics partner. As healthcare evolves to
an outcomes-based approach that emphasizes total quality of care over specific procedures,
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understanding patient treatment patterns is increasingly critical. For example, Teradata has assisted
our customer, the Department of Defense, in providing clinician focused technical support to better
understand TBI and alter clinical treatment patterns. The DoD uses Teradata to study the effects
of traumatic brain injuries as a result of bomb blasts to find trends and patterns in effective
treatment analysis to help clinicians change their care practices.
In another example, Teradata helped a client identify candidates who would likely benefit from
early intervention and treatments to prevent invasive musculoskeletal surgeries. A large healthcare
informatics company used Teradata to analyze more than 10 years of data, including medical
claims, procedures, revenue codes, patient demographics, risk scores, patient services prior to
surgery and other diagnosis and lab data sets. This company experienced a 10-fold improvement
in identifying patients trending toward musculoskeletal surgeries that could be avoided. Using
analytics to drive insight saved money while improving patient outcomes and quality of life.
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
CMMI should provide data and analytic resources that enable a more-diverse range of providers
to propose new model designs.
Leaders of the Physician-Focused Payment Technical Advisory Committee (PTAC), in a hearing
on “MACRA and Alternative Payment Models: Developing Options for Value-based Care
(November 8, 2017)” said that PTAC wanted to get input from small and rural providers on APMs
that meet their needs, but those providers lack the resources to propose new model designs. If
providers such as safety-net hospitals or rural primary care providers cannot bring new models
forward, they run the risk of falling even further behind the well-resourced providers and systems
that have already begun practice transformations. A failure to diversify alternative payment model
options will exacerbate the current resource gaps.
We endorse the PTAC leaders’ call for “deployment of HHS resources to provide access to
analytic, technical, and quality improvement support [to] promote a more diverse and
stronger pool of submitted physician-focused payment models (PFPM)s, and greater success
implementing PFPMs, benefitting HHS and those it serves.”
Importantly, providing data to the organizations is not enough. Driving innovation for small and
rural providers will require joint efforts from CMMI and the providers to offer actionable insights
about the data which are relevant to the practitioners. CMMI should offer analytic experts to work
in conjunction with providers. Once a productive and meaningful analytic is identified, it should
be offered in a “library” which should be made available to all providers to run against their own
set of patients within CMS. This allows the effort to be done one time and then re-used tens of
thousands of times. And thus, the wisdom that one physician gains though analytics is shared.
3. Do you have suggestions on the structure, approach, and design of potential models?
The design of APMs needs to incorporate both medical and social services to put the patient at the
center of care. The development of any new payment model should begin with, and proceed from,
data-driven analysis of patients today and the informal networks and care neighborhoods which
have already been built by those people and their families. New APMs should incorporate network
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analysis of how patients have created their own systems of medical and social services to support
health. In complex data such as social service inputs and health outcomes, comprehensive data
analysis will be able to find patterns that more limited methods would miss. This network analysis
will enable CMMI to identify and support systems that arise from the patients in addition to
the current, more top-down method of building networks led by hospitals and providers.
This complex information is not easily accessible today. However, if data about social programs–
now almost inaccessible due to silos and lack of organization–is gathered into a powerful,
integrated data warehouse with health outcomes data and analyzed with tools we can find existing
patterns and predict successful outcomes.
Though this seems like a daunting task, we have done it before. In 2010-11, Teradata removed
barriers to the sharing of data and helped to support the transformation of Medicaid for the State
of Michigan. We helped the State migrate data from ten agencies, integrate it with other resources,
and build a new Enterprise Data Warehouse (EDW) that was drawing data from 120 distinct
statewide sources and holding 12.13 + terabytes of data in 18,706 tables from 660 databases upon
completion. Michigan used the Teradata EDW to implement the nation’s first statewide
vaccination registry. They have improved the administration of healthcare services and used the
EDW to look across data from medical and health-related social service providers to develop a
more comprehensive understanding of their citizens and how to coordinate medical and healthrelated social services to meet their needs.
4. Please also identify potential challenges or risks associated with any of these suggested models.
Support for a data warehouse that brings together rich sources of information at the state level is
challenging to sustain.
CMS and State Medicaid organizations need to reconsider the responsibility for integrating data
to operate new APMs that run on medical and social service data. APMs that grow from medical
and social care neighborhoods will need to share and analyze data that will come from widely
varied sources and look very different from standard medical claims. Merging data sets is both
costly and can be very complex. Data integration, protection, management and storage for such
programs would be cost prohibitive for all but the largest of the individual APMs to build and
would drive up the overall cost of care.
The most cost efficient and productive way to provide the data required to integrate medical
and social services is to provide state-level shared resources. This data resource would be
incredibly valuable to many programs, not just the new APMs. Our experience with the state of
Michigan tells us that as more data sources become integrated, the more state organizations come
to depend on that information. It becomes exponentially more valuable. Ideally, to ensure that
cross-department information and data warehouse sharing take place, Medicare should not be the
only organization to fund the data infrastructure; some funding should come from state Medicaid
programs and other departments such as Agriculture and Housing.
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5. What options might exist beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might be tested as a model and
alternative to FFS and MA?
Involvement of the individual Medicare/Medicaid beneficiary with their own care decisions is
critically important for the healthcare system. Unfortunately –
•

Many of the current payment incentive models focus on how medical care providers
influence individuals’ health, but do not directly engage the beneficiary.

•

The short measurement windows for costs savings in current APMs (30 days, 90 days, or
a year) miss the true impact of successful lifestyle changes. Longer-term lifestyle changes
change cost and quality of care and outcomes over the course of many years. These short
measurement windows dis-incent APM participants to invest in long-term lifestyle change.

If CMMI is to drive affordable care, engaging individuals and incenting long-term lifestyle change
will be essential. We believe that a new approach to APMs that allow beneficiaries to participate
in arrangements that would allow beneficiaries to contract directly with a Medicare fee-for-service
population wellness program and to keep some of the savings when they choose a lower-cost
option would engage and incentivize beneficiaries toward healthy lifestyle changes.
For example, beneficiaries could choose to participate in arrangements that would allow them to
keep some of the savings when they choose a lower-cost option, or that incentivize them to achieve
better health. Many corporations have implemented measures which encourage active participation
in wellness programs. Smoking cessation and yearly wellness checks are monetarily rewarded and
are effective at driving down costs. A Harvard Research study concluded that every $1 spent on
corporate wellness programs decrease the cost of care by $3.27. http://nrs.harvard.edu/urn3:HUL.InstRepos:5345879)
We believe that there is a payment model that could encourage the active participation of Medicare
and Medicaid beneficiaries. CMS could offer an incentive program to improve health and allow
the beneficiary to share in the cost savings – perhaps by reducing the liability for co-payment by a
specific amount.
All Medicare and Medicaid beneficiaries are already entitled to a yearly wellness visit. After that
visit, an analytic engine could review the patient’s clinical history to determine specific things that
the beneficiary could do to improve their health or reduce the cost of their health care. An example
might be to reduce inappropriate use of emergency room for chronic care. At that time, an
anticipated cost for their yearly care would be identified and an incentive customized to that
individual would be identified. Using the yearly check-up would also be an opportunity to directly
communicate with the beneficiary regarding the costs of care at comparable settings of care and
make better-informed choices.
6. How can CMS further engage beneficiaries in development of these models and/or participate
in new models?
Tools such as the Medicare Plan Finder have helped beneficiaries make informed choices among
the Part C Medicare Advantage plans that may be available to them. However, the choices facing

4

CMMI: New Directions

beneficiaries have become more complex as payment arrangements beyond the binary “fee-forservice v. non-fee-for-service” have proliferated. Beneficiaries now need to navigate increasingly
complex choices to find the provider that works best for them: Should they choose a provider in
basic fee-for-service, a provider in a fee-for-service Alternative Payment Model (APM), a basic
Medicare Advantage provider, or a Medicare Advantage provider in an APM? As CMS gathers
more encounter data and quality measurements on providers in APMs, efforts should be made to
provide beneficiary-facing tools similar to the Plan Finder that enable comparisons across all of
these options.
Currently, providers are required to disclose their participation in APMs. Providing beneficiaries
with cost, quality, and safety comparisons of APM and non-APM providers across Parts A, B, and
C of Medicare would support consumer-driven choices amongst these options; it would allow
beneficiaries to vote with their feet on the option that works best for them.
One source of comparable data is available from Consumer Assessment of Healthcare Providers
and Systems® (CAHPS) which includes measures that are important for consumer choice, such as
beneficiaries’ assessments of the relative ease of getting needed care, seeing specialists, or getting
appointments quickly.
7. Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
While it is not specifically payment waivers, we would like to comment on the value of removing
bureaucratic roadblocks and encouraging information sharing at the state level. We feel that this
can significantly benefit any Medicaid related payment models. Currently, much of the money
spent for Medicaid Modernization projects is tied specifically to Medicaid Information systems.
While, clearly, the primary goal of storing and using Medicaid data must happen, the intricacies
of the funding these system frequently create silos of data at the State level. These silos ultimately
prevent States and creative payment models from identifying critical needs which can be
uncovered using other available data sources which contain information on the social determinates
of health. Understanding the social determinates of health and the interlinked connections within
a beneficiaries’ personal network can drive better and more efficient care. This kind of data sharing
is the foundation for better care coordination, chronic disease management and, ultimately
affordable public healthcare. CMMI and CMS can remove significant barriers for the sharing of
information at a state level by encouraging or even mandating the expanded use of these new
Medicaid data warehouses to incorporate other non-medical programs information.
8. Are there any other comments or suggestions related to the future direction of the Innovation
Center?
As CMMI works on developing new payment models, we would encourage the development of
measurements which can be derived from analytics on the claims and or encounter data. This
would allow CMMI to get a “baseline” at the beginning of the pilot project and derive the value
without requiring additional provider burden. A focus on analytically derived measurements can
also discourage some types of fraud.
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Response to Center for Medicare and Medicaid Innovation
Request for Information on New Direction

November 20, 2017
Amy Bassano
Acting Deputy Administrator for Innovation and Quality
Acting Director, Center for Medicare and Medicaid Innovation
Mail Stop WB-06-05
7500 Security Boulevard
Baltimore, MD 21244
Dear Ms. Bassano,
We appreciate the opportunity to provide comments on the Center for Medicare and Medicaid
Innovation’s (Innovation Center) request for information on your new direction. As one of the nation’s
largest pediatric providers, we share the agency’s desire to support and spread health care improvements
that enhance care and reduce costs in today’s health system. Texas Children’s Hospital, is an integrated
health system comprised of one major teaching hospital, located in the Texas Medical Center in Houston,
Texas, two community hospitals serving Harris County and the surrounding nine contiguous counties, a
pediatric provider group comprised of over 200 primary care pediatricians, and a health plan covering
over 430,000 pregnant women and children enrolled in CHIP and Medicaid. Our organization and its
affiliated entities provide almost all care for children with specialized and complex care, such as cardiac
surgery and organ transplantation. In addition, our System partners with many other community based
organizations and schools to impact children’s health at a local, state and national level.
We support the Innovation Center’s goal to “foster an affordable, accessible healthcare system that puts
patients first.” Children’s hospitals work closely with families, pediatric providers and their communities
to pursue new ways to achieve higher levels of quality, while also providing care in the most efficient and
effective manner. As you consider your new direction, we recommend CMS focus on the following areas
for children.
Information Systems and Data Analytics in CHIP and Medicaid
State Medicaid programs will need ongoing infrastructure resources to fully participate in cutting-edge
program improvements. States, like Texas, want to participate in reforms, but lack the necessary
workforce expertise and subsequent resources to plan, implement and evaluate these transformations.
Texas’ health care agency information systems (and the technology that accompanies these data needs)

are antiquated and have inconsistent data on the populations served. Health data builds and metric
evaluations take time and expertise but are vital to a growing program wanting to make a significant
paradigm shift to quality, improved health outcomes and transparency on how these goals were achieved.
We urge CMS to focus funding and resources to states who wish to measure Medicaid populations and
their conditions over time and share this information with various stakeholders so as to scale successful
models of care and measurement. This is important generally, but it is especially important for children
who typically will not benefit from innovations pursued under the Medicare program.
In the Medicaid program, there is a lack of consistent national standards supporting the types of quality
improvement and cost reduction work currently achieved in the Medicare program, as 50 states and
territories can determine the structure, populations, and benefits for their CHIP and Medicaid programs.
The lack of consistency between states with respect to definitions of various patient populations, as well
as inconsistent standards for data elements, collection, measurement, and reporting limits the effective
use of the information. In adult medicine, the availability of extensive Medicare patient data has directly
supported research and robust quality measures to inform new payment models and advances; the nation
lacks this basic infrastructure for children’s health care. Further, for decades, provider organizations have
faced significant challenges interpreting and taking action on their performance, which is often
complicated by a lack of agreement across public rating systems.
We support the goals of consumer directed care, but recognize that more work is required to provide
information (e.g., meaningful quality metrics) that is important to children and families and can support
their health care decisions. While the emergence of smart technologies has provided opportunities to
transform consumers into savvy health service shoppers, there remain barriers to using reported
information for discriminate selection based on validly measured price, quality, and outcomes. Much of
these barriers are rooted in disparate and proprietary data, compounded by a lack of the right kind of
data (e.g., clinical data, quality of or impact on life). Despite this, the emergence of data solutions and
novel applications has many anticipating that in the coming years, consumer accessible applications will
improve price and performance transparency.1
Consumer empowerment to drive change in the health care system is necessary and essential. Children,
families and caregivers are critical partners in care, and they should lead the care team in planning
interventions that support goals identified by and important to the child/family. The selection of health
services is far more important with potentially grave consequences to the child and family if the
information (or lack of information) gravely misrepresents the need for, and the quality, cost, or outcomes
for a particular service.
To begin to address these challenges, we offer the following recommendations:



Realizing higher-quality and cost-effective care delivery requires adequate and
interoperable data. The Innovation Center has a role to play in scaling effective
approaches and improving adoption of best practices. This includes testing and scaling
data solutions and requiring other innovations and models examine and attempt to
address data shortcomings.

1

Meisel, Z.F., VonHoltz, L.A., & Merchant, R.M. (2015). Crowdsourcing healthcare costs: Opportunities and
challenges for patient centered price transparency. Healthcare, 4(1), 3-5. doi:
https://doi.org/10.1016/j.hjdsi.2015.06.004
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Support innovation around the development of new measures designed to support
discriminate selection based on cost, quality, and outcomes for health services by
purchasers and patients (children and families).



Improve the access and usability of the data for point of care delivery and research.
Ensure providers are adequately supported with necessary access to timely data and
information that allows them to engage and educate their patients to be participants in
their performance.



Support innovative data solutions and delivery models that collect and use new and nontraditional data types such as social determinants, public registries, genomics, quality
reporting and environmental science. This is critical to supporting consumer-directed
care that truly allows the parent/caregiver to make discriminating health service
selections based on meaningful information and measures.



Ensure individuals, children/families, caregivers, payers, public health and community
provider groups (e.g. schools, community centers) and all care settings are considered as
sources and users of data and information (measures these data must also support
interoperability. Expand and enhance existing national data framework that defines
standard and uniform data requirements and support states in efforts to implement
these. This will support the sharing of data and better informs clinical standard and quality
measures specifically designed for children.



Recognize how health literacy impacts the consumer empowerment goals articulated by
the Innovation Center. Explicit modeling that accounts for consumer gaps will avoid
widening existing health disparities.

Advance New Models of Care for Medically Complex Children in Medicaid and CHIP program,
While Medicare is an important source of coverage in the U.S., Medicaid is the backbone of coverage for
children in the United States. More than 30 million children receive their health care coverage through
Medicaid and CHIP– representing nearly half of all enrollees in the program. Just over ten percent of the
nation’s Medicaid and CHIP populations, over 3.5 million children and pregnant women in Texas, receive
their coverage and care through these programs. Both programs provides coverage with pediatric
appropriate benefits for children in low-income families and act as a lifeline for children with special health
care needs and chronic or complex conditions. As you look at your new direction, we ask that you consider
the unique aspect of both Medicaid and CHIP and increase your support for pediatric models of
innovation. As the Medicare program can drive transformative change for adults, so to can these
programs, who predominantly care for low-income children and pregnant women.
Medicare has funding directed to patients with chronic conditions and who are medically complex. In
Medicaid and CHIP, there is a lot of opportunity to improve care and reduce costs, particularly for children
with chronic conditions, children at social risk, and youth with medical complexity who are transitioning
to adulthood. For children and adults, especially those with health care needs that exceed the abilities of
6621 Fannin Street, Houston, TX 77030
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the primary care provider, access to and coordination with subspecialty care is critical to ensuring the
provision of efficient and effective health care and in securing a comprehensive medical home.
Across the country, approximately 500,000 adolescents and young adults with chronic, pediatric-onset
diseases such as spina bifida, Down syndrome, cerebral palsy, congenital heart disease, autism, and
numerous genetic disorders will reach the age of necessary transition this year (18-21 years of age).2
Through a delivery system reform incentive payment (DSRIP) project supported through our state’s 1115
Medicaid waiver program, Texas Children’s and our academic partner, Baylor College of Medicine,
designed a project that expanded a Meds/Peds primary care approach for this patient population and
established a patient centered medical home for the population in order to provide proactive care
coordination, chronic disease management, and a multi-disciplinary approach to educate patients and
providers on appropriate transition processes.
This past year, Texas Children’s Health Plan provided care to children in a new Medicaid managed care
product, STAR Kids (medically fragile children). Over 26,000 STAR Kids members are treated at our
campuses or elsewhere throughout our community of network providers. The Health Plan provides
coverage for 18% of the state’s total medically fragile child population. Specifically, the Health Plan
continues to ensure high quality outcomes through the following:

o Proactive administrative and medical participation on all state committees addressing
the Star Kids product.
o Identification and guidance to the state on significant gaps in processes. Due to the
size and acuity of our membership, we frequently identify crucial opportunities for
improvement and educate the state.
o Purposefully incorporated families into our managed care plan’s design for this
product. Family advisory groups continue to provide valuable feedback to our
operations team.
Recognize and Incent New Regional Models of Care
While in most areas in the United States an adult would have multiple providers to choose from close to
their home, a child often needs to travel to get needed care and for many children that may mean crossing
state lines. The regional nature of pediatric care impacts new care delivery and payment models. In short,
pediatric care is spread out more geographically than care for adults. Furthermore, national shortages of
pediatric specialists cause many children, particularly those with complex medical conditions, and their
families to travel long distances and across state lines to access appropriate specialty care. Children cross
state lines because either they live on a state border or have a specialized need that is best treated outside
of their home state.
It is important to deal with administrative barriers for children to access care in a seamless way and obtain
the follow up and coordination needed as a child and their family travels back and forth to seek care.
Payment models and delivery system reforms that support out-of-state care are critical for children and
their families. Looking at one state may not show the entire picture of care, especially, if that child must
travel out-of-state for needed treatments. Effectively managing the care of children needing to travel outof-state requires the ability to share information (e.g., data) and coordinate services across a range of
providers and settings. Unfortunately, the absence of consistent data and barriers between individual
2

Newachek P, Taylor W. Childhood chronic illness: Prevalence, severity, and impact. Am J Public Health. 1992; 82 (3): 364-371.
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Medicaid programs often makes this type of information sharing and coordination difficult. This leads to
fragmented care for patients, increases medical costs due to inefficiencies, and causes unnecessary stress
on families.
Due to this regionalized care and the limited supply of pediatric providers, priorities should be placed on
activities and partnerships that address the uniqueness of pediatric care and enable work across
geographies, such as:


Competition is an important mechanism to promote innovation and drive improvements amongst
service providers; however, it is important to keep in mind that the pediatric health system has
important distinctions from the adult system as a result of differences in the sheer number and
health care needs of the populations being served. In pediatrics, we are more likely to find savings
through efficiencies and coordinated care versus efficiencies through competition as in adult
markets. In fact, there are areas where children’s hospitals agree not to compete to drive quality
and accommodate safety net services, such as child protection response.



Increase utilization of telemedicine, telepsychology and other efforts that build virtual capacities
connecting pediatric specialty care with allied health and community providers; establish a
payment model that reflects cost savings due to technology, time and travel efficiencies and
rewards the pediatric expertise that can now be more readily accessed.



Ease enrollment and screening of out of state Medicaid providers. This enrollment and
screening process is currently very onerous and can impede access to care for children to
needed services and treatment outside of their state.



Ensure the coverage and payment of adequate physical and mental health. Support
efforts that integrate behavioral and physical health to improve quality of care and
outcomes, as well as reducing costs. Such integration is critical to addressing chronic
conditions (obesity, diabetes) where lifestyle plays a significant role in treatment.



Mental/behavioral health challenges like the challenges above are broader than medical care.
Address social determinants of health. The amount of adverse events children experience has a
profound impact on their current health and health over their lifespan. The roots of good adult
health are firmly planted in early life (including prenatal care) and investments in children have a
longer period to accrue benefits.

Develop Pediatric Alternative Payment Models and Adequate Reimbursement for Providers
We were pleased to see the Innovation Center’s request for information on pediatric alternative payment
models earlier this year and hope you will be moving forward on a request for proposals.
We do support the move to alternative payment models and provide the following recommendations:



Clarify regulatory issues to enable flexibility in service provision and enable widespread
data sharing. Organizations currently face significant hurdles when integrating needed
social services due to differing regulatory interpretations with respect to allowable
services and information sharing.
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Develop a payment mechanism (e.g., PMPM care management fee) for a centralized care
coordination function and funding for emergency social services for high need
populations in coordination with specialties or ancillary support services away from the
home. This will serve to stabilize the revenue stream and provide readily available support
more reliably for families (e.g., Health Home model).



Provide payment incentives for primary care and rural practices to keep children close to
home.



With experience, move to capitation for an actuarial sufficiently sized population that:
o Includes payment for physical and mental health care
o Incorporates social services into the medical cost
o Includes a socio-economic risk adjustment factor
o Ensures patient attribution is prospective
o Establishes credible risk adjustment and outlier protection for children with
complex conditions
o Calculates the return on investment over the long-term (10+ years)

Pediatric providers are taking part in innovation, but like their adult-focused counterparts they need
support to bring these innovations to scale and sustain for the long term.
While we appreciate the intent to align efforts across both the Medicaid and Medicare programs to reduce
burden on providers and beneficiaries, it is not often recognized that the frameworks developed under
Medicare are focused on adults – leaving an unclear path for pediatric health transformation. Pediatrics
often lacks that building phase and needs the support similar to what is provided by the Medicare program
to make and sustain change. The Innovation Center plays an important role in supporting and spreading
effective current and emerging models of care for children that keeps pediatric providers/health systems
in mind. We hope our comments are useful in providing the Innovation Center with ideas and
recommendations on this needed vision, infrastructure, and resources to move the Medicaid program,
especially for the pediatric population, into a 21st Century model of care and beyond.
Respectfully submitted,

Mark W. Mullarkey, MBA
Executive Vice President, Administration, Texas Children’s Hospital
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November 20, 2017
Ms. Seema Verma,
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-5522-P
P.O. Box 8013
Baltimore, MD 21244-8013
RE:

Centers for Medicare & Medicaid Services: Innovation Center New Direction Request for
Information (RFI)

Dear Administrator Verma:
TMA Specialty Services, LLC is grateful for the opportunity to provide comments on the Centers for
Medicare and Medicaid Services (CMS): Innovation Center New Direction Request for Information (RFI).
TMA Specialty Services, LLC is a wholly-owned subsidiary of the Texas Medical Association (TMA), the
largest state medical society in the country with more than 50,0000 physician members. The TMA
formed this subsidiary enterprise to carry out the following mission - support independent specialists
with customized solutions enabling them to become the leaders in value-based care for the communities
they serve. As a TMA company, TMA Specialty Services, LLC is a physician governed organization with a
board of managers comprised by a majority of physicians.
To accomplish it’s mission, TMA Specialty Services, LLC has developed infrastructure including scalable
technologies uniquely developed to suit the needs of independent specialty physicians and surgeons in
all practice sizes. The TMA Specialty Services tool set is focused exclusively on value based care goals
including improving clinical quality and outcomes and lowering the total cost of care through population
health management.
The recently released positive results achieved by the Comprehensive End Stage Renal Disease Care
value based care pilot demonstrates the enormous savings potential of value based care models based
on specialty medicine. Further, numerous studies and several years of MSSP ACO results strongly
support the value proposition that independent physicians, including specialists, are well positioned to
deliver medical costs savings without sacrificing quality. However, the initial roll out of value based care
programs by both CMS and the private sector have been focused primarily on primary care physicians.
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This has effectively prevented the large number of independent specialists interested in value based
care from driving and adopting these new care and payment models.

Increased Participation in Advanced APMs for MACRA’s Quality
Payment Program
CMS is seeking guidance on how to increase the Advanced Alternative Payment Model pathways
available to independent specialists and surgeons. TMA Specialty Services, LLC proposes the following
suggestions focused on solo specialist practitioners and independent specialist medical groups:

1. Approve a roll-out across all specialties in the American College of Surgeons – Brandeis
Advanced Alternative Payment Model based upon the Episode Grouper for Medicare (“EGM”)
methodology. The ACS-Brandeis model includes an attribution methodology that supports
specialist and surgeon participation in episodes of care. These episodes are comprehensive and
are inclusive of procedures and treatment of acute and chronic conditions.
2. Calibrate the introduction of two-sided risk arrangements for independent specialists to reflect
their financial capacity similar to the Track 1+ framework supporting primary care physicians in
Medicare Shared Savings Program ACOs.
3. Strongly encourage Commercial Payer adoption of a standardized risk contract, episode
definitions and attribution methodology modeled on the ACS-Brandeis AAPM. This
standardization could rapidly increase the penetration of risk contracts in a physician patient
panel. Additionally, CMS and Commercial Payer standardization of a unified Health Information
Technology data and reporting tool set to support episodes of care would greatly reduce the
infrastructure investment and on-going incremental operating costs for independent physicians
engaged in risk contracting.
4. Collaborate with physician-owned specialty APMs, and state / specialty medical societies to
develop more relevant, specialty appropriate quality measurement categories. These measures
would, by definition, be episode specific and more closely reflect the work of specialist
physicians.
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Physician Specialty Models
CMS should consider conducting a CMMI demonstration project to support specialty networks of
independent physicians willing to test the ACS-Brandeis AAPM for a combined population of Medicare
beneficiaries and commercially insured patients. Virtual multi-specialty networks of independent
physicians can be solicited to participate in geographies where CMS and at least one commercial payer
agree to utilize a unified Health Information Technology data and reporting tool set to support episodes
of care in the ACS-Brandeis AAPM format beginning by mid-year 2018. A demonstration project of this
nature encompasses a broad number of specialties and therefore lays the ground work for rapid
expansion in to new regions.

Conclusion
TMA Specialty Services, LLC is very supportive of the new direction and guiding principles of the CMS
Innovation Center and, in particular, efforts to improve price transparency. The guiding principles are
central to developing new models that provide greater opportunities and incentives for independent
specialty physicians and surgeons. We welcome the opportunity to support multiple demonstration
efforts, as outlined above, in the state of Texas.

Sincerely Yours,

Richard W. Snyder II, M.D., F.A.C.C.
TMA Specialty Services, LLC Board of Managers
Board certified Cardiologist
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November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare and Medicaid Services
U.S. Department of Health & Human Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, D.C. 20201
Dear Administrator Verma:
The Joint Commission appreciates the opportunity to provide comments in response to the Centers
for Medicare and Medicaid Services Innovation Center (Innovation Center) New Direction: Request
for Information (RFI) issued September 20, 2017 by the Center for Medicare & Medicaid Services
(CMS).
Founded in 1951, The Joint Commission seeks to continuously improve health care for the public in
collaboration with other stakeholders, by evaluating health care organizations and inspiring them to
excel in providing safe and effective care of the highest quality and value. An independent, not forprofit organization, The Joint Commission accredits and/or certifies more than 21,000 health care
organizations and programs in the United States. The Joint Commission evaluates health care
organizations across the continuum of care, including most of the nation’s hospitals. In addition, our
programs encompass clinical laboratories, ambulatory care and office-based surgery facilities,
behavioral health care, home care, hospice, and long-term care organizations. Joint Commission
accreditation and certification are recognized nationwide as a symbol of quality that reflects an
organization’s commitment to meeting state-of-the-art performance standards. Although
accreditation is voluntary, a variety of federal and state government regulatory bodies, including
CMS, recognize and rely upon The Joint Commission’s decisions and findings for Medicare or
licensure purposes. As a recognized leader in evaluating the delivery of quality care in health care
organizations, The Joint Commission is well-positioned to provide feedback and assist with the
work of the Innovation Center.
Overall, The Joint Commission agrees that Innovation Center should approach new model designs
based on the principles of (1) Choice and Competition in the Market, (2) Provider Choice and
Incentives, (3) Patient-Centered Care, (4) Benefit Design and Price Transparency, (5) Transparent
Model Design and Evaluation, and (6) Small Scale Testing. However, we would note the lack of
suitable emphasis on designing ways to improve the quality of care in order to lower system costs.
We detail below factors that the Innovation Center should consider with the listed principles.
More Focus on Quality Improvement, Measures and Health Outcomes
The RFI asks for feedback on a new direction to promote patient-centered care and test marketdriven reforms that increase choice and competition to drive quality, reduce costs, and improve
outcomes. The potential models outlined in the RFI, however, do not include models that focus on
dramatically improving quality as a way to reduce system costs. For example, a project that
demonstrates reductions in sepsis patients to include fewer serious medical complications, reduced
The Joint Commission
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lengths of stay, and reduced morbidity for the patient will save the health care system money. But in
fact, such models have not been acceptable to the Innovation Center in the past. It is critical that we
not only test ways to pay less for the same quality of services, but that we seek ways to improve the
quality for patients even when the costs initially remain the same. It is another way to get value in
the health care system and one in which health care costs will lower over time when innovative
models are able to reduce complications from care, eliminate unnecessary process steps and rework
by practitioners, and reduce lengths of inpatient stays. Research has shown us that the right care is
the most efficient care in the long run. Nonetheless, CMS in the past has rejected such projects even
when they reduce complications of care by arguing that this is not a savings to the Medicare
program. We very much disagree with that assessment. Thus we ask that the Innovation Center also
have a pathway to test models that are aimed at improving quality through such mechanisms as
reducing medical errors, improving process efficiencies, or otherwise reliably improving the quality
of care delivery, even when they are not testing new financing mechanisms.
Further, The Joint Commission believes that the Innovation Center should be more attentive to
ensuring that any models tested under the Innovation Center have quality measures that are
specifically developed or identified as most appropriate to the project. Unfortunately, we have seen
quality measures that are retrofitted from other programs to Innovation Center demonstrations, but
are not the most appropriate metrics for looking at patient outcomes or identifying when there have
been inadvertent barriers to access of care. And often the measures are not of a sufficiently granular
nature. Thus it is difficult to judge that the models tested did not have any adverse effects on quality
or lead to patients being overlooked for care because of their medical complexities or potential for
unfavorable outcomes. Importantly, measures should assess how health outcomes are improved
whenever possible. But in all cases, the quality measures should be tailored to the project under
study, given a high weight in approving the model, and be evaluated by experts in quality as being
the most appropriate, feasible measures for the project.
Use of more data sources will be necessary to evaluate the quality of care that attends various
demonstration projects to assure that patients have good and improved outcomes. This means
relying on more than claims-based data, and suggests a need to broaden the data sources for
evaluation to include other data. For example, data from certain types of patient care registries can
be especially useful when merged with claims data. Outcome measures should also be included for
models associated with disease-specific care. Although, the Innovation Center has tested certain
disease specific models such as the Medicare Diabetes Prevention Program and the Comprehensive
ESRD Care Model, more demonstration projects are needed that address quality measures and
improve health comes for patients with specific diseases.
Transparency Should Include the Use of Consumer-Friendly Information
The Joint Commission agrees that the Innovation Center should develop models that facilitate and
encourage price and quality transparency, including the release of cost data and quality metrics. The
Joint Commission, however, strongly believes that the Innovation Center should ensure that the
information made available to consumers is in a format that consumers can reasonably understand
and utilize. Access to comprehensible information will empower beneficiaries, their families and
caregivers to take charge of their health and make fully informed choices as they seek care.
The Method for Evaluating the Model Should Be Developed with the Demonstration Project
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Under Section 3021 of the Patient Protection and Affordable Care Act, an evaluation of each model
tested must occur, including an analysis of the quality of care delivered under the model and the
effect of the model on spending. The Joint Commission believes that it would be beneficial if the
Innovation Center could share the evaluation process and methodologies used to assess a
demonstration project. Having an understanding of the methodology used to evaluate the
demonstration project gives stakeholders the opportunity to comment if the methodology used is
the correct methodology for assessing the data and confirming that quality care was achieved.
Also, The Joint Commission urges developing the methodology for evaluating the demonstration
project at the same time that the demonstration project is created in order to ensure that appropriate
and credible data sources will be available to assess the project. For example, some projects have
posed the question about its effects on disparities, but too late then to collect data to understand the
effects on deterring different racial and ethnic makeups from getting services. Further, sequential
analysis of the projects should occur to be able to revise the demonstration project as new
information is learned, especially if the project causes inadvertent consequences. For example, under
the Comprehensive Care for Joint Replacement (CJR) bundle payment model, the project failed to
take into account that hospitals may shift toward treating healthier and less-complex patients who
were least likely to require more expensive care during the 90-day episode.1 The methodology for
evaluating the CJR bundle payment model, and other similar models, should take into consideration
that providers may pick healthier patients. Thus, devising a methodology for evaluating the
demonstration project should occur at the time the demonstration project is developed or otherwise
the data collected may not account for such factors. The methodology is essential to collecting
accurate data so that the Innovation Center can learn from initiatives and derive data-driven insights
from demonstration projects.
CMMI Should Recognize Challenges with Medicare and Medicare Facilities and Mirroring Model Requirements
One of the challenges with testing some types of models in facilities that care for both Medicare and
Medicaid patients is that under the Social Security Act, the Secretary may waive only certain
Medicaid requirements. For example, testing a demonstration project in a long-term care facility that
sees both Medicare and Medicaid patients is challenging because certain requirements for Medicare
skilled nursing facilities can be waived under the Social Security Act, but these same requirements
cannot be waived for Medicaid nursing facilities with respect to testing innovation models. Since
most nursing facilities see both Medicare and Medicaid patients, it is problematic to design a quality
improvement model to better discern and remedy quality of care problems that fall in even a minor
way under the survey and certification requirements. While CMS could rely on 1115 waivers to
implement state-based models for the Medicaid patients, it would be an arduous process to test a
model on a national level for facilities that see both Medicare and Medicaid patients. Thus we would
like to see clarification that innovative models that affect facilities treating both Medicare and
Medicaid patients that seek both efficiencies for long term care spending while improving quality of
care for patients can be facilitated even when they have some relationship to survey and certification
requirements.
See A. Parmer, At AAOS, Discussion on Bundled payments Take Centerstage, MEDICAL DEVICE and DIAGNOSTIC INDUSTRY
(Mar. 1, 2016), https://www.mddionline.com/aaos-discussion-bundled-payments-takes-centerstage/page/1/0.; See also
Value-Based Care is About Improving, Not Denying Care, SIGNATURE CARE MANAGEMENT BLOG (Feb. 21, 2017),
http://www.smgbundles.com/value-based-care-is-about-improving-not-denying-care/.
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The Joint Commission supports the Innovation Center’s initiative to partner with states to drive
better outcomes based on local needs. However, demonstration projects are needed that cross
various regions and collaborate with various payers. Testing models that include Medicare, Medicaid,
and also commercial payers, can result in a shared collaboration toward quality that benefits the
patient and also addresses national health care quality issues across regions.2
The Joint Commission appreciates the opportunity to comment and values the work of the
Innovation Center in testing quality improvement models that decrease costs. The Joint
Commission is pleased to answer any questions you may have regarding our comments. If you have
any questions, please feel free to contact me.
Sincerely,

Margaret VanAmringe, MHS
Executive Vice President, Public Policy and Government Relations

See D. Muhlestein et al. The Changing Payment Landscape of Current CMS Payment Models Foreshadows Future Plans, HEALTH
AFFAIRS (Feb. 3, 2017) http://www.healthaffairs.org/do/10.1377/hblog20170203.058589/full/.
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Hello,
I’ve been a firm believer for some time that a big opportunity in the journey to reduce cost and
improve quality in patient care is in the area of patient engagement. Whether it’s simply having
a PCP at all, getting annual tests/vaccines, or making good decisions about appropriate level of
care (ED vs Urgent Care vs Primary Care), many patients don’t feel the incentive to capitalize on
those things that we know keep them healthy and reduce costs.
I’ve spent much time thinking about ways to incentivize patients enrolled in either Medicare or
Medicaid to do these things better. It might require upfront costs for us (bonuses to
beneficiaries), but it will curtail much larger downstream spending. Could we build a point
system where good health choices yield bonuses for these citizens? Small bonuses for folks who
do what we need them to do (have a PCP, get vaccines, and big points for not inappropriately
utilizing the ED)? For our Medicaid population there is little incentive to not use the ED when
you need something quick/easy. No out of pocket, no real financial push to wait to see PCP or
establish with one if not already. Why not find a way to make this choice one that they should
think much harder about instead of using our EDs as a catch-all for health care?
I have more thoughts on this idea, but this is the essential gist of the idea I would love to see our
government explore to help encourage engagement and make it a real benefit for these folks to
do so.
Thank you,

Ryan M. Haley
Director, Ambulatory Operations
The Ohio State University Wexner Medical Center
650 Ackerman Rd. Columbus, OH 43202 / Suite 130D

November 16, 2017

Center for Medicare and Medicaid Innovation
ATTN: Innovation Center New Direction – Informal Request for Information
2810 Lord Baltimore Boulevard
Baltimore, MD 21244-2613
Submitted via: CMMI_NewDirection@cms.hhs.gov
To Whom It May Concern:
The SCAN Foundation (Foundation) welcomes the opportunity to respond to the Centers for
Medicare & Medicaid Services’ (CMS) request for information on the Innovation Center New
Direction. The Foundation is an independent public charity devoted to transforming care for
older adults in ways that preserve dignity and encourage independence. We envision a future
where high-quality, affordable health care and supports for daily living are delivered on each
person’s own terms, according to that individual’s needs, values, and preferences.
The Innovation Center has lead the way in transforming care for individuals who are dually
eligible for Medicare and Medicaid through demonstrations integrating the programs’ financing
and services, implementing person-centered care, and promoting care coordination to improve
care and manage costs. We are concerned, however, that the Innovation Center New Direction
does not specifically address the Medicare-Medicaid population and the need for integrated
systems of care that bridge these two fragmented programs. Based on learnings from
California’s financial alignment demonstration serving the Medicare-Medicaid population, we
gathered the Top 10 recommendations for strengthening integrated care in systems
nationwide. We draw on this work in our comments below, addressing elements of personcentered care and integrated care as they relate to the guiding principles and focus areas
identified in the request for information.
Define and implement person-centered care principles.
Guiding principle: Patient-centered care
Focus areas: 1) consumer-directed care and market-based innovation models, 2) physician
specialty models, 3) Medicare advantage innovation models, 4) state-based and local
innovation, including Medicaid-focused models, and 5) mental and behavioral health models
The Innovation Center describes patient-centered care as a process to empower individuals to
take ownership of their health and ensure flexibility and information that supports choice
across the care continuum. The Foundation supports the values expressed in the principle of
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patient-centered care, and believes systems of care need to evolve further to incorporate
person-centered care characteristics that measure success by what matters most to individuals
receiving services. This includes balancing complex care needs with the individuals’ daily living
goals. The Journal of the American Geriatric Society published a definition of person-centered
care along with eight key characteristics. An additional useful framework came from a national
panel of experts, who identified four Essential Attributes for developing high quality systems of
care that reduce disparities and increase access to non-medical services. We recommend the
Innovation Center incorporate person-centered care as a guiding principle and use these
resources to test models that elevate person-centered care as a priority.
Standardize assessment questions addressing non-medical needs.
Guiding principles: 1) patient-centered care, and 3) transparent model design and evaluation
Focus areas: 1) consumer-directed care and market-based innovation models, 2) Medicare
advantage innovation models, 3) state-based and local innovation, including Medicaid-focused
models, and 4) mental and behavioral health models
Research shows that older adults with chronic conditions and functional impairment have much
greater medical spending than those with chronic conditions alone. In order for health plans
and other risk-bearing organizations to manage health care costs, they must address related
functional and social support needs. A standard functional assessment combined with a health
assessment provides a clearer picture of the individual’s strengths, needs, and supports to
better target services and facilitate a discussion about health care choices, healthy living, and
support needs.
In 2016, MACPAC reported that 124 functional assessments were in use across states. It is
unlikely that responses from these assessments are factored into states’ strategic planning
efforts. We recommend that the Innovation Center test models that standardize and
implement the use of functional assessment tools with a minimum set of core questions on
function and other non-medical needs, building a process to coordinate these responses with
other important health-related information.
Improve care coordination for people with complex care needs.
Guiding principles: 1) choice and competition in the market, 2) patient-centered care, and 3)
transparent model design and evaluation
Focus areas: 1) consumer-directed care and market-based innovation models, 2) Medicare
advantage innovation models, 3) state-based and local innovation, including Medicaid-focused
models, and 4) mental and behavioral health models
Care coordination is a core element of a high quality system of care for people with complex
care needs, and must be implemented in partnership with individuals, guided by their needs
and goals. A study released in 2014 showed that certain care coordination models can provide a
return on investment if assessments using functional data are used to target services.

Evaluation of California’s financial alignment demonstration, Cal MediConnect, shows that
people with access to care coordination have higher satisfaction and resolution of disruptive
incidence. High quality care coordination involves an assessment that includes functional
questions, eliciting a person’s goals, and developing a care plan that addresses the individual’s
needs and goals. The National Committee for Quality Assurance (NCQA) has produced three
documents, Setting Goals with People with Complex Needs: A Collaborative Approach, Policy
Approaches to Advancing Person-Centered Outcome Measurement, and Goals to Care: How to
Keep the Person in Person-Centered that examine goal setting and tracking to inform personcentered care and outcome measurement. The research and information provided by NCQA
can provide best practices for care coordination, centered on individuals’ goal development and
tracking. We recommend the Innovation Center test models that incorporate requirements for
person-centered care coordination for people with complex care needs.
Strengthen opportunities for informed decision-making.
Guiding principles: 1) choice and competition in the market, and 2) patient-centered care
Focus areas: 1) consumer-directed care and market-based innovation models, 2) Medicare
advantage innovation models, 3) state-based and local innovation, including Medicaid-focused
models
In order to promote choice and competition within the health care market, people must have
access to transparent, accurate and easily-understood information provided through culturally
competent messaging. This became very apparent throughout implementation of Cal
MediConnect. Key findings from a beneficiary survey found that people were more likely to optout of the demonstration when they did not clearly understand their choices and the benefits.
A study of Cal MediConnect enrollment from the UCLA Center for Health Policy Research
recommends involving stakeholders in developing and distributing information, as well as
recognizing and responding to consumer diversity. We recommend the Innovation Center
consider these learnings to shape communication efforts aimed at improving informed
consumer decision-making and test models that promote improved consumer choice.
Navigating systems of care is incredibly complicated, especially for people with complex care
needs and those dually eligible for Medicare and Medicaid. While price and quality
transparency are important factors to consider when making health care choices, they are not
the only factors that influence choice. Evaluation of Cal MediConnect has shown that continuity
of care- and in particular, choice of providers, was a significant factor influencing an individual’s
decision to participate. A recent report, Integrated Care: What Options Exist for Californians
with Medicare and Medi-Cal?, confirms the lack of organized resources to assist dually eligible
individuals in understanding the range of integrated care options and how to consider the
options that best meet their needs. Instead, information is provided in programmatic siloes, or
through an inherently biased system of paid brokers. Individuals and families need unbiased,
comprehensive, consumer-friendly tools and resources to help make informed decisions. We
recommend the Innovation Center use stakeholder input to identify what matters most to

people when selecting a health plan or provider, and fund the development of tools and
resources that assist in the decision-making process.
Develop processes and structures to incentivize models of care to provide optional services.
Guiding principles: 1) choice and competition in the market, 2) provider choice and incentives, 3)
patient-centered care, 4) benefit design and price transparency, and 5) transparent model
design and evaluation
Focus areas: 1) consumer-directed care and market-based innovation models, 2) Medicare
advantage innovation models, and 3) state-based and local innovation, including Medicaidfocused models
The Foundation is pleased to see the Innovation Center considering needed flexibilities for
Medicare Advantage and other models to provide supplemental benefits. A 2017 Bipartisan
Policy Center report provides recommendations to modify the uniform benefit requirement for
Medicare Advantage plans to target social supports and services to people with multiple
chronic conditions and functional or cognitive needs. This report elevates regulatory barriers
such as the requirement that services be primarily health-related; an issue also addressed in the
S 870 Creating High-Quality Results and Outcomes Necessary to Improve Chronic (CHRONIC)
Care Act. An evaluation of Cal MediConnect identified that while plans may provide optional
services (e.g., home modifications, housing support, and certain medical equipment) to help
individuals avoid higher levels of care, barriers remain. Neither Medicare nor Medicaid have
codes for documenting and tracking these services, which may be provided outside the health
plan by delegated providers. This makes assessing the benefit to individuals and the system
level return on investment challenging. A recent report from the Center for Health Care
Strategies proposes a definition of value-added services, strategies for providing such services,
and potential policy solutions. We recommend that the Innovation Center test models that
develop a clear structure and process on the use of optional services to enable health plans the
flexibility to meet individual needs, and gather data that informs accurate rate setting
methodologies.
Continue commitment to demonstrations that integrate Medicare and Medicaid services.
Guiding principles: 1) patient-centered care, and 2) transparent model design and evaluation
Focus areas: 1) consumer-directed care and market-based innovation models, 2) Medicare
advantage innovation models, 3) state-based and local innovation, including Medicaid-focused
models, and 4) mental and behavioral health models
People who are dually eligible for Medicare and Medicaid encompass a unique and diverse lowincome and high-needs population that accounts for a disproportionate share of spending in
both programs. Ten states, including California, are working to align Medicare and Medicaid
financing and service delivery by integrating health care, long-term services and support (LTSS),
and behavioral health services through the capitated financial alignment demonstrations.
California’s dual eligible pilot, Cal MediConnect, is the largest state demonstration to integrate

Medicare and Medicaid. Much has been learned throughout the course of the demonstration,
outlining programmatic and administrative barriers to integrated service delivery, as well as
promising practices that can be replicated system-wide. The state and health systems are
working to address programmatic and administrative barriers to implementation while also
building system improvements. We recommend that the Innovation Center continue the
financial alignment demonstrations and expand support of various models that integrate highquality, person-centered care for dually eligible individuals, building on improved quality and
savings to support further systems of care that coordinate medical and non-medical services for
people with complex care needs.
Drive refinement of integrated care models through use of value-based payment using a
streamlined and relevant set of quality measures.
Guiding principles: 1) choice and competition in the market, 2) patient-centered care, 3) benefit
design and price transparency, and 4) transparent model design and evaluation
Focus areas: 1) consumer-directed care and market-based innovation models, 2) Medicare
advantage innovation models, 3) state-based and local innovation, including Medicaid-focused
models, and 4) mental and behavioral health models
Payment should be aligned with quality measures that address what matters most to people,
driving care to be delivered in a person-centered manner. In Cal MediConnect, several health
plans reported that even though CMS sought to select existing data from Medicare and
Medicaid to measure quality, the programs’ requirements are not aligned, and therefore, data
collection across the two programs seemed additive or duplicative. However, the
demonstration did encourage quality oversight that led health plans to tie payments and
shared savings arrangements to quality outcomes, assess quality of long-term care facilities and
LTSS using rating systems, and partner with oversight agencies to enforce quality.
We recommend that the Innovation Center gather input from stakeholders as to which
measures have the most impact, and test models that align quality measures across all payer
sources. As an example, we point you to current work of the National Committee for Quality
Assurance (NCQA) to develop person-centered quality measures. Funded by The SCAN
Foundation and the John A. Hartford Foundation, NCQA is developing person-driven outcome
measures that focus on coordination and delivery of LTSS. This body of work will test two
promising methods for documenting person-driven outcomes in a standardized format. These
measures will be designed for eventual use in NCQA accreditation programs and will form the
basis for building person-centered quality metrics.
Ensure states have the tools and information to effectively test and build integrated systems
of care.
Guiding principles: 1) patient-centered care, 2) benefit design and price transparency, and 3)
transparent model design and evaluation

Focus areas: 1) consumer-directed care and market-based innovation models, 2) Medicare
advantage innovation models, 3) state-based and local innovation, including Medicaid-focused
models, and 4) mental and behavioral health models
Valuable resources, planning, and technical assistance support has been provided to states as
they work to integrate care for dually eligible individuals. Through mechanisms including the
Integrated Care Resource Center, Medicaid Leadership Institute, and Demonstration
Ombudsman Learning Collaborative, states have been able to share best practices, problem
solve, and receive coaching to develop and implement integrated systems of care. With the
increased opportunity for state flexibility in shaping their Medicaid systems, it is even more
important for states to have access to information and support to develop high-quality, personcentered, integrated systems of care for people with Medicare and Medicaid. In June 2017,
Avalere provided an analysis estimating the potential impact of per capita cap policies on
Medicaid for older adults, people with disabilities, and individuals dually eligible for Medicare
and Medicaid. The analysis found that capped Medicaid funding could lead states to reduce or
eliminate LTSS that could result in unnecessary hospitalizations–an outcome that is detrimental
to individual health and costly for Medicare.
To assist states in requesting Medicaid flexibility in ways that achieve high-quality, personcentered outcomes for older adults with LTSS needs, the Center for Health Care Strategies and
Manatt will release a “State Medicaid LTSS Reform Tool Kit” this December. We recommend
that the Innovation Center draw upon this toolkit, using it as the “gold standard” when deciding
on state requests to change their Medicaid program and testing future models that integrated
care for this high-cost, high-need population.
Promote strategies to increase the availability of affordable housing options to expand
successful transitions into the community.
Guiding principles: 1) choice and competition in the market, 2) patient-centered care, 3) benefit
design and price transparency, and 4) transparent model design and evaluation
Focus areas: 1) consumer-directed care and market-based innovation models, 2) state-based
and local innovation, including Medicaid-focused models
Accessing affordable housing is a significant barrier to community transitions, with many
individuals remaining institutionalized solely due to lack of affordable and accessible housing in
the community. While Medicaid does not fund housing directly, states may use Medicaid
funding for housing-related services (e.g., moving costs, supportive services, home
modifications). In 2015, 37 states participating in the Money Follows the Person (MFP)
demonstration reported implementing at least one strategy to address housing challenges. MFP
has successfully shown how the right supports can help people transition into the community,
but funding for this program is winding down. We recommend that the Innovation Center
consider innovative ways to partner with the U.S. Department of Housing and Urban
Development and test models with states to further develop affordable housing options,

building off of the lessons learned from MFP, demonstration waiver programs, and strategies
shared in the Innovation Accelerator Program.
Develop a framework for states and health plans to develop systems that integrate
behavioral health services for a seamless care experience.
Guiding principles: 1) choice and competition in the market, 2) patient-centered care, 3) benefit
design and price transparency, 4) transparent model design and evaluation
Focus areas: 1) consumer-directed care and market-based innovation models, 2) Medicare
advantage innovation models, 3) state-based and local innovation, including Medicaid-focused
models, and 4) mental and behavioral health models
Integrating behavioral and physical health care is essential for providing effective care to
individuals with complex care needs. NCQA offers a behavioral health care accreditation that
emphasizes care coordination, complex case management, and data exchange between health
plans and behavioral health care organizations to improve quality and beneficiary experience.
In California’s Cal MediConnect program, some health plans have successfully increased access
to behavioral health care by improving coordination of services across the continuum. A 2017
report, The Coordination of Behavioral Health Care Through Cal MediConnect, identifies barriers
and potential solutions to better coordinating physical and behavioral health services. This
evaluation found that interdisciplinary care team meetings were one of the most successful
approaches to coordinating care between behavioral health providers and the health plans. The
report recommends collaboration to create more streamlined electronic data-sharing systems
that will foster more efficient care coordination. CHCS also examines lessons learned from Cal
MediConnect in the brief, Promising Practice to Integrate Physical and Mental Health Care for
Medi-Cal Members. The brief finds that integrated systems of care could more seamlessly
integrate behavioral health by investing in relationship building, shared learning, and
collaboration with behavioral health service providers. While the structures of publicly-funded
behavioral health systems vary throughout the country, we believe that much can be learned
from further developing innovations across states. We recommend that the Innovation Center
commit to identifying best practices and test models across states for integrating and
coordinating medical care, LTSS, and behavioral health.
Expand opportunities for participation in advanced APMs (ACOs)
Guiding principles: 1) choice and competition in the market, 2) patient-centered care, and 3)
transparent model design and evaluation
Focus areas: 1) consumer-directed care and market-based innovation models
Accountable Care Organizations (ACOs) present an opportunity to provide high-quality, personcentered care for individuals with complex care needs by improving care coordination and
implementing value-based payments. Care coordination is a key element of high-quality
systems of care for people with complex care needs. With proposals to allow individuals to
select ACOs as a care option included in the CHRONIC Care Act, the offer of care coordination
could influence demand. We recommend the Innovation Center work with ACOs to implement

quality measures that capture data beyond billed services and savings to incentivize and reflect
person-centered care, providing meaningful information for individuals to make informed
decisions.
Ensure physician specialty models meet the standards of a high-quality system of care.
Guiding principles: 1) choice and competition in the market, 2) patient-centered care, and 3)
transparent model design and evaluation
Focus area: 1) Physician specialty models
The Foundation supports models of care that are person-centered. In some cases, individuals
with complex care needs may want to choose their specialist to fill the role of the primary care
provider. This makes sense when the individual sees the specialist more routinely and complex
care needs shape the care plan. However, physician specialty models of care should be required
to demonstrate and be reimbursed for the same capacity of primary care activities and be held
to the same quality standards. We recommend the Innovation Center use frameworks, such as
the Essential Attributes of a high-quality system of care for adults with complex care needs,
when developing standards to test such models.
Thank you for the opportunity to review and comment on the Innovation Center’s New
Direction.
Sincerely,

Bruce A. Chernof, M.D.
President and CEO

November 20, 2017
VIA ELECTRONIC SUBMISSION THROUGH www.survey.max.gov
Ms. Amy Bassano
Acting Director
Center for Medicare and Medicaid Innovation
Centers for Medicare and Medicaid Services
2810 Lord Baltimore Drive
Baltimore, Maryland
RE: Request for Information: CMS’ Innovation Center New Direction
Dear Ms. Bassano,
On behalf of the Value Based Care Steering Committee and physicians of The US Oncology Network
(The Network)1, I thank you for the opportunity to provide comment on the Request for Information
(RFI), “Centers for Medicare & Medicaid Services: Innovation Center New Direction” and commend
CMS for the effort to build on what CMMI has accomplished to date.
The US Oncology Network includes practices which serve more than 900,000 patients and 160,000
new cancer patients annually across 400 sites of service and 25 states. McKesson Specialty Health
supports more than 1800 physicians that participate in the Quality Payment Program, including almost
half that participate in the Oncology Care Model (OCM) the oncology focused Alternate Payment
Model (APM) led by the Center for Medicare & Medicaid Innovation (CMMI).
We comment below on several of the key questions and issues raised in the RFI and note that
Congress’ enactment of MACRA, on a bipartisan basis, makes CMMI’s role even more important in the
transition from fee‐for‐service to value‐based payment.
Principles in the RFI:
Voluntary Models (Provider Choice and Incentives)
CMS asks for comment on the pursuit of voluntary rather than mandatory models. In fact, most of the
models that CMMI has fielded to date have been voluntary. Indeed, the Oncology Care Model in which
The Network currently participates, prompted a very robust response from stakeholders in the

1

The US Oncology Network is one of the nation’s largest networks of community‐based oncology physicians dedicated to
advancing cancer care in America. Like‐minded physicians are united through The Network around a common vision of
expanding patient access to high‐quality, integrated cancer care in communities throughout the nation. Leveraging healthcare
information technology, shared best practices, refined evidence‐based medicine guidelines, and quality measurements,
physicians affiliated with The US Oncology Network are committed to advancing the quality, safety, and science of cancer
care to improve patient outcomes. The US Oncology Network is supported by McKesson Specialty Health, a division of
McKesson Corporation focused on empowering a vibrant and sustainable community patient care delivery system to advance
the science, technology, and quality of care. More information about The US Oncology Network can be found at
www.usoncology.com.

The US Oncology Network is supported by McKesson Specialty Health. © 2017 McKesson Specialty Health. All rights reserved.

oncology community. The US Oncology Network providers have voluntarily ascribed to value based
care indicated by the enrollment of more than 40K unique patients in the Oncology Care Model during
the first 14 months of the program.
We believe this high level of provider engagement reflects an interest on the part of stakeholders to
both improve patient care and increase the value associated with that care. It also reflects the
collaborative approach that CMMI took in developing and implementing the model, during which
CMMI addressed stakeholder questions and concerns.
Patient‐Centered Care
Promoting patient engagement—ownership in their care—is critical. Nowhere is this more important
than in oncology where patients are encouraged to have early, frequent discussions with their care
teams. The OCM already requires these patient discussions, including those around advance care
planning and expectations for end‐of‐life care. Discussions between physicians, patients and their
families can help promote appropriate treatment and quality of life for patients.
Measures of patient satisfaction play an important role, but there needs to be a greater emphasis on
actionable, evidence‐based measures that target clearly defined outcomes (i.e., those that can “move
the dial” on patient satisfaction, quality and cost of care). While CMS has begun to address concerns
about the number and overlap in its many quality measurement systems, there is more work to do.
We recommend that CMS and CMMI better align quality measures and specifications across APMs and
MIPS and develop new high‐value measures based on provider and care team input.
Models in the RFI:
Expanded Opportunities for Participation in Advanced APMs
CMMI’s work implementing APMs has become more important with the implementation of MACRA
and the growing interest of physicians and other clinicians in APMs and Advanced APMs. To date,
CMMI has worked with stakeholders to develop APM models that balance the need to determine
whether key metrics are achieved while limiting burden. In the OCM, examples of positive steps
include: targeting improvement activities; focusing more on quality outcomes; adopting technology
that supports improvement in patient care; and achieving sustainable costs. With more experience in
implementing APMs and other initiatives, we hope that CMMI will continue to strike the right balance
and reduce administrative burden while maintaining the integrity of patient care.
With the advent of MACRA and the mandatory MIPS program, it has also become more important to
promote voluntary Advanced APMs. It is critical that CMMI prioritize the fielding of new AAPMs and
improve existing AAPMs so that more specialties can participate, including Radiation Oncology, which
was the subject of a recent CMS report to Congress.
Operationally, there are steps CMMI should consider that will strengthen existing and new model
demonstrations, including:
 Provide more real‐time data back to APM participants to assure providers can more easily
participate in models and monitor how they are performing.
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Leverage other data sources to reduce reporting burden and data mining required by
participating providers. For example, APM participants should be allowed to feed claims into
data registries, partner with EHRs/technology vendors to facilitate more direct data sourcing,
and/or incorporate data from other outside registries.
Reduce the time to receive performance‐based payments and complete claims runout after
reporting period completion to help alleviate the financial burden to practices.

Specific to oncology APMs, we urge attention to the following issues:
 As noted above, the initial response to the OCM demonstration was very robust. We believe
that CMMI should build on that experience and consider an expansion of the OCM to allow
additional practices to participate, as well as additional modalities.
 If oncology bundles are tested, whether as part of OCM or independently, drugs need to be
excluded or CMMI must ensure drug pricing inflation and novel therapies are appropriately
addressed in the model. The challenge with bundles that include drugs is the ability to ensure
practices are not negatively impacted when prices change (e.g., when “old” drugs get new
indications or new, expensive drugs are introduced). Drug price variation must be protected,
especially for small practices.
 If radiation oncology case rates are determined to be the path forward, treatment in the
community setting should be encouraged due to the demonstrated lower costs and higher
quality of care.
 Oncologists often must make difficult decisions for, and with, their patients that are
alternatives to chemotherapy or radiation therapy, such as supportive care and/or hospice.
CMMI should include patients who are directly admitted to hospice at diagnosis. There should
also be recognition when patients who are receiving chemotherapy are converted to hospice
and should be able to continue to bill per member per month for management fees.
Ensure Patient Engagement in Models (Consumer‐Directed Care & Market‐Based Innovation
Models):
 We support efforts to assess the value of patient reported outcomes (PROs), as well as the use
of technology to regularly measure patients’ well‐being, especially for high‐risk patients. We
also urge consideration of alternatives for garnering patient feedback other than traditional
consumer surveys.
 We encourage CMMI to carefully determine practices’ ability to manage the influx of new
information from patients and to identify patients with greatest need for action.
 Across the oncology sector, CMMI can help shed light on the cost differentials based on site‐
of‐care for chemotherapy and radiation therapy, not only in establishing payment baselines,
but also in demonstrating achievement of quality metrics across different sites of service. This
would help policymakers assess the findings and better inform patients of their choices. By
providing more information on cost‐of‐care differentials and the quality of care, patients will
be able to choose settings that lower out‐of‐pocket costs. This may also open up the potential
for patients to (voluntarily) participate in shared savings models.
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On behalf of the Value Based Care Steering Committee and physicians of The US Oncology Network we
would like to thank CMS for the opportunity to comment on the direction of CMMI. In order for the
delivery of healthcare to be sustainable we must be able to take strides to focus more on value over
volume. We believe CMMI and the mission of value based care are integral to making this shift to
value, and support for balanced value based program should not diminish. If you have any questions or
need for clarification on the feedback and recommendations provided by The Network in partnership
with McKesson Specialty Health, please contact Ben Jones.
Sincerely,

Marcus Neubauer, MD
Vice President and Medical Director
Payer and Clinical Services

The US Oncology Network is supported by McKesson Specialty Health. © 2017 McKesson Specialty Health. All rights reserved.

ThedaCare ACO Response to CMMI RFI 2017
Centers for Medicare & Medicaid Services: Innovation Center New Direction
I. Background
One of the most important goals at CMS is fostering an affordable, accessible healthcare system that puts
patients first. Through this informal Request for Information (RFI) the CMS Innovation Center (Innovation
Center) is seeking your feedback on a new direction to promote patient-centered care and test market-driven
reforms that empower beneficiaries as consumers, provide price transparency, increase choices and competition
to drive quality, reduce costs, and improve outcomes. The Innovation Center welcomes stakeholder input on
the ideas included here, on additional ideas and concepts, and on the future direction of the Innovation Center.
II. Provisions of this RFI
A. Guiding Principles
While existing partnerships with healthcare providers, clinicians, states, payers and stakeholders have
generated important value and lessons, CMS is setting a new direction for the Innovation Center. We will
carefully evaluate how models developed consistent with the new directions can complement what we are
learning from the existing initiatives. The Innovation Center will approach new model design through the
following guiding principles:
1) Choice and competition in the market – Promote competition based on quality, outcomes, and costs.
Competition should be based on current quality, outcomes, and cost irrespective of prior quality, outcomes, and
cost. Most models in place today provide the greatest benefit to those with the poorest quality, poorest
outcomes and highest cost. Both consistently high performance achievement and improvement can be, and
needs to be, incentivized.
2) Provider Choice and Incentives – Focus on voluntary models, with defined and reasonable control groups or
comparison populations, to the extent possible, and reduce burdensome requirements and unnecessary
regulations to allow physicians and other providers to focus on providing high-quality healthcare to their
patients. Give beneficiaries and healthcare providers the tools and information they need to make decisions that
work best for them.
ThedaCare believes that provider choice in entering alternative delivery and payment models is necessary.
CMMI models should be voluntary, as it requires significant dedication and resources from participants to
make the necessary changes to transform care. Choice also ensures that entities can select which models best
fit their patient populations and that ongoing efforts are not disrupted by new mandatory requirements. We
therefore believe that CMMI should ensure that all models are voluntary.
We also believe it is important to incorporate beneficiary incentives for choosing efficient providers and
keeping care local through the direction of their Primary Care Physician.
3) Patient-centered care – Empower beneficiaries, their families, and caregivers to take ownership of their
health and ensure that they have the flexibility and information to make choices as they seek care across the
care continuum.
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We believe that patient engagement is central to improving population health with respect to higher quality
performance and reduced costs. There needs to be both education and financial incentives provided to patients
to better engage them in health care decision making
4) Benefit design and price transparency – Use data-driven insights to ensure cost-effective care that also leads
to improvements in beneficiary outcomes.
Data needs to be actionable and not just informative in nature.
5) Transparent model design and evaluation – Draw on partnerships and collaborations with public
stakeholders and harness ideas from a broad range of organizations and individuals across the country.
6) Small Scale Testing – Test smaller scale models that may be scaled if they meet the requirements for
expansion under 1115 A(c) of the Affordable Care Act (the Act). Focus on key payment interventions rather
than on specific devices or equipment.
The Innovation Center is interested in testing models in the following eight focus areas: (1) Increased
participation in Advanced Alternative Payment Models (APMs); (2) Consumer-Directed Care & Market-Based
Innovation Models; (3) Physician Specialty Models; (4) Prescription Drug Models; (5) Medicare Advantage
(MA) Innovation Models; (6) State-Based and Local Innovation, including Medicaid-focused Models; (7)
Mental and Behavioral Health Models; and (8) Program Integrity. However, the Innovation Center may also
test models in other areas.
B. Potential Models
1. Expanded Opportunities for Participation in Advanced APMs
In April 2015, Congress passed the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA) that
repealed the Sustainable Growth Rate formula for updating the Medicare physician fee schedule, and replaced
it with a series of fixed statutory updates and a Quality Payment Program that includes the Merit-Based
Incentive Payment System (MIPS) and Advanced APMs. CMS administers the Quality Payment Program, and
the Innovation Center bears primary responsibility for development of policies and operations relating to
Advanced APMs. Eligible clinicians who are Qualifying APM Participants (QPs) for a year from 2019 through
2024 receive a lump sum APM incentive payment and, beginning for 2026, a differentially higher update under
the Medicare physician fee schedule. Eligible clinicians who are QPs for a year are also not subject to the MIPS
reporting requirements and payment adjustment.
CMS expects that the number of eligible clinicians choosing to participate in Advanced APMs will grow over
time. To facilitate this growth, CMS seeks comment on ways to increase opportunities for eligible clinicians to
participate in Advanced APMs and achieve threshold levels of participation to become QPs. CMS has received
feedback from the healthcare provider community on the extensive and lengthy process that is required for a
model to qualify as an Advanced APM. CMS seeks feedback from stakeholders on ways the Administration
can be more responsive to eligible clinicians and their patients, and potentially expedite the process for
providers that want to participate in an Advanced APM. CMS also seeks guidance from the stakeholders on
ways to capture appropriate data to drive the design of innovative payment models and strategies to incentivize
eligible clinicians to participate in Advanced APMs.
Advanced APMs will need to continue to require both upside and downside risk but the downside risk should
be limited to encourage greater participation in these models. We would encourage CMS to substantially
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reduce the downside financial risk to 25-50% of the upside potential. Using a large carrot and small stick will
be just as effective in spurring care innovation with participants but will encourage even greater numbers to
participate and result in less attrition over time.
In the most current and recent models, higher cost and lower quality participant organizations have been
rewarded disproportionately higher compared to lower cost and higher quality organizations. Not only is this
unfair, but it will cause attrition of some of the most advanced organizations. These are the leaders that CMMI
needs to help further advance these models. CMS should seek ways to recognize absolute achievement in
addition to improvement. We must move away from using improvement over baseline spend as the barometer
to gauge success.
A true free market rewards participants that provide products at the lowest cost and highest quality.
Participants that overcharge or produce low quality invariably lose market share. However, in medicine, the
payment incentives and payment models distort these market forces. If CMS wants to drive competitive
market behaviors then they need to allow providers to operate on an equal playing field. We would encourage
CMS to normalize costs in these programs and have providers compete more directly on utilization and
outcomes.
Understanding that we need to get from current state to future state we would propose the following. At a high
level, our preferred model of reimbursement would be focused more on the premise of global capitation
defined by the actual Per Member Per Year (PMPY) experience in the ACO’s base year adjusted for the risk of
the ACO’s population. Using current spend to start will allow for a smoother transition to occur.
In the year following (Year 1) the risk adjusted Base Year PMPY would be increased as mandated by the ACA
or CMS Chief Actuary, whichever applies, and then adjusted relative to the ACO’s Base Year PMPY percentile
relative to all other ACO’s. For ACO’s with Base Year PMPY amounts in the lowest percentile their reduction
for expected improvement would be less with expected improvement gradually increasing for ACO’s with
higher PMPY experience.
In setting the ACO’s PMPY capitation target for Year 1, let’s assume we desire an overall improvement in
ACO performance of 1.0%. While there are some calculations behinds the scenes to perfect this, we want to
demonstrate the concept. Given the ACO’s PMPY performance the below table could reflect expected
improvement for Year 1 capitation targets. In our example we are assuming that ACO population experienced
PMPY of a range of $8,000 to $17,000. Note that the numbers in the below table are based upon a distribution
of ACO PMPY spend in our example not presented here in detail.

Percentile
0 Percentile
10th Percentile
20th Percentile
30th Percentile
40th Percentile
50th Percentile
60th Percentile
70th Percentile
80th Percentile
90th Percentile

PMPY From
$8,000
$8,400
$9,050
$9,700
$10,350
$11,000
$12,300
$13,600
$14,900
$16,200

PMPY To
$8,399
$9,049
$9,699
$10,349
$10,999
$12,299
$13,599
$14,899
$16,199
$17,000

Expected %
Improvement
0.00%
0.20%
0.40%
0.60%
0.80%
1.00%
1.20%
1.40%
1.60%
1.80%

ThedaCare ACO Response to CMMI RFI 2017
In Year 2 and all subsequent years through a defined period (i.e. 10 years) CMS establishes the expected %
improvement by percentile. Ultimately the variation in PMPY capitation targets gets reduced.
Depending upon how aggressive CMS is in pushing lesser performing ACO’s they may threaten to leave the
program. To mitigate this threat and create an incentive for an increase in ACO participation in risk
arrangements it is likely necessary to decrease standard Medicare reimbursement levels to the extent whereby
ACO’s are better off trying to improve rather than to default back into standard Medicare reimbursement.
It is important to note that improvement is always based off of the prior year’s capitation target and not rebased
based upon actually results. Taking this approach there is always the incentive to continue to improve for
which they get rewarded. This will also allow transition to a more market based competitive model.

2. Consumer-Directed Care & Market-Based Innovation Models
CMS believes beneficiaries should be empowered as consumers to drive change in the health system through
their choices. Consumer-directed care models could empower Medicare, Medicaid, and CHIP beneficiaries to
make choices from among competitors in a market-driven healthcare system. To better inform consumers about
the cost and quality implications of different choices, CMS may develop models to facilitate and encourage
price and quality transparency, including the compilation, analysis, and release of cost data and quality metrics
that inform beneficiaries about their choices. CMS will consider new options for beneficiaries to promote
consumerism and transparency. For example, beneficiaries could choose to participate in arrangements that
would allow them to keep some of the savings when they choose a lower-cost option, or that incentivize them
to achieve better health. Models that we are considering testing include allowing Medicare beneficiaries to
contract directly with healthcare providers, having providers propose prices to inform beneficiary choices and
transparency, offering bundled payments for full episodes of care with groups of providers bidding on the
payment amount, and launching preferred provider networks. CMS solicits feedback from patient and
consumer advocacy groups, the healthcare provider community, as well as experts in the technology industry,
and other stakeholders that can provide creative ideas on how to operationalize these principles in models that
best serve patients in terms of cost, quality, and access to care.
CMS should consider models whereby consumers and providers are incentivized together. Within a given
model, beneficiaries would choose a provider within the ACO. Incentives should be created for patients to
choose appropriately on the transactional level. For example, completing Annual Wellness Visits or specific
health screens would generate rewards. ACO providers could be allowed to waive copays and deductibles.
Consumers should have upside only opportunities provided at the time of choice in order to encourage
participation. This would create greater collaboration between patients and providers and would better engage
patients in their care choices.
3. Physician Specialty Models
a. Physician Specialty Models
The Innovation Center is interested in increasing the availability of specialty physician models to improve
quality and lower costs and engage specialty physicians in alternative payment models, especially for
independent physician practices. One potential option may be to include specialty physician management of a
defined population of beneficiaries with complex or chronic medical conditions, including multiple chronic
conditions. This may include the specialist serving as the primary source of care and providing care
coordination for medically complex beneficiaries. Another option may be paying healthcare providers for
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limited episodes of care based on quality measure performance and competitive pricing. For cancer care in
particular, a model could test full prepayment for Medicare and Medicaid beneficiaries, with care provided in
collaborative networks, possibly incorporating elements from the existing Oncology Care Model. CMS solicits
feedback from the provider community, patient and consumer advocacy groups, and other stakeholders
regarding their best ideas for new physician specialty models and appropriate quality measures.
We would recommend CMS focus on models that incorporate total cost of care rather than bundles or segments
of care. It is difficult to carve out portions of care and not have the surrounding aspects of care negatively
affected. Using a balloon analogy, pressing on only one part of the balloon will cause other areas to expand.
As much as possible we should focus on the total cost of care. Incorporating a capitated model as an
alternative would aid in the pursuit of a total cost of care mentality among providers. Additionally,
incorporating incentives in which specialty providers work collectively with the primary care physicians to
manage the overall health of the patient would lead to better results.

b. Physician-Focused Payment Model Technical Advisory Committee (PTAC) Recommended Models
In addition to creating MIPS and Advanced APMs, MACRA also creates incentives for physicians to
participate in Alternative Payment Models (APMs), including the development of physician-focused payment
models (PFPMs). Section 101(e)(1) of MACRA creates the Physician-Focused Payment Model Technical
Advisory Committee (PTAC). PTAC makes comments and recommendations to the Secretary on proposals for
physician-focused payment models submitted by individuals and stakeholder entities. The Secretary may
choose to recommend Innovation Center testing of models recommended by PTAC.
Greater emphasis needs to be placed on provider proposed grass roots models. The PTAC process avoids a
top-down approach to developing new care models by allowing providers to submit their own ideas for
consideration. This process has invited models from a diverse number of stakeholders, from large integrated
systems to small practices. Proposals then undergo a thorough evaluation process from independent clinical
experts and stakeholders to test the model design and evaluate its potential. While numerous stakeholders have
submitted innovative ideas, the post PTAC review process, including consideration for implementation by
CMMI, remains unclear. We believe CMMI should work to leverage the PTAC. We recommend clarifying the
review process as well as allowing PTAC to provide technical assistance to model developers in order to
encourage new ideas.

4. Prescription Drug Models
CMS wants to test new models for prescription drug payment, in both Medicare Part B and Part D and State
Medicaid programs that incentivize better health outcomes for beneficiaries at lower costs and align payments
with value. Models that better align incentives and engage beneficiaries as consumers of their care can continue
to improve patient outcomes while controlling drug costs. Models that contemplate novel arrangements
between plans, manufacturers, and stakeholders across the supply chain, including, but not limited to
innovative value based purchasing arrangements, and models that would increase drug pricing competition
while protecting beneficiaries’ access to drugs are of particular interest.
5. Medicare Advantage (MA) Innovation Models
CMS wants to work with Medicare Advantage (MA) plans to drive innovation, better quality and outcomes,
and lower costs. CMS seeks to provide MA plans the flexibility to innovate and achieve better outcomes. CMS
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is currently implementing an MA plan model, the Medicare Advantage Value-Based Insurance Design (VBID)
model, that provides benefit design flexibility to incentivize beneficiaries to choose high-value services; but
this model could be modified to provide more flexibility to MA plans and potentially add additional states.
More generally, CMS is interested in more models in the MA plan space and regulatory flexibility as necessary
for purposes of testing such models. CMS is potentially interested in a demonstration in Medicare Advantage
that incentivizes MA plans to compete for beneficiaries, including those beneficiaries currently in Medicare
fee-for-service (FFS), based on quality and cost in a transparent manner. CMS is also interested in what
additional flexibilities are needed regarding supplemental benefits that could be included to increase choice,
improve care quality, and reduce cost. Additionally, CMS seeks comments on what options might exist beyond
FFS and MA for paying for care delivery that incorporate price sensitivity and a consumer driven or directed
focus and might be tested as alternatives to FFS and MA.
Medicare Advantage Plans cost the government up to 25% more than traditional Medicare. One alternative to
traditional Medicare Advantage plans is to set up a Medicare Advantage like arrangement directly with an
ACO. Instead of the premium dollars going to a commercial insurance plan, CMS would contract directly with
the ACO to offer the ACO plan to consumers as an alternative to the commercial MA plans. CMS would
handle the claims and would retain a percentage to cover the costs of administration. This would create savings
for CMS compared to MA and allow providers an incentive to provide efficient high quality care and capture
revenue. Additionally, this would create a greater likelihood of more plan options for members to choose from
while creating increased competition to improve performance.
6. State-Based and Local Innovation, including Medicaid-focused Models
States play a critical role in innovation and delivery of high quality care. CMS wants to partner with states to
drive better outcomes for people based on local needs. CMS and the Innovation Center have worked with states
on a variety of initiatives including the State Innovation Models, Innovation Accelerator Program, Strong Start
and Medicaid Incentives for the Prevention of Chronic Diseases Model. These efforts and a variety of
successful State-led models provide lessons learned for advancing innovation. Through this model focus area,
States could drive reform and innovation. Healthcare providers and states would work with CMS to develop
state-based plans and local innovation initiatives to test new models. Models would vary based on the needs
and goals of each state for improving care and lowering costs, but could include providing states with more
flexibility for multi-payer reforms as well as increasing opportunities for physicians serving Medicaid and
CHIP populations to participate in value-based payment models. Models specific to Medicaid populations
would also be considered. CMS would rely on authority under sections 1115 and 1115A of the Act in
developing and implementing such models.
7. Mental and Behavioral Health Models
CMS is actively exploring potential models focused on behavioral health, including focus areas such as
opioids, substance use disorder, dementia, and improving mental healthcare provider participation in Medicare,
Medicaid, and CHIP through models that enhance care integration and/or utilize episode payment. CMS is
interested in stakeholders’ views of the best payment models and state and local interventions to improve care
in these areas.
8. Program Integrity
CMS is seeking comment on ways that CMS may reduce fraud, waste, and abuse and improve program
integrity. The costs and effectiveness of different approaches to program integrity could be tested to help CMS
find the ideal balance between burdens on patients and additional workload created for the physician and
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effectiveness of the review. Such an approach could be tested as part of a new model and/or be layered on top
of other models.
Both the Stark and Anti-Kickback Statute have created uncertainty that prevents practices from adopting
changes that improve care quality and reduce costs. While these laws were intended to protect patients and the
Medicare program, both are essentially having the opposite effect. Specifically, these laws prevent physicians
and hospitals from working together to effectively coordinate care—the antithesis of value-based models that
require collaboration across our health care system.
CMMI statutory authority under section 115A(d)(1) of the Social Security Act authorizes waivers of these
fraud and abuse laws, and CMMI has implemented flexibility for certain models in the past. However, not all
model-specific waivers are available to all participants, adding complexity. To expand participation and
interest in new models, we believe that CMMI should ensure participants are not in constant fear of violating
these overly complex program integrity requirements. Models developed by CMMI should include permanent
waivers and exceptions to allow for improved care coordination. Such clarity will allow participants to focus
on enhancing quality and reducing costs without being forced to allocate resources and time to outdated
compliance burdens or fear that they can only make temporary changes that will be undone after a short period.
Where possible, CMMI should apply waivers across all those involved in a model and provide clarity about
what flexibility will be provided.
Additionally, within models the administrative burden must be minimized. Financial risk coupled with quality
transparency does much, in and of itself, to control fraud, waste, and abuse by its inherent incentives. We
would encourage CMS to focus on those quality metrics that minimize reporting burden on the participants.
C. Questions
1. Do you have comments on the guiding principles or focus areas?
CMS should focus on total cost of care models as that is what matters the most. Also, CMMI should
incorporate incentives for beneficiaries to help control costs and incorporate the concept of consumerism into
the principles.
2. What model designs should the Innovation Center consider that are consistent with the guiding principles?
Model designs that should be considered would include total or partial capitation and those that allow for direct
contractual arrangements with Provider based ACO’s for Medicare Advantage programs.
3. Do you have suggestions on the structure, approach, and design of potential models? Please also identify
potential challenges or risks associated with any of these suggested models.
4. What options might exist beyond FFS and MA for paying for care delivery that incorporate price sensitivity
and a consumer driven or directed focus and might be tested as a model and alternative to FFS and MA?
5. How can CMS further engage beneficiaries in development of these models and/or participate in new
models?
Build into plan designs member incentives to shop for their care. Consider limiting access and freedom of
choice to members. Include some restrictions, such as referral management for select services to help direct
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patients to appropriate care levels. Reward patients for completing tests and choosing efficient care. Waive
copays and deductibles where appropriate.
6. Are there payment waivers that CMS should consider as necessary to help healthcare providers innovate care
delivery as part of a model test?
7. Are there any other comments or suggestions related to the future direction of the Innovation Center?
Be consistent and timely with commitments and deliverables.
Resources to submit comments can be found on https://innovation.cms.gov/initiatives/direction/. Comments
will be received through November 20, 2017.
Special Note To Commenters:
Whenever possible, respondents are asked to draw their responses from objective, empirical, and actionable
evidence and to cite this evidence within their responses.
This RFI is issued solely for information and planning purposes; it does not constitute a Request for Proposal,
applications, proposal abstracts, or quotations. This RFI does not commit the Government to contract for any
supplies or services or make a grant or cooperative agreement award. Further, CMS is not seeking proposals
through this RFI and will not accept unsolicited proposals. Responders are advised that the U.S. Government
will not pay for any information or administrative costs incurred in response to this RFI; all costs associated
with responding to this RFI will be solely at the interested party’s expense. Not responding to this RFI does not
preclude participation in any future procurement or program, if conducted. It is the responsibility of the
potential responders to monitor this RFI announcement for additional information pertaining to this request.
Please note that CMS will not respond to questions about the policy issues raised in this RFI. CMS may or may
not choose to contact individual responders. Such communications would only serve to further clarify written
responses. Contractor support personnel may be used to review RFI responses.
Responses to this RFI are not offers and cannot be accepted by the Government to form a binding contract.
Information obtained as a result of this RFI may be used by the Government for program planning on a nonattribution basis. Respondents should not include any information that might be considered proprietary or
confidential. This RFI should not be construed as a commitment or authorization to incur costs for which
payment would be required or sought. All submissions become Government property and will not be returned.
CMS may publicly post the comments received, or a summary thereof.
Thank you for allowing us to participate and give our perspective on this important topic.
Sincerely,

David Krueger, MD, MBA
Medical Director, ThedaCare ACO
820 Association Dr., Appleton, Wisconsin, 54914

that there is evidence of the efficacy of massage therapy for improving shoulder range of motion. 6
Based on the current evidence, massage therapy and other physical medicine services can serve as
effective treatment options for patients with chronic pain without the risks and expense associated
with prescription drugs and invasive procedures.
The use of non-pharmacological interventions such as massage therapy to mitigate pain and treat
musculoskeletal conditions has gained widespread support, including among the Centers for
Disease Control and Prevention, the National Institutes of Health, the Joint Commission and the
American College of Physicians. In September 2017, the National Association of Attorneys
General issued a letter urging America's Health Insurance Plans to take proactive steps to
encourage their members to review and revise their payment and coverage policies. We urge the
Innovation Center to test treatment such as massage therapy as it pursues a new direction.
We appreciate the opportunity to provide feedback on the new direction of the Innovation Center,
and we encourage CMS to consider the inclusion of non-pharmacologic alternatives to managing
pain such as massage therapy as part of the supplemental benefits that MA plans may offer to
beneficiaries.
Thank you for your consideration of these comments. Should you have any questions regarding
this letter, please contact Vicki Shepard, Vice President, Government and External
Relations for Tivity Health.
Sincerely,

Dona o Tramuto
Chief Executive Officer, Tivity Health

6

Yeun, Young-Ran. "Effectiveness of massage therapy on the range of motion of the shoulder: a systematic review
and meta-analysis." Journal of physical therapy science 29.2 (2017): 365-369. Available at
https:/iwww .ncbi.nlm.nih.govipmc 'articleslPMC53 3 3006!.

Dear Team:
As an independent member of CAPG, I know that CAPG sent a letter representing membership and
physician groups in Southern California. The CAPG input represented actual reimbursement for APM
models, MIPS and MACRA.
With that being said, I have also made attempts to send back survey and speak to the various areas. Not
sure if they went through and I would like to chime in with the VERY HIGH-LEVEL overall feedback
below. Please note:
Models in the following eight focus areas:
1. Increased participation in Advanced Alternative Payment Models (APMs); - This can happen;
however, it can only be effective with INCREASED FINANCIAL SUPPORT UP FRONT TO
PHYSICIANS WHO ARE INDEPENDENT AND DON’T HAVE RESOURCES TO PURCHASE POPULATION
HEALTH MANAGEMENT SOFTWARE, AND WHO ARE STRUGGLING FOR ADMINISTRATIVE
SUPPORT. MORE GRANTS, FINANCIAL SUPPORT FROM HEALTH PLANS AND LET’S NOT KILL THE
AMERICAN DREAM OF ALLOWING PHYSISCIANS TO REMAIN INDEPENDENT.
2. Consumer-Directed Care & Market-Based Innovation Models;
3. Physician Specialty Models; SPECIALTY STAFF MODEL SITES; INCREASED ALIGNMENT WITH
RESEARCH INSTITUTES; WE NEED TO FIX THE MEDICAL SCHOOL PROBLEM TO IMPACT THE LONG
TERM SHORTAGE OF PHSYCIANS WHICH WILL ULTIJMATELY IMPACT PRICE.
4. Prescription Drug Models; ADDITIONAL FUNDING FROM PHARMACEUTICAL COMPANIES. !!!
THIS MAY SOUND SIMPLISITIC BUT THIS WILL HELP
5. Medicare Advantage (MA) Innovation Models; This is a test pilot. Let us not forget that Health
Care is community driven. I agree with the concept that we should offer options based on
disease categories, population health. I am concerned that we are making all of this too
complicated.
6. State-Based and Local Innovation, including Medicaid-focused Models; States need to be
monitored. My colleagues in California would not appreciate this comment. The total access to
care on one hand is good – on the other it has created too an imbalance and gross increase of
Medicaid in California. We need to encourage a decrease in Medicaid by addressing the issues
as to why we have more an more of these recipients, not encourage an increase. At the same
time this population needs to receive the same care, and yes, they should be managed as they
are now. Medicaid patients should not ever go back to FFS.
7. Mental and Behavioral Health Models
8. Program Integrity.

While I am a managed care professional who is in favor of managing the Medicaid population, and I do
feel that everyone is entitled to health care, I am concerned that while on one hand we have increased
access, and developed creative reimbursements, we have also increased administrative burdens, we
have unintentionally also incented some providers to work the system and we are softly killing the
American Dream. What does it mean when physicians are telling their children to choose alternate
professions. At least in California this happens at the primary care level.
We need to find the right combination of patient physician interaction and allow the ph ysicians to truly
managed their patients. Instead we too often want to manage the physician. I can at least say that I
have a graduate degree in Health Care Admin and have worked closely with physicians I have some

clinical understanding. Sadly – I have colleagues who are have not had the experience, with business
degrees who look at numbers and want to manage our processes.
Yes – it is a numbers game, but in our game, we are compromising quality. Yet – we are focused on
quality.
My ask is that everyone steps back before we move forward. We need to reassess what we are doing,
and maintain a bi partisan approach. We are making this more and more complex. With each
administration and political party, we get good and bad. The ACA had many great pieces. Conceptually
much of it made sense. Respectfully - WE need to begin by educating our politicians on Medicare,
Medicaid, what we have now, and how it works.. And then address the innovation and funding which is
very much needed in all areas.
The fix while it may seem unrealistic would be to streamline the nation on one health care platform.
Similar to the VA. And to develop and effective hybrid. I personally do not think that we should kill the
private practice physician. With that said, we need to fuel the funds. Pharmaceutical companies
should step up and help us reduce pharm costs. After all, there are those who can afford and wish to
pay for choice. For those who can’t afford, or prefer to choose managed care – Medicare style delivery
would work, for those who do not receive employer coverage.
AS crazy as this may sound – FFS may have been abused, but at the same time, there was a perception
of better care by the patients. And frankly, having had a parent who was chronically ill, receiving
coverage Private employer retiree insurance and PERS (dual) she received excellent above leve care.
With that said, the institute also ran unnecessary tests. But – we can not complain. She outlived her
odds, by a long shot as the result of exemplary care. The Medicaid patient will receive care because it
will all be paid for. Brings us back to the middle class.
The fix is to utilize tax incentives to make sure that all employers provide at minimum full health care
coverage, managed care. The PPO option should be available for those who can pay. Lastly – as far as
value based reimbursement it will only work if we can provide our providers.

Best Regards,
Gordana Vukotich, MHA
Sr. Director Health Care Solutions

November 17, 2017
Seema Verma, Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244-1850
Re: Centers for Medicare & Medicaid Services: Innovation Center New Direction Request for Information
Submitted electronically to: CMMI_NewDirection@cms.hhs.gov
Dear Administrator Verma,
Trinity Health appreciates the opportunity to offer recommendations in response to the Centers for
Medicare & Medicaid Services: Innovation Center New Direction Request for Information (New Direction
RFI), which outlines guiding principles the Agency will use to direct new model design as well as proposed
models types for testing. We support the Innovation Center’s efforts to test market-based reforms that
promote patient-centered care and that empower beneficiaries as consumers, provide transparency and
drive quality, reduced costs and imp roved outcomes.
Trinity Health is one of the largest multi-institutional Catholic health care delivery systems in the nation,
serving diverse communities that include more than 30 million people across 22 states. Trinity Health
includes 93 hospitals as well as 109 continuing care locations that include PACE, senior living facilities,
and home care and hospice services. Our continuing care programs provide nearly 2.5 million visits
annually. Committed to those who are poor and underserved, Trinity Health returns $1.1 billion to our
communities annually in the form of charity care and other community benefit programs. We have 35
teaching hospitals with Graduate Medical Education (GME) programs providing training for 2,095 residents
and fellows in 184 specialty and subspecialty programs. We employ approximately 131,000 colleagues,
including more than 7,500 employed physicians and clinicians, and have more than 15,000 physicians and
advanced practice professionals committed to 22 Clinically Integrated Networks that are accountable for
1.3 million lives across the country.
As an organization, we are committed to rapid, measurable movement toward value in the delivery of and
payment for health care. The Trinity Health Board of Directors have approved our system wide strategy to
"Build a People Centered Health System that would be accountable for delivering better health, better care
and lower costs for the communities we serve. Our People Centered 2020 Plan includes initiatives to
transform the way we deliver care and the ways we are reimbursed. One of our goals is to have 75% of
our revenue flowing through alternative payment models by 2020. To that end we currently are
accountable for 1.3 million individuals with a total medical spend of $8.3 B across our system. We are
currently participating in seven Medicare Shared Savings Program (MSSP) Track 1 ACOs in fourteen
markets. Five markets partnering as a Next Generation ACO and five markets are partnering as an MSSP
Track 3 ACO. In addition, we have 33 hospitals participating in the Model 2 Bundled Payments for Care
Improvement (BPCI) initiative, 11 Skilled Nursing Facilities (SNFs) in Model 3 BPCI, and two hospitals in
the Comprehensive Care for Joint Replacement (CJR) program. Our work extends beyond Medicare as
illustrated by our participation in 101 non-CMS APM contracts.
Our comments reflect this broad based experience to date and advocate positions that we believe offer
CMS the best chance for accomplishing broad delivery-system engagement, investment and ultimately
transformation.
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We especially look forward to working with the Innovation Center to promote transparent model design
across all payers, to support evaluation and measurement of model impacts, and to develop market-based
innovations that build on promising practices. Trinity Health urges CMS, through the Innovation Center, to
test new – and evolve existing models and programs – that drive value-based care, promote population
health and engage beneficiaries. Trinity Health appreciates the opportunity to comment and engage on the
future direction of the Innovation Center.
Financially Rewarding and Sustainable Models Are Imperatives
Providers are hungry for programmatic changes that will offer a more promising, predictable and
sustainable value opportunity for well-executed programs. Recognizing that delivery transformation
represents the best long-term solution to reducing the financial burdens of the Medicare and Medicaid
programs, CMS should adopt a long-term strategic approach that entices as many providers as possible to
participate and invest. Healthcare providers, hospitals, physicians and others are facing a very challenging
environment today with escalating costs, declining or flat reimbursements and heightened demand for
services, and an increasingly complex regulatory environment. At the same time, they are delivering highly
proficient and complex care to individuals at their most vulnerable time. Transforming care requires a
fundamental change to (1) provider approaches to care, (2) the size and character of our work force,
(3) capital investments, (4) IT systems and (5) virtually all aspects of our operations. Providers need to
make significant investments to support and drive these changes. Those investments compete with other
proposals that often have a much more direct impact on clinical operational success. In a world where
participation in these models is voluntary, decision makers will weigh the impact and the likely return on
investment for these efforts compared to other investments. Most models do not include perspective
payments to cover these investments. Thus to ensure that providers make the right investments at a
minimum CMS should develop models that present a reasonable expectation for positive returns and
return on their investment. Specific issues to address include establishment of benchmarks, avoiding
rebasing of targets, higher portions of shared savings to providers.
Multi-payer Cooperation is Essential:
Unfortunately, the private payer sector has not yet fully embraced alternative payment models. As has
always been the case, they are waiting to see what Medicare does and ultimately will probably copy the
successful models. CMS should build on the experience to date with CPC to build multi-payer models to
get the most impact
For instance, transformation should be cross-payer with Medicare, Medicaid, commercial payers,
employers and federal and state agencies, all employing available means to direct payer
arrangements toward value. CMS can most effectively engage providers by offering programs that are
attractive, predictable and rewarding from inception. CMS can look for some of the shared savings initially,
but should expect the majority of the impact to be long-term decreases in the Medicare and Medicaid
spending trends.
Transformation will take time: our own experience is consistent with the national ACO experience, it
takes several years to put the right operational processes in place to impact the total cost of care. There
are few precedents for this approach to transforming an industry, especially one as large as health care.
The introduction of APMs and new payment and delivery approaches should be viewed as tests of new
models whose impact is uncertain. We should not prejudge the outcomes of a particular approach, and we
should provide sufficient time for models to be adequately tested. With the implementation of DRG's it
took the industry over 15 years to see the full impact on hospital length of stay. ACOs involve much more
complex change affecting many more elements of the delivery system. We need to provide adequate time
for a fair test of these models. Given that reality we should also avoid prejudging particular models.
Rather we recommend testing a wide variety of models and seeing what work best.
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Evolve Existing Models and Structures to Foster Competition, Improve Quality and Reduce Costs
Through our own work at Trinity Health, and our participation in the private-sector led Health Care
Transformation Task Force (HCTTF), we have been learning from existing Innovation Center models,
especially the Medicare Shared Savings Program (MSSP), and Next Generation models that take a
population-based approach to care delivery and payment and foster movement to total cost of care
accountability. We believe that eliminating or significant scaling back these existing models before
providers can actualize returns on their investment and make continuous improvements is a lost
opportunity. While there is room for new models and innovations—which we offer as well in this
response—there is significant opportunity to evolve existing models so that they can more successfully
achieve the goals of improving quality, reducing costs and fostering competition in health care markets
across the country. As the Innovation Center considers how to modify existing models, we offer a number
of suggestions that would build on the investments already made in the market while fostering greater
competition for the benefit of the patients we serve.
The Innovation Center should advance APMs that drive accountability for total cost of care, including
behavioral health or mental health and substance use services and care. This includes models that
incorporate care across the continuum with limited or no carve-outs of populations or services. The
Innovation Center should consider models that put the needs of individual patients first and encourage
better coordination of payment programs that support comprehensive and coordinated care across
providers and settings. Building on—and fostering greater sustainability of— models that are
comprehensive and have demonstrated triple aim success while reducing fragmentation is critical.
In particular, continuing and evolving the Next Generation ACO model based on feedback from
participating providers could powerfully advance common goals. Additionally, we provide the
following areas where existing models can be improved based on market-based learnings:
• Changes to MSSP Track 1 Bonus Only. As an organization that has seven ACOs and 22 clinically
integrated networks creating value for patients and payers in 24 different communities, we have
substantial experience with the changes that occur when providers come together to form an ACO.
We know, first-hand, that care model changes to the care delivery system improve coordination
across the continuum generating tangible improvements in patient outcomes. We have also
experienced how the financial costs and risks associated with the start-up of these models requires
an organization to take significant investment risk. Currently the models do not offer the opportunity to
share in significant upside potential without taking additional downside financial risk in the model
beyond these investments.
We recommend a new approach which would attract more ACOs to make these significant
investments by offering an opportunity of an 80% share in the upside potential with no downside
financial risk for up to three years. After a three-year settlement timeframe (reducing random
variation), an ACO must be generating savings to stay in the model. In addition to the more enticing
financial terms, we recommend that all of the features associated with the downside risk models such
as robust waivers and prospective beneficiary alignment should be available to drive savings farther
and faster.
• Prospective Beneficiary Assignment. Expand testing of prospective beneficiary assignment, which
increases provider transparency and accountability for patient care and their own performance.
Additionally, prospective assignment would increase certainty for the ACO and provide a more
narrowly defined, stable, target population and help minimize unexpected changes in its benchmark.
These should be an option in each model or track.
• Waivers. Expand eligibility for Medicare waivers in a manner that is not prohibitively burdensome to
ACOs that utilize them. Waiving certain payment regulations is essential so that these models can
effectively coordinate care and ensure that it is provided in the right place at the right time. This
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includes SNF 3-day waivers and waivers to rules limiting post-acute care payment. In addition, Trinity
Health urges CMS to make additional waivers available including those related to site of care,
telehealth, hospital discharge planning requirements, homebound requirements for home health, and
Medicare primary care co-payments that would enable providers to make optimal treatments options
available to beneficiaries.
• Supplemental Benefits. In line with CMS’ interest in testing models with a consumer drive focus that
may be alternatives to fee-for-service (FFS) and MA, we recommend giving ACOs and total cost of
care models the explicit ability to provide supplemental services, including social services,
transportation for specific clinical purposes or a remote patient monitoring system. This approach
would be similar what is allowed in MA Value-Based Insurance Design (VBID) Model under
“Coverage of Additional Supplemental Benefits". Experience demonstrates that these care
management initiatives have the potential to achieve meaningful improvements in quality and
reductions in cost. This could also include substituting alternative benefits for specific sub-populations
or individuals when in doing so is expected to result in better care or outcomes at a better cost, and is
offered as an option to the beneficiary.
• Site of Care Restrictions. The Innovation Center should also consider waiving site of care and/or
Medicare Parts A, B and D restrictions to support increased access to high-value care for consumers,
such as through “hospital at home” programs. These waivers provide ACOs and total cost of care
models with valuable tools to foster greater accountability for increasing quality and reducing
unnecessary costs across the full continuum by eliminating requirements amid what “part” of
Medicare the benefit sits under.
• Benchmarks. Trinity Health believes it is important for CMMI to recognize that there should be not a
one-size-fits-all solution to setting benchmarks. There should be different benchmarking approaches
to appeal to providers that have (1) those that don’t have prior experience in risk-based models and
are higher-cost providers and (2) those that already participated in CMMI models or MSSP and have
done work to reduce costs and improve quality.
o

Historical cost benchmarks - One of the major criticisms of the MSSP program had been its use of
a solely historical benchmark and national trend factors. Trinity Health supported the incorporation
of regional FFS cost data along with a portion of the ACO’s historical costs in reset benchmarks.
However, in doing so, CMS reversed previous policy which was to add back shared savings to
minimize the impact of the rebase. Now, it does not include savings in the previous agreement
period when calculating the rebased benchmark for a new three-year agreement period. The
agency argued that transitioning to a benchmark methodology that incorporates regional
expenditures would mitigate the impact of no longer accounting for savings in subsequent
agreement periods. We urge CMMI to consider a benchmarking approach that not only accounts
for the shared savings in reset benchmarks, but to account for all savings – not just the ACO’s
portion – and add that amount to reset benchmarks. We believe that CMMI will be best served by
creating a benchmark that presents real opportunity for savings, thereby encouraging providers to
aggressively invest and manage quality and cost.

o

Market-based benchmarks – Trinity Health recommends that new and existing models test
changes to benchmarks that move away from a simple historical amount toward a more fully
regional baseline that is reflective of the actual market in which a provider operates. CMS should
also test market-based benchmarks that include a national factor/portion in the blend which will
result in redistribution of dollars for high-cost markets to lower-cost markets.

• Simplify Quality Measurement. Trinity Health was delighted to hear about the new “Meaningful
Measures” initiative of this Administration. Trinity Health is very pleased with the objectives set forth
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for Meaningful Measures, and we look forward to providing input and learning more about where
CMS is headed. We believe the Innovation Center can play an important role in testing the use of
measures that are well-defined, evidence-based and designed to fill gaps in measurement without
adding undue burden on providers. Quality measures used in existing and new models and programs
for payment should be reviewed regularly and be limited such that there are no more than five clinical
measures and two patient experience measures and can be aligned across Medicare programs.
Topped out measures should be removed. Additionally, patient experience measures should be
PROMs, as tested in the Comprehensive Joint Replacement (CJR) initiative. Last, the Innovation
Center can also promote reporting approaches that reduce administrative burden (e.g., electronic
reporting from certified electronic health records and q-data intermediaries).
• Medicare ACOs and Part D. Trinity Health encourages the Innovation Center to test Medicare ACO
models that include Part D drugs and to further management of total cost of care and alignment
across benefits and services. This structure would be similar to how Medicare Advantage works.
Models that include risk and accountability across all aspects of patient care, including drugs, would
allow for greater opportunity and increased transparency (e.g. access to claims data, coordinated
care plans, etc.) needed to further improve and coordinate care.
We strongly believe that reliance on Part D Plans (PDPs) will be an insufficient way for ACOs to
integrate Part D spending into their accountability models. The distinction between medical benefits
and pharmaceutical benefits is an historical artifact that unfortunately creates misalignment between
the goals of PDPs and ACOs. In models like the ACO, encouraging medication adherence becomes
an important tool in containing overall health costs, even if it increases drug spending in the short
term. Conversely, PDPs are naturally encouraged to reduce short-term drug spending. As a result, to
make such a collaboration work successfully, ACOs and PDPs would need to carve out or make
special allowances for adherence-dependent therapies.
Integration of Part D expenditures also illustrates some of the challenges ACOs have with data
timeliness. Since medication adherence is such an integral part of population health management,
ACOs need to know about non-adherence quickly, far faster than a PDP could reasonably get such
data to an ACO. Further, the high barriers for PDPs and ACOs in even identifying beneficiaries limit
their ability to collaborate. Last, we recommend that as the Innovation Center considers models that
include Part D risk arrangements, they should include testing risk adjustment methodologies that
appropriately differentiate between levels of beneficiary severity, as they fundamentally affect the
model of care provided to a patient, and overall outcome.
• Limit Overlap of Models. The recent implementation of APMs has resulted in instances of overlap,
where multiple providers may be responsible for the same patient under different models. Competing
models of accountability, can create inefficiencies and challenges that are ultimately at odds with the
end goal of delivering higher quality and more integrated care. Trinity Health strongly urges the
Innovation Center to limit overlap of models (e.g. episode-based and population-based payment
models) where multiple providers may be responsible for the same patient under different models. In
instances where model overlap continues to exist, the total-cost-of-care model with full
accountability for the patient over time should be the recipient of any savings overlap.
• Encourage Multi-payer Models. Trinity Health strongly recommends that the Innovation Center
support design and testing of cross-payer APMs – and Advanced APMs – by working with states to
test Medicaid and multi-payer models. In doing so the Innovation Center should consider the unique
needs of Medicaid beneficiaries and the capacity for providers serving these populations to assume
risk, and set levels at sustainable and appropriate levels. States—in partnership with the federal
government—have implemented a range of multi-payer models and the Innovation Center can build
on promising approaches or those that have already started to yield positive impact on outcomes and
costs. For example, Maryland’s all-payer hospital global payment model, which has moved 100
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percent of hospital payments into population-based payments, has demonstrated savings to the
Medicare program for hospital expenditures ($538 million cumulatively since 2014), and reduced
readmissions rates. Ohio has taken a different approach under its State Innovation Model (SIM) and
launched episodes of care and a patient-centered medical home model that includes Medicaid,
commercial, state employees, and which the state is working to align with Medicare models.
Last, states may need longer timeframes to design and gain participation in multi-payer models, for
which future SIM or similar efforts should account. In addition, the Federal government could advance
APM development and participation through the Federal Employee Health Benefit Program (FEHBP).
FEHBP could require that participating payers offer APM arrangements for providers in their
networks, and require all parties to demonstrate progress and performance on quality, outcomes,
patient experience, and cost trend over time.
• Incorporate Social Determinants of Health into Models. Trinity Health is committed to advancing the
health of individuals and populations. We strong believe that new payment and delivery models—as
well as existing ones—should support addressing the social determinants of health, which research
has shown to be related to health outcomes, while also reducing costs. As the Innovation Center
seeks to bring local and state market innovations forward for testing, this is an area where CMS can
continue to work with state, regional and local stakeholders to find ways to integrate social services
into care management programs—and to foster payment models—including adjustment to payment
based upon sociodemographic factors; factors that support holistic care of patients. Specifically, the
Innovation Center should consider scaling community health worker programs as well as enhanced
care management programs that target high need, high cost patients. For example, Michigan is using
Community Health Innovation Regions (CHIRs) to conduct community health needs assessments to
identify local and regional social determinants of health that will inform action plans to address key
population health priority areas and connect providers with community partners. Idaho, as part of its
SIM, developed a Community Health Worker training program to capitalize on community-based
workers and resources better aimed at addressing population health needs.
• Improve Information Sharing and Transparency. CMS should supply sufficient technical information
when proposing new payment models to allow stakeholders to realistically evaluate payment impact.
Models such as BPCI and CJR incorporate benchmarking and reconciliation processes that are both
complicated and complex. Process step descriptions that are not accompanied by examples using
real data do not allow model participants to accurately forecast the economic consequences of such
models to their institutions, clinicians and patients. Such opacity discourages potential participants in
voluntary payment models and imposes unfair expectations upon participants in mandatory models.
Payment model methodologies (including all components of those methodologies) should be
transparent to all health care providers, payers, purchasers, and patients involved in an episodic or
population-based payment model.
Expanded Opportunities for Participation in Advanced APMs
• Adjusting the Definition of “More than Nominal” Risk. In order to expand participation in Advanced
APMs, we recommend that CMS evolve the definition of nominal risk to include the investment risk
assumed by all ACOs including Track 1. Currently, financial risk is defined as monetary loss that is
tied to performance under the model as opposed to costs related to financial investments made by
APMs. Trinity Health strongly disagrees with this perspective and believes that this definition does not
take into account the significant investment that is required to redesign care delivery to improve
beneficiary health. These investments include the following:
o Care managers and patient educators, who provide non-billable services to beneficiaries.
o Engaging billing providers in redesigning care delivery, and training staff to change their
approach to patient care.
o Developing and implementing technology to identify and engage patients on a proactive basis.
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o
o
o
o

Utilizing new population health management tools as well as advanced analytics and reporting.
Coordinating patient care between visits.
Upgrading appointment systems to ensure easy and timely access for high-risk patients.
Expanding access to clinicians after hours to meet patients' urgent needs.

For example, the multi-year investment to start up and run an ACO can be in excess of $3-5 million
over a 3-year period with no guarantee of achieving savings, even if an ACO reduces Medicare
spending. ACOs incur ongoing costs for care management, consultation between different
physicians, and other services that are not covered by Medicare FFS payments, and will not usually
generate a return within the investment year. Beyond the initial investment costs and ongoing
operating costs, providers also forego their own FFS billings when they successfully reduce hospital
admissions, readmissions and other billable events.
To expand participation in Advanced APMs, CMMI could evaluate ways to redefine nominal risk in a
way that considers the investments made as a critical component or risk, and thus allow MSSP Track
1 ACOs to qualify as an Advanced APM.
• Or - Providing Transition Period for Track 1 ACOs to Count as Advanced APMs. Until the time that
CMS adjusts the definition of nominal risk to include Track 1 ACOs, we strongly encourage a
transition period within which MIPS APMs qualify as Advanced APMs. Historically CMS has used
transition periods to provide a pathway for stakeholders to implement new policy. A transition period
would expand Advanced APM participation and further the broad public policy goal of advancing
transformation of the delivery and payment system.
An example of the recommendation of a transition period would allow MSSP Track 1 ACOs to meet
the Advanced APM definition for three years, with the expectation that such ACOs transition to a twosided risk model by the end of that three-year period or the end of the existing ACO contract term. By
providing a more flexible approach, it would establish the expectation that MSSP Track 1 ACOs
would move forward into two-sided risk, while also recognizing and rewarding the transformation that
is already taking place in that initial period of investment.
• Thresholds for Qualifying as an Advanced APM. We encourage the Innovation Center to test models
that use broader and more flexible thresholds for nominal risk across Advanced APMs and OtherPayer Advanced Payment Models (including Medicare Advantage (MA), PACE, Medicare-Medicaid
Plans (MMPs) and Medicaid). Trinity Health believes that the amount of risk an entity bears must take
into account the significant investment of capital and other resources necessary to redesign care
delivery to improve beneficiary health (e.g. care management infrastructure, patient education, staff
training, development of patient management and engagement tools, etc.) and we recommend these
factors be considered when designing models.
Further, Trinity Health encourages the Innovation Center to examine how existing risk arrangements
in MA, PACE, and MMPs meet Advanced APM criteria and explore testing these models in advance
of Other-Payer Advanced APMs starting in 2019. We believe this is important for promoting crosspayer alignment and reducing administrative burden for providers across payers and programs. We
also encourage the Innovation Center to explore approaches through which providers or entities
participating in existing commercial ACO or bundled payment could qualify for Advanced APM status.
• Eligibility of PACE as Advanced APM. Trinity Health PACE operates 13 programs in nine states
across five CMS regions, including Regions 1, 2, 3, 4 and 5. These Trinity Health PACE programs
serve approximately 3,800 participants nationwide. Based on its extensive PACE model experience,
Trinity Health urges CMMI to use its demonstration and waiver authorities to recognize the PACE
model as currently configured as an Advanced APM and to allow PACE contract clinicians to apply
their PACE patient care towards reaching Qualifying Participant status.
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The PACE model satisfies most of the Advanced APM requirements. Waivers of the remaining
requirements seem readily justifiable since the PACE model meets or exceeds standards for
communicating clinical care and for continuous quality assessment and monitoring, and the PACE
organization bears full, capitated, financial responsibility for each beneficiary’s costs of care.
Recognizing the PACE model as an Advanced APM would incentivize PACE participation by more
clinicians, who thereby would gain increased probability of reaching QP status, while facilitating the
sustainability and expansion of a sophisticated, totally integrated, alternative payment model that is
already active and been proven successful. We strongly encourage CMS and CMMI to issue the
waivers necessary to recognize the PACE model as an Advanced APM as soon as
operationally feasible.
Consumer-Directed Care and Market-Based Innovations
Trinity Health urges the Innovation Center to continue to advance sustainable, continuous, total cost of
care models including ACOs. Trinity Health offers the following recommendations to CMS to support
greater market-based innovations, to foster consumer-directed care, and to reduce regulatory burdens on
participating providers.
• Full Risk ACO with CMS as TPA. Trinity Health has demonstrated successfully that ACOs are a
viable alternative to FFS and MA. We recommend that CMS consider allowing any ACO that is willing
and able to assume full risk across Parts A, B and D to do so, and to market the ACO product directly
to consumers. We believe this would allow providers willing to assume full risk to do so, with CMS
remaining as the claim payer, enrollment and stop-loss organization, similar to a TPA. This model
provides a lower-cost option to Medicare beneficiaries while generating savings for Medicare,
promoting market competition and consumer-directed care.
• Full Risk ACO with capitation. Trinity Health has demonstrated successfully that ACOs are a viable
alternative to FFS and MA. We recommend that CMS consider allowing any ACO that is willing and
able to become fully capitated across Parts A, B and D to do so, and to market the ACO product
directly to consumers. We believe this would allow providers willing to assume full risk, with CMS
remaining as enrollment organization. CMS should look for ways to use ACOs as options for bringing
a lower cost approach as compared to MA.
• Innovating and Expanding Use of the PACE model for Medicare-only Beneficiaries
The majority (or, 90%) of participants in traditional PACE are dual eligible beneficiaries, given that (1)
Nineteen states have not elected PACE as a Medicaid state option (preventing Medicare-only
beneficiaries from accessing PACE services), and, (2) PACE requirements related to Medicare-only
beneficiaries’ Part D premiums and premiums for non-Medicare covered services in PACE prevent
Medicare beneficiaries from enrolling in PACE in large numbers. A PACE pilot directed at Medicareonly beneficiaries would promote consumer choice and enhance Medicare beneficiaries’ access to
PACE. We recommend CMMI proceed with a pilot including the following three components:
1. Allow for two-way program agreements in states that have not elected PACE as an option: A
two-way agreement between a PACE organization and CMS would provide Medicare-only
beneficiaries access to PACE in the 19 states which have not elected PACE as a state option.
2. Allow PACE organizations to develop Part D coverage options for Medicare-only individuals.
3. Allow PACE organizations greater flexibility to set premiums for non-Medicare services for
Medicare-only participants.
Expanding Medicare beneficiaries’ access to PACE in states that have not elected PACE as a
Medicaid option would require all three components of the pilot. For PACE organizations in states that
already have PACE, only components 2 and 3 are needed to enhance Medicare beneficiaries’ access
to PACE.
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• Normalize the Use of Hierarchical Condition Category (HCC) Coding Across ACOs & MA. While
Trinity Health acknowledges that HCC coding is flawed, it is important to have consistency across
programs. It is important that CMS take steps to normalize HCC coding across MA and ACOs.
• Incentivizing Use of High-Value Providers While Maintaining Beneficiary Choice. Meaningfully
engaging beneficiaries as partners in care and delivering patient-centered care that meets the needs
of patients and families is the best way to encourage beneficiaries to consistently seek care from
providers in APMs. To this end, Trinity Health strongly encourages that CMS develop policies that
would lower the out-of-pocket-cost burden and encourage beneficiaries to seek care from APMaligned providers. The would be similar to what is allowed in the MA Value-Based Insurance Design
(VBID) Model under “Reduced Cost-Sharing for High-Value Providers.”
Because the majority of beneficiaries have Medigap coverage that blunts the effects of changes in
cost-sharing policies, Trinity Health encourages CMS to allow ACOs to offer “wrap around” Medigap
products with pricing and cost-sharing to encourage beneficiaries to use APM providers without
requirements for network adequacy and geographic boundaries of service areas.
• Price & Quality Transparency. Trinity Health supports transparency and believes that CMS should
work to help consumers understand price and quality information. More and more stakeholders are
providing cost and quality information to consumers to enable informed care decision making. Gross
level charges, however, are not useful to patients in that it does not consider contractual allowances,
plan coinsurance structures, charity care policies, mission driven expenses such as teaching
programs, etc. Moreover, it is difficult to identify the actual costs associated with care because the
components such as staffing, overhead, and materials costs are accounted for inconsistently across
the health care system. CMS should consider ways to progress in being able to better identify costs,
which would assist in estimating expected payment by the uninsured, under-insured and those
patients with health savings accounts.
Physician Specialty Models
Consistent with our earlier recommendations—while the Innovation Center should test physician specialty
models—there should be an emphasis on total cost of care models that limit carve-outs of populations or
conditions. In addition, it is especially important to limit overlap across models,especially ACO and total
cost of care models and episodic, specialty-focused models. Patient needs should be at the center of all
models; and models should, therefore, be designed to coordinate care across the continuum.
Advanced Bundled Payment for Care Improvement Initiative (BPCI)
Trinity Heath recommends that the Innovation Center implement an Advanced BPCI model. We believe
that clinical episode-based models can promote high-quality, high-value care for Medicare beneficiaries,
and that models should allow entities to assume flexible levels of risk that enable them to also meet
Advanced APMs criteria.
While Trinity Health urges CMS to utilize various models of care ACOs and different models for bundling to
transform as much of the delivery system as possible to APMs. Trinity Health Senior Communities has
been a successful participant in the CMS Bundled Payment Care Model 3 program for the past two plus
years. Our post-acute bundles have generated significant savings for Medicare and the program is
anticipated to sunset next fall in 2018. Bundled programs in the post-acute setting should be a
critical part of a new bundled options that proposed by CMMI. Trinity Health also believes that CMS
should re-consider opportunities where it makes sense to pilot mandatory bundling programs.
• Limit Overlap of Models. The recent implementation of APMs has resulted in instances of overlap,
where multiple providers may be responsible for the same patient under different models. Competing
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models of accountability, can create inefficiencies and challenges that are ultimately at odds with the
end goal of delivering higher quality and more integrated care. Trinity Health strongly urges the
Innovation Center to limit overlap of models (e.g. episode-based and population-based payment
models) where multiple providers may be responsible for the same patient under different models. In
instances where model overlap continues to exist, the total-cost-of-care model with full
accountability for the patient over time should be the recipient of any savings overlap.
• Rebasing. Similar to our position on benchmarking with the ACO models, Trinity Health urges CMMI
to consider a rebasing approach that accounts for all of the shared savings in reset episode prices.
We believe that CMMI will be best served by creating a benchmark that presents real opportunity for
savings, thereby encouraging providers to aggressively invest and manage quality and cost.
Prescription Drug Models
The Innovation Center has already shown a willingness to bring greater value to drug pricing. Trinity Health
believes rising drug costs are a significant issue for beneficiaries, payers and providers. We encourage the
Innovation Center to work with all stakeholders, including beneficiaries, payers, providers, pharmacy
benefit managers (PBMs) and drug manufacturers in testing changes to drug pricing models; and in
designing value-based payment arrangements that are transparent and tied to outcomes to ensure that
there is increased access to affordable drugs and improvements in quality. We urge CMS to work with all
those affected by prescription drug pricing to design models to ensure they are improving quality,
outcomes, and reducing total cost of care.
Medicare Advantage (MA) Innovation Models
Medicare Advantage Special Needs Plans (SNPs). Trinity Health recommends that the Innovation Center
test changes to the SNP program that allow providers to more easily compete for covered lives in SNPs,
either through direct provider contracting with CMS, provider-based SNPs, or other means. Testing such a
model could also provide an alternative to MA and FFS models. To be considered for contracting with
CMS, these providers must develop a required skill set (e.g., paying claims, compliance expertise, etc.),
meet the ACO financial reserve requirement, and establish a qualifying network of providers with which a
health plan must contract. Or, the Innovation Center could also evaluate the opportunity for the SNP to use
CMS as the claim payer, enrollment and stop-loss organization, similar to a TPA.
Trinity Health believes that allowing providers to participate as SNPs would enable even more CMS dollars
to be used for care of members or be reinvested into the community. Potential benefits of a providersponsored SNP model include:
•
•
•
•

Provider-sponsored SNPs can offer unique opportunities that improve beneficiary outcomes.
Providers can better build upon the existing trusted provider/patient relationship.
Integrated Care Teams can define protocols and care patterns with knowledge stemming from
trusted relationships and hands on experience.
Providers can leverage their proximity to data to more effectively provide immediate adjustments
to care.

State-Based and Local Innovation, including Medicaid-focused Models
Trinity Health believes that states make great incubators for health care innovation and transformation both
within the Medicaid program and through cross-payer models. Trinity Health supports the design and
testing of multi-payer, state-led APM—including Advanced APMs—which leverage the unique position
states are in to serve as incubators for new care and payment delivery models. Today, states are
employing a range of innovations—through their Medicaid programs and cross payer efforts such as state
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innovation models—and their buy-in and support is critical to the stability and sustainability of reform
efforts.
Across the Trinity Health footprint, we care for more than five million individuals covered by Medicaid,
including more than one million who have gained coverage as a result of Medicaid expansion. We
celebrate the health improvements achieved from individuals having coverage and see the economic
benefits in our communities. We believe there is significant opportunity for innovation within the Medicaid
program and have embraced expansion and payment and delivery reform initiatives in many of our states.
Medicaid Innovation. Trinity Health believes that Medicaid innovation should put patients at the center of
innovative approaches that drive value without creating obstacles to care. We believe that innovation
within the Medicaid program creates the opportunity for states to implement public policies that support
patient-centered care, better health, better care and lower costs to ensure affordable, high-quality, peoplecentered care for all. To support this view, we have developed a Medicaid Innovation Resource Center,
which includes public policy tools and resources that aim to increase transparency and help stakeholders
assess the impact of emerging policy trends and innovations on states, beneficiaries and care.
As part of this work, we have developed the following safeguards and principles around how best to
innovate while ensuring sustainability within this important safety-net program; and encourage the
Innovation Center to consider the following in developing Medicaid-focused models:
• Innovation should ensure comprehensive and affordable coverage and care that engages
Medicaid beneficiaries in their health care decision-making and ensures access to benefits that
improve their health.
• Reforms should build on sustainable and shared Federal and State funding that ensures Medicaid
is sustainable for years to come. We believe that this requires adequate federal funding for all
enrollees, including expansion populations, especially in times of economic distress or unforeseen
public health crisis.
• States must be encouraged to use their Medicaid programs to provide value-based care—
including through Medicaid managed care partners—to drive accountability through participation in
APMs for health outcomes and reduced costs, which is necessary to improve health on a national
scale.
Multi-Payer, State-Based Models. In addition to Medicaid innovation, states are ripe for testing multi-payer
innovations. First, we strongly encourage the Innovation Center to continue to build on existing cross-payer
models, including SIM grants given their progress in driving state-led health care transformation and
innovation. With facilities in nine SIM Testing states and five SIM Design states, Trinity Health has been a
leader on SIM public policy development, influencing the pace and process by which our states reach the
goal of achieving value-based, APMs for 80 percent of their population. Through work partnering with state
leaders and other stakeholders to shape and evaluate state’s SIM reform efforts and other cross-payer
initiatives, we have identified essential components of successful multi-payer reforms, which include:
• Multi-stakeholder engagement (e.g. beneficiaries, providers, plans, state leaders, etc.).
• Multi-payer engagement (e.g. Medicare, Medicaid, commercial, state employee health programs,
and FEHBP).
• Robust Health Information Technology (HIT) infrastructure.
• Population health efforts, including behavioral health integration efforts.
• Cross-payer quality metric development (e.g. use of the core quality measure collaborative
measure sets or state-developed cross-payer measure sets).
• Tracking and transparency in progress and evaluation.
• High-value, high-performing networks.
• Alignment across state and federal efforts.
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Open Up Existing ACO models to Dual-eligible Populations. Permit select ACOs with demonstrated
expertise in assuming risk to become financially accountable for a regional population of Medicaid,
Medicare and dual eligible beneficiaries. This model would test improvements in patient health status and
savings generated through combining numerous Medicare and Medicaid programs into a single, seamless
program with a single regulatory standard and funding stream. Beneficiaries—who today could receive
services and care management across different programs—would now have a single accountable care
team responsible for coordinating all of their health care services based on clinical and social needs. The
accountable care team, situated within a single integrated delivery system, would collaborate closely with
both payers and providers to generate a unified care plan, reflecting all health care needs and relevant
social supports.
In addition, CMS could partner with ACOs to refine existing models in order to allow qualified ACOs to
voluntarily assume financial risk for dual eligibles’ Medicaid benefit. CMS should use its authority to
support these refinements as appropriate, including but not limited to 1115 waivers or state plan
amendments, to incorporate Medicaid financing within ACO models.
Expansion of Effective Models Across States. States are designing and testing a range of innovative
models, and we believe that it is important to promote expansion of those models that have proven to be
effective. To this end, we encourage CMS to pursue a streamlined process—through waivers, or other
methods—that promote the adoption of successful models across states lines. The Innovation Center
could also support the accelerated replication of successful state models and sharing of evidence, data
and best practices. This could be achieved through the development of a learning collaborative that
includes both providers and state leaders
Mental and Behavioral Health Models
Opioid-related deaths have reached an all-time high across the nation resulting in nearly 100 Americans
dying daily from an opioid overdose, according to the Centers for Disease Control and Prevention (CDC).
Altering the course of opioid addiction must include the following imperatives that encompass prevention,
intervention, treatment and recovery:
• Building awareness, education and engagement across all stakeholders including patients,
providers, pharmacists, families and communities. Broad community education is critical.
• Ensuring resources and coordinated, comprehensive solutions across local, state and federal
levels of government.
• Supporting a whole-person approach to meet the full range of an individual's physical, behavioral
and social support needs in an integrated fashion and recognizing that each of these dimensions
impacts a patient's experience of pain as well as his/her health and wellness.
• Enhancing prevention through communication, transparency and accountability among all
stakeholders.
• Breaking down barriers to effective treatment and recovery including reducing stigma and ensuring
appropriate insurance coverage.
CMMI should develop integrated models of care with incentives that address the items above. While
traditional barriers to integration, such as workforce shortages and a lack of payer alignment, must be
addressed to transform care for the people and communities Trinity Health serves, recent policy
changes—including expanded coverage for behavioral health services and the movement to APMs—have
created new opportunities to integrate care and services across the continuum. Trinity Health is committed
to a person-centered health system that incorporates mental health and substance use into total cost of
care models.

Trinity Health Response to CMMI RFI
November 17, 2017

Trinity Health encourages CMS to work with SAMHSA to amend federal privacy rules to fully align
requirements for sharing a patient's substance use records with the requirements in the Health Insurance
Portability and Accountability Act (HIPAA) to ensure integrated care across providers and settings.
Program Integrity
Trinity Health believes that the complexity and redundancy of the existing regulatory process has become
overly intrusive and is distorting the practice of medicine. We believe the old framework of overregulation
can be modified and instead regulation can rely on transparency, database monitoring, and selective focus
where abuse has been detected.
Medicare has excellent mechanisms in place to hold providers accountable for the outcomes of care via
value-based payment programs as well as transparency initiatives such as Hospital Compare and the star
ratings system. We believe the greatest opportunity for change is for CMS to use these value-based and
transparency mechanisms to drive provider innovation and consistency around the processes of care that
can deliver the best outcomes. The Innovation Center should focus on outcomes-based mechanisms that
identify a small number of high-level key metrics that are meaningful to patients and that reflect successful
performance against the desired outcomes of better care, smarter spending and healthier people.
Coupling measurement that is based on outcomes with transparency tools allows the marketplace to drive
providers to develop and continuously improve upon the most effective care processes.
CONCLUSION
We thank CMS for the opportunity to comment on this RFI and intend for our comments and
recommendations to reflect our strong interest in public policies that support better health, better care and
lower costs to ensure affordable, high quality, and people-centered care for all. We look forward to working
with you to advance these goals and to partner on the Innovation Center’s new direction. If you have any
questions or need further information, please feel free to contact me.
Sincerely,

Tonya K. Wells
Vice President, Public Policy & Federal Advocacy
Trinity Health

Appendix A: Post-Acute Care Coordination Model
Purpose
The Centers for Medicare & Medicaid Services (CMS) Center for Medicare and Medicaid
Innovation (Innovation Center) would assess whether enhanced integration of long term care
services in accordance with a Medicare beneficiary’s person-centered care plan would increase
care coordination, quality, total health care costs, and beneficiary outcomes. The model would
fund delivery system innovations to connect long term care providers to enhance quality
through enhanced integration and greater accountability. The model will test three tracks: (1) a
shared savings long term care model within Medicare; (2) a shared savings long term care and
home and community based services (HCBS) model across Medicare and Medicaid, with
coordination among long term services and supports (LTSS) providers and more institutional
and\or clinical providers; (3) adding a shared loss component to either Track 1 or Track 2.
The Innovation Center would award, through a competitive process, renewable one-year
cooperative agreements to long term care virtual group entities to support the creation,
coordination among, and reporting of quality measures as a virtual group. The definition of
providers eligible to participate in virtual groups would be expanded to include long term care
providers, including critical assess hospitals, nursing facilities, home health providers and in
Track 2 LTSS providers. The clinician-centered LTSS virtual group could be renewed for a total
of a five-year period of performance.
Authority
Section 1115A of the Social Security Act (the Act), as added by section 3021 of the Affordable
Care Act, authorizes the Innovation Center to test innovative payment and service delivery
models to reduce Medicare, Medicaid, or CHIP expenditures, while preserving or enhancing the
quality of all beneficiaries’ care. This model tests whether integration of the continuum of
providers in long term care and alignment of payment and quality incentives across the longterm care provider spectrum, would improve care coordination, cost, quality, and health
outcomes for beneficiaries.

PAGE 1
November 20, 2017 ▪ ©Truven Health Analytics, LLC ▪ www.truvenhealth.com

By using 1115 authority in expanding the use of virtual groups to long term care providers,
CMMI will test the impact total health care costs, patient engagement in decision making,
beneficiary quality of life, and quality measures for Medicare beneficiaries receiving long term
care within the model.
Furthermore, 1115A authority would allow the Innovation Center to waive under certain
circumstances the limitations in Medicare skilled nursing services requirements and in
homebound requirements for home health to allow additional Medicare beneficiaries to
receive home health care in lieu of additional days within skilled nursing or rehabilitation care.
And, finally, by waiving certain requirements under Medicare for telehealth, CMMI could allow
testing of integration of technology into home-monitoring of Medicare beneficiaries to allow
enhanced options for returning to home or other non-institutional setting for treatment within
a person-centered care plan.
Model Intervention
The model creates value-based incentives across the spectrum of providers in long term care to
engage in value-based programs. Testing this model, the Innovation Center will incentivize long
term care providers (hospitals, nursing facilities, home health care providers, and community
supports) to work together in an integrated model of care to increase quality, care
coordination, and cost through person-centered care.
Paying clinicians for value rather than paying per service can significantly improve health
outcomes and reduce costs. However, improvements are needed in streamlined coordination
based on beneficiary’s care and setting preferences for individuals in need of long term care.
The model will incentivize investment in coordination across treatment options. Such models
will incorporate new\emerging technologies; care integration and communication across home
health providers, nursing facilities, primary care providers, specialists, case managers, and
hospitals to enhance care; opportunities for beneficiaries to make shared decisions on care
plans and recover at home; and alignment of care information across the network of providers
through interoperable systems.
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The expectation is that these efforts will lead to improvement in quality, quality of life, health
outcomes and a reduction in Medicare costs as well as the identification of best practices in
long term care. The model incentivizes enhanced integration of long term care for Medicare
beneficiaries. Based on results, CMS may scale the model and\or potentially use insights to
inform Medicare long term care policy and financing decisions for care management, nursing
facilities, home health, and telemedicine.
Model Overview
Track 1

In Track 1, the Innovation Center will support post-acute care coordination organizations
(PACCOs) to maximize integration of long term care for Medicare beneficiaries in a value-based
care model of care. The PACCO will support patient-centered care planning with Medicare
beneficiaries and their caregivers. The PACCOs will be made up at least nursing facility,
hospital, home health, care management providers. Each Medicare beneficiary will complete a
person-centered post-acute\long term care plan agreed-upon among providers and the
beneficiary delineating the care setting and care plan, which will be updated upon transition
from one setting to another setting.
The PACCOs may earn a portion of Medicare shared savings based on (1) meeting specified
quality targets, and (2) Medicare long term care expenditures and demonstrated savings to an
established benchmark.
Track 2

The PACCO will coordinate care with Medicare and Medicaid community-based LTSS providers
for care for Medicare-Medicaid enrollees. CMMI will sign an agreement with the PACCO and
the state Medicaid agency to share savings based on improved quality and costs. Costs will be
calculated across Medicare and Medicaid long term care expenditures and quality measures
will align across the full spectrum of care in Medicare and Medicaid. Medicaid LTSS providers
will be able to form virtual groups in order to participate in value-based care quality and\or
shared savings incentive payment programs. States and PACCOs will coordinate with and
receive approval for any state plan amendments and\or waivers required from CMCS prior to
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implementing the program. Upon agreement from CMS and as incorporated with the threeway agreement, states may earn a portion of Medicare shared savings for reduction of
expenditures in Medicare realized through the model.
Track 3

PACCOs participating in either Track 1 or Track 2 may take on risk by adding a shared loss
component to the model. In Track 3, the LTCCO may earn greater rewards through higher
shared savings from Medicare and Medicaid while accepting risk by re-paying shared losses as
well as the full amount of PMPMs in years 2 through 5.
Financing
Shared Savings – Tracks 1 and 2

In both Track 1 and Track 2, a risk-adjusted per Medicare beneficiary per month (PMPM) care
coordination payment will be made by the Innovation Center to the PACCO for years 1 – 5 of
the model. The PMPMs will be made in three tiers based on the characteristics of the
Medicare beneficiaries aligned with the PACCO. PACCOs may earn shared savings based on (1)
Medicare shared savings in Track 1; and (2) Medicare and Medicaid shared savings in Track 2.
The PMPM amounts would be subtracted from shared savings payments each year prior to
payment to the PACCO to ensure that these payments are net Innovation Center investment.
Shared Loss – Track 3

In Track 3, the PACCO must share in any financial losses to Medicare due to implementation of
the model. The PACCO would be required to pay the Medicare Trust fund for losses greater
than chance up to a designated cap.
Theory of Savings

Track 1: PACCOs will provide higher quality care and allow individuals to leave institutions,
primarily long-term care hospitals and skilled nursing facilities, earlier to receive enhanced
skilled care in the home. By transitioning to skilled care provided in the community or home,
PACCOs can realize savings while improving quality and assuring that beneficiaries receive care
in their preferred care setting.
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Track 2: PACCOs and Medicaid State Agencies can create savings by transitioning care to less
intensive settings and to the home and community, following the person-centered care plan.
Track 3: Incentives will support increased use of less intensive care settings for appropriate
care and LTSS in a risk-based model.
Beneficiary Alignment

Beneficiaries receiving long term care for agreed-upon long term care needs through the
PACCO member organizations will be aligned to the PACCO for expenditure and quality
purposes.
In year one, the PACCO will receive a PMPM care management fee for each aligned beneficiary.
In years two and three, a person-centered care plan signed by the Medicare or Medicare\
Medicaid beneficiary or designated legal caregiver must be in place by the end of month three
for the PACCO to continue to receive the PMPM for that beneficiary.
In years four and five, a beneficiary or caregiver) signed person-centered care plan must be in
place by the end of the first month for the LTCCO to continue to receive the PMPM for that
beneficiary.
Organization Model

The model would require a lead entity as a fiscal agent (receipt of funds from CMS to support
case management, coordination, management. Depending upon design of specific PACCOs, the
lead entity could be a home health agency, a skilled nursing facility, a hospital, or other
provider as well as any other organization type that acts as a fiscal and administrative agent.
An upfront investment may be made by CMS to certain community-based organizations that
opt to form the basis of the lead entity.
Quality

The PACCO must meet or exceed quality requirements and outcomes measures in order to
receive shared savings within the model. Quality metrics will be finalized by the Innovation
Center, but may include preventable hospitalizations, hospital or SNF readmissions within 30
and 90 days; shared decision making; medication reconciliation at discharge, follow up care
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utilization, emergency department visits, assessment of quality of life, screening for fall risk,
and condition-specific quality metrics (if the PACCO chooses to focus on specific conditions
within the model).
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Appendix B: Beneficiary Empowerment Model
Purpose
The Centers for Medicare & Medicaid Services (CMS) Center for Medicare and Medicaid Innovation
(Innovation Center) will assess whether price transparency for preference sensitive conditions coupled
with shared decision making can improve quality and cost outcomes for Medicare. The model would
fund delivery system innovations to enhance data sharing and transparency on costs and outcomes
expectations for certain conditions for which there are multiple options for treatments that may work
equally well and are therefore are largely dependent upon the preferences of the patient. Such
conditions include hip osteoarthritis, herniated disk or spinal stenosis, and benign prostate hyperplasia.
This model will focus on empowering patients by giving them more and clearer information about
procedures including recovery expectations for each option, cost charged and paid by Medicare, and
quality data across providers. The Medicare beneficiary will be able to make better decisions about
their health and care plan. By incorporating patient reported outcomes as indicated through Patient
Reported Outcome Measures (PROMs), beneficiaries will directly support an ongoing model of feedback
reports on outcomes that will be used by providers in decision making and practices improvements as
well as by future patients in making care decisions. The model will support a phased in implementation
of such a model with incentives for both providers and beneficiaries to participate with the opportunity
for both to gain Medicare shared savings based on outcomes.

Authority
Section 1115A of the Social Security Act (the Act) authorizes the Innovation Center to test innovative
payment and service delivery models to reduce Medicare and Medicaid expenditures, while preserving
or enhancing quality. This model tests the extent to which (1) price and outcomes transparency; (2)
sharing savings with Medicare beneficiaries as well as with Medicare providers; and (3) Medicare
payment of shared decision making have an impact on improving costs and outcomes for Medicare with
respect to preference sensitive conditions.

Model Intervention
The model is a phased-in approach to patient empowerment and engagement in making informed
decisions about treatments for preference sensitive conditions in Medicare. The theory of action is that
Medicare beneficiaries with these conditions who have all of the information on price, quality of care
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among providers, outcomes, and what to expect for recovery among the options will make decisions
that increase quality of outcomes and decrease costs to the Medicare program.
The model will test preference sensitive conditions such as the following:
•

stable ischemic heart disease,

•

hip osteoarthritis,

•

knee osteoarthritis,

•

herniated disk or spinal stenosis,

•

clinically localized prostate cancer (cancer that is confined to the prostate gland), and

•

benign prostate hyperplasia.

Applicants may select other conditions as well such as depression or chronic conditions. The applicant
must indicate treatment options, average charges submitted and Medicare payments for each option,
proposed operational integration plan, plan for incorporation of data into shared decision making,
quality metrics to share with beneficiaries by provider to assist in differentiation, proposed PROMs, and
proposed shared decision making methodology (share risk, bundled payment, etc.).
Limited access to information has historically made Medicare beneficiaries and other health care
consumers to make decisions on their care options without being fully informed about the impact of
their decisions on their own health as well as on the health care system more broadly. Patients often
find themselves in situations in which they can choose from two or more options of care treatment
plans. Very rarely do they have the full extent of available information on quality, health
impact\recovery, rates of success, and price. Without this information, beneficiaries are left at a clear
disadvantage. Beneficiaries have had to make decisions based more on intuition than on what makes
sense based on available data.
The model will provide support to a group of providers that among them provide the full spectrum of
care (surgery, therapy, etc.) for one or more preference sensitive conditions. This group of Medicare
Part A and Part B providers will refocus to empower beneficiaries with highest quality care and best
outcomes in a personalized medicine paradigm. To accomplish this, the model is phased in through
three implementation phases: 1) formal organizational integration of transparency, quality, and
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outcomes data into business processes; 2) formal integration of shared decision-making processes; and
3) use of patient reported outcomes measures for shared savings purposes.
The expectation is that these efforts will empower patients to make informed health care decisions,
align patient and doctor in determining optimal personalized care pathways and outcomes, and improve
experience of care outcomes by patients for preference sensitive conditions. By engaging patients and
informing them of what is important to them in making health care decisions, Medicare beneficiaries
and their providers can work together to drive down Medicare expenditures while enhancing quality,
outcomes and quality of life.

Model Overview
Phase I: Years 1 and 2

The Innovation Center will support infrastructure and organizational change needs of the applicant
group through a lump sum up front payment based on the approved application. This phase will focus
on creating a provider culture and supporting processes to enhance patient engagement, incorporate
data feedback into health care decision making, and to develop the electronic systems to support this
new network of care. Planning must include active data integration for better care coordination, care
outcomes assessment, and providing data rich information to beneficiaries in ways that resonate with
patients to assist in making informed decisions. At the end of this phase, the group must have reached a
CMS approved level of formal organizational integration of transparency, quality, and outcomes data
into business processes.
Phase II: Years 3 and 4

If the entity meets certain milestones for Phase I and receives CMS approval, it will move to Phase II to
implement shared decision making within the practice. The group will specify how shared decision
making will be integrated into the business processes in the application. Phase I will allow groups to
prepare for full implementation of shared decision-making into provider practice within the model. The
entity must provide group-specific data on outcomes, costs (charges and Medicare payments) and
recovery expectations for each available treatment option to beneficiaries within the context of shared
decision making. Furthermore, the group must provide the beneficiary relevant quality and outcomes
data on each provider within the group that provides treatment for each option. Beneficiaries will
receive a small incentive for participation in shared decision-making. Beneficiaries will be asked to
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provide outcome data through PROMs for short and long-term outcomes to assist future patients in
making decisions about care.
Phase III: Years 5 through 7

In Phase III, groups may receive shared savings for attaining certain levels of Medicare savings as well as
improved beneficiary outcomes based on the PROMs reported in the model. Groups may propose a
shared savings methodology (percentage of savings\loss over a certain threshold; bundled condition
payment; or other innovative payment model). Groups must share Medicare savings with participating
beneficiaries – this savings will be realized as a credit to future co-pays for Medicare Part A and B
services and maintained within the MACs claims payment data and reported to beneficiaries on the
Medicare evidence of benefits.
Methodologies for sharing Medicare savings (and corresponding beneficiaries shared savings
calculations\methodologies) must be submitted in the application and approved by CMS through
contract with the group for the model.

Attribution
Medicare beneficiaries using any of the group providers with a relevant preference sensitive condition
diagnosis will be aligned to the group for assessment of expenditures and outcomes. Groups must meet
a 1) minimum percentage of eligible beneficiaries participating in shared decision making, and 2) a
minimum PROMs reporting percentage threshold for all aligned Medicare beneficiaries to be eligible to
receive a portion of Medicare savings.

Savings
It is anticipated that once given clear information and data on outcomes and price, that Medicare
beneficiaries will make decisions that lead to better health outcomes and lower Medicare expenditures.

Quality
Shared savings will be based solely upon meeting certain thresholds for outcome measures as indicated
in PROMs. Additionally, the group will propose and finalize a set of quality measures for group providers
that it will share with beneficiaries for treatment decision purposes.

Financing
In this model, the Innovation Cetner would provide funding to support activities in Phase I. Up to $5
million is available to each successful applicant for the Phase I activities based on the approved
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application. CMMI would also provide funding for a payment to the group for providing Medicare
shared decision-making consulting services to beneficiaries.
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Appendix C: Virtual Groups Bridge Entity Investment Model
Purpose
The Centers for Medicare & Medicaid Services (CMS) Center for Medicare and Medicaid
Innovation (Innovation Center) would assess whether systematically supporting the needs of
small practitioners in creating virtual groups in rural and medically underserved areas improves
total health care costs, quality, care coordination, and outcomes. The model addresses a gap in
the current delivery system by funding interventions that connect small rural and medically
underserved practices into virtual groups to enhance care provided to Medicare beneficiaries
served by those practices. The model will test a variety of virtual group practice interventions
to determine their ability to impact total health care costs and quality measures within MIPS
and APMs. This model will engage practices that are small and\or serving rural and medically
underserved areas of the country.
The Innovation Center would award, through a competitive process, renewable one-year
cooperative agreements to community-based or collaborative virtual group entities to support
the creation, coordination among, and reporting of quality measures as a virtual group. The
initial year would require development of a clinician-centered virtual group strategic plan and
action steps to implement the virtual group. If the strategic plan is approved by CMS, then it
will award renewable cooperative agreements in years 2 – 5 that could be renewed for a total
of a five-year period of performance.
Authority
Section 1115A of the Social Security Act authorizes the Innovation Center to test innovative
payment and service delivery models to reduce Medicare, Medicaid, or CHIP expenditures,
while preserving or enhancing the quality of all beneficiaries’ care. This model tests whether
the systematic support of practices that are small, rural or serve medically underserved areas in
developing and maintaining virtual groups improves cost, quality, and health outcomes of
Medicare beneficiaries.
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Model Intervention
The model is based on emerging evidence that enhanced support of clinicians to engage in
value-based programs can lead to better cost and quality outcomes while decreasing the
burden to clinicians. Those clinicians in the greatest need of assistance are least likely to have
access to the assistance or sophisticated infrastructure needed to excel in advanced
participation in value-based Medicare payment programs. With the enactment and
implementation of MACRA, many small practices are left without the opportunity to participate
unless they engage the Quality Payment Program as part of a virtual group.
Paying clinicians for value rather than paying per service can significantly improve health
outcomes and reduce costs. However, many small practices, particularly those within rural and
medically underserved areas, lack the funding to support investment in infrastructure,
expertise, Information Technology (IT) systems, and collaboration across practices to
participate in QPP even within a virtual group.
This model includes the following elements: (1) community support; (2) a federal matching
commitment to support investment in a virtual group model; (3) provision of meaningful and
actionable feedback reports to clinicians to improve practice activities and quality; and (4)
alignment on quality measures and quality improvement activities. The expectation is that
these efforts will lead to improvement in quality and a reduction in Medicare costs as well as
the identification of best practices, the enhanced implementation of virtual groups and
increased participation in QPP, and scalability of virtual group models to other practices in rural
and medically underserved areas.
Model Overview
A bridge organization will serve as the lead coordinator and create the infrastructure for the
virtual group, providing reporting to CMS as well as technical assistance on a variety of QPP and
virtual group activities such as: selection of quality measures, reviewing and incorporated
actions based on practice level feedback reports, practice improvement activities, and
centralized EHR support. Bridge organizations may be a variety of entities including but not
limited to Federally Qualified Health Centers (FQHCs), FQHC look-alikes, volunteer provider,
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public health department, area agency on aging, county office, small rural community hospitals,
or rural practice.
The model must be undertaken as a public\private partnership in the community. Bridge
organizations will receive funding in the initial year to engage in strategic planning and must
incorporate letters of commitment demonstrating willingness by community partners,
employers, non-profit entities and other insurers to provide funding for support of the virtual
group bridge organization efforts in years 2 – 5. CMS will provide matching federal funds in
years 2 – 5 to augment the impact of community support.
The bridge organization must make arrangements with Medicare Part B clinicians that are
eligible to participate in the Quality Payment Program within a virtual group and that are
interested in joining the virtual group. For purposes of the model, the practices must be small
(fewer than 10 clinicians) and\or serve rural and medically underserved populations. The
bridge organization may support virtual groups based on geography or other organizing
principle (e.g., specialty), providing including criteria for the group and specifying the universe
of potential eligible clinicians that may participate in the model.
Bridge organizations are responsible for convening eligible clinicians and creating a virtual
group that is responsive to the clinicians’ needs and compliant with QPP statutory and
regulatory requirements.
Bridge organizations will apply for a one-year cooperative agreement to fund strategic
engagement with eligible clinicians and community partners to support development of a
virtual group. CMS will award up to $1 million per cooperative agreement to support the
planning process.
Upon submission of the plan, the bridge organization will be eligible for up to $10 million
annually to execute upon their plan and will be awarded additional funding upon meeting
required milestones within their strategic plan. Community investment funding receipt and use
within the model will be a required milestone for all bridge organizations and detailed within
the agreement with CMS.
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Use of Support Funds
Federal funds will be made available to the bridge organizations in years 2 – 5 in accordance
with the approved plan. Innovation Center funding may support activities such as the
development and implementation of EHRs, development of quality and quality reporting
expertise, integration of IT systems and IT support for clinicians, practice improvement activity
coaching, data collection and feedback reporting to clinicians in actionable reports on utilization
and quality metrics, support in developing and implementing practice change supported by
data-based analytics, and collaboration across providers to support enhanced care (with
specialists, mental health professionals, hospitals, emergency department etc.). No federal
funding may be used to support fund raising activities for matching funds nor may federal
funding be used as match for additional federal funds.
Quality and Outcomes Metrics
Many of the quality and outcomes metrics of success will be detailed in the final approved
strategic plan and other agreements between CMS and each specific bridge organization.
Milestones within those plans will specify participation rates, activity milestones, utilization
metrics, quality measure, and partner support requirements.
Theory of Savings
The model will test overall for each if there is a demonstrated overall decrease in Medicare Part
B expenditures for each virtual group (as a group) as well as improved utilization rates of
emergency department, inpatient hospital, and outpatient hospital services. Furthermore, the
model will test the quality achievement of the virtual group within QPP using quality measures
consistent with appropriate MIPS clinician measures for the representative clinician makeup of
the virtual group.
Potential for Shared Savings
Years 4 and 5 of the cooperative agreement may incorporate a shared savings methodology in
which the virtual group may earn a portion of Medicare shared savings if the group as a whole
demonstrates savings in Medicare Part B expenditures. Applicants will provide a proposed
shared savings methodology and negotiate for CMS’s approval. The model will encourage
participants to propose methodologies most appropriate and effective within the unique
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circumstances of the bridge organization and virtual group participating providers. This will
enable the model to test which shared savings methodologies provide greater results across
model participants.
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Appendix D: Virtual Groups CPC+ Model
Purpose
The Centers for Medicare & Medicaid Services (CMS) Center for Medicare and Medicaid
Innovation (Innovation Center) will assess whether the application of comprehensive care plus
(CPC+) methodology to primary care virtual groups would encourage the utilization of virtual
groups while increasing quality, decreasing total health care costs, and improving beneficiary
outcomes for all participants. The model would maintain the underlying fee-for-service (FFS)
payment structure, but utilize aspects of the CPC+ model to introduce the idea of per member
per month (PMPM) reimbursement for care management on a monthly schedule, and a PMPM
reimbursement for quality scoring paid on an annual schedule. Employing these methods can
be translated to greater accountability, and a potential avenue for practices to move towards
advanced alternative payment models (APMs).
The model will test two tracks. Track 1 will test aspects of Track 1 from the CPC+ model within
virtual groups, which includes a shared savings approach across all primary care practices from
incentive-based prospective payments. Track 2 will allow for an additional bonus payment if
mental health is either delivered or coordinated by primary care practices.
The CMMI would award, through a competitive process, renewable one-year cooperative
agreements to primary care virtual groups to support the creation, coordination among, and
reporting of quality measures as a virtual group. The definition of providers eligible to
participate in virtual groups would be primary care practices, and the clinician-centered primary
care virtual group could be renewed for a total of a five-year period of performance.
Authority
Section 1115A of the Social Security Act authorizes the Innovation Center to test innovative
payment and service delivery models to reduce Medicare, Medicaid, or CHIP expenditures,
while preserving or enhancing the quality of all beneficiaries’ care. This model tests whether
integration of the CPC+ methodologies to virtual groups would allow for payment and quality
incentives for primary care practices to improve care coordination, cost, quality, and health
outcomes for beneficiaries.
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By using 1115A authority in expanding the CPC+ methodology to virtual groups, the Innovation
Center will also test the feasibility and adoption rate of establishing primary care-based virtual
groups, the impact on ER utilization, the benefits of care navigators, and quality scores for
Medicare beneficiaries receiving primary care within the model.
And, by waiving certain MIPS quality requirements, the Innovation Center could test the
integration of technology and uniform quality data submission into primary care virtual groups
based on existing reimbursement models and modified quality metrics.
Model Intervention
Testing this model, through CPC+ care management and value-based incentives, CMMI will
encourage primary care providers to band together in a virtual group to increase quality, care
coordination, and cost through person-centered care.
Combining FFS clinician reimbursement with (1) monthly PMPM payments based on patient
population, and (2) annual PMPM payments based on selected quality metrics, there is the
potential to improve health outcomes and reduce costs, as well as increase the adoption of
virtual groups, and eventually APMs. In place of certain MIPS-specific metrics, this model will
reward operational metrics such as uniform submission methods, on-time data submission,
communication through interoperable EHRs, and other as well as utilization health metrics.
The expectation is that these efforts will lead to improvement in establishing virtual groups,
quality outcomes, ER utilization, and a reduction in Medicare costs as well as the identification
of best practices in primary care virtual groups. Based on results, CMS may scale the model
and\or potentially use insights to inform how CPC+ methodology can be combined with the
MIPS track to allow practices outside of a virtual group to take advantage of additional
performance-based payments. This may encourage increased APM adoption.
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Model Overview
Track 1

In Track 1, CMMI will support primary care practices to maximize the integration of PMPM
payments for a value-based care model of care. The first award will be on a monthly basis as a
care management fee based on the geography, patient risk, population demographics, and
other factors. After the care management fee is awarded to the virtual group, an additional
PMPM payment would be paid annual based on the virtual group’s scores on selected quality
metrics that fall within four categories: operational, utilization, select MIPS measures, and
patient outcomes. A portion of this annual PMPM payment should be guaranteed to the virtual
group, while the remaining amount can be achieved through higher scores. Participating in this
type of virtual group will allow participants to share in the PMPM payments to aid in
establishing technical advancement within the set-up, coordination, and data submission of
quality metrics. Also important is the CPC+ goal of establishing clinical norms such as hiring care
coordinators to assist with patient goal setting and care navigation to prevent hospital
readmissions and ER utilization.
Track 2

The same components of Track 1 within this innovation model apply to Track 2. However, an
additional financial incentive will be introduced in Track 2 for primary care practices within the
virtual group that either deliver mental health care within the practice or provide enhanced
coordinated care with mental and behavioral health providers to deliver this care to patients.
Financing
Monthly Care Management Payments and Annual Performance-Based Incentive – Track 1

In Track 1, a risk-adjusted PMPM care management fee will be made by CMMI to the virtual
group for years 1 – 5 of the model. The PMPMs will be made in tiers based on the
characteristics of the Medicare beneficiaries aligned with the virtual group, and the average for
the CPC+ program is $15 PMPM. The PMPM care management amount would be distributed at
the practice level based on each facility’s patient population and risk score.
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An annual prospective PMPM payment based on quality scores for metrics that include clinical
quality, utilization, patient outcomes, and operationalization of virtual groups. To reduce risk
for participating facilities, a portion of this prospective payment would be guaranteed to all
practices in the virtual group. Any shared performance-based savings or losses at the end of the
year will be paid back or distributed to each practice depending on the overall performance of
the virtual group.
Care Management, Performance-Based Incentives, and Mental Health Bonus – Track 2

Track 2 employs the same PMPM monthly care management fee to individual practices within
the virtual group, as well as the PMPM annual performance-based payments to the umbrella
virtual group that are based on the metrics described in Track 1.
An additional financial component in Track 2 pertains to the enhanced delivery and/or
coordination of mental and behavioral health care for patients. If appropriate mental health
quality measures are met within the primary care practice by a licensed mental health provider
or care is effectively and efficiently integrated with mental health providers, a flat payment
would be provided to individual practice for facilitating coordination of care.
Similar to the current CPC+ program, Medicare savings would accrue from a decrease in
emergency department utilization as well as outpatient and inpatient hospital utilization.
Quality and Outcomes

Quality scores are aggregated at the virtual group level, and must meet or exceed quality
requirements and resulting care outcomes in order to receive quality measure incentive
payments within the model. Quality and outcomes metrics will be finalized by the Innovation
Center, but would include a small group of specific measures related to emergency department
usage or hospitalizations, shared decision making, medication reconciliation at discharge.
Operational metrics may include timely data submissions to CMS, interoperable EHR usage, and
other measures.
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With regards to the mental health component of Track 2 to obtain the mental health care
financial bonus, quality measures would include measures related directly to the facilitation of
access to and coordination with behavioral health care. For example, the delivery of the
Patient Health Questionnaire (PHQ-9) to evaluate signs of depression, proactive outreach to
patients newly on anti-depressants, integration of EHRs across primary care and mental health
providers may be included as measures as well as improvement in management of mental
health disorders.
Technical Assistance
Virtual groups participating in this innovation model would have access to two forms of
technical assistance. The first of which will be delivered to the virtual group to aid in the
establishment of the virtual group, the selection of quality measures, and the uniform
submission of on-time data.
The second form of technical assistance will be offered via in-person, virtual, and on-demand
events and information. Learning events and materials will orient the virtual group and
participating practices to CPC+ program requirements and will guide them throughout their
transformation within the model. Collaboration tools and web-based portals will facilitate
practice sharing, and regional learning communities will offer targeted, practice-level technical
assistance to support practices to enhance their capabilities.
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Appendix E: Pharmacy Integration Model
Purpose
The Centers for Medicare & Medicaid Services (CMS) has identified strengthening person-centered care
as one of the Agency’s goals to help achieve better care, smarter spending, and healthier people.
Specifically, the CMS Quality Strategy envisions “health and care that is person-centered, provides
incentives for the right outcomes, is sustainable, emphasizes coordinated care and shared decision
making, and relies on transparency of quality and cost information.”1 This prescription drug model
would center on establishing pharmacists as part of a multi-disciplinary care team to manage patients
with complex and chronic medical conditions and positively impact outcomes.
This model would involve pharmacists earlier in the pharmacy decision making process and incorporate
ongoing medication monitoring and management more thoroughly into the care model and care
planning. Physicians often make prescribing decisions for the patient based on incomplete knowledge of
the patient’s prescription history, cost-effectiveness of treatment options, and patient preferences.
Medicare beneficiaries are often taking multiple medications and managing this “polypharmacy” can be
sporadic and uncoordinated. Additionally, newer, high cost drugs may be prescribed when evidencebased, lower cost alternatives may be equally effective. Costs to the Medicare program and to the
patient are rarely considered as part of the decision-making process.
This engagement model will test separate and distinct approaches to Shared Decision Making to support
the multiple ways in which pharmacist participate in care and make decisions about treatment options.
This will enhance the beneficiaries’ understanding and responsibility for their personal health care
decisions where there are a cadre of therapeutic options. The model will also emphasize cost
transparency to the program and to the Medicare beneficiary. Better integrating the pharmacist and
the patient in decision-making up front with physicians will create more effective and efficient
treatments while keeping costs down.
Medicare beneficiaries will be informed on how a medication is expected work, whether that drug is
covered under their prescription drug coverage plan (if applicable), costs associated with each

1

Centers for Medicare & Medicare Services. Quality Strategy, pp. 2. (2016).
<https://www.cms.gov/medicare/quality-initiatives-patient-assessmentinstruments/qualityinitiativesgeninfo/downloads/cms-quality-strategy.pdf>
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treatment option, and potential benefits and side effects associated with each treatment. This
approach will prioritize the values of the beneficiary’s individual needs and preferences.
By providing knowledge, making costs transparent, enhancing understanding, and supporting informed
decision-making, CMS is seeking to promote participation in decision-making and to increase
engagement for both Medicare beneficiaries and providers. This can improve health care outcomes and
quality and reduce the costs of health care system. The use of pharmacist supports a process of
practitioner and patient interaction, communication, and thoughtful deliberation to facilitate optimal
health care choices. If done effectively, this approach should lead to improved health outcomes and
quality of life for participants while creating savings under Medicare Pars A, B, and D.
Pharmacists are trained to provide advanced patient-centered services such as medication
management, disease management, prevention and wellness services, comprehensive medication
reviews and monitoring, coordination of medication during transitions of care, and education of
beneficiaries, caregivers, and other healthcare professionals. The safe and effective use of prescription
drugs by beneficiaries relies on effective communication of information such as proper dosage, easy to
understand instructions, common side effects, interactions with other drugs and food, storage
instructions, duration, self-monitoring, what to do if a dose is missed, and advice on refills and
medication compliance. In addition, pharmacists can help provide critical cost information that is very
important for many beneficiaries. However, they may not always be a critical part of the healthcare
team and medication-specific information may be provided by others such as nurses, medical assistants,
or even office staff.
Two Prescription Drug Model approaches that incorporate the pharmacist within teams of providers to
ensure holistic and patient-centered care are suggested.

Prescription Drug Model #1
•

Applicants would include teams of pharmacists and physicians\nurse practitioners treating
Medicare beneficiaries with specified chronic health conditions (e.g., diabetes, depression,
rheumatoid arthritis).

•

Pharmacists are included as part of multi-disciplinary team with a strong, formalized
communication and ongoing consultation\feedback mechanisms to monitor patient experience,
health impact, and health outcomes for chronic condition pharmacology treatment.
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•

Pharmacist provides initial consultation to patient in a disease state, such as rheumatoid
arthritis, that has a range of therapeutic options – from a first-line, relatively inexpensive, and
effective disease-modifying antirheumatic drugs (DMARD) such as methotrexate to newer,
relatively expensive, and effective biologics that may require special administration and
monitoring

•

Pharmacist follows up with the prescriber or care team with recommendations based on
assessment of patient factors, including ability to manage patients out of pocket costs, patient
preferences regarding the side effects of various options, social determinants, compliance with
medication regimens, drug-drug interactions, etc.

•

After the physician and patient determine the best course of treatment, the pharmacist
continues to be involved in monitoring, compliance, and ongoing recommendations.

•

Outcomes monitored include total cost of care for Medicare Part A and B services, impact on
Medicare Part D utilization and costs, medication compliance, patient satisfaction, health
outcomes

Prescription Drug Model #2
Transitions of care when patients are moving between health care settings and practitioners is a
particularly vulnerable time for patients.1 Medication errors and adverse drug events have the potential
to occur during these transitions and changes. Many patients are discharged from hospitals without
adequately understanding their treatment plans or discontinue important medications. This may result
in suboptimal therapeutic outcomes or even hospital readmissions.
Pharmacists can provide valuable counseling, treatment plan input, therapeutic monitoring, medication
compliance support, and continuity across settings to ensure patients and family caregivers have the
support and information they need. In addition, pharmacists can be an essential resource for Medicare
beneficiaries receiving follow up treatment in outpatient settings or home health services. Model
details include:
•

Applicants would include teams of pharmacists and physicians\nurse practitioners treating
Medicare beneficiaries with specified post-acute care conditions that transition from inpatient
hospital or skilled nursing facility level of care to a non-institutional setting.
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•

Pharmacist provides consultation to home health patients and caregivers, following patients
through all transitions of care

•

Pharmacist follows up with prescriber or care team with recommendations based on
assessment of patient factors, including ability to manage patient’s out of pocket costs, social
determinants, compliance with medication regimens, drug-drug interactions, etc.

•

The pharmacist consults with prescribers and, if applicable, other members of the care team
(social services, nursing staff, etc.) and continues to be involved in monitoring, compliance, and
ongoing recommendations and care plans.

•

Outcomes monitored include total cost of care for Medicare Part A and B services, impact on
Medicare Part D utilization and costs, medication compliance, patient satisfaction, health
outcomes, preventable readmissions to inpatient hospital and avoidable emergency department
utilization.

Financing and Shared Savings
For the first three years, the models would provide a risk adjusted per beneficiary per month pharmacy
care coordination payment for each Medicare beneficiary. These funds would be used to enhanced
integration of data and care delivery with pharmacists participating within provider teams. In years 4
and 5 of the five-year model, the teams would be paid with shared savings in a methodology proposed
by the applicant team and approved by CMS. While CMS would not prescribe a specific shared savings
methodology, both the pharmacists and the physicians within the care team must bear risk in the shared
savings methodology. Such payments to providers will be contingent upon realizing savings in Medicare
Parts A, B, and D as well as patient outcomes related to the patient’s specific health conditions, including
thresholds for patient reported outcome measures. Furthermore, Medicare beneficiaries may be
eligible for nominal shared savings within the applicants’ proposed shared savings model to enhance
patient engagement in shared decision making.
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Appendix F: State Flexibility Model
Purpose
The Centers for Medicare & Medicaid Services (CMS) Center for Medicare and Medicaid Innovation
(Innovation Center) will assess whether enhanced flexibility for states in integration of
Marketplace\State exchange waiver authority with Medicaid and CHIP waiver authority (section 1332
and 1115 waiver authority, respectively) can provide innovative solutions to access to care for lower
income individuals in states. By providing up-front support to states in crafting innovative state-specific
solutions, CMMI will enable more flexible and rapid insurance coverage and access to care through
efficiently leveraging the infrastructure already existing within each state. The model will also test
whether these innovations increase Medicaid quality and outcomes while decreasing expenditures for
those Medicaid-eligible individuals that participate within the state’s innovative solutions.
The model addresses a gap in the current delivery system by funding interventions that connect
individuals to state sponsored health insurance coverage through Medicaid and Medicaid-leveraged
solutions such as integration of invisible high risk pools, premium payment to private insurance for
families, and Medicaid buy-in for small employers and individuals. The model will support states, and
test a variety of state-based coverage and access interventions to determine their ability to impact total
health care costs and quality. This model will engage practices that are small and\or serving rural and
medically underserved areas of the country. CMMI will test whether a state can decrease costs and
improving quality while leveraging existing infrastructure such as enrollment brokers, IT solutions,
provider networks, and payment methodologies already in place.
The Innovation Center would award, through a competitive process, renewable one-year cooperative
agreements to community-based or collaborative virtual group entities to support the creation of a state
strategic plan for increasing access. The initial year would require development of a statewide strategic
plan and action steps to implement the innovation to create access to care for lower income state
residents. CMMI will select up to 10 states from the universe of those submitting a strategic plan to
move forward with innovation implementation. If a state is selected, CMMI will award it a renewable
cooperative agreement for up to a five-year period to implement the actions detailed within the plan.
Based on the state meeting the milestones specified within its strategic plan, the cooperative agreement
could be renewed for a total of a five-year period of performance.
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Authority
Section 1115A of the Social Security Act authorizes the Innovation Center to test innovative payment
and service delivery models to reduce Medicaid expenditures, while preserving or enhancing the quality
and health outcomes. This model tests whether state-specific models of insurance and\or access to
health care that leverage Medicaid infrastructure within a state can improve quality, outcomes, and
decrease Medicaid expenditures for individuals newly added to coverage within a state under an
innovative coverage model.

Model Intervention
The model engages states and their stakeholders in designing value-based program taking into account
the unique environment, circumstances and considerations within each state. Each state has a unique
Medicaid program, approach to private insurance regulation, and population-needs based on the
chronic and acute conditions of the state residents. This model would provide assistance to states in
aligning Sections 1115 of the Social Security Act and 1332 of the Affordable Care Act provide
opportunities for states to get approval from CMS to waive certain requirements of Medicaid and
federal health insurance requirements to provide innovative state-specific health insurance coverage
and access to care solutions. States are committed to providing solutions to lower income and
uninsured residents, but have had difficulty in attaining approval for waiver requests. While a few states
have received approval, many have encountered challenges in using these waiver authorities to create
broad-based integrated innovation for states to assist them in lowering rates of uninsurance and\or
enhancing access to care. This model serves to support states in creating on innovative solutions.
This model will assist states by (1) leveraging existing investments in infrastructure; (2) supporting
stakeholder-driven design of insurance\coverage solutions in a state strategic plan; (3) providing data
analytics support to ensure decisions about design are data-driven; (4) provision of meaningful and
actionable technical assistance in program design and use of waiver authorities; (5) assistance on
alignment on eligibility, enrollment, financing and quality measurement activities. The expectation is
that these efforts will lead to improvement in quality and a reduction in Medicaid expenditures on a per
person basis. The model will spur innovation across states and lead to the identification of best
practices, the enhanced implementation of coverage initiatives, access to care, and
scalability\adaptation to other state models.
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Model Overview
The state will submit a proposal to convene a multi-stakeholder committee to undertake the design of
coverage solutions, leveraging Medicaid and private insurance within the state. The state must
incorporate letters of commitment demonstrating willingness by insurers, employers, advocates,
employers, non-profit entities and other key stakeholders to engage in the effort. If selected by CMS,
the state will receive funding in the initial year to engage in strategic planning. At the end of the first
year, the state must submit the strategic plan informed by stakeholder engagement, including a
roadmap and milestones it would commit to in implementing the strategy. CMS will select up to 10
states to support through awarding implementation cooperative agreements for up to five years.
CMS will award up to $2 million per state cooperative agreement in the first year (based on budget
provided within the state application) to support the planning process. Upon submission of the plan,
states will be eligible for up to $20 million annually (based on the budget approved within the strategic
plan) to execute upon the state coverage\access strategic plan; states will be awarded this additional
funding within the cooperative agreement upon meeting required milestones within their strategic plan.
CMS funding may support activities such as the development and implementation of state innovations
(leveraging enrollment\provider contracting\IT processes and existing infrastructure, Medicaid buy-in,
Medicaid CNOM activities, high risk pools, resinsurance); commissioning studies to investigate design
options within the state; development of quality and quality reporting; assessment of financing options
and rates; insurance plan design; augmentation of public health clinic capabilities; integration of IT
systems and IT support; and in-depth data analytics to support design, implementation, monitoring and
oversight. No federal funding may be used to pay for benefits\services or administrative expenditures
to substitute for existing state Medicaid expenditures or as matching funds (e.g., as Medicaid nonfederal share).
Many of the metrics of success will be detailed in the final approved strategic plan and other
agreements between CMS and each state based on the details of the state designed solution.
Milestones within those plans will specify participation rates, activity milestones, utilization metrics,
quality measure, and partner support requirements. A common core of measures across all states may
include access to care (e.g., able to receive care when needed), avoidable admissions to the Emergency
Department (ED), impact on Disproportionate Share Hospital reported uncompensated care in the state,
percent of children receiving annual well visits care, follow up after hospitalization or emergency
department use, and percent of low income population with a usual source of primary care.
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Appendix G: Medicaid and Indian Health Service\Tribal
Providers Coordination Model
Purpose
The Centers for Medicare & Medicaid Services (CMS) Center for Medicare and Medicaid Innovation
(Innovation Center) will assess whether enhanced integration across the Indian Health Service and
Medicaid agencies in support of person-centered care coordination would improve quality, total health
care costs for Medicaid, and beneficiary outcomes. The model would fund delivery system innovations
to connect IHS facilities and providers with Medicaid caseworkers and providers to support better
integration of care to meet patient needs. Through greater data integration, Medicaid recipients who
receive care through both Medicaid and IHS health systems will receive enhanced, better coordinated
care. The model will test whether this enhanced integration and data sharing leads to savings for
Medicaid while improving health care quality and Medicaid expenditures.
This model would support enhanced development and scaling of initiatives now available based on the
guidance provided in the February 26, 2016 State Health Official letter.1 This guidance provided an
update in payment policy allowing 100 percent federal Medicaid Assistance Percentage (PMAP) for
certain services received by Medicaid-eligible individuals who are American Indians and Alaskan Natives
(AI\AN) through facilities of the Indian Health Service (IHS), whether operated by IHS or Tribes. Under
this policy, HIS\Tribal facilities may enter into care coordination agreements with non-IHS\Tribal
providers to furnish certain services for their Medicaid AI\AN enrollees. In accordance with 1905(b) of
the Social Security Act, Medicaid services under the agreement effectively are receiving benefits through
the IHS\Tribal facility and therefore the state would receive 100 percent federal match for such services.
To enhance care coordination for AI\AN populations under these agreements, CMMI would award,
through a competitive process, a cooperative agreement to support development of integrated care
across Medicaid and IHS\Tribal facilities for the AI\AN populations that are enrolled in Medicaid. The
first two years would be devoted to planning, data exchange, metrics and milestone development and
creation of a project implementation plan. For performance years 3 through 5 of the cooperative
agreement, the State will earn incremental incentive payments based on reaching agreed upon
implementation milestones as well as quality and cost metrics (by year 5).

Federal Funding for Services “Received Through” an IHS\Tribal Facility and Furnished to Medicaid-Eligible
American Indians and Alaska Natives. State Health Official Letter dtd February 26, 2016.
https://www.medicaid.gov/federal-policy-guidance/downloads/sho022616.pdf
1
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Authority
Section 1115A of the Social Security Act authorizes the Innovation Center to test innovative payment
and service delivery models to reduce Medicare and Medicaid expenditures, while preserving or
enhancing quality. This model tests whether integration of the continuum of providers across IHS and
Medicaid can improve appropriateness of payment, overall Medicaid expenditures, quality, and
outcomes for Medicaid enrollees also served through IHS.

Model Intervention
Individuals who are both Medicaid enrollees and receive services through IHS facilities are at high risk
for fragmented care that could cause a delay of care, duplication of care, absence of care, and in some
cases, has the potential to create harm. Neither the IHS nor the state Medicaid agency has the
complete data across all care, diagnoses, and utilization.
Limited access to IHS data has been a long‐standing barrier to States seeking to better coordinate care
for Medicaid enrollees that also receive care through IHS facilities. Lack of IHS data on hospital,
physician, and prescription drug use prevents States and IHS from having a complete picture of the care
being provided to this population. For example, without access to service utilization data, a State cannot
prevent duplicative services that could be harmful to the individual and costly to both Medicaid and HIS.
Shared data will help improve ability to analyze, understand, and coordinate care by enabling both
states and IHS to provide better, safer care, and person-centered care based on the specific care needs
of the individual.
For example, if a state and IHS were able to integrate data into its secure, web‐based care management
system, both IHS and Medicaid care coordinators would have access to covered hospital, physician,
clinician, mental health, long term care services and supports, and prescription drug use. Care
coordinators will be able to better identify high risk and high cost individuals, determine their primary
health risks, and provide tailored care interventions across IHS and Medicaid providers for more cost‐
effective and higher quality care with better outcomes.
The expectation is that these efforts will lead to improvement in quality, quality of life, health outcomes
and a reduction in Medicaid costs as well as the identification of best practices in integration of and
appropriate payment for IHS and Medicaid covered care for AI\AN populations. The model incentivizes
enhanced integration of data to drive coordinated care to prevent duplicative care, harmful interactions
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of contraindicated treatments, enhanced monitoring of prescription drug use, and improve care
outcomes based on preferences and choices of AI\AN Medicaid enrollees as to their providers,
regardless of care system. Additionally, data sharing will greatly enhance the state and federal
governments’ ability to track and ensure FMAP is paid appropriately for all services received through an
eligible care coordination agreement.
CMS may scale the model to additional states with other IHS facilities and\or potentially use insights to
inform Medicaid policy and financing decisions for care management and population health
coordination with IHS.

Model Overview
Phase I: Years 1 and 2
CMMI will support infrastructure and planning needs of select states and their corresponding IHS and
Tribal facilities. With a focus on supporting patient-centered care in a coordinated care environment, a
state Medicaid program and IHS facility\facilities within that state will apply for the opportunity to care
out a two-year planning engagement to share data for care coordination purposes. Award will be based
on the joint state-IHS entity application. The planning purposes must include public engagement with
multiple stakeholders, including tribes within the state.
Planning must include active integration for better care coordination. The State and IHS may apply to
focus on specific areas of coordination based on services (integration of pharmacy, integration of
mental\behavioral health services) or based on disease management for a chronic condition or multiple
chronic conditions.
At the end of the second year, a strategic plan and implementation road map must be submitted to
CMS. CMS may award additional years to test implementation, dependent upon the results of the first
two-year engagement and strength of the strategic document. Additionally, required appropriate Data
Use Agreements (DUA) must be finalized, executed, and submitted with the strategic planning
document. A clear, thorough plan of efficient and effective data sharing, integration, and ware housing
must also be included. Other agreed upon milestones must be specified within the plan, including
quality measures and cost\expenditure metrics for performance measurement in years 3 through 5.
Phase II: Years 3 through 5
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The strategic plan and implementation road map resulting from Phase I will serve as the application for
Phase II. CMMI will select up to 6 states to move forward into implementation. To move forward,
CMMI will sign an agreement with the state Medicaid agency to support the approved plan submitted at
the end of Phase I. The plan must provide access to integrated data for both the Medicaid agency and
IHS facilities. Data must include Medicaid enrollee status and utilization of inpatient, outpatient,
physician, and pharmacy Medicaid and IHS benefits at the minimum. CMMI should consider requiring
that active coordination, based on the ongoing integration HIS-Medicaid data, for care improvement at
least in Medicaid for enrollees that have also utilized services at HIS facilities by the end of year 4.

Savings
In this model, it is anticipated that Medicaid will benefit through decreased expenditures for individuals
receiving care through both IHS and Medicaid. Through enhanced care management supported by data
from both systems, the individual can receive the right care in the preferred setting. The total cost of
care across Medicaid and IHS will be more appropriate, based on patient-centered care preferences and
access to appropriate providers. It is anticipated that the care coordination agreements will enhance
access to preventative care, prescription drugs, and care based in the community. This model should
lead to less fragmented care, increasing quality while lowering utilization and expenditures for avoidable
outpatient, inpatient, and emergency department visits. Depending on focus of a specific initiative, it
may also increase access to home and community based long term services and supports thereby
decreasing institutional utilization and lowering costs.
Medicaid savings will be calculated based on improved quality and costs. Costs will be calculated across
Medicaid based on elimination of avoidable hospitalizations, preventable use of emergency
departments, decreased nursing facility services, and reduced duplication of care. While the model will
test cost improvement in Medicaid, it will monitor costs across both IHS and Medicaid services to
determine overall savings.

Quality
Quality measures will align across the full spectrum of care provided by Medicaid and IHS as
appropriate, dependent upon the specific intervention within the final deliverable for Phase I. For
example, an intervention that focuses specifically on diabetes care management would include different
measures than one that seeks to focus on better integration of mental health and primary care. The
Phase I strategic plan document will incorporate proposed care quality measures and outcome
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measures for CMS’s approval. Quality will be measured across both HIS\Tribal facility care and Medicaid
providers at a population health level.

Medicaid Authorities
States will coordinate with and receive approval from CMS for any state plan amendments and\or
waivers required prior to implementing changes in Medicaid that may be related to this initiative (e.g.,
Medicaid case management programs).
No funding would be available for non-federal match. States would also be required to demonstrate
how any payments in support of this effort does not duplicate or substitute for payments already
matched under Medicaid.

Financing
In this model, the Innovation Center would provide funding to support activities in Phase I for
stakeholder engagement and strategic planning as well as to prepare DUAs and data integration actives.
Up to $5 million is available to each successful applicant for the Phase I activities.
States would be required include a budget within the strategic plan and implementation road map
deliverable at the end of Phase I. The budget must include the amount requested as well as a
justification for the amount to directly support the implementation activities related to data integration,
data warehousing, IT systems, analytics and care coordination tools, and development of care
coordination programs or enhancements to such systems. Up to $10 million per year would be available
to each state. CMS would approve a final negotiated budget with each state that entered into a
cooperative agreement with CMS for years 3 through 5 implementation and testing.
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Appendix H: Medicaid Behavioral Health Model
Purpose
The Centers for Medicare & Medicaid Services’ (CMS) Center for Medicare and Medicaid Innovation
(CMMI) will support partnerships between primary care and behavioral health clinics to facilitate
delivery of services for individuals with serious mental illness (SMI) and substance use disorders (SUD).
Individuals with SMI have higher rates of many chronic health conditions, have higher rates of
premature death than the general population, and tend to receive most of their care in specialty mental
health clinics, where coordination with general health care services can be poor. Treatment with
buprenorphine and other forms of medication-assisted treatment (MAT) to stem the current opioid
crisis requires coordination between primary care and substance use providers. The treatment of
physical and behavioral health co-morbidities requires coordinated care between provider types to
alleviate some chronic health conditions and prevent others (e.g., metabolic conditions resulting from
long-term psychotropic medication use). Patients newly diagnosed with physical health conditions such
as cancer may benefit from a measurement-based care approach that assesses for depression and
anxiety early in the treatment process to optimize the likelihood of adequate self-care and care
management as physical health needs are addressed.
Since 2011, CMS’s Health Home models have supported integration of general medical services with
services for chronic MH and/or SUD conditions at a systems level. However, to date, there are only 32
Medicaid health homes in 21 states;1 of these health homes, only 21 homes in 19 states focus
specifically on SMI or SUD. Large sections of the United States, particularly in the South and the West,
do not participate in the health homes model. Other federal efforts, such as SAMHSA’s PBHCI grant
program, have sought to provide basic medical services in behavioral health clinics,2 but with mixed
success.3 New models that are more easily implemented in underserved, often rural, areas of the US are
needed. With the growth in successful telehealth models and the well-documented shortage of
behavioral health professionals, especially psychiatrists, support for more advanced models of care
integration is necessary. Earlier this year, new CPT codes became available to better capture the time
and complexity of coordinating care for those with multiple chronic conditions under Medicare. The new

1

https://www.medicaid.gov/state-resource-center/medicaid-state-technical-assistance/health-homestechnical-assistance/downloads/hh-map.pdf
2
https://www.integration.samhsa.gov/integrated-care-models/health-homes
3
https://www.rand.org/content/dam/rand/pubs/research_reports/RR500/RR546/RAND_RR546.pdf
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codes signal a growing recognition of the value and utility of time devoted to care coordination for these
complex populations.
Assessments of prior models of integration have identified barriers including information sharing across
clinics/providers and difficulties merging behavioral health and primary care clinic cultures.4 5 Primary
care doctors are understandably reluctant to screen for and diagnose mental health or substance abuse
issues without the security of adequate and available referral networks. The USPSTF has clearly stated
that screenings for conditions, without opportunities for appropriate follow-up, should not be
conducted, resulting in a quandary for providers without adequate resources but facing significant SUD
and mental health issues among their caseloads. Rural areas have the added challenges of distance and
transportation requirements between primary care and behavioral health clinics, the stigma associated
with entering a small town mental health or substance abuse clinic, as well as a limited behavioral
health workforce, in particular, psychiatric care. This proposed model would support provider
preferences by increasing mechanisms and resources for referral, along with communication and
integrated care, but allow providers to maintain their primary professional identity within their home
clinic. It would provide access to services for more severe medical problems for those with SMI, and
access to counselors and other SUD professionals for those receiving MAT in the primary care setting. It
would avoid structural barriers whereby behavioral health clinics often must meet certain special
requirements to provide general health care within the BH clinic setting. The overall goal would be to
enhance the principles of integration through increased flexibility in policies that promote bidirectional
access to care. At the same time, the approach would allow clinics to maintain their current structures,
with as little expenditure as possible changing already established clinic infrastructure and culture.

Authority
Section 1115A of the Social Security Act authorizes the Innovation Center to test innovative payment
and service delivery models to reduce Medicare and Medicaid expenditures, while preserving or
enhancing quality. This model tests the extent to which infrastructure support will enhance integration
of primary care and mental\behavioral care impact improving costs and outcomes for Medicaid with
respect to preference sensitive conditions.

4
5

ibid
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5396210/
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Model Intervention/Overview
The proposed model would provide enhanced support to partnered primary care and behavioral health
clinics to facilitate integration within state Medicaid programs. The primary care and behavioral health
clinic would apply together for the opportunity to participate in the demonstration project. To qualify,
the two entities must be free-standing clinics, with independent funding streams, and not part of a
unified hospital system. Free-standing clinics require more financial and structural support with
integration than hospital-affiliated clinics,6 and may be a better target for significantly increasing
capacity in underserved and/or rural areas.
The demonstration would consist of accelerating innovation through CMMI funded support of the
following components:
Infrastructure enhancements:
•

Supported telehealth services between the two clinics to facilitate specialty hand-offs and rapid
assessment and intervention in some instances

•

Shared medical record systems

•

Identification of an EHR vendor to work across both clinics, either building from the existing
systems in place or establishing a shared system between the two

Bi-directional staffing mechanisms:
•

Case manager services to coordinate across the two clinic structures and “translate” care needs
between the two settings

•

Bi-directional visiting health professionals

•

Visiting nurses to the behavioral health clinic to facilitate linkages to specialty general health
care

•

Visiting SUD counselors to the primary care clinic

The demonstration would test a variety of value-based payment methodologies by allowing applicants
to propose payment incentives in support of integrated care delivery such as:

6

Breslau et al., 2017. Enrollment of Specialty Mental Health Clinics in a State Medicaid Program to Promote
General Medical Services. Psychiatric Services, 61:1, 63-69.
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•

Shared financial risk and shared savings for both clinics

•

Joint accountability for quality and reimbursement

•

Reimbursement mechanisms for care coordination using CPT 99490, 99487, and 99489 to
adequately capture the varying yet necessary degrees of care coordination needed for these
complex populations

•

Reimbursable transportation for patients between the two clinics and to specialty/hospital care
when needed

•

Support for states with state flexibility in licensing arrangements and reimbursement for service
delivery across both settings

•

Potential to assist with federal clinic licensing requirements waivers (e.g., if the general health
clinic is an FQHC, they would not need to apply for a change in scope waiver to work with the BH
clinic or have the visiting SUD provider in their setting).

Theory of Savings
Savings in this model are anticipated to be created through enhanced use of preventative care and
integrated lower-cost care. Using community and outpatient based care, this model will lower inpatient
and outpatient hospital utilization as well as emergency department visits. This will improve quality,
outcomes and cost for Medicaid.
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Appendix I: Pediatric Integrated Care Models
Purpose
The Centers for Medicare & Medicaid Services (CMS) Center for Medicare and Medicaid Innovation
(Innovation Center) will assess whether enhanced integration of health care and health-related social
services improves health outcomes for “high risk” children and their mothers (i.e., those at-risk for
intellectual and developmental disabilities, behavioral health problems, children living with special
health care needs, and families at risk for or exposed to adverse social conditions).
This model will test family-centered, cross-sector models that link social and human services to health
care to enhance population health outcomes and quality of care and reduce costs for Medicaid and
CHIP. Children’s health needs extend beyond the health care sector to include access to healthy foods,
safe home and neighborhood environments, and positive social support. In addition, the health of
infants and children is impacted by the health and well-being of their caregivers. For example, children
living in food insecure households are at increased risk for developmental problems and behavioral and
health conditions.
Incentivizing an integrated care model will help address the social determinants of maternal and child
health and determine whether adding social to medical services can improve quality and cost outcomes
for Medicaid and CHIP.

Authority
Section 1115A of the Social Security Act authorizes the Innovation Center to test innovative payment
and service delivery models to reduce program expenditures while preserving or enhancing the quality
of care for Medicare, Medicaid, and Children's Health Insurance Program (CHIP) beneficiaries.
Building on the Innovation Center’s Accountable Health Communities Model program, this model will
test the extent to which incentivizing an integrated services model will improve health outcomes for
high risk children and their mothers and reduce costs for Medicaid and CHIP.

Model Intervention
The integrated model is based on mounting evidence that modifiable social and environmental factors
strongly influence the health of children, women, and families. There is a need to establish and
incentivize partnerships and coordination between healthcare and social service providers, particularly
among high-risk children and their families. The model will test pediatric and maternal health
conditions that are impacted by adverse social conditions such as the following:
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•

High-risk pregnancies (chronic health conditions such as diabetes, hypertension, and obesity)

•

Pediatric behavioral health conditions

•

Maternal behavioral health conditions (such as women with opioid use disorders)

•

Pediatric respiratory conditions, such as asthma

Applicants may select other conditions that offer the greatest opportunity for impacting health
outcomes locally and generating cost savings for Medicaid. Applicants will partner with social and
human service organizations to implement and incentivize integrated service models. Applicants will
submit proposed payment methodologies that align best with their proposed service delivery model of
care. Applicants must provide a detailed description of the model and financing as well as specify how
the model will integrate with existing AHC models and potentially other CMMI models (e.g., CPC+).
Alternative payment models can include but are not limited to:
•

Bundled payments that represent a single payment to providers, facilities, or both for all services
to treat a given condition over a predefined episode of care.

•

A shared-savings arrangement that gives providers an opportunity for extra income, and in
some cases the risk of a penalty as well, on the basis of their spending relative to targeted
amounts.

•

A pay-for-performance (P4P) approach that rewards providers, facilities, or health plans if they
meet predetermined benchmarks of health care quality, performance, and/or efficiency.

•

Population-based payment models, also referred to as global payment or total cost of care
payment models, that incentivize and reward health care and social service providers for
delivering high-quality, well-coordinated, person-centered care within a defined budget.

Cross-sector integration will mitigate the social factors that impact health, result in more efficient and
effective care, and will ultimately lead to improved maternal and pediatric health outcomes. The model
will enhance preventive care and improved access to services that will mitigate adverse impacts upon
health of social determinants. This will lead to a decrease in hospitalizations, emergency department
usage, outpatient care, and higher cost use of specialists. Therefore, the model will improve quality
while lowering costs for Medicaid.
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Applicants will test APMs as part of a partnership between healthcare and social service providers to
encourage appropriate screening, data sharing and integration, coordination of services, and
measurement and monitoring of patient and family related outcomes. Applicants will receive funding in
Year 1 to engage in strategic planning and must show collaboration with social service organizations for
testing of financial incentives in the subsequent years (Years 2-4). CMS will provide funding in Years 2-4
to fund implementation and to test the impact of these integrated care models in driving innovation in
outcomes for pediatric populations.
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Appendix J: Medication-Assisted Treatment for Opioid and
Alcohol Use Disorder Treatment
Medication-Assisted Treatment (MAT) is an evidence-based intervention for the treatment of opioid and
alcohol use disorders. Evidence-based MAT encompasses both counseling and pharmacotherapy. For
two medications used to treat opioid use disorder (OUD), methadone and buprenorphine, counseling is
required.1 Despite evidence that MAT works, access is problematic in many parts of the US, including
rural and other resource poor areas. This problem stems in part from lack of workforce for both
prescribing and counseling services.2 Access to counselors could be alleviated by increased use of peer
providers, which have proven effective in many health-related behaviors among adults.3 However,
barriers to use of peer providers exist, including an inadequate supply of properly trained and certified
or licensed peer providers, lack of reimbursement for peer providers (e.g., for outpatient Medicare)4,
and continued hesitancy to rely on peer providers as part of a treatment team.
In this model, the Centers for Medicare & Medicaid Services (CMS) Center for Medicare and Medicaid
Innovation (Innovation Center) would assess whether use of peer providers to enhance access to and
delivery of MAT treatment to Medicare and Medicaid beneficiaries would increase access to care,
quality, and outcomes as well as result in reduced overall health care costs. The model would be tested
using a multi-site demonstration with evaluation following a competitive cooperative agreement award.
Up to eight two-year contracts, renewable for up to two additional years, would be awarded to existing
organizations currently providing MAT.

Authority
Section 1115A of the Social Security Act (the Act), as added by section 3021 of the ACA, authorizes
CMMI to test innovative payment and service delivery models to reduce Medicare, Medicaid, or CHIP
expenditures, while preserving or enhancing the quality of beneficiary care. This model tests whether
improved integration of peer providers into MAT services would improve provision of MAT, cost, quality,
and health outcomes for beneficiaries. By using 1115 authority to expand the use of peer providers,

1

https://www.integration.samhsa.gov/clinical-practice/mat/mat-overview
https://www.samhsa.gov/medication-assisted-treatment/treatment
3
Webel A. et al. 2010. A Systematic Review of the Effectiveness of Peer-Based Interventions on Health-Related
Behaviors in Adults. Am J Public Health; 100(2): 247-253
4
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles
/downloads/SE1604.pdf
2
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CMMI will test the impact on treatment access, quality of care, health care costs, and quality measures
for beneficiaries receiving MAT within the model.

Model Intervention
The model intervention will expand the use of peer providers to provide counseling services, for
example, within Federally Qualified Health Centers (FQHCs), Rural Health Clinics (RHCs), Certified
Community Behavioral Health Clinics (CCBHCs), and other organizations providing MAT (specifically,
buprenorphine), with a focus on underserved areas within states. FQHCs, RHCs, and CCBHCs utilize
prospective payment systems (PPS) 5 or all-inclusive rates (AIRs) 6 which help encourage innovations
not as easily introduced in settings that rely on fee for service payment. Expanding the model to include
other providers of MAT, however, would foster laboratories for expanding access in settings that lack
the benefits of a PPS or AIR and would open opportunities to other beneficiaries not served by an FQHC,
RHC, or CCBHC. The model would require expanding training opportunities for peer providers,
facilitation of peer provider use (e.g., via telehealth, including allowing FQHCs and RHCs to serve as
distant sites for telehealth-delivery of services, which they presently may not under Medicare),
reimbursement opportunities (including assuring that billing codes are available), and incentives to
participating organizations providing MAT via peer providers.
This model will be tested as a demonstration, with evaluation to determine whether the model results in
improved access, quality of care, health outcomes and reduced costs. The evaluation will help to identify
sustainable best practices in the provision and incentivization of MAT. To the extent possible, a group of
MAT providers not utilizing peer providers will be compared as part of the evaluation. Based on results,
CMS may scale the model and\or potentially use insights to inform policy and financing decisions for
future use of MAT within Medicare and Medicaid.

Demonstration and Evaluation Overview
CMMI will support demonstration participants to maximize integration of peer supports into MAT
delivery in a value-based model of care. Demonstration applicants must be existing providers of
buprenorphine MAT that are not currently using peer providers or that seek to expand the use of peer
providers to facilitate MAT delivery to populations currently not adequately served, such as populations
in remote regions of the provider service area.

5
6

https://www.cms.gov/Center/Provider-Type/Federally-Qualified-Health-Centers-FQHC-Center.html
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c13.pdf
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Demonstration participants would be required to arrange for training of peer providers to prepare them
to offer required MAT counseling services to clients. The demonstration participants would work with a
recognized provider of peer recovery training to accomplish this. The model will provide technical
assistance to guide demonstration participants in selection of qualified trainers.
Demonstration participants seeking to expand services to remote areas would be able to use telehealth
as either an originating or remote site, in contrast to current Medicare requirements for FQHCs or
RHCs.7 For Medicaid enrollees, states that do not allow reimbursement for originating and/or remote
sites would allow payment of originating fees and other reimbursement to OUD providers that are not
presently allowed under the state plan. Any requirements of state law that prevent provision of services
via telehealth with such reimbursement could preclude use of telehealth by peer providers in the
demonstration but would not otherwise prevent a potential provider organization from participating in
the demonstration. The Innovation Center will provide technical assistance to guide demonstration
participants in establishment of telehealth and billing therefor.
Demonstration participant peer providers would be able to bill for MAT counseling services rendered
within the FQHC or CCBHC PPSs or RHC AIRs and other participating provider organizations similarly
would have access to billing codes that allow for reimbursement of peer provider counseling services.
CMMI will provide technical assistance to guide demonstration participants in billing for peer providers
to the extent they do not already do so.
Participating provider organizations will be able to participate in data-driven value-based care quality
incentive payment programs, with payment based on (1) meeting specified quality targets, and (2)
demonstrated savings to an established benchmark. Beneficiaries induced into MAT through the
provider organization will be aligned to the organization for expenditure and quality purposes. A riskadjusted per member per month (PMPM) payment will be made by CMMI to the participating
organizations annually, with risk adjustment stratified into three tiers based on characteristics of
beneficiaries aligned with the organization. The provider organization must meet or exceed quality and
cost-savings benchmarks to receive incentive payments within the model. Quality metrics will be
finalized by CMMI, but may include preventable hospitalizations, emergency department visits,
detoxification utilization, and medication and other MAT treatment adherence. Cost savings
benchmarks will be finalized by CMMI but may include costs associated with emergency department

7

Ibid.
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visits, detoxification, and hospitalization. CMMI will finalize payment strategies but organizations
meeting or exceeding cost savings benchmarks will be eligible for a matched savings approach that
represents a fraction of identified savings for the aligned beneficiaries. CMMI will provide technical
assistance to guide demonstration participants in metric reporting and quality improvement efforts.
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Appendix K: Program Integrity
Purpose
By embracing new ways of integrating Program Integrity (PI) activity into testing Medicare and Medicaid
models, the Center for Medicare and Medicaid Innovation (Innovation Center) is leading the way to
more effectively negating the impact of aberrant provider behavior on beneficiary health and federal
spending. Industry experts marvel at the agility that the Innovation Center has demonstrated in
assessing a new realm of financing incentives and implementing a set of monitoring and mitigation
strategies which have complemented and supported its alternative payment model initiatives.
The degree to which PI exists within a care organization is determined by an end-to-end business
process beginning with the definition of benefits and alignment of beneficiaries, continuing with the
execution of claims processing, payment and customer service. All activities must be carried out in a
manner fully compliant with legal and contractual requirements. Success depends on the accuracy,
availability, timeliness, and organization of all the data associated with this end-to-end process. The
business objectives include accurate and timely payment, cost control through loss prevention and
elimination of wasteful, duplicative or unnecessary administrative processes, and ongoing monitoring
and evaluation of activities and processes associated with the determination and issuance of payments
relative to legal and contractual requirements.1
The Centers for Medicare & Medicaid Services (CMS) resources lost to fraud, waste and abuse represent
even under conservative estimates tens of billions of dollars each year. Progress has been made in
moving away from trying to recover improper payments from health care providers after the fact, and in
moving towards analytics and automated processes which stop questionable payments and prevent
harm to beneficiaries proactively.
Within Innovation Center models there are additional complicating factors to controlling the exposure
to improper payments as innovative payment models also creative new opportunities for bad actors to
exploit program design for fraud, waste and abuse (FWA). With piloting and scaling alternative payment
methodologies, the need to demonstrate program effectiveness and efficiency, and the challenges of
limited government resources, CMS faces new challenges in identifying, monitoring for, and preventing
FWA in a continuously changing environment.

1

Paraphrasing Wright, Ben, Health Care Payment Integrity through Advanced Analytics, International Institute for
Analytics Enterprise Research Service, November, 2015, with additional elements representing compliance.
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New Incentives for Aberrant Behavior.
The Innovation Center is focused around testing and refining alternative payment methodologies to
move payment for health care away from volume in favor of resource efficiency and quality of care.
Traditional claims-based data analyses must be supplemented by new analyses to evaluate performance
on these program metrics. The importance of these emerging process and outcome metrics to how
health care providers are paid makes them potentially susceptible to new gaming methodologies. At
the same time, there is not an extensive body of evidence and experience with proven mitigation
strategies to deal with these new payment integrity challenges. Flexibility and innovation are essential
traits for adapting payment integrity in this dynamic milieu where incentives have been altered and
learning/experience curves are being followed by participants and model teams. This requires an
openness to critically examining new ways to approach CMMI payment integrity, just as innovation has
informed the management, delivery and payment of health care services under CMMI direction.

Leveraging the Public-Private Partnership for PI
CMS has historically carried out much of its payment integrity work internally to achieve innovation,
knowledge transfer and cost containment. A few models specifically focus on multi-payer quality and
cost alignment in support of health care transformation. In these, success and agility among providers
helps driving transformational health care industry change in design of payment, quality, and practice
change activities. We recommend the Innovation Center add a component of multi-payer PI activities
within these models as well. By leveraging PI data across payers in an Alternative Payment Model or
other innovation model, the Innovation Center will be supporting cross-payer ability to identify, prevent,
and resolve PI issues. By championing collaborative, cross-payer PI initiatives within its models, the
Innovation Center will support enhanced quality, lower costs, and more appropriate care within models.
PI will be detected earlier and bad actors will be more likely to be identified, resulting in better care for
patients as well as improved savings through adverting loss through unmitigated FWA.
One of the defining characteristics of government health care programs is the massive amount of data
which is captured for every encounter that a beneficiary has with a health care provider. This set of data
can be leveraged to build out monitoring strategies mechanism, determining performance benchmarks
and flagging trends and outliers for investigation. Private payers and vendors have large data sets which
can be evaluated and mined where supported by evidence to enhance the predictive ability to flag
unusual and potentially aberrant behavior with a sufficient degree of precision to allow for their use in
payment integrity activities.
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Integrating this data and\or monitoring methodologies with CMS’s will support greater detection and
prevention activities. This may include a FWA Monitoring Dashboard calling out “hot spots” where
unusual trends and outliers are detected routinely, with the capacity to suspend questionable activity
from payment pending CMS review and investigation. By engaging with new technology and tools, such
as cognitive computing and bid data analytics, the Innovation Center can leverage state of the art
techniques to address PI across all models through cross-payer and cross-model analytics. These
insights will drive monitoring as well as support future model development and predictive modeling to
identify and prevent FWA activities before they happen.

Behavioral Incentives.
We urge the Innovation Center to implement reimbursement rationalization within its PI activities for
existing and future models. Classical market behavior models suggest that incremental reimbursement
changes are a potential tool to help shape provider practice patterns. Payment increases can be used to
encourage high-value care with demonstrated efficacy and favorable outcomes, while payment
reductions can help discourage care which appears to be utilized excessively and/or inappropriately.
This approach is one we recognize may be quite controversial, thus, its recommended application is for
incremental, at the margin changes to payment rates. Nudging is an effective behavioral economics tool
which may be applied to health care model testing. The monitoring strategies needed to identify where
this tool could be applied align quite well with what is also needed for program integrity monitoring
purposes (e.g., where there is evidence of aberrant behavior). Altering payment rates are another type
of mitigation strategy for situations where the volume of care is sensitive to how much is paid for it. We
urge CMS to consider application of these techniques and other behavioral incentives to model design
and implementation to assist in testing impact of changes as well as potential for mitigating FWA
activities.

Pulling It All Together.
We encourage the Innovation Center to focus on strengthening of the end-to-end payment integrity
process, aligning activities across payer resources, leveraging cognitive computing to optimize
effectiveness, and using incremental approaches to payment change within models. These elements
will add to existing strategy and operations that are mindful of potential FWA to better ensure PI for
Innovation Center models and CMS programs.
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Appendix L: Medicare Advantage
Medicare Advantage (MA) serves an important objective for the Centers for Medicare & Medicaid
Services (CMS). It provides a competitive environment in which private payers innovate and employ
quality and cost management strategies unique to local senior health care markets under the umbrella of
a mix of CMS and beneficiary funding. There are several potential ways to extend this competitive
innovation-driven program further through the Center for Medicare and Medicaid Innovation (Innovation
Center) testing to advance CMS’s interest in improving the quality and efficiency of health care delivery to
Medicare beneficiaries.
Within MA, the Innovation Center should encourage the acceleration of advanced analytics capabilities
to the wealth of beneficiary and provider data. As the Deloitte Center for Health Solutions highlights,
health plans generally have better data about patient behavior and utilization patterns and can analyze
the data at a variety of levels including population health, clinician level, and institution level. Histoically,
MA plans have been able to apply deeper data analytic capabilities than traditional provider and payer
organizations. Plans often apply “predictive models to identify high-risk beneficiaries for CM
interventions. Sharing such data with providers in a way that is actionable and timely could enhance and
complement providers’ own efforts.1” MA health plans have been leaders in developing provider
scorecards and other educational and peer comparison/benchmarking tools to help providers deliver
better and more resource-effective health care services. By enhancing and leveraging plan strategies
and lessons learned, the Innovation Center could enhance its learning and diffusion activities by
integrating MA plans expertise into fee for service (FFS) model support.
Similarly, the Innovation Center should incorporate MA plan quality improvement concepts and
expertise into its learning and diffusion activities. Medicare Star ratings bonuses and other qualityfocused initiatives encourage a systematic approach to quality improvement that is best achieved through
health plan, beneficiary and provider collaboration2. The concept of easy to understand summaries of
quality assists Medicare beneficiaries in distilling important information and empowers them to make
critical decisions about their health care. By translating this concept to FFS models, the Innovation
Center would be taking a big step forward in enhancing transparency and in engaging patients in making
informed health care choices that meet their care needs.
A third avenue to enhance all Innovation Center models in collaboration with MA plans is to explore
opportunities to capitalize on market competition and consumer behavior among Medicare
beneficiaries. A 2015 paper from the Center for Health Policy at Brookings 3 posits that this direction offers

Deloitte Center for Health Solutions, “Unlocking the Potential of Value-Based Care in Medicare Advantage: 2015
Study of Medicare Advantage Health Plans and Providers.”
2
Ibid.
3
Daniel, Willem and Rivlin, Alice, Center for Health Policy at Brookings, “Strengthening Medicare for 2030: Could
Improving Choice and Competition in Medicare Advantage Be the Future of Medicare”, June 2015.
1
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significant potential savings to CMS. Two of the pathways laid out in this work are aligned with the rising
consumerism and use of markets to achieve optimal outcomes. In the first, MA shifts from a benchmark
benefits pricing process to a competitive bid process, while the second involves use of existing public
health insurance exchanges (both state and Federal) as a regulated marketplace for Medicare health
benefits and MA plans. We recommend that these concepts be piloted in selected high-cost urban
markets where there are multiple MA plans participating.
A fourth direction to consider is the challenge of improving quality and efficiency of care overall by
allowing greater flexibility for MA plans, particularly in rural settings where access to MA plans is severely
limited. We advocate for the Innovation Center to test models through initiatives that offer the potential to
ease access barriers and improve the quality of patient care. Encouraging telehealth and substitute “inlieu-of” services as local options may make it easier for MA plans to offer services in such outlying
remote areas. By waiving strict requirements for MA plans to provide exactly what is covered under
Medicare FFS in the manner it is provided under FFS, the Innovation Center will open up expansive new
channels for innovation in care that will greatly improve quality, cost and most importantly, outcomes in
Medicare. The principal barrier to such innovations is reimbursement and overly prescriptive coverage
requirements4, thus, CMMI can test whether relaxing reimbursement and benefit constraints improves the
rate of innovation and its impact on beneficiary care. Furthermore, allowing MA plans to improve care to
meet the personalized health needs of its Medicare beneficiaries will also drive down costs and bring
savings to the Medicare Trust Fund.
In fact, as MA seeks to provide more value, decrease cost growth and allow more program flexibility we
propose to leverage value-added and in-leu-of services to better address gaps in care, prevent avoidable
hospital and nursing facility stays, and improve overall health. These initiatives aim to improve health
outcomes by recognizing the important role of social determinants of health and addressing unique
beneficiary needs of housing-related support, non-medical transportation, nutritional support and
community engagement5. While offering these non-traditional services might seem out-of-scope, there
are many concrete examples where the connection between additional services and desirable costefficient health outcomes can be shown:
By providing air conditioners to COPD (chronic obstructive pulmonary disease) sufferers, hospitals in New
York decreased hospital visits and admissions during heat waves in this vulnerable population.
While many programs realize the value of providing transportation to medical offices and health facilities,
non-medical transportation to a grocery store or health club can have clear benefits for certain individuals.

4

Deloitte, ibid.
Soper, Michelle, Center for Healthcare Strategies, “Providing Value-Added Services for Medicare-Medicaid
Enrollees: Considerations for Integrated Health Plans”, January 2017
5
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Certain medical conditions are very sensitive to dietary intake and providing proper nutritional support
promotes superior health outcomes, lower medication costs and fewer healthcare encounters.
By supplying very low-income beneficiaries who require insulin with small refrigerators (for those who
otherwise do not own a refrigerator), Medicaid health plans assist members with diabetes in keeping
insulin stored at appropriate temperatures.
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November 20, 2017

Amy Bassano
Deputy Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, Maryland 21244

Submitted via: CMMI_NewDirection@cms.hhs.gov

RE: CMS Innovation Center -- New Direction Request for Information (RFI)
Dear Ms. Bassano:
On behalf of Tufts Health Plan, thank you for the opportunity to submit comments in response to
the Request for Information (RFI) on a new direction for the CMS Innovation Center (Innovation
Center).
Since 1979, Tufts Health Plan has been committed to providing a higher standard of health care
coverage and to improving the quality of care that its network providers deliver for every member.
Tufts Health Plan’s Medicare Advantage Organization, Tufts Medicare Preferred (TMP), offers
Medicare Advantage Prescription Drugs Plans, Stand Alone Prescription Drug Plans and Special
Needs Plans. Our Tufts Medicare Preferred HMO earned a 5 star rating from CMS for 2018, the
third year in a row in which we have achieved a 5-star rating.
Our Medicaid managed care plan, Tufts Health Together, and our Medicare-Medicaid Plan
(MMP), Tufts Health Unify, are administered by Tufts Health Public Plans, a wholly owned
subsidiary of Tufts Health Plan. Our Medicaid plan has been ranked once again among the
highest-rated plans by the National Committee for Quality Assurance’s (NCQA) Health Insurance
Plan Rankings 2017-2018.
Tufts Health Plan supports the decision to direct Innovation Center resources toward model
designs most likely to encourage modernization of the Medicare and Medicaid programs and to

1

lower costs, increase quality and improve outcomes. We, like others, believe achieving such goals
is best accomplished through models focused on market-based reforms that promote patientcentered care, expand competition and choice, and reduce unnecessary burdens. We are proud of
our historical performance in ensuring our members receive high-quality care and are pleased to
offer our ideas for models, which move both Medicare and Medicaid programs towards greater
innovation and higher quality care.
Increased Participation in Medicare Advanced Alternative Payment Models (APMs)
We appreciate and fully support CMS’ interest in moving forward with a demonstration which
tests inclusion of provider risk arrangements with Medicare Advantage (MA) as qualifying
Advanced Alternative Payment Methodology (APM) arrangements under the Medicare Option, as
stated in final Calendar Year (CY) 2018 MACRA rule. 1 Inclusion of providers’ payment
arrangements with MA is critical to the overall success of Medicare APMs, as Medicare
Advantage Organizations (MAOs) with risk-sharing arrangements are a known entity to providers
and deeply involved in APM work. In contrast, providers who are required to participate in APMs,
but are new to APMs, or lack the infrastructure to implement such systems, are disadvantaged
when they must move in this direction but have little support.
Currently, over 90 percent of TMP members are receiving care from provider groups taking on
some degree of risk. In terms of providers, a vast majority of the 2,000 primary care physicians in
the TMP HMO network are taking on a meaningful level of risk. The ability to negotiate and work
collaboratively with providers has enabled Tufts Health Plan to find a pathway to APMs, which
has resulted in sustainable and impactful provider participation. Our providers are experienced in
providing high quality care for our members and are very familiar with our system of value-based
payment. MAOs, such as Tufts Health plan, are already assisting providers to move toward
assuming greater risk and can be more a viable and sustainable option for familiarizing new
providers and increasing participation in this area.
Recommendations for a MA Demonstration
Consistent with the recommendations we submitted as part of our comments on the proposed
CY2018 MACRA rule2, we respectfully request that CMMI consider the following as they
develop demonstration for MAOs and providers:

1

42 CFR Part 414 (2017). (CMS-5522-FC and IFC). Medicare Program; CY 2018 Updates to the Quality Payment
Program; and Quality Payment Program: Extreme and Uncontrollable Circumstance Policy for the Transition Year.
2
42 CFR Part 414 (2017). (CMS-5522-P). Medicare Program; CY 2018 Updates to the Quality Payment Program.
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1. A minimum of 25 percent Part A risk assumed by providers for a MA population as a risk
threshold;
2. Carefully designed downside risk arrangements as a tool in incentivizing providers to
succeed in APMs;
3. Linking risk and quality outcomes; and
4. Demonstration models that encourage a “high-touch” care management approach for
providers.
These recommendations, as described in more detail in the paragraphs immediately below, are
informed from our own experiences in working with providers to realize the benefits of valuebased payment. Tufts Health Plan is experienced in partnering with providers in many different
products and is involved in value-based payment reforms in both the Commercial and Medicaid
spaces. Since we have been working with providers over time to find the most effective ways of
promoting value-based payment, risk sharing, and quality care delivery, Tufts Health Plan is wellversed in supporting and incentivizing providers in this manner.
A minimum of 25 percent Part A risk assumed by providers for a MA population is an appropriate
risk threshold for credit in qualifying APM participant (QP) determinations. We find that at least
25 percent of the risk associated with Part A services is a meaningful level of risk and sufficient to
justify the investments in care transformation needed to achieve savings in total cost of care. This
minimum risk threshold not only helps to ensure providers focus on providing effective care, but
also allows providers to carefully examine whether their delivery of care is done in an efficacious
and cost-effective manner.
Carefully designed downside risk arrangements are an effective tool in incentivizing providers to
succeed in APMs. Effective value-based payment must incorporate risk in a way that directly
motivates the provider to improve their delivery of care. Providers are able to see the direct
impacts of their care delivery on their patients, which enables them to develop and implement care
plans, in collaboration with the MA plan, which prioritize the beneficiaries’ needs while managing
costs efficiently. Downside risk remains the best incentive to closely manage a patient population
and effectively encourage appropriate diagnosis and treatment of beneficiaries. Providers also gain
greater insight through downside risk and can make proper investments to improve delivery and
quality of care over time.
In order to be an effective incentive for providers, downside risk must possess symmetry. This
symmetry in downside risk arrangements is a critical incentive for providers to be engaged and
accountable for the effective management of their patient population as it is directly linked to their
overall performance. Possessing both upside and downside risk motivates providers to improve
practice transformation regardless of their current performance.

3

Incentives linked to key quality outcomes and adherence to Medicare Star Ratings further aligns
providers to focus on effective management of their patient population. Tufts Health Plan’s
success in global risk arrangements is demonstrated through its high performance on Stars Rating
measures and its members’ satisfaction with the care they receive. High scores on quality metrics
demonstrate the effectiveness of the arrangements linking quality outcomes and risk. In thinking
about a demonstration model, the relationship between the two elements should be clearly defined
in the model to ensure that a provider’s acceptance of risk impacts quality care outcomes.
The high-touch approach to managing a patient’s care ensures that high-cost and/or high-risk
beneficiaries are monitored and assisted to make informed care decisions and avoid preventable
conditions or unnecessary care. We have found that multiple personal touch points throughout a
members’ care in the primary care model is immensely beneficial. Tufts Health Plan, across all its
products and especially TMP, partakes in a collaborative care management approach, which
ensures that providers are fully involved and invested in the care they deliver while also receiving
support from care management staff on the plan side.
As previously stated, we have experience working with providers and practice flexibility in our
working relationship, which is a key element in successful provider partnerships. MA providers in
our plan have already taken the initiative and made investments to incorporate quality metrics,
share risk, and utilize electronic health record technology in their care of beneficiaries. A
significant amount of time and resources will need to be invested by providers in order to
participate in Advanced APMs under the Quality Payment Program. This ramp-up time will also
impact the timeline to see the savings for value-based payment reform. If these same providers are
already engaged in suitable APM arrangements with MA plans, then counting these arrangements
in QP determinations will promote a timelier and uniform transition to value-based payment, and
as mentioned previously provided a tested platform for new provider participants.
Medicare Advantage (MA) Innovation Models
Encouraging the Growth of Non-Profit and Regional Plans in Medicare and Medicaid Managed
Care
Non-profits actively demonstrate value through their work in care management and maintenance
of strong relationships with local provider groups. Non-profit revenue can largely be used as a
direct reinvestment into improving beneficiary care. We, therefore, urge CMMI to develop
demonstration models specifically designed to support these non-profits. Such models would
encourage competition and choice, diversify the market, benefit members by providing a local
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perspective and ensure plans are tailoring their offerings to meet the needs of individuals in the
communities they serve.
Similarly, we encourage CMMI to evaluate models that would provide financial incentives to
reward local, regional, and/or non-profit plans that exhibit an outstanding record of providing high
quality of care for beneficiaries. Such incentives would not only promote innovation and ensure
members are receiving quality services in existing plans, but would also encourage the
development of other regional and non-profit plan models, further enhancing competition and
choice. The basis for awarding incentives could, for example, be based on select outcomes, Star
ratings, or a combination of the two.
Administrative Simplification for MA Beneficiary Communications and Advertisements
We would also encourage models that implement various steps towards administrative
simplification in the context of a small demonstration with a limited number of plans in order to
assess whether such changes can be made on a broader scale. Specifically, we see an opportunity
for CMMI to provide more flexibility in requirements pertaining to communications sent to
beneficiaries and prospective members.
Possible avenues to test in these small-scale models could be decreasing the volume of required
disclaimers3 in individual mailings sent to beneficiaries and prospective members. One alternative
would be to provide a URL within the communications so the recipient could then view full
disclaimer language online. For brief newspaper advertisements and other shorter pieces, e.g.,
postcards or self-mailers, a large amount of space is taken up by disclaimer language. The model
could allow for website links or an abbreviated version of disclaimer language for these
communications with limited space.
Provider and Payer Collaboration in MA
The Innovation Center should provide targeted incentives to providers encouraging partnerships
MAOs by offering such providers, in collaboration with the MAO, additional flexibility to
innovate. Specifically, we would request opportunities to pursue demonstrations geared toward
pairing one payer with one provider group, or demonstrations that would give plans with these
relationships already in place the flexibility to innovate with that specific provider group. Our
network providers have a deep understanding of the populations they serve and the unique needs
of their patients within the community. We are proud to partner with such innovative and

3
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committed providers and we urge CMMI to offer additional opportunity to support and enhance
that work.
Numerous provider groups we collaborate with are interested in further transforming healthcare
delivery through innovative practices they have developed to meet their patients’ needs. Together
with these groups, we are reexamining how and where care is delivered through the
implementation of a model for directing appropriate members to receive care in alternate settings,
such as their home, rather than the hospital. Small scale testing of concept does show benefits of
this type of relationship. While it can be difficult to coordinate similar payment experiments when
in a multi-payer situation with providers, a one-to-one relationship allows for enhanced care
management, pooling of resources and capabilities, and for the overall objectives of both parties to
be aligned.
For example, we see a number of our members struggling to deal with a lack of suitable and/or
affordable housing. Unfortunately, there are limited opportunities for MAOs to provide direct
support in this area, even in collaboration with participating providers. If plans were able to have
flexibility in partnering with a single provider group, this would expand abilities to address
housing and medical needs of beneficiaries through one coordinated plan.
Incentives for Increased Collaboration between Hospitals and MAOs in MA
Akin to our recommendation to allow additional flexibilities for MAOs and providers with an
exclusive relationship, we request that the Innovation Center develop models which include
incentives for increased collaboration between hospitals and MAOs to promote care management
and care planning. Our plan care managers are not always allowed in hospitals to visit and check
in with members. This presents obstacles in monitoring members and assisting them throughout
their care plan. There is great value in aligning the care received across all settings and for payers
to be engaged with MAOs as they work towards the unified goal of caring for the member. Since
hospitals may be restricted or lack incentives to facilitate this type of cooperation, we request that
the Innovation Center explore a model which encourages increased collaboration between MAOs
and hospitals.
Consumer-Directed Care & Market-Based Innovation Models
Alternatives to Supplemental Benefits in MA and Medicaid Managed Care
We would like to request the Innovation Center offer enhanced flexibility to plans, including
options to provide ancillary services to members for both Medicaid and Medicare members. These
services, such as social services and a broader range of assistive devices, help beneficiaries
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compensate for physical impairments, diminish the impacts of illness or injury, and have the
potential to dramatically improve health outcomes quality of life in a cost-effective manner.
Beneficiaries who are unable to control chronic conditions and prevent emergent situations
because they lack the transportation needed to keep appointments or they cannot afford groceries
that allow for adherence to a particular diet, for instance, will not receive the most effective care.
These types of needs arise sporadically and do not fit within the structure of a traditional MA
benefit. Further, requesting CMS approve coverage of these services as supplemental benefits is
impractical. Naturally, we learn more about our members once we begin caring for them and
MAOs are typically unable to predict what specific ancillary services our members may need so
far in advance. Also, filing for these ancillary benefits to be included as supplemental benefits
would be inappropriate because what is clinically necessary for one member may not fit another
member’s needs. For effective care management, both in terms of quality of care and controlling
costs, MA plans must be afforded this type of discretionary flexibility to respond and adapt to our
member’s needs. Per 42 CFR 422.102 and Medicare Managed Care Manual4, supplemental
benefits must satisfy three conditions, including meeting the requirement with that the
supplemental benefit must be “health related.”
While the provision of ancillary services does have a direct impact on a beneficiary’s physical and
behavioral health, such services often do not adhere to the very stringent criteria as demonstrated
above in the case of MAOs. MAOs need the flexibility to exercise their discretion and be
permitted to assume the cost for social services, or other needs, which are critical to the member’s
care plan. It is complicated, burdensome, and ill-timed to have to file these ancillary benefits as
supplemental benefits. Further, it is often unnecessary to offer the particular service to all
enrollees. For Medicaid, since not all states provide this flexibility in their Medicaid programs,
payers need explicit flexibility at the federal level to offer and cover these benefits, and
demonstration will be a valuable opportunity to test and better understand an effective means of
utilizing such flexibility for the delivery of these types of benefits.
As described previously, ancillary benefits which address social determinants are an effective tool
in helping members to succeed in terms of their health and also avoiding long-term costs resulting
from adverse consequences of the inability to access care and treatment readily. These
opportunities for innovation can result in some powerful tools for dealing with potential health
crises. For example, as Massachusetts deals with the opioid crisis, all aspects of healthcare
delivery are refocusing their efforts to get necessary care to patients. Allowing payers to provide
specialized care and benefits to individuals based on their needs at the time could dramatically
change the outcome for these patients. The payer’s ability to be responsive to their members
4
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needs as health issues emerge will be critical to addressing and preventing future crises of similar
magnitude.
In the context of prescription drugs, we ask that Innovation models grant payers flexibility to
assist members in paying for certain drugs if there is a risk of member not getting the drug (i.e.
due to coverage gap or other cost-sharing) and causing long-term and costly health consequences.
To provide a specific clinical example, we have found that the antibiotic Vancomycin can be
prohibitively expensive for some of our Medicare beneficiaries. Beneficiaries who adhere to a full
course of treatment for Vancomycin can, in the member’s home, resolve an ailment that would, if
not properly treated, result in much more costly hospitalization. However, since a full course of
Vancomycin can easily place a member in the Coverage Gap, and with the member already having
spent thousands of dollars for the drug, beneficiaries are placed in a vulnerable position, choosing
between health care and other necessities. An inability to access the treatment in a timely manner
could result in further hospitalization, and possibly death. Were MAOs provided the flexibility to
intervene and offer some form of financial assistance at the point where such a cost barrier was
identified, MAOs could potentially prevent more serious complications.
Although social determinants have been found to be an important driver of health outcomes, there
is room for payers, providers and other to innovate and close gaps, which continue to result in
disparate quality of care for beneficiaries. Since there may be certain statutory requirements that
limit CMS’ ability to modify existing uniformity requirements, we think the Innovation Center has
the opportunity and authority to address the need for increased payer flexibility in addressing
social determinants of health. We request that in any potential demonstration, a process is created
by which payers can provide services for a particular member that addresses those needs which are
contributors to health outcomes as expeditiously as the health condition requires. A model, which
allows payers to consider a member’s unique circumstances and permit payment for clinically
supported services that address specific needs tied to a care management plan, would be a step
forward in closing this gap.
Ideas to Increase Integrated Care in Medicare and Medicaid Programs
In line with addressing social determinants, the Innovation Center should develop a model, which
tests the impacts of allowing Medicaid managed care plans and MAOs to coordinate the offering
of a more integrated and seamless set of medical and other services, including housing, together.
For example, we believe appropriate care can be delivered in a home-setting through coordination
between a housing unit and designated health plan. A central site between members and care
managers allows for increased communication and access to care management for the member.
Care managers will be available to assist members at home with their needs and ensure that their
home is safe and suitable for them. In addition to addressing housing, payers can make increased
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investments and use Medicare and Medicaid dollars to provide stable source of long term services
and supports (LTSS). LTSS will be utilized in a cost effective manner considering members will
be continuously monitored and supported by both their health plan care management staff and the
appropriate providers in a comfortable home setting.
Flexibility to Award Incentives for Members Based on Outcomes in MA and Medicaid Managed
Care
We would respectfully request the Innovation Center consider granting Medicare Advantage and
Medicaid managed care plans the flexibility to offer targeted financial incentives to their members
based on positive health outcomes. Additional flexibility, including innovative educational
outreach to patient populations and use of cash or monetary rebates as a form of reward or
incentive, could dramatically increase compliance with behaviors directly related to a member’s
health, like medication adherence.
Rewarding members for improving their health through weight loss programs, smoking cessation
programs, and joining a gym, for example, have proven to be effective in the commercial market,
where members are able to participate in programs and be rewarded for practicing healthy
behaviors. Offering these same opportunities to non-commercial membership would positively
incent these same healthy behaviors and encourage a member’s interest in proactively managing
their health status. Similarly, we would encourage plan design flexibility to enable plans to offer
rewards to members for completing a specific task, such as going to their doctor’s office and
completing an annual physical.
Provider and Consumer Contracting in Medicare
We are concerned with the Innovation Center’s desire to consider models that allow Medicare
beneficiaries to contract directly with healthcare providers. While we agree with CMMI’s
objective to empower members to make better health care decisions, this Medicare proposal would
create unnecessary complexities for beneficiaries and providers and produce few benefits for the
Medicare population.
The Medicare population needs a person-centered, holistic approach to their care, inclusive of care
management. Asking beneficiaries to shop around for services from providers on a case-by-case
basis runs counter to this proven approach. Beneficiaries do not have the resources available to
allow them to assess cost and quality of care, nor should they be expected to make such decisions
when also dealing with complex health conditions. Currently available price transparency tools
fail to offer simplistic, streamlined, accurate information on cost and quality of facilities and
providers. Before CMMI can consider any type of shopping or private contracting between
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provider and beneficiaries, these systems must be in place and proven to be user friendly. While
these capabilities are being developed, CMMI should take steps to encourage consumer
engagement through other ways, such as rewards for health outcomes. Increasing complexity by
allowing contracting directly with providers will not improve a beneficiaries’ experience and,
conversely, may result in a lack of access to care if providers refuse to contract with a beneficiary.
Prescription Drug Models
As it pertains to prescription drug coverage in both the Medicaid and Medicare programs, we are
supportive of CMS’s exploration of value-based contracts for the new high-cost drug therapies on
the market, and believe the prioritization of value-based contracts that include independentlydeveloped outcome measures, appropriate and adequate safeguards and guarantees for the
promised impact and length of therapeutic effects hold the most merit in ensuring value for
individuals. Bulk-purchasing models for specialty drugs, including via a multi-state consortium or
other price discount negotiations directly with manufacturers, could help greatly in curbing
pharmaceutical expenses and controlling prices. We request that the Innovation Center explore
these as they consider prescription drug models, which health plans can participate in.

Again, we would like to thank you for this opportunity to provide the above input. We appreciate
your consideration and look forward to engaging in more detailed discussions regarding the design
of demonstration models in the near future. We thank you in advance for your time and continued
engagement.
If you have any questions, please do not hesitate to contact me.
Sincerely,

Kristin Lewis
Vice President, Government Affairs & Public Policy
cc: Marc Spooner, Executive Vice President Commercial and Government Products
Patty Blake, President, Senior Products
Hyunsook Song, Vice President, Product, Communications & Community Relations, Public Plans
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Caroline E. Fife, MD
Executive Director, USWR

November 20, 2017
Ms. Seema Verma, MPH
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1676-P
P.O. Box 8013
Baltimore, MD 21244-8013
Re: Request for Information (RFI)
Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
On behalf of the Chronic Disease Registry (d/b/a the US Wound Registry or USWR), a CMS recognized
Qualified Clinical Data Registry (QCDR) and a 501(c)(3) non-profit organization, we appreciate the
opportunity to respond to the Request for Information pertaining to a New Direction for CMMI.
The USWR would like to recommend a new direction for CMMI to better support Program Integrity
which will drive quality of care, reduce total cost of care as well as administrative oversight, and improve
patient outcomes. Our proposal holds providers accountable for their performance but allows them to
determine the method by which they implement quality initiatives.
We propose that CMMI initiate a pilot test of a Clinical Practice Improvement Quality Network that
leverages the health information technology (HIT) requirements of meaningful use and the quality
reporting requirements of the Quality Payment Program in order to monitor and improve the
appropriate use of advanced therapeutics.
Although official estimates are that 30% of Medicare dollars are spent on improper use of resources, it is
likely that the percentage of the Medicare trust fund that is wasted may be much higher than that.
When CMS implements programs to monitor program integrity, its instruments are blunt and the cost of
performing them is high. This has been recently demonstrated in the field of wound care, specifically
pertaining to hyperbaric oxygen therapy.

2700 Research Forest Drive Suite 100
The Woodlands, TX 77381
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The Staggeringly High Cost of Chronic Wounds

Chronic wounds are one of the most burdensome and under recognized medical conditions in the USA.
Because a chronic wound is the symptom of a disease rather than a disease itself, both the human and
the monetary costs go largely unrecognized by CMS. Furthermore, because the majority of the costs
associated with wounds occur in the outpatient setting, CMS vastly underestimates their impact on the
Medicare trust fund.
A study recently published in Value in Health has provided the most accurate assessment to date of the
prevalence of chronic non healing wounds among the Medicare population.
http://www.valueinhealthjournal.com/article/S1098-3015(17)30329-7/fulltext
It is likely that 15% of Medicare beneficiaries have a chronic non healing wound. The most common type
of wound are infected, dehisced surgical wounds, followed by diabetic foot ulcers. In 2014, the total
price tag for treating all chronic wounds could have been as high as $96 billion dollars, depending on
how the cost of infection is allocated. Surprisingly, the majority of wound care costs are in the
outpatient setting. This means that chronic wounds are more common than heart failure and also more
expensive.
Because there is no recognized medical specialty or society to advocate for these patients or raise
awareness of this massive health issue, there is almost no federal investment in wound healing research.
In fact, the NIH budget for wound healing research is approximately the same as that for Lyme disease,
despite the fact that chronic wounds affect 15% of Medicare beneficiaries and the annual cost of caring
for them rivals the GDP of a small European country. There is also not one single quality measure in
MIPS (or PQRS before that) targets wound care, in part because CMS has never identified this as a
healthcare priority. We have repeatedly shown that the gap in practice for evidence based wound care
is enormous. The US Wound Registry, in conjunction with the Alliance of Wound Care Stakeholders, has
been the only organization targeting this gap in practice, despite the absence of funding for this work
from any source, federal or private.

Raising the Bar for Evidence Based Wound Care through Quality Measures

The USWR has been a committed partner as CMS has transitioned into the Quality Payment Program.
We have been a PQRI/PQRS registry since the inception of that program in 2008 and so were perfectly
positioned to create a Qualified Clinical Data Registry (QCDR) when that opportunity arose. The USWR
then worked with the Alliance off Wound Care Stakeholders to develop 21 QCDR measures focused on
wound care and hyperbaric medicine, because the was a measure gap in this important area. These
measures were programmed as eCQMs and were made available open source on our website free of
charge, for use in any certified EHR. It is worth mentioning that even though many physicians wanted to
report them, all but one EHR vendor refused to install them, or quoted such staggering prices for doing
so that over the three years they were available free of charge on the internet, they remain available in
only one EHR. The quality measures are now being prepared as SMART apps which should overcome any
technological barriers to use. CMS can facilitate overcoming motivational barriers.
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USWR Wound Care quality measures cover the basic activities that are expected of a wound care
clinician following evidence based protocols. For example, a physician in the full time practice of wound
care has a daily practice consists of activities such as: vascular screening of patients with lower extremity
leg ulcers, compression bandaging patients with venous ulcers, applying total contact casts to diabetic
foot ulcers, utilizing cellular and/or tissue based products for non-healing wounds, the debridement of
pressure ulcers and the appropriate use of hyperbaric oxygen therapy for severe diabetic foot ulcers. If
he or she is limited to standard MIPS measures, they would use the following 6 measures to report
quality: Body Mass Index screening and follow-up; unhealthy alcohol use-screening; tobacco use:
screening and cessation intervention; Screening for High Blood Pressure and Follow-Up Documented;
Documentation of Current Medications in the Medical Record; and Medication Reconciliation.
In contrast, when the wound care practitioner reports the USWR QCDR measures, they report: 1)
arterial screening of patients with leg ulcers, 2) appropriate off-loading of diabetic foot ulcers at each
visit, 3) the appropriate compression of venous leg ulcers at each visit, 4) the appropriate use of cellular
and/or tissue based products, 5) the appropriate use of hyperbaric oxygen therapy for diabetic foot
ulcers, and 6) the % of diabetic foot ulcers requiring major amputation (risk stratified by the Wound
Healing Index).
Within one EHR, (installed in 130 clinics) data demonstrate that wound care quality measures can and
have improved the quality of care among Medicare beneficiaries. Clinicians reporting these measures
have increased the frequency of arterial screening among leg ulcer patients, the off-loading of DFUs and
the compression of venous leg ulcers by 75%. Fully half of the patients in our registry of more than 2
million visits are Medicare beneficiaries. The U.S. Wound Registry website can be found here:
https://www.uswoundregistry.com/.

Appropriate Use Quality Measures as an Economic Alternative to
HBOT Prior Authorization and Prepayment Review

One contributor of cost in the outpatient setting is hyperbaric oxygen therapy (HBOT). In an effort to
reign in improper utilization, for the past 3 years, the non-emergent use of HBOT has been under a
CMMI initiated “prior authorization” program in 3 states (Illinois, New Jersey and Michigan)
(goo.gl/AWSzAl). The prior authorization process is labor intensive and requires human auditors to
review extensive paper medical records. Each MAC is using different review criteria, and the instructions
to auditors have conflated conditions (e.g. patients with radiation damage are being denied HBOT
because they do not also have a diabetic foot ulcer- as a result of a failure to indent the second
paragraph of the instructions to reviewers- a problem which has not been rectified after 3 years).
Patient treatment has been delayed, but, according to the CMS Prior Authorization Status Update, the
program has saved only $5.33 million (goo.gl/jFzmND). No data are available on the cost of this
program, but it must be substantial given the fact that human reviewers are required to read large
volumes of records.
A different program called “pre-payment review,” not under the aegis of CMMI and entirely within the
purview of standard Medicare Administrative carrier practice, is now being implemented by all but 3
MACs. In this case, AFTER the hyperbaric treatments have been provided, the records are reviewed by
human auditors before the claim is paid. If the claim is denied, a lengthy appeals process ensues which
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ends in the already overburdened administrative law courts. This is a much larger program affecting
nearly all U.S. States.
Both prior authorization and pre-payment review have been implemented to address known overuse
and misuse of HBOT by unscrupulous providers. There is clearly a need to improve appropriate use of
expensive outpatient therapy which we know contributes the majority of cost in the treatment of
chronic wounds. The problem is that these are inefficient programs which are being implemented
inconsistently. CMMI could utilize a more efficient, consistent, lower cost and more equitable
mechanism.

A new direction for CMMI- Improving Program Integrity through Quality Improvement

CMS is now implementing the Quality Payment Program, encouraging the reporting of “High value”
quality measures such as those focused on “appropriate use” reported through a Qualified Clinical Data
Registry (QCDR). We propose that CMMI approach improved program integrity by testing a Quality
Improvement Model. This model would evaluate the submission of Appropriate Use Quality Measure
Data as a mechanism to ensure compliance with Medicare coverage policy in the use of HBOT. This
concept is supported by both of the hyperbaric medical specialty societies (the American College of
Hyperbaric Medicine and the Undersea and Hyperbaric Medical Society) which would consult with
CMMI to develop quality measures that would standardize the measure criteria, eliminating errors like
conflating the diabetic foot ulcer and radiation indications, as well as the relatively differences between
MACs in criteria (e.g. different hemoglobin A1C requirements), and capricious interpretations of charts
by reviewers. These criteria would then be programmed at SMART apps which would take advantage of
FHIR based interfaces and the Meaningful Use 3 requirement for open APIs on the part of EHRs. Such a
program would be EHR vendor agnostic, enabling practitioners with any certified EHR to participate.
Clinicians will then have the option of transmitting quality measure data on the Appropriate Use of
Hyperbaric Oxygen Therapy to a QCDR in order to demonstrate their adherence to Medicare coverage
criteria.
One such quality measure is already reportable under MIPS
(https://uswoundregistry.com/QualityMeasures), but it is difficult to pass and clinicians have no reason
to report it since it is not required. Structured within the currently available measure is the specific
Hemoglobin A1C that must be achieved, the results of arterial screening studies, nutritional assessment,
and off-loading of the diabetic foot ulcer at each visit for 4 weeks. It seems likely sufficient pressure can
be brought to bear on EHR vendors to host SMART apps (as they are required to do), when they offer an
alternative to prior authorization and prepayment review.
Participation in this program would be optional. Clinicians achieving a defined threshold performance
rate over a specific time frame would be eligible to participate by invitation. Clinicians who chose to
participate in the Quality Improvement Model with CMMI would not be subject to prior authorization of
HBOT, a laborious program that has thus far resulted in limited savings. Additionally, participating
clinicians would not be subject to pre-payment review of HBOT which is adding to the backlog of cases
within the administrative law courts.
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This concept leverages the currently existing quality reporting program, aligning with MIPS and the QPP.
It standardizes chart reviews, avoiding the variability that exists now between the various MACs and
between individual human reviewers. It automates the review process and thus speeds it up. It reframes
and refocuses payment oversight as a quality of care initiative, and it saves money because it reduces
the requirement for human chart reviewers while still reducing improper use.

Leveraging HIT to Support Program Integrity has Other Possible Applications

This is a little idea with big applications which leverages the massive investment that the US taxpayer
has made in health IT (HIT). It is nice, for once, to be able to tell a story of gaining efficiency and reducing
the cost of compliance oversight in an area of clinical practice that needs it, improving the quality of care
provided to the patient - but not limiting access in the process.
The US Wound Registry has presented this concept to bipartisan Congressional leaders and received
cautious support. There is general support for the concept of using Appropriate Use Quality Measures,
reported through a Qualified Clinical Data Registry (QCDR) within the framework of MIPS and the
Quality Payment Program, as an alternative to Hyperbaric Oxygen Therapy (HBOT) prior authorization or
pre-payment review. Regular feedback reports would be provided or accessible to providers as part of
Clinical Practice Improvement Activities (CPIA) which would keep providers informed regarding their
potential pass/fail rate. The program would be voluntary on the part of physicians, but they would
only be able to use quality reporting as way "out" of prior authorization or "pre-payment review" if
they achieved a specified level of success with the Appropriate Use Quality Measure(s).

Conclusion

The USWR appreciates the opportunity to comment on new direction for CMMI. We would like to
discuss the concept of leveraging the quality mechanism as an alternative to prior authorization and
prepayment review of HBOT. We would be pleased to provide more detailed information, including an
analysis of the likely cost savings in comparison to the current program, based on registry data.
Sincerely,

Caroline E. Fife, MD
Executive Director, USWR

November 20, 2017
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Delivered to: CMMI_NewDirection@cms.hhs.gov

Good Afternoon:
UCare thanks you for the opportunity to submit comments to the Centers for Medicare &
Medicaid Services (CMS) in response to its Request for Information (RFI) on a new direction for
the CMS Innovation Center (Innovation Center). UCare is an independent, nonprofit health plan
providing health coverage and services to Minnesotans. The following outlines UCare’s
recommendations.
Consumer-Directed Care & Market-Based Innovation Models
While providing enrollees information about “quality metrics” for different models, please do
not give short shrift to the information (and the work that goes into obtaining that information)
already found in the Medicare Stars ratings/measurement; the individual market Quality Rating
System; and to-be-determined efforts for the Medicaid managed care Quality Rating System.
There must also be ways to bridge the space between Stars/quality rating systems and quality
information related to to-be-determined innovation models. Sometimes, pinpointed information
is better than more information. As we have seen, providing scorecards has not necessarily
moved the needle on the choices enrollees make when picking primary care physicians or
nursing homes or hospitals.
Medicare Advantage (MA) Innovation Models
UCare has a history as an innovative health plan that focuses on improving the health outcomes
of local communities. As a participant in Medicare Advantage, UCare needs additional flexibility
to innovate and test models beyond the traditional parameters of Medicare Advantage benefit
designs. Minnesota is becoming an increasingly competitive Medicare Advantage market and
plans need more avenues to differentiate beyond price. Supplemental benefits and other offerings
such as Rewards and Incentives programs, are ideal models within Medicare Advantage for
differentiating and increasing the overall value of Medicare Advantage to enrollees.
Furthermore, these types of value-added services and offerings can improve the overall quality of
life for enrollees, beyond conventional medical care. UCare supports the following Medicare
Advantage models.
Expanded Supplemental Benefits: Test the cost and quality impacts of allowing Medicare
Advantage plans to cover a broader range of assistive devices, items and services that
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help enrollees compensate for physical impairments, diminish the impacts of an illness of
injury, and enhance quality of life.
Rewards and Incentives: Allow plans more flexibility to design innovative reward and
incentive programs for enrollees, including innovative educational outreach to targeted
patient populations, and permit use of cash or monetary rebates as a form of reward or
incentive. UCare requests CMS to allow for models to support and empower wellness
behavior. Effective commercial models for fitness/health club programming requires the
member to attend a number of visits per month in order to receive the incentive. This is
currently not allowed for Medicare Advantage plan benefit design.
Home Infusion Drugs: Test the program cost impacts and other potential benefits of
providing Medicare Advantage plans additional incentives to offer services to patients
who are not homebound, and/or including Part D home infusion coverage under a
bundled payment.
Health Savings Account (HSA) Demonstration: Test whether modifying Medicare MSA
rules to be more consistent with commercial HSA arrangements could increase Medicare
enrollee interest and ultimately lead to higher value utilization of Medicare services.
Telehealth. Include telehealth in network adequacy standards and allow this modality to
be considered the same as location face-to-face delivery options. In Minnesota there are
rural areas without easy access to many specialty services. Providers have developed
telehealth technology that is utilized for the commercial and Medicaid populations that
we are unable to include in our Medicare network adequacy and basic benefit offerings.
The inclusion of telehealth as a provider modality should be considered enhanced access
for Medicare Advantage beneficiaries; specifically in rural communities and certain
metropolitan areas where some specialties, such as psychiatry for dementia patients, are
in limited availability. Phone consultation and telehealth can improve quality access to
key support services at the location where individuals live.
UCare also supports modifying the Medicare Advantage Value-Based Insurance Design (VBID)
model to provide more regulatory flexibility to Medicare Advantage plans and add additional
states. The enhanced model flexibility would assist in alignment of the network requirements
with Accountable Care Organization models for accountability and coordination with valuebased purchasing strategies. However, we caution against a Medicare managed care model that
incentivizes plans to compete for enrollees, including fee-for-service enrollees, until the VBID
model is proven successful.
Program Integrity
UCare recommends the establishment of a Medicare Restricted Recipient Program similar to the
Medicaid Restricted Recipient Program. Medicare enrollee abuse of pharmaceuticals and "doctor
shopping" is difficult to control in the current environment.
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Improving the Alignment of Medicare and Medicaid for Dually Eligible Enrollees
UCare recommends policies that are designed to support dually eligible enrollees. A critical first
step in supporting dually eligible enrollees is permanent reauthorization of D-SNPs. SNP
permanency is critical for states, plans and consumers in furthering simplification of program
administration, improving program efficiencies, and enhancing benefits and services for dually
eligible enrollees. Also, CMS should continue to review successful administrative and policy
features tested in the Medicare-Medicaid Program (MMP) and D-SNP demonstrations. Where a
particular change in approach has been shown to simplify operation, improve efficiencies, and/or
improve care outcomes, the change in policy and/or oversight practice should be quickly applied
to non-demonstration D-SNPs.

Sincerely,

Ghita Worcester, Senior Vice President & Chief Marketing Officer
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- 1950 Lake Park Drive - Smyrna, Georgia 30080
November 20, 2017

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Amy Bassano
Acting Deputy Administrator
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
Submitted via email at: CMMI_NewDirection@cms.hhs.gov
Re: Request for Information on the New Direction for the Center for Medicare and Medicaid
Innovation
Dear Administrator Verma and Acting Deputy Administrator Bassano:
UCB appreciates the opportunity to provide comments on a new direction for the Center for
Medicare and Medicaid Innovation (CMMI). Our comments focus on the Guiding Principles and
potential prescription drug payment models. UCB is a global biopharmaceutical company, with
North American headquarters located in Atlanta, Georgia. Our focus is on innovating new
medicines to treat chronic, severe diseases in neurology, immunology and bone. We are more than
7,500 people globally, inspired by patients and driven by science and have consistently
demonstrated our commitment to creating more value for patients, investing about a quarter of total
revenues into research and development for new therapies for the past several years. We
appreciate that CMMI has outlined proposed guiding principles to inform stakeholders of how
potential payment models, particularly prescription drug models, will be designed in the future.
UCB supports CMMI’s guiding principles for new payment models since they support the
healthcare industry’s evolution from volume to value-based care. In our view, “value-based care”
should always be defined in terms of the value that care creates for patients. UCB defines patient
value as: unique outcomes that help specific patients achieve their goal, deliver the best individual
experiences, and improve as many lives within the specified patient subpopulation as possible.
Importantly, our focus on the patient aligns with CMMI’s guiding principle on patient-centered
care to empower beneficiaries and caregivers to take responsibility for their health and ensure that
they have the needed information to make the best choice for them. We find focusing on patient
subpopulations critical to delivering truly patient-centered care. Any new payment models should
consider the value of healthcare products and services for patients by assessing the extent to which
Tel. +1.770.970.7500 – Toll Free + 1.800.477.7877 – www.ucb.com

- 1950 Lake Park Drive - Smyrna, Georgia 30080
care meets individual patients’ specific needs, and creating incentives for achieving unique health
outcomes.
UCB, Inc.

Healthcare payers, providers, policymakers, and most importantly patients all play a key role in the
drive to value-based care for patients. UCB believes this shift can only occur through crossstakeholder collaborations to explore a broad range of value-based contracting approaches that
more clearly connect price to value, therefore driving smarter spending within the healthcare
system. Potential approaches may include small scale testing of value-based and outcomes-based
contracting arrangements, patient adherence and education programs, or alternative financing and
payment mechanisms.
As CMMI considers any new payment models for prescription drugs, UCB believes it is critical
that the patient voice is included, and maximized, in the development, testing, and evaluation of
each model. It is imperative to ensure that any new prescription drug models do not undermine the
healthcare system’s drive toward value, but rather allow manufacturers to continue to invest in
value for patients in terms of patient experience, health outcomes, and actual out-of-pocket costs.
Furthermore, no new prescription drug payment model should expose proprietary and competitive
information to the market, as the resulting unintended consequence will be to inhibit competition,
innovation, and value creation for patients.
To that end, healthcare stakeholders need an environment more conducive to testing value-based
care through any new prescription drug payment models. This goal can be met by creating
regulatory flexibilities or establishing a pilot program for value-based contracting to create safe
harbors and exemptions from current regulatory barriers that prevent partnerships between drug
manufacturers, payers, and providers. We believe the market should promote innovation, such as
developing new pay-for-value models, to encourage the development of new life-saving medicines,
services, and access models, while also protecting patient access.
UCB would be happy to discuss with CMMI its new direction as it relates to prescription drug
payment models and would be glad to meet CMMI’s staff in person to ensure that such models
incorporate the patient perspective. UCB respectfully appreciates this opportunity to comment.
Please direct any questions to Alison Anway, Director, U.S. Public Policy.

Sincerely,

Patricia A. Fritz
Vice President, U.S. Corporate Affairs
UCB, Inc.
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I want to make sure that Medi-Cal - Medicaid in states other than California stays "as put". I have 3 I/DD adult sons who have Medi-Cal
insurance. They will need this insurance for the rest of their lives. My
husband is also disabled and both of us have Medicare which we will need as
long as we are alive. It works good for all of us. Please help keep things "as
is". Thank you.

9900 Bren Road East | MN008-T904
Minnetonka, MN 55343

November 20, 2017

Seema Verma
Administrator
The Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Administrator Verma:
UnitedHealth Group (UHG) is pleased to respond to the Centers for Medicare and Medicaid
Services’ (CMS) Request for Information (RFI) on the new direction for the Center for Medicare
and Medicaid Innovation (CMMI). UHG is aligned with and supportive of CMS’ goal to promote
patient-centered care and test market-driven reforms that empower beneficiaries as consumers,
provide price transparency, increase choice and competition to drive quality, reduce costs, and
improve outcomes.
UHG is dedicated to helping people live healthier lives and making our nation's health care
system work better for everyone through two distinct business platforms – UnitedHealthcare,
our health benefits business, and Optum, our health services business. Our workforce of
270,000 people serves the health care needs of more than 139 million people worldwide,
funding and arranging health care on behalf of individuals, employers, and the government. As
America’s most diversified health and well-being company, we not only serve many of the
country’s most respected employers, but we are also the nation’s largest Medicare health plan –
serving nearly one in five seniors nationwide – and one of the largest Medicaid health plans,
supporting underserved communities in 25 States and the District of Columbia.
Specified below are UHG’s CMMI demonstration recommendations for each of CMS’ focus
areas that reflect our broad experience and distinctive capabilities. UHG is committed to
strengthening the Medicare Advantage (MA) program as well as modernizing the Medicare FeeFor-Service (FFS) and Medicaid programs. UHG looks forward to building upon our partnership
with CMS to deliver innovations to the Medicare and Medicaid populations that improve health
outcomes and reduce costs to the health care system.
UHG welcomes the opportunity for constructive discussion and collaboration as part of this RFI
opportunity, and looks forward to sharing any additional data or information that supports
beneficiaries, CMS, and taxpayers. We are committed to providing Medicare and Medicaid
beneficiaries with stable and affordable access to care, facilitating good consumer decision-

9900 Bren Road East | MN008-T904
Minnetonka, MN 55343

making, improving outcomes and quality, and providing excellent value to beneficiaries.
Thank you for your consideration of our comments.
Sincerely,

Richard J. Migliori, M.D.
Executive Vice President and Chief
Medical Officer

Sam Ho, M.D.
Executive Vice President and Chief
Medical Officer, UnitedHealthcare

CMS Focus Area: Medicare Advantage Innovation Models
UHG Solution: Implement a Predictable and Simpler Medicare Advantage (MA)
Rate Setting Process
CMS should implement a more predictable and simpler MA rate setting process. This
will create the stability necessary for MA to invest in innovation and clinical best
practices that will make the program even higher-quality and more affordable for the
beneficiary and the Federal Government. CMS can make meaningful adjustments
using its existing regulatory authority to implement a more predictable and simpler rate
setting environment by: ensuring the MA rate setting process is transparent and
predictable, and transitioning from a MA annual rate setting process to a multi-year rate
setting process.
A transparent and predictable rate setting process would enable MA plans to create and
tailor MA benefits for the distinct and evolving needs of beneficiaries now and in the
future. Specifically, CMS should implement the following changes:
• Freeze the coding intensity adjustment factor at the current 2017 level of 5.91%;
• Release changes to the Medicare Growth Rate and normalization factor on a
quarterly basis;
• Require any CMS policy with a greater than -1% impact on the MA program be
phased-in on a multi-year basis to ensure beneficiary care is not disrupted;
• Eliminate the Quality Star Ratings cliff between good quality MA plans receiving 3-4
Stars, by allowing 3+ Star Plans to receive a portion of the 4-Star bonus;
• Implement fixed 4-Star thresholds to allow MA plans to allocate resources efficiently,
drive quality performance, and meaningfully improve care;
• Provide data and information on how the risk adjustment system is developed and
calculated to ensure it adequately and accurately reflects the costs of delivering care;
and
• Improve the simplicity and transparency of Medicare data by standardizing quality
measurement across the Medicare program.
A multi-year rate setting process will help to streamline and alleviate unnecessary
burden to the Federal Government’s regulatory processes as well as provide MA
predictability to maximize investment in innovation and best practices to improve care
for beneficiaries, achieve cost savings, and reduce administrative burden on
physicians. Under a multi-year rate setting process, CMS would spread an annual rate
setting process over a multi-year cycle (2-3 years). At the same time, CMS would
update annually legislative requirements necessary to ensure beneficiaries have choice
and the program is responsive to ongoing medical trend changes, technological
advances, and annual service area changes. Policies with a greater than -1% impact
would have to be implemented over multiple cycles.
Annually, MA plans would file a benefit package with CMS; quality rating and rebates
would be updated to ensure continuous accountability for improving quality. The
beneficiary annual enrollment period would remain in place, allowing beneficiaries to
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evaluate their current plan and make any desired changes. MA policies such as the
updates to the risk adjustment system, Star measures, network requirements, and
benefits would be held stable for multiple years to ensure MA can appropriately invest
in new innovations and make the appropriate preparations to make significant
enhancements that may take more than one year to show value.
UHG Solution: Allow Value-based Insurance Design (VBID) in MA
Currently, MA plan benefits must be offered uniformly within a plan benefit package to all
enrollees residing in a service area. This outdated approach inhibits efficient utilization of
services to address the complex and diverse needs of beneficiaries. The flexibility to
customize benefits based on targeted populations has proven quality outcomes through
the Medicare program’s experience with Special Needs Plans (SNPs). Peer reviewed
research has demonstrated beneficiaries with diabetes in SNPs had 7% more primary
care physician office visits; 9% lower hospital admission rates; 19% fewer hospital days;
and 28% fewer hospital readmissions compared to patients in FFS Medicare. i
CMS should expand the Value-based Insurance Design (VBID) Demonstration to waive
the MA uniformity requirement (42 CFR 422.100(d) and 42 CFR 422.262(c) detailed in
Medicare Managed Care Manual) for the entire program. This will enhance MA plans
ability to develop at-scale-clinically-nuanced benefit designs for targeted populations that
fall within certain clinical categories (i.e., diagnosed with certain chronic diseases) or
social determinants (i.e., beneficiaries with low income or beneficiaries living in rural
areas). MA plans would be allowed to construct a VBID demo with the following structure
and flexibilities:
• Providing VBID in all 50 States;
• Permitting MA plans to determine and customize which MA plans they would like to
deploy VBID annually;
• Allowing MA plans to target nuanced conditions, rather than focus on the CMSspecified chronic conditions;
• Permitting VBID interventions for beneficiaries who have been identified with a
condition through methods other than Medicare claims, such as a referral from a
case manager;
• Including incentives that do not qualify as “benefits” to support interventions that are
more cost effective and easier to administer;
• Allowing Supplemental benefits, such as transportation and nutrition, to be provided
on a customized basis;
• Providing incentives throughout the year to enable beneficiaries to use the earned
benefit prior to the end of the benefit year;
• Allowing incentives based on outcomes, rather than simple participation to
encourage greater and more consistent engagement among beneficiaries; and
• Adding additional communication and marketing to beneficiaries about VBID
offerings, including information about additional benefits or changed cost sharing for
filed benefits.
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CMS should also convene MA plans and other stakeholders during the development of
this demonstration.
UHG Solution: Expand the Use of Beneficiary Incentives
The expansion of programs to incent MA beneficiaries to receive preventive services,
participate in wellness programs, make healthy choices, and engage with programs that
identify and manage chronic disease is a way to improve the effectiveness of health care
delivery. Currently, CMS limits the type and amount of incentives that can be offered to
MA enrollees. UHG recommends that CMS permit MA to develop and implement
beneficiary incentive programs using its demonstration authority to help seniors receive
appropriate preventive services, participate in wellness programs, make healthy choices,
and engage with programs that identify and manage disease earlier. CMS should allow
beneficiary incentive programs to feature:
• Rewards in the form of lowering and/or waiving co-pays, coinsurance, or health plan
premiums;
• Rewards for medication adherence and other activities related to Part D drug
benefits;
• Program designs that provide the beneficiary the entire reward up front, and the
beneficiary must take action to avoid “losing” the reward; and
• Sweepstakes/raffles, donations to charity, 529 plan contributions, and other
incentives to children or grandchildren as a way to offer rewards.
UHG Solution: Allow Employer Group Waiver Plan (EGWP) to Communicate VAIS
Prior to Enrollment
Employer Group Waiver Plans (EGWP) provide health care to over 20% of all MA
beneficiaries and give retirees access to high quality, affordable health care. Sustainable
funding in 2019 and beyond is critical to ensuring employers, including governments,
industries, and unions can provide a seamless transition from employee to retiree health
insurance coverage as retirees age.
Additionally, EGWPs often choose to include value-added items and services (VAIS)
and additional employer-sponsored, non-MA plan benefits to those who enroll in the
EGWP. Currently, MA plans offering EGWPs may not communicate these items and
services in pre-enrollment retiree educational meetings, mention them during calls at
the pre-enrollment call center, or describe them in pre-enrollment written materials.
This makes it difficult to describe the employer-sponsored health benefit program
accurately, both verbally and in writing. CMS should consider a demonstration to
allow MA/MAPD plans to communicate VAIS items, services, and benefits to
prospective EGWP members prior to the coverage effective date.
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CMS Focus Area: Increase Participation in Advanced Alternative Payment
Models (APMs)
UHG Solution: Maximize the Value of MA in MACRA
UHG supports CMS’ intention to include MA as an Advanced APM under the
Medicare Access and CHIP Reauthorization Act of 2015 (MACRA). MA is already
meeting the Advanced APM criteria by taking on financial risk, participating in a robust
quality rating system, and using electronic health record technology. As indicated in
the CMS 2018 MACRA Final Rule, CMS should adopt an Advanced APM
demonstration project in MA to create an additional avenue for physicians (primary care
and specialists) to qualify as Advanced APM participants and include the MA program
in MACRA’s journey towards value-based care. Detailed below are suggestions on
the structure, approach, and design for a MACRA Advanced APM model:
• CMS should implement the MACRA MA demonstration beginning in 2018 to allow for
alignment between CMS’ proposal for MACRA virtual groups;
• The MA Advanced APM should become a “qualifying model” under MACRA;
• CMS should use waiver authority to modify the existing Medicare Part B revenue
test to include MA;
• CMS should allow both medical groups and Independent Physician Associations
(IPAs) participating in MA to submit MA risk contract information to CMS for
consideration as an Advanced APM;
• The MA Advanced APM quality measures should align with the MA Star Rating
system;
• The demonstration model should assess risk at the medical group or IPA level;
• CMS should apply a five percent bonus to encourage the adoption of risk contracting
in MA;
• Any process CMS adopts for the MA Advanced APM demonstration should
minimize reporting burdens on physicians and physician groups;
• Self-reporting, attestation, and auditing should be sufficient to protect the trust funds
from fraud and abuse, as is the practice in current Medicare Advanced APMs; and
• CMS should partner with MA plans and other external stakeholders to further
develop the demonstration.

CMS Focus Area: Consumer-Directed Care & Market-Based Innovation
Models
UHG Solution: Provide FFS Medicare Beneficiaries with Proven Value-based Care
Management
CMS should implement a demonstration that allows care management organizations to
provide Medicare FFS beneficiaries with access to evidence-based population health
and care management programs and services to improve their health and reduce costs
for the Federal Government and Medicare beneficiaries. A value-based payment care
management demonstration model for Medicare FFS beneficiaries would help them
access population health and care management programs and services that are tailored
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to their specific, individual needs. CMS would test this demonstration with one or more
care management organization partners to complete two key actions:
• Use health data analytics to identify appropriate interventions and clinical care
services; and
• Provide a suite of population health care management programs that can meet the
individualized needs of Medicare FFS beneficiaries, including those with chronic
illnesses.
Participating care management organizations would use claims and trend data to
identify the appropriate level of care coordination. This data will be used to deploy the
appropriate level of care and clinical resources, such as transitional case management,
high-risk care management, and a post-acute transition program.
Participating organizations should be required to use technology applications to
develop personalized care management recommendations by synchronizing data
points to develop a comprehensive profile for the participating Medicare FFS
beneficiaries. In the demonstration model, CMS would ensure that participating
organizations have the capabilities to provide a full spectrum of population health, care
coordination, and care management activities.
UHG Solution: Provide Care Coordination Capabilities to Beneficiaries Residing
in SNFs
CMS should implement a demonstration that allows Medicare FFS beneficiaries to
receive personalized, care coordination services in a Skilled Nursing Facility (SNF) to
improve quality of care, and reduce hospital readmissions, and overall health care
costs. A care coordination demonstration for Medicare FFS beneficiaries permanently
living in SNFs would provide patient-centered, coordinated clinical care and care
management to improve the patient experience and outcomes, while reducing
Emergency Room visits and preventable acute care readmissions. This intervention
model could achieve significant cost savings to the Federal Government, while
improving the experience of the participating beneficiaries, their families, and
caregivers with an in-person individualized care model.
Under this demonstration, a participating care coordination organization would
modernize the existing SNF system by partnering with, and deploying, an Advanced
Practice Clinician (e.g. a Nurse Practitioner) to work with primary care physicians to
deliver and coordinate care for each beneficiary. Advanced Practice Clinicians would
provide intensive patient-centered primary and preventive care to these complex
nursing home residents, in accordance with beneficiary goals. Additionally, CMS
should apply a two-sided risk value-based payment and waive the 3-day
hospital stay requirement. The objective of this care model is to reduce
unnecessary inpatient hospital services, provide more effective care delivery, and
achieve improved patient outcomes.
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UHG Solution: Provide Consumer-Centric Case Management Services to HighRisk Medigap Enrollees
CMS should partner with Medigap providers to encourage voluntary, consumer-directed
case management service programs for high-risk Medicare FFS beneficiaries enrolled in
Medigap plans. Approximately 20% of the FFS population is currently enrolled in
Medigap plans that have valuable relationships with beneficiaries that can be leveraged
to create better care and lower costs, while generating cost savings for Medicare.
UHG has successfully piloted a consumer-centric high-risk case management program
in the Medigap market called MyCarePath, which has demonstrated value for
beneficiaries and generated significant savings, which accrue largely to Medicare. ii This
demonstration deploys support beyond traditional medical management such as home
safety checks, connections to community services, nutritional advice, advance-care
planning, caregiver and family support, and social worker services that can reduce
adverse health events and hospital admissions.
CMS can generate savings and promote quality in the FFS market by implementing a
demonstration that provides support for voluntary, consumer-centric case management
programs for high-risk Medicare FFS beneficiaries enrolled in Medigap plans. A trained
multi-disciplinary team would work with beneficiaries on their unique needs and goals to
improve their overall health care experience and reduce costs.
UHG Solution: Implement Next Generation ACOs - Value-based Care and Practice
Based Population Health Model
UHG Accountable Care Organizations (ACOs) include the highest degree of
clinical and financial integration of value-based programs. Detailed below are
among the most significant results yielded from UHG’s ACOs:
• Increasing the Quality of Care: Commercial ACOs perform better than non-ACOs
on 83% of the most common quality measures UHG monitors.
• Identifying Missed Care Opportunities: The top 10% of commercial ACOs closed
74.7% of the care opportunities identified for patients, vs. 56% for non-ACOs.
• Reducing Severe Health Events: Fewer Emergency Room (ER) visits among the
longest-running Medicare ACOs and fewer hospital admissions and ER visits
among top-performing commercial ACOs.
Successful ACOs with provider practice-based population health programs
require a shift in both an organization’s resources and mindset. CMS should
evolve and build on the current structure of CMMI ACOs. UHG recommends CMS
modify ACO demonstration models going forward and focus on the following
zones: strengthening the Primary Care Model; enhancing actionable data and
analytics; and promoting physician and executive engagement.
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CMS Focus Area: Physician Specialty Models
UHG Solution: Implement an ASC Total Joint Replacement Value-based Payment
Demonstration Model
Ambulatory Surgery Centers (ASCs) have demonstrated delivery of lower-cost and
higher-quality care to the Medicare population compared to other sites of care, such as
Hospital Outpatient Departments (HOPDs). ASCs have demonstrated beneficial health
outcomes, with patients spending, on average, 25% less time in ASCs than hospitals. iii
Significant regulatory burdens impede ASCs from delivering their full value to the
Medicare program and addressing the needs of beneficiaries today. Hip and knee
replacements are the most common inpatient surgeries for Medicare beneficiaries and
can sometimes require lengthy recovery and rehabilitation periods. Costs are also high
with the average Medicare expenditure for hip and knee replacement surgery,
hospitalization, and recovery ranging from $16,500 – $33,000, depending on the
geographic area. iv ASCs are well positioned to deliver value, and decrease costs for the
health care system.
CMS should implement a Medicare value-based bundled payment model that improves
quality and reduces costs for total joint replacement Medicare patients. ASCs have the
opportunity to significantly improve care and reduce costs for the Federal Government
and consumers if CMS allows for increased regulatory flexibility. Specifically, CMS
should allow ASCs to test certain procedures currently not permitted within ASCs for the
Medicare FFS population, specifically knee and hip joint replacements. Acute and postacute care costs would be measured during a 90-day episode of care cycle.
CMS would apply a value-based payment to the ASC to promote accountability in the
Medicare FFS program. To ensure ASCs can successfully apply care in a
comprehensive and coordinated manner, CMS should also waive the requirement that
the ASC can discharge Medicare beneficiaries only to the home and allow for patient
discharge, when medically necessary, to other appropriate sites of care and allow ASCs
to provide treatment in the facility for Medicare patients so long as they are discharged
from the facility in less than 24 hours.
UHG Solution: Allow for Telehealth in Medicare
Telehealth has the potential to remove beneficiaries’ access barriers, allow more timely
care, increase care coordination, open up limited in-person access for patients with more
critical face-to-face care needs, reduce costs, and improve health care quality. UHG
supports CMS creating a demonstration that eliminates the originating site requirement
and allowing broader use of telehealth by permitting providers that deliver telehealth
services to meet network adequacy requirements, ensuring diagnoses from these claims
are allowed for risk adjustment, and allowing that services may be used to improve
quality. Importantly, CMS should also include telehealth remote access technology
encounters as part of the definition of Medicare covered telehealth.
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UHG Solution: Enhance Medicare and Medicaid’s Workforce Capabilities
Uneven provider distribution and shortages impede effective health care delivery that
can save or improve patients’ lives and reduce the burden of acute and chronic
diseases. By 2020, there will be an estimated shortage of over 20,000 primary care
physicians. Meeting the complex care needs of the increasingly diverse Medicare
population in a rapidly evolving delivery system requires policies aimed at attracting,
training, equipping, and effectively deploying primary care providers and other health
care professionals in high demand to modernize and improve the U.S. health care
system.
UHG specifically recommends improving and enhancing the role of the Nurse
Practitioner (NP) and other non-physician providers – collectively referred to as
Advanced Practice Clinicians (APCs) – to deliver primary care in the Medicare and
Medicaid programs. However, the ability of APCs to practice to the full extent of their
education and clinical preparation and meet beneficiaries’ health care needs continues
to be limited by significant barriers in Federal law and regulation. CMS should use its
demonstration authority to allow APCs to:
• Certify beneficiary eligibility for Medicare home health service;
• Certify diabetic beneficiaries’ need for therapeutic shoes;
• Authorize hospice care programs for eligible beneficiaries; and
• Perform admitting examinations and monthly patient assessments in Skilled
Nursing Facilities.
UHG Solution: Enable Additional Support for ESRD Beneficiary Management
Providing beneficiaries with End Stage Renal Disease (ESRD) additional specialty renal
care resources beyond dialysis and traditional provider care can result in 4-8% savings.
Physician Specialty models can significantly enhance patient care coordination and
quality of care. CMS should consider an additional Kidney model of care that goes
beyond dialysis. UHG suggests deploying a holistic kidney disease management model,
starting in Stage 4 of Chronic Kidney Disease (CKD) – Post Graft Transplantation. Under
this alternative approach, beneficiaries would be identified earlier, directed to the right
care provider sooner, where interventions can be deployed to delay disease
progression, prepare and smooth the transition to dialysis, and offer the opportunity for
beneficiaries to avoid dialysis altogether through the promotion of pre-emptive
transplantation. CMS could also implement a value-based payment that incents
Nephrologists to become the principal provider for beneficiaries with late stage CKD and
ESRD.

CMS Focus Area: Prescription Drug Models
UHG Solution: Implement Medicare Biosimilar Model to Test the Benefits of
Categorizing Biosimilars as Brands
UHG proposes that CMS create a model to test the benefits of deeming biosimilars as
brands to promote choice and competition in the market. Specifically, CMS should test
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modifying the existing payment model for biosimilars as products approved by the
Federal Food, Drug, and Cosmetic Act (FDCA) and will remain “applicable drugs” for
purposes of the Medicare Coverage Gap Discount Program once the Food and Drug
Administration (FDA) implements, in 2020, the “Deemed to Be a License” provision of
the Biologics Price Competition and Innovation (BPCI) Act of 2009.
There is widespread confusion in the biologics marketplace regarding how these drugs
will be treated in 2020 and that confusion will impact multi-year contract negotiations
that are currently underway between Part D plan sponsors and drug manufacturers.
Further, this confusion in the marketplace creates contracting reluctance for these
drugs to be placed on Part D formularies, which is further hampered by the fact that
until 2020, the costs increase for a biosimilar, since biosimilars are viewed as brands,
yet treated as generics in the gap (no discount in the gap).
Under this demonstration, CMS should not treat biosimilars as “brands” in the noncoverage gap phases for LIS and CMS should grandfather these drugs as an
“applicable drug” based on the way their application was approved and not allow a
“deeming” event in 2020 to supersede that categorization.
UHG Solution: Test Value-based Access Formulary Model
An emerging trend in the industry is for manufacturers to compete, above and beyond
discounts, with value-based contracting. For instance, sodium-glucose co-transporter 2
(SGLT2) inhibitors for the treatment of diabetes have undergone a number of national
and international outcome studies. One or two agents within this drug class have stood
out for producing very good health and financial outcomes. Consequently,
manufacturers have started to compete for formulary placement based upon outcome
value. However, current formulary development models have not progressed to this
level of value differentiation. UHG recommends a Value-based Access Formulary
Model for plan sponsors to experiment with new formulary designs that move beyond
access to all drugs. Using the sodium-glucose co-transporter 2 (SGLT2) inhibitors as
an example, plan sponsor P&T committees could validate clinical outcomes between
agents and exact formulary placement. Agents without good clinical outcome data
could be excluded from coverage, except for extraordinary circumstances.
UHG Solution: Consolidate Part B Pharmacy under Part D Model
CMS should test payment for Part B pharmacy benefits (paid at a pharmacy) under
Part D in order to ease the burden of administration and costs for the Medicare
program, as well as to provide a more seamless beneficiary experience (e.g. less
confusion, fewer complaints, fewer complications to access, etc.). For example, Insulin
is covered under Part D, but if a beneficiary is using a DME pump for the same insulin,
the insulin is only covered under Part B. Aside from the confusion and timing
associated with where insulin should be covered, the coinsurance under Part B can be
greater than coinsurance or copay under Part D, for the same drug. This difference
incents the beneficiary to submit insulin for Part D payment, regardless of pump
administration.
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CMS Focus Area: State-Based and Local Innovation, including Medicaidfocused Models
UHG Solution: Achieve a Simpler, Flexible, and More Effective State-based Dual
Eligible Programs
CMS should implement a simpler, more flexible State-based Medicare-Medicaid
program. This will create the stability necessary for Medicaid and Medicare managed
care organizations serving Dual Eligibles to invest in innovation and clinical best
practices that will make the program higher-quality and more affordable for the
beneficiary and the Federal Government. CMS can make meaningful adjustments using
its existing regulatory authority to implement a more integrated and simpler rate setting
environment by:
• Supporting more integrated State-delivered Dual Eligible programs;
• Streamlining Federal funding to serve Dual Eligible populations; and
• Removing regulatory barriers that hinder achievable savings.
CMS should pursue demonstrations that allow States flexibilities to build on the solid
foundation of Medicaid programs in order to develop new approaches to health
coverage for individuals up to 400% Federal Poverty Level (FPL). A modernized
model should include:
•
•

•
•
•
•

Allowing testing of new financing models built on a Federal-State partnership;
Optional flexibilities for States to address system administration between medical
assistance systems to streamline eligibility requirements, administrative
misalignment and/or duplication, and define localized benefits and delivery
systems;
Support a continuum of needs to empower individuals and families;
Streamline eligibility and program administration for public medical assistance to
address issues as individuals increase their income up to 400% FPL;
Simplify system administration to accelerate integration of services, penetration of
value-based purchasing and advance innovations from the private sector; and
Target socioeconomic supports across a FPL income continuum to support
individuals and families with achieving greater stability and reduced dependency on
public programs.

CMS should also pursue social impact demonstration projects that allow
sufficient flexibilities for States to use HHS funding to scale up programs with proven
outcomes (health and socioeconomic). This will allow for the testing of programs to
ensure Federal funding for social services programs are used effectively on
programs with proven outcomes for the beneficiary and stewardship of Federal
spending on social support services (redirection of inefficient or duplicative
spending). It also creates a defined vehicle for understanding impact, using a
disciplined approach for measuring outcomes (beneficiary improvements and economic
testing).
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CMS Focus Area: Mental and Behavioral Health Models
UHG Solution: Integrate Behavioral and Medical Health Care for the
Medicaid Population
The Medicaid population faces a growing number of individuals with behavioral health
diagnoses and social service needs, in addition to other chronic health conditions. To
effectively serve the needs and improve the health of these populations, a
comprehensive approach that addresses the mental, behavioral, medical, and social
challenges facing this population is necessary. Integrating behavioral health care with
medical care will: improve health outcomes; enhance patient engagement and
activation; increase adherence to appropriate behavioral health services; improve patient
satisfaction; and reduce costs. CMS should create a demonstration within the Medicaid
program to integrate behavior and medical benefits. The key features of this
demonstration should include:
• A locally-based interdisciplinary care team, who knows and understands the
community as well as the resources available within the community;
• A single point of contact for each beneficiary, ensuring that the beneficiary has
consistency and can easily connect with someone who understands their unique
needs;
• A single assessment and care plan documented in our virtual care
coordination tool making it accessible to the full care team that interacts with the
beneficiary;
• A single identification and stratification process that includes medical,
behavioral, and pharmacy data analytics, as well as social determinants to allow
for a 360 view of the beneficiary’s needs; and
• Touch points such as in-person visits by care coordinators and on-going follow
ups to ensure all the health care and social services are getting wrapped
around the beneficiary.
CMS should deploy two-sided risk payment based on a provider’s ability to reduce and
achieve improved outcomes. Integrations would be achieved by CMS creating a waiver
process to allow Medicaid plans to provide and be paid for comprehensive medical,
behavioral, Long Term Services and Supports (LTSS), and social services that address
barriers (homelessness, unemployment, food insecurity, transportation, and criminal
activity).

CMS Focus Area: Program Integrity
UHG Solution: Utilize Comprehensive, Integrated, and Robust Tools and Services
UHG deploys industry-leading payment integrity capabilities with an integrated and
robust suite of tools and services. Payment integrity solutions should include providerfriendly technology advancements, clinical support, and administrative services to drive
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business intelligence, enhance provider-payer collaboration, and lower costs.
Capabilities that CMS should incorporate into and test in the Medicare and Medicaid
programs include:
• Real-Time Claim Adjudication: Enabling providers to submit claims directly into the
payer claim system at the point of service for real-time adjudication.
• Provider Claim Error Correction: Screening claims to deliver real-time provider
notifications on “certain to deny” errors and collaborating with providers to fix errors
pre-submission.
• Data Visualization and Geospatial Analysis: Incorporating social networking,
external datasets, and mapping to quickly visualize possible emerging trends and
schemes.
• End-to-End Analytics Operations: Conducting analytic lifecycle and performance
management – including design, delivery, and deployment processes.
• Credit Balance Resolution: Working on-site with providers to conduct audits, identify
payment errors, and communicate with insurers to establish a plan for balancing
accounts.
• Data Management Architecture: Enabling big data and leveraging artificial
intelligence tools such as machine learning to support structured and unstructured
data needs.
• Claim Status Follow-Up: Supporting provider claim collection by implementing
technology that automatically checks and reports on the status of all outstanding
claims across payers.
• Clean Claim Submission: Offering providers automated determinations of
procedures requiring authorization and integrating that data with provider care
management system.
i

http://content.healthaffairs.org/content/31/1/110.abstract
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iii
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November 20, 2017

Re: Innovation Center New Direction—Request for Information

To Whom It May Concern,
UnitedHealthcare is pleased to provide this response to the Innovation Center New Direction
Request for Information (RFI) in strong support of the Washington State Health Care Authority
and Department of Social and Health Services’ effort to establish the Health Home program as a
permanent program for eligible Washingtonians. UnitedHealthcare also supports further
innovation models consistent with the goal of reducing cost and improving health care outcomes
as reflected in the RFI.
UnitedHealthcare provides health care coverage to approximately 221,000 Washington Medicaid
members as well as serving as a Lead Entity to managed care and dual eligible Health Home
beneficiaries since the program’s 2013 inception.
In our experience, the Health Home program supports some of the most vulnerable individuals
within the Washington Medicaid population and functions as a bridge for integrated care within
existing care systems. The program promotes person-centered care and has been successful in:
• Reducing avoidable health care costs, specifically preventable hospital
admissions/readmissions and avoidable emergency department visits;
• Providing timely post discharge follow-up;
• Improving beneficiary outcomes by mobilizing and coordinating services provided by
primary care providers, specialists, behavioral health providers, and long-term services
and support providers;
• Implementing physical and behavioral health promotion activities targeted at beneficiary
engagement in their personal health care; and
• Effectively managing chronic conditions, addresses barriers to care, and ensures the
beneficiary’s physical and behavioral health as well as social needs are met.
The Washington Health Home program aligns with the Guiding Principles of the Innovation
Center’s New Direction by:
•

Empowering beneficiaries, their families and care givers to make informed care choices
based on relevant and understandable information presented in a culturally sensitive
manner.

•

Supporting a transparent model design, including full transparency and broad
stakeholder participation in in all stages of planning and implementation. Initial and
follow up evaluations are completed during the beneficiary’s Health Home enrollment,
and results are shared with the beneficiary for their information and to provide a means
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for monitoring progress toward the member’s short and long-term goals. In addition to
looking at health outcomes and financial results, evaluations include a beneficiary
experience element.
As a Health Home Lead Entity, UnitedHealthcare manages many Care Coordination
Organizations (CCOs) across Washington State. These organizations utilize the services of
community-embedded care coordinators to effectively manage the full spectrum of beneficiaries’
needs. In addition to supporting the Innovation Center’s Guiding Principles, UnitedHealthcare
would like to provide additional comments in support of the Washington Health Home program.
Empowered Care Coordination
Voluntary participation by Health Home beneficiaries in Washington serves as the foundation to
a seven-fold approach to empowered care coordination. This approach includes:
1.
2.
3.
4.
5.
6.
7.

Screenings to identify health risks and referral needs;
Setting person-centered goals to improve member health and access to services;
Improving self-management of health conditions through education and coaching;
Supports that improve the beneficiary’s ability to function in their home and community;
Empowering beneficiaries to perform self-care;
Slowing the progression of disease and disability; and
Reducing avoidable health care costs

Health Home CCO Network Expansion
Since 2013, the Washington Health Home program has expanded statewide, being embraced by
large and small provider groups, and managed care and community based organizations. Most
recently, many of the Washington Tribal Nations have expressed interest in participation in the
Health Home program as CCOs through contracts with current Health Home Lead Entities. This
expansion of the CCO network provides the opportunity to reduce health disparities the Tribal
Nation’s most vulnerable members.
How Health Home Transformed One Woman’s Life
UnitedHealthcare would like to take this opportunity to share a recent UnitedHealthcare Health
Home success story of a beneficiary enrolled for over three years supports our model of open and
transparent communication:
Beth* is in her early 60s and a United States Army Veteran
In 2014, Beth enrolled in the UnitedHealthcare Health Home program. Beth faced multiple
health challenges including diabetes, obesity and depression. Upon enrollment in the Health
Home program, she was assessed as having severe depression, was disengaged and overwhelmed
with her chronic conditions. She was isolated, and wanted to be a part of her local community,
but her depression kept her homebound.
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UnitedHealthcare assigned a care coordinator from Aging and Long Term Care of Eastern
Washington, a social services organization based in Spokane to give Beth both the community
support system and personalized services she needed to improve her health. Beth’s care
coordinator provided her with referrals to a behavioral health counselor and support groups
within her community. Her care coordinator also visited her home monthly to encourage Beth to
become more active in her own health and wellbeing.
Beth’s health conditions improved after she began meeting with a behavioral health specialist
and a primary care provider (PCP) who could meet her specific needs. The care coordinator,
specialist and PCP helped Beth to set personal goals, including that she would soon be able to
leave her home without the use of a wheelchair or oxygen.
Through meaningful and consistent engagements, Beth’s care coordinator became one of her
biggest champions. In the three years that she was enrolled in the Health Home program, Beth
dramatically improved her health, received better quality health services, had regular primary
care and behavioral health appointments, reduced her medical costs and became more active in
her community. Beth is now involved in personal growth workshops such as improving selfesteem, and attends support groups and classes on wellness recovery action and post-traumatic
stress disorder. Her care coordinator also helped her obtain a discounted YMCA membership.
Today, Beth is living a healthier and happier life. During a recent home visit, she excitedly
reported that she attends two fitness classes a week and is “exhausted from using the YMCA
pool.” She has lost 13 pounds and has now achieved the recommended Body Mass Index (BMI)
needed for breast reduction surgery, another long-term goal of Beth’s due to chronic neck and
back pain.
*Note: Beth is not the patient’s real name; her name has been changed to preserve her
privacy.
Thank you for the opportunity to submit comments. If any questions arise concerning this
submission, please contact me at 206-926-0248.
Sincerely,
Douglas Bowes

Chief Executive Officer
UnitedHealthcare Community & State
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1776 West Lakes Parkway, Suite 400
West Des Moines, IA 50266
unitypoint.org

November 20, 2017

Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244-1850

RE: Centers for Medicare & Medicaid Services (CMS): Innovation Center New Direction Request for
Information
Submitted electronically via CMMI_NewDirection@cms.hhs.gov

Dear Ms. Verma,
UnityPoint Health (UPH) appreciates the opportunity to provide comments on the Request for
Information (RFI) regarding the CMS Innovation Center (Innovation Center). UPH is one of the nation’s
most integrated healthcare systems. Through more than 30,000 employees, our relationships with more
than 290 physician clinics, 38 hospitals in the metropolitan and rural communities, and home care services
throughout our 9 regions, UPH provides care throughout Iowa, Illinois, and Wisconsin. On an annual basis,
UPH hospitals, clinics, and home health provide a full range of coordinated care to patients and families
through more than 6.2 million patient visits. In addition, UPH is actively engaged in numerous initiatives
which support population health and value-based care.
UPH is an early adopter of innovative value-based models and has partnered in Innovation Center
demonstrations for seven years. UPH participates in Innovation Center contracts under the Bundled
Payment for Care Improvement Model 2, the Home Health Value-Based Purchasing Model, and the
Medicare Care Choices Model. In addition, UnityPoint Accountable Care (UPAC) is the ACO affiliated with
UPH and has value-based contracts with multiple payers, including Medicare. UPAC is the largest ACO
participating in the Next Generation ACO Model with roughly 80,000 beneficiaries attributed to this
program and has received first-year savings. Historically, UPAC has providers that have participated in the
Medicare Shared Savings Program as well as providers from the Trinity Pioneer ACO, which was the most
rural ACO and achieved two years of savings.
We appreciate CMS’ outreach to stakeholders, including the provider community, as it seeks to build upon
the work at the Innovation Center. We respectfully offer the following comments.
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INNOVATION CENTER AUTHORITY TO TEST INNOVATION
Prior to addressing the issues raised in this Request for Information, we feel compelled to dispel the
believe that “CMMI exceeded statutory authority by issuing broad, compulsory models, like the Part B
Drug Payment Model and Episode Payment Model (EPM) models.”1 Our home health agency, UnityPoint
at Home, is licensed and practices in the one of the nine states that is mandatorily participating in the
Innovation Center’s Home Health Value-Based Purchasing Model (HHVBP). Within our ACO, we rank as
one of the largest Next Generation ACOs, are one of the most rural ACOs, and have specialists as more
than 40% of our participating providers, including behavioral health providers. We do not agree that the
Innovation Center exceeded its authority and, in fact, believe that this discretion is necessary in order
to instill timely flexibility and adjustments within an otherwise rigid payment construct. Under the
Affordable Care Act (ACA), Congress established the Innovation Center to “test innovative payment and
service delivery models to reduce program expenditures under the applicable titles while preserving or
enhancing the quality of care furnished to individuals under such titles. In selecting such models, the
Secretary shall give preference to models that also improve the coordination, quality, and efficiency of
health care services furnished to” Fee-for-Service Medicare beneficiaries, Medicaid enrollees, or
Medicare-Medicaid beneficiaries.2
While we do not always agree with the timing and technical issues related to Innovation Center initiatives,
we believe that Congress granted the Innovation Center definite authority to proceed with mandatory
initiatives under its Expansion of Models authority. The statute reads:
(c) Taking into account the evaluation under subsection (b)(4), the Secretary may, through
rulemaking, expand (including implementation on a nationwide basis) the duration and the scope
of a model that is being tested under subsection (b) or a demonstration project under section
1866C, to the extent determined appropriate by the Secretary, if—
(1) the Secretary determines that such expansion is expected to—
(A) reduce spending under applicable title without reducing the quality of care; or
(B) improve the quality of care and reduce spending; and
(2) the Chief Actuary of the Centers for Medicare & Medicaid Services certifies that such
expansion would reduce program spending under applicable titles.3
This provision allows the Innovation Center to disseminate best practices, including nationwide
implementation, of models that balance cost and quality concerns and have been certified by the CMS
Chief Actuary. This provision was put in place to expedite rulemaking and implementation for promising
1

RFI comment letter in response to this RFI dated November 15, 2017, from 113 organizations – the first listed
organization is Advocates for Responsible Care (ARxC).
2
42 USC 1315A(a)(1)
3
42 USC 1315A(c)
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and innovative ideas. As an early adopter of Innovation Center ACO and other voluntary models, as well
as a current participant in the mandatory HHVBP model, we appreciate CMS’ efforts to move from
volume to value and recognize the importance of agency discretion to facilitate change. As CMS works
to implement the aggressive timeframe enacted by the bi-partisan MACRA legislation and offer options
for provider reimbursement and enhanced service delivery, CMS should demonstrate restraint when
curbing authority intended by Congress to support healthcare innovation.

GUIDING PRINCIPLES
As an early adopter, we are invested in the basic tenets of the Innovation Center to reduce costs and
improve quality for Medicare and Medicaid beneficiaries. As for the guiding principles, which mark a new
chapter for the Innovation Center, we are pleased with the focus and the high bar it sets for ensuring high
quality care at a reduced cost.
1) Choice and competition in the market – As an organization that operates in three Midwest states,
UPH is a firm believer in improving choice for beneficiaries and promoting a competitive marketplace.
We hope to work with the Innovation Center to improve geographic disparities by increasing access
and competition within rural areas.
2) Provider Choice and Incentives – We are supportive of the Innovation Center’s efforts to improve
provider choice and incentives, especially as it relates to reducing unnecessarily burdensome
regulations. We are pleased with the focus on models with defined control groups or comparison
populations, and encourage the Innovation Center to promote data sharing to inform participating
entities in strengthening models.
3) Patient-centered care – We support the Innovation Center’s emphasis on flexibility and
empowering beneficiaries to take ownership of their health. We agree that “beneficiaries should be
empowered as consumer[s],” and recommend that both CMS and the Innovation Center make all
APM performance data available to the public as soon as “final” data has been released by the
agency after the data review and/or approval period provided to model Participants. We want to
assure that data released to the public is not only timely but accurate to avoid beneficiary confusion.
UPH believes improved data sharing can improve outcomes for beneficiaries while informing
participating entities in strengthening models.
4) Benefit design and price transparency – UPH supports greater price transparency to ensure costeffective care and improves outcomes. In this arena, UPH supports the recommendation of The
Conference Board (Adjusting the Prescription: Committee for Economic Development
Recommendations for Health Care Reform) to repurpose the ACA’s Independent Payment Advisory
Board (IPAB) to provide information for the physician–patient relationship. This would include data
gathering and research to inform both patients and providers in their decision-making process. With
the importance of data, a centralized structure for its release and dissemination should be prioritized.
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5) Transparent model design and evaluation – UPH is encouraged by the Innovation Center’s focus
on transparent design and evaluation methods, especially as it relates to collaborations with public
stakeholders. The Innovation Center has actively released Requests for Information to stakeholders
and the public; however, it would be helpful if the Innovation Center would release summaries of
feedback that is received from the RFI process. These summaries would not need to reflect each
commentator, but it would be beneficial to learn response rates and general feedback themes. This
information would also aid in understanding the patchwork of national innovation as well as future
payment direction. In terms of model design and evaluation, we understand the desire the implement
multipayer models; however, we have concerns with commercial payer participation, which leaves
out some geographies due to payer reluctance. This effectively omits feedback from providers in those
regions and similarly prioritizes feedback from a select group of payers. We request that multi-payer
models in the public payer arena be afforded the same weight as multi-payer models including
private payers.
6) Small Scale Testing – We support Innovation Center efforts to test smaller scale models that may
meet requirements for expansion. Under the ACA, Congress established the Innovation Center to test
innovative payment and service delivery models. This provision allows the Innovation Center to
disseminate best practices, including nationwide implementation, of models that balance cost and
quality concerns and have been certified by the CMS Chief Actuary. This provision expedites
rulemaking and implementation for promising and innovative ideas. As a current Participant in
several Innovation Center models, including a mandatory model, and with aggressive MACRA
timeframes, we strongly support CMS’ authority to test and disseminate new models and
discourage undue restraint in this area.
In addition to the guiding principles, we would like to raise the issue of sustainability as it relates to the
various demonstration models. UPH has embraced the Innovation Center’s focus and priorities, which
have resulted in improved outcomes at a lower cost across several models that we’ve participated in.
We’ve seen firsthand how organizations like UPH can work with CMS and States to become laboratories
of innovation – and we remain firmly committed to that effort. However, there are stages in the process
that lead to great uncertainty for the provider and/or organization, such as whether a various model will
continue. This uncertainty creates a disincentive to participate. We are particularly concerned with other
commentators suggest limiting demonstrations to five years.4 While we understand that demonstrations
should eventually reach conclusion and either migrate to a permanent status, be revised, or be dissolved,
we are concerned that a 5-year timeframe does not and should not adequately represent all
demonstrations. By inserting such a timeframe, this period may become a de facto timeframe for all
projects; instead agency discretion should be utilized in conjunction with stakeholder input to determine
appropriate model duration, scope and spread. Generally, the Innovation Center should examine steps to
provide certainty for beneficiaries, providers and organizations that are looking at alternative methods of
providing high-quality care over the short- and long-term. While sustainability may be implied within the

4

Letter referenced in Footnote 1
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guiding principles listed above, we believe that it should be elevated to a stand-alone principle and
added to this list.

POTENTIAL PAYMENT REFORM MODELS
In response to CMS’ search for feedback and guidance, the framework outlined below incorporates and
expands upon the Innovation Center’s guiding principles to new design models.

EXPANDED OPPORTUNITIES FOR PARTICIPATION IN ADVANCED APMS
Established by the passage of MACRA, APMs were developed with the goal of reforming Medicare’s Part
B payment method. Coupled with the delivery of high-quality and cost-efficient care, qualified participants
have demonstrated an integral role in building upon the lay APM foundation. Currently participating in
the Next Generation ACO demonstration, UnityPoint Health is proud to lead by example. A subsidy of
UnityPoint Health, UnityPoint Accountable Care (UPAC) has received more than $28 million in shared
savings from value-based contracting efforts; of which $10.5 million stem from participation in the
Medicare Next Generation ACO Model and $18.2 million from various commercial payers. The shared
savings from the participating in the Medicare Next Generation ACO Model were tied to performance on
both quality and cost. The results reflect the continued commitment of UPH to transition away from the
traditional Fee-For-Service payment model while building on its track record as a national leader in
managing patient populations.
As the nation’s largest Next Generation ACO demonstration model with a history of demonstrated savings,
UPH firmly believes the delivery of value-based care continues to generate significant progress. The
Innovation Center should establish a hierarchy of demonstrations that provide a stepwise approach for
providers to accept various degrees of risk in exchange for heightened levels of Part B compensation
under MACRA as well as demonstration payment incentives and regulatory and operational flexibilities.
To increase opportunities for eligible clinicians to participate in Advanced APMs (A-APMs) and achieve
QP participation threshold, UPH encourages CMS to:
(1) Simplify incentives; (2) Focus on chronic care management; (3) Support MA participation as
a contributory means to achieve QP state; and (4) Encourage models emphasizing rural
provider participation; and (5) Promote continued participation in A-APMs by early adopters.
As a step to simplify incentives, bonuses and small fee schedule increases should be generated in all APM
frameworks, incorporating those participants operating under MSSP Track 1 in which providers have
taken on increased investment risk. In following this step, providers electing to not participate in APMs
should not incur a fee increase. To fund this measure, we propose to reallocate the MIPS exceptional
performance bonus dollars to be utilized within the context of this framework. Focal to program success
and sustainability, we highlight the systematic integrity of bridging proportional risk to incentives. We ask
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the Administration to consider, as program frameworks are proposed, whether there are sufficient
benefits in heightened risk-bearing models to maintain an elevated level of commitment or instead
whether models with reduced risk will introduce migration of early innovators to lower risk models.
To achieve long-term health objectives established by CMS, encouraging chronic care management in
demonstrations should be a focal step in aligning with the guiding principle of patient-centered care. We
support an emphasis in the creation of holistic population health models, as opposed to models limited
to specific disease states and their episodes of care. UPH further encourages avenues in which rural
populations are a focal feature of proposed models. MIPS has extensively excluded many rural providers
through the rule making process and there is little incentive for these providers to aspire to A-APM
participation. As a distinguished early adopter, UPH believes engagement amongst the early adoption
community should be further explored. When possible, we urge the Innovation Center to continue the
use of payment tracks within demonstrations to promote a glide path to capitated payment, such as that
available under the Next Generation ACO. We are also encouraged by the joint efforts of the Innovation
Center with States to test global payments, including the Maryland All-Payor Model, the Vermont AllPayer ACO Model and the Pennsylvania Rural Health Model. Our concern with all-payer models is that the
dissemination potential is limited by a disinterest and general refusal of commercial payers to share claims
data, not to mention participation in larger multipayer reform efforts. We recommend that the Innovation
Center engage in multiple payer efforts involving public payers (so as not to limit those regions with
limited commercial payer interest) and that all demonstrations require timely sharing of summary and
raw claims data with providers. Once a public payer model is successful, there will be better success at
encouraging private participation; however, this should not be a limiting factor in areas with interested
and willing provider groups and State agencies.
As a means of transitioning from Fee-For-Service constructs, global payments promote provider flexibility
and capture the removal of restrictive regulations presently afflicting care decisions. We strongly
encourage the Innovation Center to continue offering global payment models that correspond to
heightened regulatory flexibility. Our goal with global payments is to free our providers from the arbitrary
confines of Fee-For-Service reimbursement and, when applied at an ACO level, it enables patient-centered
care to prevail and eliminates siloed provider (business unit) targets in favor of enterprise-wide targets.
For services outside the ACO, it enables the ACO to contract for those services outside Fee-For-Service
constraints and ideally within sub-capitated arrangements that are market based and with willing
participants. Theoretically, global payments should simplify regulatory concerns by eliminating Stark and
Anti-kickback concerns, medically necessary determinations (similar to the PACE program), burdensome
waiver processes, and referral requirements. Within this transition, the Innovation Center should consider
a model for Medicare block grant funding directly to A-APM entities, based on the national average per
beneficiary. We are concerned that regional performance benchmarks are not as attractive to warrant
continued participation by high performers.
To increase responsiveness to eligible clinicians and their patients, as well as potentially expediting the
process for providers that seek to join A-APMs, UPH encourages the Administration to consider the
following measures:
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(1) Prospective Attribution development; (2) Tax incentives; (3) Stark Law exceptions; (4)
Expanded Waiver authorities; (5) Statutory recognition of A-APMs; (6) Financial incentives for
beneficiaries; (7) All payer database mandate; (8) Clarification of overlapping program rules;
(9) Comprehensive healthcare system risk-sharing solutions; and (10) Value payments.
To avoid the churn of retrospective attribution, a durable perception of the target population will be
quintessential to the Administration’s ability to meaningfully respond to eligible clinicians and their
patients. When participating in MSSP, our retrospective attribution churn rate was approximately 25%
per quarter and undermined efforts at targeted care coordination and quality improvement initiatives.
It also created confusion for beneficiaries. The comprehensive risk and resources required to participate
as an A-APM significantly effects clinician engagement and participation. Tax incentives act as a channel
to address current participation barriers amongst clinicians and reward those physicians whom have
already transitioned to A-APM models. Incentives could take form as tax-free retained earnings, retained
by the physician practices, which could exclusively be utilized as infrastructure development and risk
reserve offsets to assist in the transition to an APM model. Distributed incentive earnings should not be
considered as a loan and should not require physicians to match funds. We also recognize consumer
participation in demonstration models may currently be acting as a barrier for physicians participating in
A-APMs. To further entice beneficiary participation, we recommend the institution of financial benefits
to beneficiaries. Maintaining a voluntary program mindset, the utilization of shared savings models
enable payers and providers to share benefits; beneficiary incentives could take form as wellness
performance benefits, not copayment waivers.
In furthering the Agency’s goal, we strongly encourage the Administration to act within its power to
institute Stark Law exceptions for providers within a population-based risk-bearing A-APM model. We
would further suggest the expansion of waiver authority as an avenue the Administration should explore,
which would have positive impacts on the agency’s desire to both expedite the process for providers
looking to join A-APMs and increase clinician and patient responsiveness.
As with risk, the future of a model deters potential eligible clinician populations from transitioning to the
A-APM framework; to correct the gray area encompassing A-APM participation, UPH strongly
recommends the Administration make formal recommendations to statutorily recognize A-APM models
upon completion of a demonstration period. With appropriate modifications, the Next Generation Model
ACO (referencing a second iteration of the Pioneer ACO Model) should graduate from the Innovation
Center lab into the mainstream healthcare model market, where the model will be able to function
similarly to comparable risk-bearing models or provider-owned Medicare Advantage plans.
Current regulatory overlaps have muddled program rule clarity and are increasingly viewed as a
disincentive for providers to take heightened risk for total populations. Current overlap rules fail to
recognize the totality of population health programming and incentivize siloed, episodic care (whether
procedures or condition-based) based upon Fee-For-Service constructs over total population health
programming. For instance, Oncology Care Model, Comprehensive ESRD Care Model, and Bundled
Payments for Care Improvement (BPCI) beneficiaries are removed from the Next Generation ACO for
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purposes for these episodic procedures, yet the Next Generation ACO remains responsible for the overall
outcomes and costs of their care. These rules allow new episodic programs and their providers to skim off
ACO infrastructure investments, do not require notice of attribution among programs nor inter-program
care coordination, and impose a narrow 60- or 90-day treatment timeframe misaligned to holistic care
(i.e., a significant number of BPCI episodes, such as congestive heart failure, chronic obstructive
pulmonary disease, and diabetes, require lengthy aftercare and are subject to co-morbidities). To address
the entanglement, we encourage a hierarchical approach to CMS / Innovation Center model overlap, in
which precedence is given to population health risk-bearing entities. We would suggest that CMS use
the existing payment model classification framework refined by the Health Care Payment Learning &
Action Network (LAN) as a basis for its overlap policy. Within this framework for payment models, CMS
can offer a hierarchy of the various delivery models. For example, if a bundled payment were being
proposed in a geographic area in which there is a prevalent ACO, the ACO should drive patient attribution
and performance goals to incorporate specialty care within the patient’s care plan. As for reimbursement,
these payments would be included within the ACO financial framework and, for ACOs under a capitated
model, the ACO could convert the bundles into sub-capitation arrangements. Such approach would
prioritize holistic patient care, engage specialists, leverage ACO infrastructure investments, and provide
model certainty for ACOs and high performing networks as they consider and participate in innovative
payment approaches.
UPH recommends that CMS consider the following measures to capture appropriate data to drive the
design of innovation payment models and initiatives to encourage A-APM participation amongst the
eligible clinician population:
(1) Streamlined data reporting; (2) Formation of an all payer database; and (3) Integration of
Part D data.
As an early adopter of payment innovation and care delivery transformation, perhaps our biggest learning
involved working with data and becoming a truly data-driven organization. We cannot understate the
importance of EHR and claims data and the ability to synthesize and proactively analyze this data for our
patients. We also have come to realize that collecting data for purely reporting purposes is not productive.
In terms of data reporting, we support the genesis of the CMS Meaningful Measures initiative. In our
response to the Draft CMS Quality Measure Development Plan5, UPH conducted a cursory review of
quality measure sets listed in the Table below. Although a year old, this Table still illustrates the point that
CMS collects disparate data under differing quality domains. Future models should strive to require
streamlined data under common domains, particularly when payment is tied to quality/value.

5

MA

NGACO

Managing Chronic
(Long Term)
Conditions (12)

At Risk Population
(7)

ACO / PCMH
Consensus Core*
Cardiovascular Care (4)
Diabetes (5)
Behavioral Health (2)
Pulmonary (2)

MIPS**

PQRS

Clinical Care

Effective Clinical
Care (145)

UPH letter dated March 1, 2016, and submitted via MACRA-MDP@hsag.com
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Member Experience
with Health Plan (6)
Member
Complaints and
Changes in the
Health Plan's
Performance (4)
Health Plan
Customer Service
(3)
Staying Healthy:
Screenings, Tests
and Vaccines (7)

Care Coordination /
Patient Safety (9)

Care Coordination /
Patient Safety (1)

Safety
Care
Coordination

Patient/Caregiver
Experience (8)

Patient Experience (3)

Patient and
Caregiver
Experience

Preventive Health
(9)

Prevention and
Wellness (6)

Patient Safety (43)
Communication and
Care Coordination
(42)
Person and
Caregiver-Centered
Experience (16)

Population
Community /
Health and
Population Health
Prevention
(15)
Utilization & Cost /
Efficiency and
Efficiency and Cost
Overuse (1)
Cost Reduction
Reduction (20)
* Measure counts exclude future areas identified for measure development
**Released Consensus Core Measure Sets for: (A) ACO and PCMH / Primary Care - 22 measures; (B) Cardiovascular
- 31 measures; (C) Gastroenterology - 8 measures; (D) HIV - Hep C - 8 measures; (E) Medical Oncology - 14
measures; and (F) OB-GYN - 11 measures

In terms of data sharing, we do not want to miss an opportunity to encourage a more robust system to
share claims data. We are supportive of sharing both raw claims-level data and claims summary data.
We have used claims data to monitor trends and pinpoint areas where care practice improvement is
appropriate as well as to assess cost drivers. This claims data should not be subject in an opt-in process,
but rather should be routinely available and provided, which allows and encourages providers /
organizations to access and utilize this information. The untimely receipt of data and any variance from
standardized formats has hindered our ability to drive innovation within payment models and measures.
We encourage CMS to advance the following concepts within its models:
• Access to All-Payer administrative claims data.
• Access to substance abuse records by treating providers.
• Permit the sharing of patient medical information within a clinically integrated care setting. HIPAA
currently restricts the sharing of a patient’s medical information for “health care operations.”
Further, we request that the Administration consider the sharing of Part D data for lives attributed to
certain population health entities, namely down-side risk ACOs. Drug information would enhance an
ACO’s ability to manage and coordinate patient care. This data would provide insight into p rescribing
patterns, use of Generics, and patient refills and missed refills. We believe this powerful data itself
would serve as an incentive for providers to transition to these advanced risk-bearing models. With
the opioid crisis, the data would also enhance an ACO’s ability to clinically manage this emergency.
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Upon piloting Part D data access, the Innovation Center could then choose to expand this data sharing
beyond down-side risk ACOs.

MEDICARE ADVANTAGE INNOVATION MODELS
Medicare Advantage (MA) provides an important option for Medicare beneficiaries to access coordinated
care and greater benefits. We support CMS efforts to provide MA plans with flexibility to innovate and
achieve better outcomes. The more MA can be divorced from Fee-For-Service limitations, the better they
will be able to innovate. We believe there are variety ways CMS can further these goals, such as increasing
choice and reducing cost in ways that incentivize both the beneficiary and provider group.
We are encouraged by plans from CMS in implementing the Medicare Advantage Value-Based Insurance
Design (VBID) model, which represents how CMS is exploring alternative payment models in the MA
program under its existing 1115A authority. To that end, we encourage CMS to pursue more models in
the MA plan space that go beyond Fee-For-Service and MA for paying for care delivery. One such option
would be a demonstration that empowers ACOs with third-party administration (TPA) capabilities to
compete with MA plans. UPH believes that A-APMs such as Next Generation ACOs are uniquely positioned
to step up involvement in the MA space given their experience in support of population health and valuebased care.

STATE-BASED AND LOCAL INNOVATION, INCLUDING MEDICAID-FOCUSED
MODELS
States play an important role in delivering high-quality care in Medicaid that meet the needs of their
residents. Health care providers are vital to those efforts and work with CMS to test models based on
state plans and local innovation initiatives. UPH values our Medicaid patients and is highly engaged with
our States in assuring that our patients receive high-value care. We have responded in the Innovation
Center’s Request for Information processes for both the State Innovation Model (SIM) Concepts in
October 20166 and the Pediatric Alternative Payment Model Concepts in April 20177. UPH also had
representatives participate in the State Planning process for the Iowa SIM grant.
In general, we support CMS’ interest in providing States with more flexibility and encouraging the use
of value-based arrangements. The nature of the value-based arrangements can be flexible to reflect
different maturity levels related to capabilities and networks, such as bundled or episodic care payments,
total cost of care payments for special needs population, and/or total costs of care payments for the
general population. Additionally, payment scope can be combined with varying levels of provider risk –
Fee-For-Service with bonuses; Fee-For-Service with upside only risk; Fee-For-Services with two-sided risk;
and Global capitation. Within these constructs, there are some low hanging fruits; we believe that States
6
7

UPH letter dated October 28, 2016, and submitted via SIM.RFI@cms.hhs.gov
UPH letter dated April 6, 2017, and submitted via HealthyChildrenandYouth@cms.hhs.gov
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should re-envision the use of referral networks, pilot pediatric payment alternatives, and permit ACOs to
compete alongside MCOs in the Medicaid space.
For providers that are ready to assume more risk (either two-sided risk based on Fee-For-Service or global
capitation), the Innovation Center should offer, or encourage States to offer, a voluntary Innovator
Program, similar to that created in New York. The Innovator Program in New York rewards providers with
up to 95% of premium pass-through for total risk arrangements as the prime program benefit. The passthrough percentage is determined by analyzing the amount of the risk and administrative tasks taken on
by the providers: more delegation results in higher percentage of premium (between 90% and 95%). The
providers are required to pass a strict set of criteria to be deemed an ‘innovator’ and once they have
reached Innovator status, all MCOs are required to participate in these arrangements. If adopted, we
would recommend that the specifics of an Innovator Program should be outlined in any VBP contract.
We also believe the Innovation Center should pursue a cross continuum Social Determinants of Health
model that combines attributes of, and effectively partners, the Accountable Care Community model
and down-side risk ACOs. The combination of these models would address the heterogenous medical
needs of a Medicaid population that is often exacerbated by social determinants of health requiring wrap
around and after-care services.

MENTAL AND BEHAVIORAL HEALTH MODELS
The Substance Abuse and Mental Health Services Administration (SAMHSA) developed the Primary and
Behavioral Health Care Integration (PBHCI) Program. It provides support to communities to coordinate
and integrate primary care services into publicly funded, community-based behavioral health settings.
UnityPoint Health - Berryhill Center, a Community Mental Health Center (CMHC) in Fort Dodge, Iowa, is
participating in the eighth cohort and this primary care and behavioral health care integration has
improved outcomes for our patients. Selected clinical outcomes are:
•
•
•

Blood Pressure 39.2% of the population has improved with 23.4% no longer at risk against targets;
Waist circumference was 60.3% outcome improved with 11.0% no longer at risk; and
Cholesterol – HDL 52.9% improved with 4.3% no longer at risk, LDL 47.7% improved with 9.2% no
longer at risk and Tri-glycerides 45.7% outcome improved with 10.0% no longer at risk.

While the SAMHSA grant has focused on care delivery and quality outcomes, it raises issues related to a
sustainable payment model. Among our recurring sustainability concerns is the retention of a primary
care provider. We request that the Innovation Center work with Health Resources and Services
Administration and SAMSHA to consider a pilot that enables CMHCs to utilize Federally Qualified Health
Center (FQHC) payment mechanisms for the integration of primary care services. While FQHCs are
supported to provide behavioral health services in-house, the same is generally not true for CMHCs.
Sustainable payment modeling is vital. We believe that there should be no wrong door for behavioral
health services and that patients with Severe Mental Illness (SMI) should be supported in an environment
in which they are currently receiving services and have a familiarity and comfort level.
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We appreciate the opportunity to provide comments on the “new direction” of the Innovation Center and
its impact on our integrated health system and our patients. UnityPoint Health is passionate about our
value-based work and its future. We are encouraged by the suggested topics and look forward to
continuing our relationship and dialogue with the Innovation Center as the nation moves from healthcare
reimbursement volume to holistic value. To discuss our comments or for additional information on any of
the addressed topics, please contact Sabra Rosener, Vice President and Government Relations Officer,
Government and External Affairs.

Sincerely,

Sabra Rosener, JD
Vice President, Government and External Affairs
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To the Center for Medicare and Medicaid Services,
Finding Answers: Solving Disparities Through Payment and Delivery System Reform is a
Robert Wood Johnson Foundation-funded initiative designed to examine and promote
interventions aimed at reducing health disparities in the context of payment innovations.
Since 2005, Finding Answers has aimed to find solutions to reduce health care disparities
through: a) awarding grants to institutions doing innovative disparity interventions, b)
performing systematic reviews of the disparity intervention literature, and c) providing
technical assistance to frontline organizations attempting to reduce disparities. Out of this
work, we developed The Roadmap to Reduce Disparities, a six-step framework for
healthcare organizations to improve health inequities.
In 2014, the program evolved to include both payment and delivery system reform,
recognizing how health equity interventions must have a business case to be sustainable
in the longterm1. Presently, three grantees within the ongoing Finding Answers initiative
are using The Roadmap in conjunction with payment reform to enhance efforts to reduce
disparities. The lessons learned thus far through Finding Answers can inform efforts to
shape a new direction for the CMS Innovation Center, as described in Request for
Information (RFI) released in September 2017. Specifically, we wish to comment on
Question 3:
“Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.”
Major national health organizations are increasingly recognizing that payment systems are
an important mechanism for reducing health disparities. The National Quality Forum’s
recently issued report: A Roadmap for Promoting Health Equity and Eliminating
Disparities: The Four I’s for Health Equity2 includes as a key factor incentivizing the

reduction of health disparities and the achievement of health equity. We strongly
encourage CMS to review the 10 recommendations in the NQF report for how to
incentivize the reduction of health disparities and achievement of health equity:

1.
2.
3.
4.
5.
6.
7.
8.
9.
10.

Collect social risk factor data
Use and prioritize stratified health equity outcome measures
Prioritize measures in the domains of Equitable Access and Equitable HighQuality Care for accountability purposes
Invest in preventive and primary care for patients with social risk factors
Redesign payment models to support health equity
Link health equity measures to accreditation programs
Support outpatient and inpatient services with additional payments for
patients with social risk factors
Ensure organizations disproportionately serving individuals with social risk can
compete in value-based purchasing programs
Fund care delivery and payment reform demonstration projects to reduce
disparities
Assess economic impact of disparities from multiple perspectives.

Despite the growing attention being paid to health disparities, none of the potential new
Innovation Center models as discussed in the RFI are designed specifically to integrate
payment reform and delivery system reform to incentivize the reduction in health
disparities. While our Finding Answers work has demonstrated that there are challenges
to encouraging providers and payers to design such models1, we argue that such design
elements must be present to ensure disparities are specifically addressed. We also
assert that failing to include a specific focus on health equity may result in any of these
proposed models potentially exacerbating existing disparities or create new disparities,
should the model in some manner differentially impact the quality of care being provided
to different populations.
Our examination of our grantee’s efforts to implement integrated payment and delivery
system reform suggests that providers will be more responsive to equity accountability
measures if they are not being asked to by multiple payers to track and monitor different
data. We encourage CMS to take the lead in developing a set of equity measures that
can be standardized across multiple payers. We are also currently examining both the
use of and the interplay between extrinsic and intrinsic drivers of individual and team
motivation. Extrinsic motivators such as financial incentives have as a potential downside
that they could diminish intrinsic motivators such as professionalism or altruism. We
caution that any potential negative consequences of reliance on financial incentives
should be considered when designing alternative payment models.
Our early results suggest that mixed payment models might be best for proactively
incentivizing and supporting the reduction of disparities. Global or capitated payments
can help provide upfront funding to support infrastructure needed to reduce disparities,

and pay-for-performance may be tailored to reduce disparities (e.g. – reward reduction in
disparities and improvement in quality of care and outcomes). Misalignment of federal,
state, payer, and healthcare org policies can hinder the integration of payment and health
care delivery reform to reduce disparities. Thus, we recommend that federal policy
makers, state policy makers, payers, health care delivery staff and patient
representatives are all working together to devise new models.
We also advise CMS to consider models that allow more flexible use of payment to
address the drivers of health disparities, high utilization, and high costs. For example,
some health systems are finding it saves costs for payers of their high utilizing homeless
patients to pay for transitional housing so the patient does not keep returning to the
emergency department and hospital. Finally, CMS should consider payment models that
reward the care team, not just the physician. For example, for much chronic care
management, the non-physician care team members are a significant determinant of
success and thus their buy-in and support are critical.
We appreciate having had the opportunity to provide these comments to CMS in response
to your request for information on a new direction for the CMS Innovation Center.
Sincerely,

Marshall H. Chin, MD, MPH, FACP
Director, Finding Answers

Scott C. Cook, PhD
Deputy Director, Finding Answers
1

DeMeester RH, et al. Solving disparities through payment and delivery system reform: a program to achieve
health equity. Health Affairs 2017; 36:1133-1139.
2

National Quality Forum. A Roadmap for Promoting Health Equity and Eliminating Disparities: The Four I’s for
Health Equity. September 14, 2017. Available at:
http://www.qualityforum.org/Publications/2017/09/A_Roadmap_for_Promoting_Health_Equity_and_Elimina
ting_Disparities__The_Four_I_s_for_Health_Equity.aspx
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Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Dear Ms. Verma,
My name is Dr. Karen Pellegrin and I am a senior faculty member and administrator at the
University of Hawaii College of Pharmacy and Founding Director of the Center for Rural Health
Science at the University of Hawaii Hilo. I also led the design and implementation of the
“Pharm2Pharm” model of care, funded by a CMS Innovation Center Round One Health Care
Innovation Award. I applaud the administration’s continued support of the CMS Innovation
Center and its new direction to promote patient-centered care and test market-driven reforms
that empower beneficiaries as consumers, provide price transparency, increase choices and
competition to drive quality, reduce costs, and improve outcomes. I appreciate the opportunity
to provide information in support of this new direction and submit these comments as a private
citizen, not as a representative of the University of Hawaii.
My comments are focused on two areas that I hope will help guide future directions of the CMS
Innovation Center to improve health outcomes and reduce costs – medication management
systems and mental and behavioral health systems.
IMPROVING MEDICATION MANAGEMENT SYSTEMS
There is currently a misguided focus on reducing prescription drug costs and neglect of the lowhanging fruit of optimizing medication use in partnership with patients. There is also a
misguided focus on improving patient adherence and neglect of focusing on the bigger
opportunity of improving prescriber adherence to evidence based medication treatment
guidelines.
The focus on the cost of medications is often without consideration of the impact of
medications on patient outcomes and TOTAL cost of care. Research in Minnesota, for
example, found that a collaborative practice model in which pharmacists play an integral role in
the delivery of care and provide face-to-face medication management services resulted in
improved patient outcomes and reduced total cost of care (mostly through reductions in
hospitalizations and ER visits), even though prescription drug costs increased 1 as shown in the
charts below.

Isetts et al., Clinical and economic outcomes of medication therapy management services: The Minnesota
experience. J Am Pharm Assoc. 2008;48:203-214
1
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Met HEDIS criteria for
cholesterol management

Isetts et al., Clinical and economic outcomes of medication therapy management services:
The Minnesota experience. J Am Pharm Assoc. 2008; 48:203-214.

Additional evidence that pharmacists can be recruited, trained, and positioned to improve care
and reduce costs comes from our “Pharm2Pharm” model2, funded by the CMS Innovation
Center. By targeting high-risk inpatients, our model significantly reduced the medicationrelated hospitalization rate among those age 65 and older as shown in the chart below. This
reduction in hospitalizations attributable to our model produced a 264% return on investment
in the pharmacists.

In both the Minnesota study and the Hawaii study, the pharmacists were deployed to use their
unique clinical expertise – systematically optimizing medications using best practice medication
management methods3. Lack of access to clinical information, which is essential for
pharmacists to help optimize medications, has been a barrier for pharmacists performing

2

Pellegrin KL, Krenk L, Jolson-Oakes S, Ciarleglio A, Lynn J, McInnis T, Bairos AW, Gomez L, Benitez-McCrary M,
Hanlon AL, Miyamura J. Reductions in medication-related hospitalizations among older adults with medication
management by hospital and community pharmacists: A quasi-experimental study. Journal of the American
Geriatrics Society (JAGS); 2017, 65:212-219.
3
Cipolle RJ, Strand LM, Morley PC. Pharmaceutical care practice – the patient centered approach to medication
management. 3rd ed. New York, NY: McGraw Hill, 2012

medication therapy management (MTM) under a Medicare Part D plan 4, 5. Through funding
from the CMS Innovation Center, we have demonstrated how health information exchange
technology can be implemented to support the optimization of medication regimens 6.
This is so important because prescriber non-adherence to evidence-based medication
guidelines is a common problem7, 8, 9, 10. A growing body of research indicates that, compared
to patient adherence, prescribing the right medications at the right dose is a much greater
opportunity to improve patient outcomes and reduce costs and that pharmacists are uniquely
qualified to address these problems and achieve these important goals11, 12, 13, 14. To the extent
that payment to pharmacists continues to be linked primarily to dispensing medications rather
than to optimizing medication regimens, our healthcare quality will be unnecessarily low and
our total costs unnecessarily high.
* * *

4

Vora J. Access to a Health System’s Electronic Medical Record. Pharmacy Times, September 21, 2015
Smith MA, Spiggle S, McConnell B. Strategies for community-based medication management services in valuebased health plans. Research in Social and Administrative Pharmacy. 2017 Feb 28;13(1):48-62
6
Pellegrin KL, Chan F, Pagoria N, Jolson-Oakes S, Uyeno R, Levin A. A state-wide medication management system:
Health information exchange to support drug therapy optimization by pharmacists across the continuum of care.
Applied Clinical Informatics (in press)
7
Carter BL, Foppe van Mil JW. Comparative Effectiveness Research: Evaluating Pharmacist Interventions and
Strategies to Improve Medication Adherence. Am J Hypertens; 2010; 23(9):949-955
8
Calvin JE, Shanbhag S, Avery E, Kane J, Richardson D, Powell L. Adherence to Evidence-Based Guidelines for Heart
Failure in Physicians and Their Patients: Lessons From the Heart Failure Adherence Retention Trial (HART).
Congestive Heart Failure. Volume 18, Issue 2, pages 73–78, March/April 2012
9
Crissinger ME, Marchionda KM, Dunlap ME. Adherence to clinical guidelines in heart failure (HF) outpatients:
Impact of an interprofessional HF team on evidence-based medication use. Journal of Interprofessional Care
Volume 29, Issue 5, 2015, pages 483-487
10
Perez X, Juan P. Wisnivesky, Linda Lurslurchachai, Lawrence C. Kleinman, Ian M. Kronish. Barriers to adherence
to COPD guidelines among primary care providers. Respiratory Medicine, Volume 106, Issue 3, March 2012, Pages
374–381
11
Isetts BJ, Schondelmeyer SW, Artz MB, et al. Clinical and economic outcomes of medication therapy
management services: the Minnesota experience. J Am Pharm Assoc. 2008;48: 203-211.
12
Ramalho de Oliveira D, Brummel AR, Miller, DB. Medication therapy management: 10 years of experience in a
large integrated health care system. J Manag Care Pharm. 2010;16(3):185-95
13
Smith M, Giuliano MR, Starkowski MP. In Connecticut: improving patient medication management in primary
care. Health Affairs. 2011;30(4): 646-654
14
Pellegrin KL, Lee E, Uyeno R, Ayson C, Goo R. Potentially preventable medication-related Hospitalizations: A
clinical pharmacist approach to assessment, categorization, and quality improvement. Journal of the American
Pharmacists Association, 2017;57(6):711-716
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IMPROVING MENTAL AND BEHAVIORAL HEALTH SYSTEMS
As reported in the Hawaii State Community Needs Assessment 15, mental health is the top
cause of preventable hospitalizations, with 5,180 preventable hospitalizations in 2011,
significantly higher than the second highest cause – heart failure.

These acute care utilization statistics reflect mental health problems manifested as a primary
diagnosis or reason for use. Yet, the problem is much broader and deeper. According to Hawaii
Health Information Corporation, in 2012, there were 20,456 hospital admissions for nonpsychiatric conditions in Hawaii among patients with a secondary psychiatric diagnosis (i.e.,
one or more ICD9 code 290-319) who were Medicare and/or Medicaid beneficiaries or who
were uninsured. In addition, there are numerous other hospital admissions and ER visits with
NO psychiatric diagnosis – primary or secondary – but that are directly caused by alcohol or
other substance abuse (e.g., cardiomyopathy, gastritis, cirrhosis, various cancers, accidents,
etc.).

15

Healthcare Association of Hawaii, State of Hawaii Community Health Needs Assessment, July 3, 2013

Among the specific behavioral health needs in Hawaii, alcohol abuse and depression are
particular problems. Among adults, 21.4% report binge drinking relative to 18.3% nationwide,
making Hawaii one of the states with the highest prevalence of binge drinking 16. These rates
are particularly high for Native Hawaiians, who report a binge drinking rate of 31%. According
to the Hawaii State Department of Health, Vital Statistics, suicide rates are increasing in
Hawaii, with a current rate of 13.1 suicides per 100,000 population. The suicide rate among
Native Hawaiians and Other Pacific Islanders is dramatically higher as shown in this chart.

Currently, both locally and nationally, behavioral healthcare is:
-

-

16

Fragmented: Within the behavioral health specialty, care is fragmented by subspecialties (e.g., medication management, psychotherapy, social services, addiction
treatment, etc.) and by setting (acute versus outpatient) 17. For patients with serious
behavioral health needs, no single sub-specialist has adequate expertise to provide
optimal care.
Disconnected from medical care, particularly primary care: Behavioral healthcare is
typically not integrated with physical healthcare, thus, behavioral treatment plans are
not part of the patient’s overall healthcare plan. This is particularly problematic for
patients with chronic medical conditions which are easily exacerbated by anxiety,
depression, and substance abuse 18.

Age-adjusted prevalence based on the CDC Behavioral Risk Factor Surveillance System:
http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6101a4.htm#fig1
17
Frueh et al., (2012) Key stakeholder perceptions regarding acute care psychiatry in distressed publicly funded
mental healthcare markets. Bulletin of the Menninger Clinic, 76(1), 2-20.
18
American Hospital Association (January 2012). Bringing Behavioral Health into the Care Continuum:
Opportunities to Improve Quality, Costs, and Outcomes

-

-

-

Inefficient: Persons with behavioral health needs are more likely to be treated at
medical facilities, where the lack of expertise results in missed or mis-diagnosis and
inadequate treatment. This results in exacerbation of medical and behavioral problems
and overutilization of acute care, both hospitals and ERs. The lack of mental health care
transition models means these patients are at risk of readmission once discharged 19.
Not patient-centered: Persons with behavioral health needs are often not adequately
educated about their disorder and treatment options or included in care planning,
which inhibits engagement, activation, efficacy, and informed decision-making20.
Not managed at the population level: Behavioral care typically occurs individually as
patients present, rather than through a proactive and systematic screening and
monitoring of the patient population.

While the majority of patients with mental disorders access the healthcare system through
primary care physicians21, only 12.7% of those treated in the general medical sector received
minimally adequate care 22. Most primary care providers, especially in rural areas, do not have
the expertise, capacity, or economies of scale to build their own comprehensive behavioral
health team to optimize care.
While research shows there are effective treatments for mental disorders, there is still a
significant gap between science and practice 23. This gap exists even among behavioral health
specialists. For example, research on the quality of psychotherapy for depression found that
many clinicians use a mix of techniques, rather than adhering to evidence-based protocols24.
Finally, research shows that some psychological treatments are actually harmful, yet remain
popular among some clinicians25.
There is ample evidence in actuarial and peer-reviewed publications that the presence of
mental health and/or substance abuse-related disorders is associated with significant
increases in the total cost of care for patients with chronic medical conditions. Using claims
data, Milliman actuaries Steve Melek and Doug Norris (both members of the American
Academy of Actuaries) analyzed the cost impact of comorbid depression and anxiety on

19

Viggiano, Pincus, Crystal (2012). Care transition interventions in mental health. Current Opinion in Psychiatry,
25, 551-558
20
SAMHSA-HRSA Center for Integrated Health Solutions (May 2012). Behavioral health homes for people with
mental health & substance use conditions: The core clinical features.
21
American Academy of Family Physicians. Mental healthcare services by family physicians:
http://www.aafp.org/about/policies/all/mental-services.html#role
22
Wang et al. (2005). Twelve-month use of mental health services in the U.S.: Results from the National Comorbidity Survey Replication. Archives of General Psychiatry, 62(6): 629-640.
23
The National Center on Addiction and Substance Abuse at Columbia University (June 2012). Addiction Medicine:
Closing the Gap between Science and Practice.
24
Hepner et al., 2010. Usual Care Psychotherapy for Depression in a Large Managed Behavioral Health
Organization. Administration and Policy in Mental Health, 37: 270-278.
25
Lilienfeld, 2007. Psychological Treatments that Cause Harm. Perspectives on Psychological Science, 2(1): 53-70

commercially insured patients with one or more of ten selected chronic medical conditions 26.
They compared those patients with and without diagnosed depression or anxiety on total
annual healthcare costs in 2009 as well as by medical versus behavioral healthcare costs. In
their dataset, they found that 8.8% of the total members have one of the selected chronic
diseases plus co-morbid depression or anxiety. They found that the per chronic disease
member per month (PCDMPM) total costs were $512.25 higher for those with depression
and/or anxiety compared to those with only chronic disease. Of that amount, over 80%
($418.33 PCDMPM) was spent on additional medical, not behavioral, healthcare. Only $93.92
PCDMPM was spent on behavioral healthcare services (this amount suggests that behavioral
healthcare services were inadequate given that the average cost of effective treatment per
patient is significantly higher). The amount spent on additional medical care for these patients
(i.e., excluding the amount spent on behavioral healthcare) accounts for 13.56% of the total
healthcare spending for all members (i.e., including healthy members without chronic disease).
Based on depression and anxiety prevalence data, they estimated that an additional 2.5% of the
total members had a chronic disease with co-morbid depression and/or anxiety that had not
been diagnosed and that those patients had similarly higher additional medical costs compared
with those patients without depression or anxiety. While their analysis was based on
commercial insurance claims analysis, these Milliman actuaries extrapolated the cost of status
quo (i.e., “if we do nothing”) to Medicare, the estimated total annual excess costs from
psychiatric comorbidities for Medicare patients is $49.2-$109.8 billion per year in the US.
The Milliman actuaries conclude the following:
“If improved behavioral healthcare services for this population can reduce these
elevated medical costs, very substantial savings could be achieved” (page 8)
“…if a 10% reduction can be made in the excess healthcare costs of patients with
comorbid psychiatric disorders via an effective integrated medical-behavioral
healthcare program, $5.4 million of healthcare savings could be achieved for
each group of 100,000 insured members. Those savings could grow to $6.8
million with the additional identification and treatment of patients with
previously undiagnosed or untreated comorbid psychological disorders”
“Even with the knowledge that the implementation of these types of programs
will lead to both up-front and ongoing care-coordination costs, our research
shows that these additional administrative costs may easily be offset by the
ultimate savings from reduce healthcare and other employer costs” (page 10)
While the Milliman analysis focuses on co-morbid depression and anxiety, other publications
document the additional excess costs of untreated substance abuse disorders. Research shows
that every dollar spent on substance abuse treatment saves $4 in healthcare costs and $7 in law
26

Milliman Research Report, July 2008, Chronic conditions and comorbid psychological disorders

enforcement and other criminal justice costs 27. Family members of those with behavioral
disease have been found to have 30% higher total healthcare costs relative to family members
of similar patients without behavioral disease 28. In a Medicaid population in Washington State,
substance abuse treatment produced a $398 per patient per month savings in Medicaid
expenditures29. While outpatient costs for these patients increased, the total cost of care
decrease was due to significant reductions in hospital and emergency room costs.
* * *
In summary, it is clear that improvements in medication management systems and in mental
and behavioral health systems could dramatically improve quality and reduce costs. Efforts to
achieve these improvements through patient-centered care and market-driven reforms are
needed. Again, thank you for the opportunity to provide this information. Please don’t
hesitate to contact me if you have questions or would like additional information. I look
forward to seeing the results of this new direction for the CMS Innovation Center.
Sincerely,

Karen L Pellegrin, PhD, MBA

27

Etner et al., 2006, Benefit-Cost in the California Treatment Outcome Project: Does Substance Abuse Treatment
“Pay for Itself”? Health Services Research. 41(1): 192-213
28
Ray et al., 2007, The excess medical cost and health problems of family members of persons diagnosed with
alcohol or drug problems. Medical Care, 45(2): 116-22.
29
Estee & Norlund, 2003, Washington State Security Income (SSI) Cost Offset Pilot Project 2002 Progress Report.
Washington State.

The University of Maryland, School of Social Work, Institute for Innovation and Implementation (The
Institute), appreciates the opportunity to provide comment.
Based on our knowledge and experience, improving the quality and cost of care for children, youth and
young adults enrolled in Medicaid and CHIP will require specific attention to the unique delivery system
needs of children, youth and young adults with behavioral health challenges and their families, which
differ significantly from the needs addressed through typical adult-focused integration approaches.
The Institute operates the SAMHSA-funded National Training and Technical Assistance Center for Child,
Youth, and Family Mental Health (NTTAC), responsible for providing training and technical assistance to
states, tribes, territories and communities funded by the Children’s Mental Health Initiative (referred to
as “system of care grantees”), in addition to jurisdictions and entities across the nation without system
of care grants. NTTAC is the federally funded national technical assistance center tasked with the
provision of data-driven, culturally responsive expertise to states, localities, and tribal communities to
improve outcomes for children, youth, and young adults with behavioral health needs and their families.
The Institute established the National Technical Assistance Network for Children’s Behavioral Health
(TA Network), a consortium of nationally recognized partners and academic centers, to ensure that
NTTAC’s technical assistance capacity is nimble, timely, relevant and responsive to states, tribes and
communities across the nation. TA Network partner organizations include (in alphabetical order):
• Case Western Reserve University, Center for Innovative Practices
• The Center for Health Care Strategies, Inc.
• The Family-Run Executive Director Leadership Association (FREDLA)
• Georgetown University Center for Child and Human Development Center
• Human Service Collaborative
• Judge Baker Children’s Center
• Management & Training Innovations
• The National Indian Child Welfare Association (NICWA)
• Policy Research Associates, National Center for Mental Health and Juvenile Justice (NCMHJJ)
• Portland State University (co-host of the National Wraparound Initiative (NWI) and home to
Pathways to Positive Futures, and the Early Assessment and Support Alliance (EASA))
• The University of South Florida, College of Community and Behavioral Science, Department of Child
and Family Studies
• The University of Washington (co-host of NWI and home to the Wraparound Evaluation and
Research Team (WERT) and Evidence-Based Practice Institute; and School Mental Health
Assessment, Research, and Training (SMART) Center)
• Youth M.O.V.E. (Motivating Others through Voices of Experience) National
In addition to our abovementioned core partners, the TA Network also includes a diverse group of
advisors, consultants and other resource organizations.
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In partnership with Portland State University and University of Washington, The Institute co-hosts the
National Wraparound Implementation Center providing training, coaching, systems level technical
assistance, and research/evaluation in high quality Wraparound to states, counties and organizations
across the nation.
Within Maryland, The Institute serves as Maryland’s Center of Excellence for multiple state and local
agencies and service delivery systems. This work includes providing project management, content
expertise, technical assistance, training, and/or evaluation on multiple early childhood mental health
initiatives and best practice efforts; evidence-based and promising practices in juvenile justice, child
welfare, and community settings (including serving as intermediate purveyor for some evidence-based
practices); trauma-informed assessments; and SAMHSA-funded system of care grants.
As a national technical assistance center and state center of excellence, The Institute’s response includes
what we know from our work to be key children’s behavioral health considerations in the development
of a new pediatric health care payment and service delivery model. We welcome the opportunity to
answer additional questions, engage in further discussion, and facilitate connections with experts within
the TA Network as well as leadership with experience in testing innovative models in the states, tribes
and communities across the nation with whom we work.
Michelle Zabel, MSS
Assistant Dean & Director, The Institute for Innovation & Implementation
PI & Director, The National Technical Assistance Network for Children’s Behavioral Health
University of Maryland School of Social Work
306 W. Redwood Street, 2nd Floor
Baltimore, MD 21201

1. Do you have comments on the guiding principles or focus areas?
We applaud the new direction to promote patient-centered care and test market-driven reforms that
empower beneficiaries as consumers, provide price transparency, increase choices and competition to
drive quality, reduce costs, and improve outcomes. Utilization and cost data support the need for
customization for specific populations. There is a significant need, as well as opportunities, for quality
improvement in the organization, delivery, and financing of care for children, youth and young adults
with behavioral health needs.
One in five children and youth will experience a mental disorder in a given year, and one in ten children
is estimated to meet the federal criteria for a serious emotional disturbance, defined as a mental health
problem that has a significant impact on a child’s ability to function socially, academically, and
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emotionally.1 Mental health disorders are the costliest health condition of childhood, and children
enrolled in Medicaid who use behavioral health care are four times more expensive than their
counterparts who do not use behavioral health services.2 The Medicaid Health Home State Plan
Amendment option available to states, which is intended to facilitate coordination of physical and
behavioral health care for populations with chronic or serious conditions, specifically recognizes children
with significant behavioral health challenges as belonging to this high-need cohort.3 The American
Academy of Pediatrics has documented that there is a high unmet need for care coordination for
children with mental health conditions.4
See below comments specific to Focus Areas 6 and 7.
2. What model designs should the Innovation Center consider that are consistent with the guiding
principles?
See below comments specific to Focus Areas 6 and 7.
3. Do you have suggestions on the structure, approach, and design of potential models? Please also
identify potential challenges or risks associated with any of these suggested models.
Model Design
Children, youth and young adults with behavioral health conditions are not a homogenous population.
They include those with brief, moderate and intensive service and care coordination needs, their
diagnoses frequently change, and many are involved with multiple delivery systems such as child
welfare. Given this varying intensity of service need, any model of care should incorporate a flexible
continuum of services and supports, as well as care integration approaches that are based on effective
practices designed for child and adolescent populations. A central characteristic of all evidence- based
treatment and care coordination approaches for children and youth is that they must involve the family
– parents/caregivers, siblings and often extended family. This requirement adds to the cost of treatment

1Centers

for Disease Control and Prevention. Mental health surveillance among children –
United States 2005-2011. MMWR 2013;62 (Suppl; May 16, 2013):1-35. The report is available at
www.cdc.gov/mmwr and Costello, EJ, Egger, H, Angold, A. (2005). 10-year research update review: The
epidemiology of child and adolescent psychiatric disorders: 1. Methods and public health burden. J Am Acad Child
Adolescent Psychiatry 44 (10): 972-86. https://www.ncbi.nlm.nih.gov/pubmed/16175102
2 Soni, A. (2009). The Five Most Costly Children’s Conditions, 2006: Estimates for the U.S.
Civilian Noninstitutionalized Children, Ages 0–17. AHRQ Research Brief #242
https://meps.ahrq.gov/data_files/publications/st242/stat242.pdf and Pires, S., Gilmer, T. Allen, K. and McLean,
J. 2017. (In process). Faces of Medicaid: Examining Children’s Behavioral Health Service Utilization and
Expenditures: Changes Over Time: 2005-2011. Center for Health Care Strategies: Hamilton, NJ.
3 Patient Protection and Affordable Care Act of 2010, P.L. 111-48, Section 2703.
https://www.gpo.gov/fdsys/pkg/PLAW-111publ148/content-detail.html
4 Brown, N.M., Green, J.C., Desai, M.M. (2014). Need and Unmet Need for Care Coordination Among Children With
Mental Health Conditions. Pediatrics 133(3): e530-537. http://pediatrics.aappublications.org/content/133/3/e530
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and care coordination, but when implemented effectively, reduces net overall costs by reducing reliance
on facility-based care and reducing length of stay in services.5
Effective model design for child and youth populations includes:
•

•

•
•
•

•
•
•

Integration of behavioral health screening into EPSDT screens and support to primary care
providers (PCPs) to know how to refer when specialty services are needed or, through
consultation models, how to treat when specialty care is not available, or when care can be
provided by the PCP because behavioral health needs are brief or of moderate intensity
Implementation of psychiatric consultation models, such as the MCPAP program in
Massachusetts, that provides consultation to PCPs on the use of psychotropic medications and
how to access specialty care; these models can incorporate parent and youth peer support to
help families and youth navigate systems
Integrated team-based approaches between physical and behavioral health care providers when
behavioral health needs are brief or of moderate intensity
Customized intensive care coordination approaches using fidelity Wraparound when behavioral
health needs are intensive and/or complex
Implementation of newer generation mobile response and stabilization models geared to child
and youth populations that define “crisis” more broadly and allow for use of one-to-one crisis
stabilizers over a 30-60-day period
Incorporation of parents/caregivers and youth with lived experience in a variety of roles –
outreach and engagement, system navigation, peer support, quality review, etc.
Quality and performance measures specific to children and adolescents
Value-based purchasing arrangements, such as bundled care coordination rates and population
case rates tied to performance, that incorporate measures to reduce reliance on out-of-home
care.

Seventy-five percent of children with diagnosed mental health disorders are seen in the primary care
setting, making it, in some respects, a natural setting for the management of mental health conditions.6
Many families are comfortable accessing care through their pediatricians, and studies have found that
racially and ethnically diverse families especially feel less stigma in pediatric settings than with specialty
behavioral health providers.7 Pediatricians are well-positioned to detect problems early, and they play a
key role in early detection for children enrolled in Medicaid through the Early and Periodic Screening,
Diagnostic and Treatment (EPSDT) benefit, which provides comprehensive and preventive screening and
health care services for children under age 21. The persistent shortage of behavioral health specialty
5

Stroul, B., Pires, S., Boyce, S, et al. (April 2014). Return on investment in systems of care for children with
behavioral health challenges. Washington DC: Georgetown University Center on Child and Human Development.
https://gucchdtacenter.georgetown.edu/publications/Return_onInvestment_inSOCsReport6-15-14.pdf
6 Back to the Basics: What You Need to Know about Primary and Behavioral Health Care Integration. (2016)
SAMHSA-HRSA Center for Integrated Health Solutions (Webinar). https://www.integration.samhsa.gov/aboutus/webinars
7 Lazear, K., Pires, S., Isaacs, M., Chaulk, P & Huang, L. (2008). Depression among Low Income Women of Color:
Findings from Cross-Cultural Focus Groups. Journal of Immigrant Minority Health 10:127-133.
https://www.ncbi.nlm.nih.gov/pubmed/18236157
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providers further contributes to the increased role of primary care in the management of behavioral
health conditions. Yet, numerous studies have found that primary care practices often struggle with
managing child behavioral health conditions. For example, over the past decade, many states have
embarked on efforts to establish medical homes for children to improve coordination of care. Studies
suggest that medical homes have struggled with coordinating the behavioral health care needed by
children with serious behavioral health disorders. One study, for example, found that “all behavioral
health conditions except attention deficit hyperactivity disorder (ADHD) were associated with difficulties
accessing specialty care through the medical home”. 8 Research also has found that youth of color,
lower-income youth, youth from households with limited English proficiency, and those with mental (as
opposed to physical) health conditions were less likely to have a medical home where they could obtain
routine, family-centered care.9 There have been similar findings with respect to Lesbian, Gay, Bisexual,
Transgender and Questioning (LGBTQ) youth.10
The National Technical Assistance Network for Children’s Behavioral Health (TA Network) recently
convened experts from state leadership, health plans, provider organizations, academia, family and
youth-run organizations, and the federal government to discuss known care integration models for
children and youth with behavioral health challenges, as well as elements of theoretical future models.
The graphic below indicates consensus among the group on components of an effective model.
The group recommended that an effective Care Integration Continuum incorporate developmental and
behavioral health screening for all children. For all children and especially those receiving psychotropic
medications managed principally in primary care settings, the group recommended incorporation of
psychiatric consultation through system-wide models, such as the Massachusetts Child Psychiatry Access
Project (MCPAP) and MCPAP for Moms, or through psychiatric consultation embedded within a pediatric
setting, such as the Behavioral Health Integration Program (BHIP) at Montefiore Medical Center in New
York City. For all children with identified behavioral health needs, the group emphasized the importance
of team-based care, noting, as have others, that co-location is not synonymous with integrated care.
The expert convening agreed that team-based care for children, youth and young adults with behavioral
health challenges could be implemented in either primary care or behavioral health settings, as well as
in school-based health centers. For children and youth with significant behavioral health conditions – a
subpopulation that is often involved in multiple systems such as child welfare and juvenile justice –
there was consensus that a more intensive team-based model, such as Intensive Care Coordination with
fidelity Wraparound (ICC/Wraparound), was needed. ICC/Wraparound is defined by the National
Wraparound Initiative as a structured, intensive, individualized care planning and care management
process, designed to meet the identified needs of children and caregivers to address a range of life
8

Sheldrick, R.C. & Perrin, E.C. Medical home services for children with behavioral health conditions. Journal of
Developmental Pediatrics 31(2): 92-99. https://www.ncbi.nlm.nih.gov/pubmed/20110825
9 Strickland, B., Jones, J., Ghandour, R., et. al. (2011). The Medical Home: Health Care Access and Impact for
Children and Youth in the United States. Pediatrics 127(4): https://www.ncbi.nlm.nih.gov/pubmed/21402643
10 Kates, J., Usha, R., et. al. (Nov. 2015). Health and Access to Care and Coverage for Lesbian, Gay, Bisexual, and
Transgender Individuals in the United States. Kaiser Family Foundation. http://files.kff.org/attachment/issuebrief-health-and-access-to-care-and-coverage-for-lgbt-individuals-in-the-u-s-2
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areas. Through its team-based planning and implementation process, ICC/Wraparound aims to develop
the problem-solving skills, coping skills, and self-efficacy of young people and family members.
ICC/Wraparound also emphasizes integrating the youth into the community and building the family’s
social support network.11

See Focus Areas 6 and 7 for specific suggestions on structure, approach and design of potential models.
Potential Challenges and Risks. To improve behavioral health service delivery for high need pediatric
populations, states face significant challenges and barriers, including particularly: significant behavioral
health workforce shortages, especially in rural states;12 and historical underfunding for, and poor
reimbursement of, community-based services coupled with an over-reliance on costly inpatient and
residential treatment.
A significant challenge in the creation of ACOs is to determine how behavioral health services for
children and youth will be organized, licensed, regulated, financed, and monitored within these
structures. Within Medicaid, ACOs have tended to focus initially on physical health issues and on adults
11

National Wraparound Implementation Center, http://www.nwic.org
Mental Health Care Professional Shortage Areas as of December 31, 2016. Kaiser Family Foundation.
https://www.kff.org/other/state-indicator/mental-health-care-health-professional-shortage-areashpsas/?currentTimeframe=0&sortModel=%7B%22colId%22:%22Location%22,%22sort%22:%22asc%22%7D
12
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with serious mental illness (SMI). To date, there has been limited focus on how to customize within ACO
structures for children and youth with behavioral health conditions, particularly for those with intensive
needs. Some models are emerging – such as in Massachusetts and Colorado -- which are exploring
within ACO structures the use of Care Management Entities using fidelity Wraparound for high-need
child and youth populations.
Another challenge is that for children with brief to moderate behavioral health needs, cost savings in the
pediatric world can be difficult to identify and assign responsibility for achieving as behavioral health has
historically been underutilized. Retrospective claims analysis can be unreliable in developing cost
projections. Some health-sector cost savings will be realized, but they may be years off, as the child ages
into adulthood and the benefits of early support translates to a moderated behavioral health condition
or reduced disability in adulthood. On the other hand, cost savings are more immediately achievable for
children and youth with intensive behavioral health needs for whom Medicaid and other delivery
systems have over-relied on inpatient psychiatric hospitalization, residential and group care,
psychotropic medications, and ER use.
As the evidence for the clinical and cost efficacy of coordinated, home- and community-based, familydriven, youth-guided services has grown, more states see an opportunity to reform their care
integration/coordination delivery systems both to achieve more immediate cost savings with youth with
intensive needs and avoid costs in the adult system for children who are treated earlier and more
effectively.

4. What options might exist beyond FFS and MA for paying for care delivery that incorporate price
sensitivity and a consumer driven or directed focus and might be tested as a model and alternative to
FFS and MA?
See below comments specific to Focus Areas 6 and 7.

5. How can CMS further engage beneficiaries in development of these models and/or participate in new
models?
Engaging youth and families as full partners in development of models is a key component for success.
Engagement is essential for retaining participation as systems evolve from fee-for-service to value-based
payment. Longitudinal engagement of children, youth, and families is more likely to produce a model or
models that will have the intended effect of: improving the client experience; identifying
goals/outcomes that are important to children and families and including such outcomes in model
evaluation; ensuring safety of participants; and controlling costs.
Partnering with family-run and youth-run organizations, which have considerable experience motivating
and empowering youth and families to recognize their own needs, strengths, and resources to take an
7

active role in systems reform, is critical. Virtually all states have family-run and youth-run organizations
representing those with lived experience. Additionally, national organizations representing families and
youth, like Youth Move National and the Family-Run Executive Director Leadership Association
(FREDLA), which are partners with the TA Network, can be enormously helpful to CMS in the
identification, development and dissemination of model approaches.

6. Are there payment waivers that CMS should consider as necessary to help healthcare providers
innovate care delivery as part of a model test?
See below comments specific to Focus Areas 6 and 7.
Selected Focus Areas for Response
6. State-Based and Local Innovation, including Medicaid-focused Models
States play a critical role in innovation and delivery of high quality care. CMS wants to partner with
states to drive better outcomes for people based on local needs. CMS and the Innovation Center have
worked with states on a variety of initiatives including the State Innovation Models, Innovation
Accelerator Program, Strong Start and Medicaid Incentives for the Prevention of Chronic Diseases
Model. These efforts and a variety of successful State-led models provide lessons learned for advancing
innovation. Through this model focus area, States could drive reform and innovation. Healthcare
providers and states would work with CMS to develop state-based plans and local innovation initiatives
to test new models. Models would vary based on the needs and goals of each state for improving care
and lowering costs, but could include providing states with more flexibility for multi-payer reforms as
well as increasing opportunities for physicians serving Medicaid and CHIP populations to participate in
value-based payment models. Models specific to Medicaid populations would also be considered. CMS
would rely on authority under sections 1115 and 1115A of the Act in developing and implementing such
models.
As described more fully in response to Focus Area 7, while care integration tends to be focused on
whole populations, utilization and cost data support the need for customization for specific populations.
There is a significant need, as well as opportunities, for quality improvement in the organization,
delivery, and financing of care for children, youth and young adults with behavioral health needs.
There remains a notable gap between need for and utilization of behavioral health treatment and a gap
in effective care coordination.13 The Center for Health Care Strategies Faces of Medicaid series has been
analyzing children’s behavioral health utilization and expenditures in Medicaid from 2005 through 2011,
using Medicaid MAX data. In 2011, of the 32 million children enrolled in Medicaid, about 1 in 10 used
13

Pires, S., Gilmer, T. Allen, K. and McLean, J. 2017. (In process). Faces of Medicaid: Examining Children’s
Behavioral Health Service Utilization and Expenditures: Changes Over Time: 2005-2011. Center for Health Care
Strategies: Hamilton, NJ. See also https://www.chcs.org/resource/faces-medicaid-childrens-behavioral-healthcare-utilization-costs/
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behavioral health care services and/or psychotropic medications, accounting for 36% of all costs for
children in Medicaid, totaling over $30.2 billion. Their mean expenditures are four times higher than
children in Medicaid who do not use behavioral health care. Certain high-cost, high need subsets children in foster care and those on SSI/disability, who are only about 8% of the total child Medicaid
population - together represented one-fourth of children enrolled in Medicaid using behavioral health
care and accounted for nearly half of total child behavioral health care expenditures. The higher rates of
service use and expense among children in foster care and children on SSI/disability are indicative of
their complex needs, but also of their higher risk for involvement in expensive facility-based care and use of costly
antipsychotic medications. These populations are frequently involved in multiple systems, such as
behavioral health, child welfare, disability services, special education, and juvenile justice. While children
in the TANF population do not have the same high rates of behavioral health use, because their numbers are so large
in the Medicaid child population, they nonetheless make up a sizeable portion of Medicaid children using behavioral
health services and require similar customization to those in foster care and those on SSI. The Faces study also
shows increasing concern about the use of psychotropic medications in general for children. Between
2005 and 2011, while the number of children covered by Medicaid increased by about 12%, the number
of children receiving psychotropic medications increased by 28%. Further, while 8% of the children
receiving these medications are ages 0-5, prescribing for this early childhood population increased by
130%. Of concern is that of the children receiving these medications, nearly half do not receive any
accompanying behavioral health services, and almost one-third are receiving more than one
psychotropic medication.14 There is no question that children, youth and young adults with significant
behavioral health conditions are a high-cost population within Medicaid and that both they, and State
systems, would benefit from effective care integration approaches through improved quality and cost of
care.
In our work with state purchasers, States have demonstrated significant and increased interest in
developing child and youth-focused care integration/coordination delivery models that combine
physical, behavioral, and social services to deliver a comprehensive, team-based approach that can meet
the needs of children, youth and young adults, from minimal to intensive, to improve health outcomes,
manage costs, and ensure data-driven, quality care.
Increasingly, states are seeking ways to better coordinate physical and behavioral health services with
the goal of improving outcomes and reducing unnecessary utilization.15 As part of the effort to integrate
behavioral health within a comprehensive managed care arrangement, states are working to identify
tiers of care coordination for children, youth and young adults that can be provided by managed care
organizations, providers of individual services, Patient Centered Medical Homes and Health Homes, or
by specialty intensive care integration/coordination approaches, such as Care Management Entities

14

Pires, S., Gilmer, T. Allen, K. and McLean, J. 2017. (In process). Faces of Medicaid: Examining Children’s
Behavioral Health Service Utilization and Expenditures: Changes Over Time: 2005-2011. Center for Health Care
Strategies: Hamilton, NJ.
15 Sopher, M.H. (2016). Integrating Behavioral Health into Medicaid Managed Care: Design and Implementation
Lessons from State Innovators. Center for Health Care Strategies. http://www.chcs.org/media/BH-IntegrationBrief_041316.pdf
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(CMEs)16 or other arrangements using a high fidelity Wraparound process. In light of the findings from
the Psychiatric Residential Treatment Facilities Demonstration and guidance from the Centers for
Medicaid and CHIP Services (CMCS) and the Substance Abuse and Mental Health Services Administration
(SAMHSA), states are keenly interested in promoting positive outcomes and reducing costs by moving
away from over-reliance on residential treatment, inpatient hospitalization, and group homes, toward
services integrated into the communities within which children ultimately must live and thrive.
Among the key quality improvement activities in which States are engaged to promote positive
outcomes in children’s behavioral health systems are efforts that draw on the May 2013 Joint
CMS/SAMHSA Bulletin on an effective mental health benefit for children, which include:: (1) expand
access to appropriate and effective home and community based behavioral health care, particularly
therapeutic interventions with an existing or emerging evidence base; (2) implement newer generation
mobile response and stabilization services geared to child and youth populations; (3) invest in care
integration/coordination models that use the Wraparound approach to integrate delivery of necessary
supports and services for vulnerable populations; (4) improve oversight and monitoring of psychotropic
medication use; (5) invest in peer support models that engage parents/caregivers and youth with lived
experience in many roles, such as system navigation, outreach and engagement, peer support, quality
review, and care coordination; (6) employ value-based purchasing arrangements, such as bundled care
coordination rates tied to performance metrics and population case rate; and (7) ensure collaboration
across child-serving systems to increase care integration/coordination. States are implementing these
approaches to varying degrees; much more is needed to draw attention to their value in improving the
quality and cost of care.
There is also strong and growing interest at the state level for a youth-focused care delivery model that
supports youth and young adults of transition age (ages 16-24). The transition age population is uniquely
vulnerable to first episode psychosis and other serious mental illnesses, and has traditionally fallen
through the cracks between child- and adult-serving health and social services systems.17 For youth and
young adults with mental illness, an integrated mental health system that treats transition age youth
across the natural course of development and includes seamless partnership between health and social
service sectors is necessary to mitigate the consequences of untreated and undertreated mental illness.
Indicative of states’ interest in serving this population is that in 2017, 32 state Title V Maternal and Child
Health Block Grant Program agencies chose to “increase the percentage of adolescents with and without
special health care needs who receive services necessary to make transitions to adult care” as a national

16

A CME is an organizational entity that serves as a centralized accountable hub to coordinate all care for youth
with complex behavioral health challenges who are involved in multiple systems, and their families. A CME
provides: (1) a youth guided and family-family driven, strengths-based approach that is coordinated across
agencies and providers; (2) intensive care coordination using fidelity Wraparound; (3) home- and community-based
services and peer supports as alternatives to costly residential and hospital care for children and adolescents with
severe behavioral health challenges, see http://www.chcs.org/media/CHIPRACMEPrimer.pdf
17 McGorry, P.D., Purcell, R., Goldstone, S., et al. (2011). Age of onset and timing of treatment for mental and
substance use disorders: implications for preventive intervention strategies and models of care. Current Opinion
in Psychiatry 24:301-306. https://www.ecnp.eu/~/media/Files/ecnp/communication/talk-of-themonth/mcgorry/Current%20Opinion%20Age%20of%20onset%202011.pdf
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performance measure.18 However, despite expansions in eligibility and recognition, many young people
of transition age continue to experience a number of barriers to receiving adequate care, including
those related to: insufficient cultural, linguistic, developmentally appropriate and trauma-informed
services; variable eligibility criteria by age; disconnected and uncoordinated models for service
provision; a lack of engagement and supports for family member/caregivers; and a lack of linkage
between physical and mental health care.
Some type of formal service integration for youth with complex behavioral health needs occurs in nearly
every state; however, the diversity of funding and policy contexts in states creates challenges to
consistently implement such initiatives with quality, raising the importance of providing alternative
payment mechanisms.
Several models of care integration/coordination across all child and youth populations with behavioral
health needs are found in children’s behavioral health care delivery. Coordinated or telephonic models
typically include a primary care provider coordinating care with a behavioral health provider through
facilitated referrals, consultation, and close communication, especially with respect to psychotropic
medication prescribing, as in the Massachusetts Child Psychiatric Access Project. A second model, colocation, involves physical proximity of providers but typically includes separate treatment plans for
physical and behavioral health services. Integrated services may be co-located but always include
significant collaboration between physical and behavioral health providers who work collaboratively, in
a team-based approach, on a single treatment plan.19 High quality Wraparound-type service integration
involves not only physical and behavioral health providers, but other state and local agencies, family
members, and often the education system. Intensive care coordination using fidelity Wraparound is the
only care integration model with a robust evidence base for children and youth who have significant
behavioral health conditions. Certain other integration approaches, such as Collaborative Care
Management, have proven effective with adolescents with depression who are using office-based
treatment, but that is a different population from children with complex and intensive service needs
found in a Wraparound approach, who, typically, have multi-system involvement, are most involved
with facility-based care, such as residential treatment and inpatient psychiatric hospitalization, and have
high costs and often poor outcomes.
As states consider how to ensure that children, youth and young adults with behavioral health
challenges receive integrated, coordinated care that is tailored to the intensity or complexity of need,
they are especially interested in creating data-driven, culturally responsive approaches for children,
youth and young adults with multiple system involvement; that is, children, youth and young adults who
are served by one or more system including child welfare, special education, mental health, and/or
juvenile justice. Such populations account for 50-70% of total pediatric behavioral health system costs.
18

McManus, M. & Beck, D. (March 2017). Transition to Adult Health Care and State Title V Program Directions: A
Review of 2017 Block Grant Applications. Got Transition/Center for Health Care Transition Improvement
The National Alliance to Advance Adolescent Health. http://www.gottransition.org/resourceGet.cfm?id=431
19 Njoroge, W.F.M., Hostutler, C.A., Schwartz, B.S., et al. (2016). Integrated Behavioral Health in Pediatric
Primary Care. Current Psychiatry Reports 18:106. https://link.springer.com/article/10.1007/s11920-016-0745-7
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State Innovation using 1115 Waiver Authority include:
•

New Jersey’s 1115 waiver permits presumptive enrollment for children needing behavioral
health care if they are Medicaid eligible, eligible for NJ Family Care (State Children’s Health
Insurance Program), or eligible as a Children’s System of Care Initiative child (i.e., a child who
has a serious emotional disorder and is involved or at risk for involvement in multiple systems).
Regardless of whether the child is eligible for the system of care through a Medicaid or nonMedicaid-eligible route, and regardless of the other systems in which the child may be involved
(e.g., child welfare, juvenile justice, etc.), he/she is assigned a “system of care” identifier number
that is tracked through the State Medicaid agency’s management information system. In
addition, the state allows for designation of a child with a serious disorder who is determined to
be eligible for a residential level of care to be a “family of one” to qualify for Medicaidreimbursed services. The delivery system is managed statewide through a partnership between
the State agencies and a managed care company operating as an Administrative Services
Organization. Mobile response and stabilization services exist throughout the state that serve
only child and youth populations, define crisis more broadly than traditional crisis systems, and
allow for ongoing provision of one-to-one crisis stabilizers to work with children and families at
home, in school etc. New Jersey also incorporates Care Management Entities (CMEs) in each
county statewide to provide intensive care coordination using high quality Wraparound for
children, youth, and young adults with moderate and intensive needs. Populations served
include children, youth and young adults with behavioral health challenges, substance use
disorders and intellectual and developmental disabilities. New Jersey has built on this approach
as the basis for its approved Section 2703 health home for children with serious emotional
disturbance and co-occurring chronic physical health conditions. It is one of the few states
(Oklahoma is another – see below) that have built their heath homes on evidence of what is
effective in children’s behavioral health care, specifically, fidelity Wraparound, peer supports,
individualized, family and youth-centered home and community services, and coordination not
only between behavioral and physical health care but with the other systems in which children
are involved. NJ also is unique in including all youth with SUD and all children with IDD, along
with all children with mental health challenges, within its 1115 waiver delivery system. NJ also
incorporates family and youth peers throughout its system and supports locally based family
and youth run organizations to build peer capacity.

•

Vermont’s Integrated Family Services (IFS) provides evidence for moving toward a whole-child
delivery system. Vermont’s Agency for Human Services (AHS) used the flexibility of the state’s
Global Commitment to Health Section 1115 Waiver to adopt a managed care approach that also
coordinates services for children, youth, and young adults funded by each of the six
departments in two regions of the state. AHS provides a capitated payment based on historical
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caseload. Each region is responsible for allocating resources, consistent with need, early
intervention priorities, and services required by EPSDT and state law.20
To take advantage of flexibilities in the Medicaid program to cover behavioral health services for
children, youth and young adults, states will need ongoing technical assistance. The TA Network has
extensive expertise assisting states, communities, and tribes across the nation in developing and
disseminating clinical and procedural training; coaching for specific skill development related to care
integration/coordination; coordinating cross-agency supports and services including data collection,
database management, and data analysis; crafting Medicaid state plan amendments and regulatory
guidance; and engaging with culturally and linguistically diverse stakeholders. We welcome the
opportunity to provide additional information.
7. Mental and Behavioral Health Models
CMS is actively exploring potential models focused on behavioral health, including focus areas such as
opioids, substance use disorder, dementia, and improving mental healthcare provider participation in
Medicare, Medicaid, and CHIP through models that enhance care integration and/or utilize episode
payment. CMS is interested in stakeholders’ views of the best payment models and state and local
interventions to improve care in these areas.
As discussed in our response in Focus 6, children, youth, and young adults with complex behavioral
health needs who are served by multiple agencies represent an opportunity to generate cost savings
and to improve outcomes. Health care providers could be encouraged to collaborate though payment
models that do not unduly penalize them for early adoption of a new delivery system model.
Multi-site studies have documented cost savings related to systems of care. A system of care is a
spectrum of effective, community-based services and supports for children and youth with or at risk for
mental health or other challenges and their families, that is organized into a coordinated network across
agencies, builds meaningful partnerships with families and youth, and addresses their cultural and
linguistic needs, in order to help them to function better at home, in school, in the community, and
throughout life.21 The national evaluation of SAMHSA’s Children’s Mental Health Initiative (referred to
as “System of Care”) found that children and youth served with the approach were less likely to receive
psychiatric inpatient services.22 From the six months prior to intake to the 12-month follow-up, the
20

Trinity, M., Dyer, M., Bailit, M. (Nov. 2016). Integrating Health Care and Social Services: Moving from Concept
to Practice. Robert Wood Johnson Foundation & Woodrow Wilson School of Public and International Affairs,
Princeton University. http://www.statenetwork.org/wp-content/uploads/2016/11/SHVS-Bailit-Integrating-HealthCare-and-Social-Services-November-2016.pdf and State of Vermont, Agency of Human Services. (March 29, 2017).
Integrating Family Services Initiative: IFS Provider Manual.
http://ifs.vermont.gov/sites/ifs/files/IFS%20Provider%20Manual%20FY2017-For%20website%203-17.pdf
21 Stroul, B., Blau, G. & Friedman, R. (2010). Updating the System of Care Concept and Philosophy. National
Technical Assistance Center for Children’s Mental Health.
https://gucchdtacenter.georgetown.edu/resources/Call%20Docs/2010Calls/SOC_Brief2010.pdf
22 Substance Abuse and Mental Health Services Administration. US Department of Health and Human Services.
(2013). The Comprehensive Community Mental Health Services for Children with Serious Emotional Disturbances,
Evaluation Findings. https://store.samhsa.gov/shin/content/PEP15-CMHI2012-2013/PEP15-CMHI2012-2013.pdf
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average cost per child served for inpatient services decreased by 42%. These youth were less likely to
visit an emergency department for behavioral and/or emotional problems and, as a result, the average
cost per child for emergency visits decreased by 57%. These youth were also less likely to be arrested,
with the average cost per child for juvenile arrests decreasing by 38%.
An evaluation of CMS’ Psychiatric Residential Treatment Facility (PRTF) Waiver Demonstration tested
the system of care approach to coordinating/integrating care, with an array of home- and communitybased services and intensive care coordination using the Wraparound process, as an alternative to
residential treatment – that is, for children and youth with intensive behavioral health conditions.
Across the nine states that participated in the waiver demonstration, services cost only 32% of services
provided in PRTFs, and there was an annual savings of between $35,000 and $40,000 per child.23
Estimates of serving children, youth, and young adults with mental health conditions most often reflect
only the costs of mental health treatment in the health sector. These children also tend to have higher
physical health costs than children in general. Children in Medicaid who use behavioral health care are
not as physically healthy as children in Medicaid in general (who, in turn, are not as healthy as children
in general). Using the Chronic Disability Payment System (CDPS) methodology, the Faces of Medicaid
analysis noted above found that about a third of children in Medicaid who use behavioral health
services have a chronic physical health condition, typically asthma. As relevant, children, youth, and
young adults with serious and complex mental health conditions are often involved with multiple childserving systems, including mental health and Medicaid, as well as child welfare, juvenile justice, special
education, substance use, early childhood, systems for youth of transition age, and others. As a result,
costs are incurred in these systems as well. In fact, many of these systems expend substantial resources
in high-cost services such as residential treatment centers, therapeutic group homes, juvenile
correctional facilities, and inpatient psychiatric hospitals. Thus, it can be assumed that the costs of
serving these children, youth, and young adults extend well beyond Medicaid and mental health system
expenditures and include the costs of services from these other agencies as well. In other words, multipayer approaches are especially relevant to this population.
Developing an integrated delivery system that includes a continuum of care could realize cost savings by
reducing the use of inpatient and residential services, and preventing duplication of services via the high
quality Wraparound approach that use a coordinated, team-based approach to develop a single, crossagency plan of care. Combining the single plan of care with home- and community-based services that
the meet low, mid, and high needs of children, youth, and young adults with data sharing ensures
appropriate and expeditious care delivery regardless of initial service eligibility.

23

US Department of Health and Human Services. (July 2013). Report to the President and Congress Medicaid Home
and Community-Based Alternatives to Psychiatric Residential Treatment Facilities Demonstration As Required by
the Deficit Reduction Act of 2005 (P.L. 109-171). https://www.medicaid.gov/medicaid-chip-programinformation/by-topics/delivery-systems/institutional-care/downloads/prtf-demo-report.pdf
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It is estimated that roughly two-thirds of children, youth, and young adults served in intensive care
integration/coordination models using high quality Wraparound are involved in child welfare and/or
juvenile justice, and 60% are involved with special education.24 Wraparound is an individualized, teambased care planning process intended to improve outcomes for children and youth with complex
behavioral health challenges and their families. Wraparound is not a service per se; it is a structured
approach to service planning and care coordination that is built on key system of care values (e.g.,
family- and youth-driven, team-based, collaborative, and outcomes-based) and adheres to specified
procedures (e.g., engagement, individualized care planning, identifying and leveraging strengths and
natural supports, and monitoring progress and process). The Wraparound approach incorporates a
dedicated full-time care coordinator working with small numbers of children and families (e.g., 1:10) and
access to family and youth peer support.
As documented in Sather & Bruns (2016), care integration initiatives that incorporate high quality
Wraparound intensive care coordination, historically have -tended to successfully integrate Mental
Health (the number one agency involved at 98%), followed by Child Welfare (92%), Juvenile Justice
(88%), and Education (78%). However, Substance Abuse (49%), Developmental Disabilities (45%), and
Health (43%) have been less frequently involved in service integration initiatives, highlighting the need
for payment and other mechanisms that encourage such cross-system integration.25 The need to
integrate substance abuse services is especially acute in light of the 2015 Centers for Medicaid and CHIP
Services and SAMHSA joint bulletin on coverage of substance use disorder services (SUD) for children
and youth and nationally recognized opioid epidemic.26 Approaches such as those in NJ, Oklahoma and
Milwaukee County, in partnership with the State, (see below) are demonstrating how states can do
better at integrating physical health, SUD and IDD into their delivery systems.

24

Pires, S. (2013). Customizing Health Homes for Children with Serious Behavioral Health Challenges . Human
Services Collaborative.
http://www.chcs.org/media/Customizing_Health_Homes_for_Children_with_Serious_BH_Challenges_-_SPires.pdf
25 Sather, A. & Bruns, E. (2016). National Trends in Implementing Wraparound: Results of the State Wraparound
Survey, 2013. Journal of Child and Family Studies 25:3160–3172.
https://depts.washington.edu/wrapeval/sites/default/files/publications/StateWrapSurvey_June_2016_SatherBruns.pdf
26 US Department of Health and Human Services. About the Opioid Epidemic. https://www.hhs.gov/opioids/aboutthe-epidemic/
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Oklahoma has developed a 2703 Health Home for children and youth with serious emotional
disturbance (See graphic below). The service focuses on children and youth with previous psychiatric
hospitalizations, emergency department or crisis admissions, and children in state custody. Services are
coordinated via a care coordinator who meets the requirements for the Wraparound Facilitator Case
Manager. Covered services include comprehensive care management, care coordination, health
promotion, comprehensive transitional services, individual family support services (i.e., peer recovery
support and family training and support), and referral to community and social support services, Health
Promotion, Comprehensive Transitional Care Services, Individual Family Support Services, and Referral
to Community and Social Support Services. Health homes are paid a monthly bundled care coordination
rate which varies based on intensity of need (moderate or high intensity) and location (urban or rural)27
and which is
considerably higher for
children than for
adults, recognizing the
need for lower care
coordination ratios and
greater intensity of
time needed for faceto-face work with
families and the other
systems in which these
children are engaged.

27

Oklahoma Department of Mental Health and Substance Abuse. (Feb. 5, 2016). Health Home Manual.
https://ok.gov/odmhsas/documents/FY2016%20Health%20Home%20Manual-%20Revised%202-5-2016.pdf
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Milwaukee County, in partnership with the State of Wisconsin, operates a care integration initiative,
called Wraparound Milwaukee, that uses multi-payer capitation and case rates, and focuses on children,
youth and young adults
with significant
behavioral health
conditions. It is a shared
risk and shared savings
model. This care
integration model uses
fidelity Wraparound,
family and youth peer
supports, a flexible and
extensive provider
network, mobile
response and
stabilization, and
performance based
contracts. It integrates
physical, behavioral, and
social services and has
achieved significant cost
savings in reduced use
17

and lengths of stay in inpatient hospitalization, ERs, residential treatment, group care, and detention.
See graphic below. As noted earlier, special consideration also should be given to transition-age youth.
The SAMHSA-funded Healthy Transitions Grant Program is designed to improve access to treatment
and support services for youth and young adults ages 16-25 that either have, or are at risk of
developing, a serious mental health condition. Individuals who are 16-25 years old are particularly
vulnerable to developing a mental illness or substance use disorder, and are at a relatively high risk of
suicide. Healthy Transitions builds upon system of care values and principles, tasking grantees with
implementing infrastructure between the state and local levels that promotes cross-systems
collaboration for youth-driven, family-guided, home- and community-based supports. Reflecting the
variability in implementation readiness, states continue to need support with the conceptual
understanding and visioning of models for partnering and connecting systems and services. In addition,
support is needed to manage services, funding, and teams across state and local levels. The Healthy
Transitions Grant Program is grounded in research from Stanford University’s Prodrome and Early
Psychosis Program Network (PEPPNET) and the RAISE Early Treatment Program.
In May 2013, the Centers for Medicaid and Medicare (CMS) and SAMHSA issued a joint informational
bulletin providing guidance to states on designing HCBS to help states meet their obligations under Title
II of the Americans with Disabilities Act (ADA) and Medicaid’s Early Periodic Screening, Diagnostic, and
Treatment (EPSDT) requirements titled, Coverage of Behavioral Health Services for Children, Youth, and
Young Adults with Significant Mental Health Conditions. Supported by evidence from SAMHSA’s
Children’s Mental Health Initiative and CMS’ PRTF Demonstration Program, the Bulletin identifies
resources that are available to states to facilitate their work in designing and implementing a benefit
package for this vulnerable population. In addition to Intensive Care Coordination, using the
Wraparound approach, the bulletin highlights use of the following services:
▪ Peer Services: Parent and Youth Support Services
▪ Intensive In-Home Services
▪ Respite Services
▪ Mobile Crisis Response and Stabilization Services
▪ Flex Funds (Customized Goods and Services)
These services enable children, youth, and young adults with complex mental health needs – many of
whom have traditionally been served in restrictive settings like residential treatment centers, group
homes and psychiatric hospitals – to live in community settings and participate fully in family and
community life.
In January 2015, the Center for Medicaid and CHIP Services (CMCS) and SAMHSA issued a joint
informational bulletin providing guidance to states on designing a benefit to meet the needs of youth
with substance use disorders (SUD) and their families and help states comply with their obligations
under Medicaid’s EPSDT requirements. The recommendations were developed by a panel of nationallyrecognized researchers.28 One of the recommended approaches referenced in the bulletin is SBIRT
28

US Department of Health and Human Services. (Jan. 26, 2015). Joint CMCS and SAMHSA Informational Bulletin.
Coverage of Behavioral Health Services for Youth with Substance Use Disorders.
https://www.medicaid.gov/federal-policy-guidance/downloads/cib-01-26-2015.pdf
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(screening, brief intervention, referral to treatment), which is an evidence-based practice used to
identify and intervene with youth whose patterns of substance use put them at risk for, or who already
have, substance-related health problems. The screening component of SBIRT quickly assesses severity
(i.e., no or low risk, risky use, or SUD) and identifies the needed level of treatment. The brief
intervention element focuses on enhancing the youth’s motivation to change and can include offering
advice and education about substance use and/or eliciting’s the youth’s own reason to change. Many of
the tools used in brief intervention are grounded in Motivational Interviewing techniques and concepts.
The referral to treatment component provides those identified as needing more extensive intervention.
The referral should include assisting the youth and family with accessing treatment services and helping
them to navigate barriers to treatment, including locating a culturally and linguistically competent
treatment provider and transportation.
• Other services include outpatient treatment, medication assisted treatment, recovery supports
and services, and residential treatment. For additional information see the TA Network’s Brief,
Coverage of Behavioral Health Services for Youth with Substance Use Disorders.
Research indicates that returning savings to Care Management Entities/ACOs for further system and
workforce development is a critical mechanism to promoting overall quality and outcomes.29 As New
Jersey and Wraparound Milwaukee models demonstrate, financial incentives and funding streams can
be aligned to support evidence-based care integration and service delivery models for children, youth
and young adults with behavioral health challenges and achieve costs savings and improvements in the
quality of care. Although states can encounter major challenges in aligning financing, data and
outcomes, and streamlining payment, the TA Network has assisted several to address challenges and
would welcome the opportunity to share additional information with CMS on effective models.

29

Center for Health Care Strategies. (March 2011). Care Management Entities: A Primer.
https://nwi.pdx.edu/pdf/CME-Primer-Fact-Sheet.pdf
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Via Electronic Submission ( CMMI_NewDirection@cms.hhs.gov)
November 20, 2017
Ms. Seema Verma
Administrator
Centers for Medicare and Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244-8013
re: Centers for Medicare and Medicaid Services: Innovation Center New Direction,
Request for Information
Dear Administrator Verma:
I am grateful for this opportunity to comment on the Centers for Medicare and Medicaid
Services’ (CMS’s) Request for Information entitled, Innovation Center New Direction.
I am submitting this response as an individual, as a faculty member at the University of Miami
Miller School of Medicine. I am the founding Co-Director of the UHealth Care Lab, a unit of
UHealth, the University of Miami Health System that strives to develop innovations in care
delivery for immediate use by UHealth. I also serve as the Vice President for Program
Development for the Florida Medical Schools Quality Network, Inc. (FMSQN), a 501 (c) 3
formed by all nine of Florida’s medical schools. The FMSQN is established in FL Statute
(§409.975(2)) specifically to work with the Florida Agency for Health Care Administration
(AHCA) which oversees the Medicaid program in Florida. The views expressed in this letter
are my own.
For more than 20 years, I have worked closely with state government and other stakeholders in
Florida on issues around biomedical research and, over the last 5 years, on issues around
quality in the Medicaid program. With this background, my comments will largely focus on the
relationship between academic medical centers (AMCs), the Medicaid Program, and
innovation.
The timing, in my view, could not be better to open up a conversation about CMMI and I greatly
appreciate your willingness to incorporate stakeholder feedback into the design of CMMI’s “new
directions”. I would urge you to consider the following overarching recommendations:
1.) Take the lead on a national dialogue to refresh the relationship between CMS,
particularly Medicaid, and academic medicine. AMCs can and should serve
effectively as a primary R&D arm of CMS, in addition to care and training.
2.) Position the CMMI to lead the kind of transformation in care and care delivery that
the next 10-20 years will bring. Doing so will require that CMS & CMMI support the
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design and execution of ‘experiments’ in care delivery. Such experiments go beyond
APMs or DSRIPs. AMCs know how to do experiments.
3.) CMS should take full advantage of the accelerating pace of biomedical discovery, the
explosion of health-related technologies and the significant level of entrepreneurial
energy and venture capital investment in healthcare. CMMI can help to do this
through state-based and particularly local partnership models between states, state
Medicaid agencies, AMCs, healthcare startups, incubators, local economic
development agencies, payers, and diverse provider organizations. Risks and
potential conflicts of interest can be managed.
4.) Specifically, CMMI can develop and offer model programs that use AMCs as
platforms for testing innovations in healthcare, and, simultaneously, nurture the
entrepreneurial spirit in the rising generation of providers during their training at
AMCs.
I hope you might consider the following perspective:

Context
I see three major, interconnected forces acting on the Medicaid program that provide both
context and motivation for my comments.
1.) Cost: As costs continue to rise, concerns about long-term system sustainability gain
increasing attention and urgency. “Value” seems like the right focus, but defining value
and then achieving value often remain elusive goals.
2.) Changing roles: Over most of Medicaid’s lifetime, AMCs have been and continue to be
essential providers for Medicaid patients, and were often the only providers. Recently
this has changed; a larger, more diverse group of providers now contribute to
beneficiary care.
3.) Science, Technology and Innovation: We are now in a period of intense private sector
development of new health technologies and rapidly moving biomedical science. These
developments are redefining the boundaries of and the roles within healthcare.
Telehealth, direct-to-consumer genetics, and AI are just three small parts of a tsunami
that will reshape health and healthcare in the next 20 years. These efforts are changing
the ways in which doctors and patients communicate, the way care can be organized,
the way care is delivered, and the way care can be paid for.
Let’s weave the three forces together:
Efforts to bend the cost curve have met with limited success. Recent developments in
technology suggest that it may contribute to solutions, particularly those which are deeply
personalized for the individual patient. However, use of health care technology can also
increase cost. Figuring out exactly how and when to deploy healthcare technology in a costeffective and impactful way for a particular patient in a particular setting is a significant
research problem. This is not solely a ‘process improvement’ challenge. It’s a hard problem that
requires open-minded, potentially paradigm- and even job-threatening creativity and ideas. But
those ideas need to be tested for impact, scalability, and value.
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Academic medical centers have the bench strength and mission-dedicated professionals trained
exactly to take on this and other innovation research challenges. As CMS has long recognized,
AMCs serve crucial missions by treating the sickest and most vulnerable patients, by
redesigning care, by addressing the social determinants of health, by generating the evidence
for evidence-based medicine, and by training the next generation of physicians and other health
care professionals.
AMCs can and should do more to figure out how to bend the cost curve now. CMS needs the
help. And states need the help, too. CMMI model programs are one important way to bring
AMC-based talent and healthcare entrepreneurs together to help address the challenges.
Now, let’s focus on Medicaid beneficiaries:
We have learned, over and over again, that healthcare needs to be tailored for each patient.
What works for 1 or even for 1000 in a clinical trial, often fails when taken to scale. Using the
umbrella of CMMI to bring AMCs and healthcare innovators together with Medicaid and dual
eligible patients will help to ensure that some of the very best minds in our country are paying
attention to the specific health needs of these patients. Not to put too fine point on it, but in
digital health, it’s not all about boomers or millennials. In the highly diverse Miami-Dade
County, we daily encounter the diversity within the Hispanic population and the degree of
variation in health beliefs from Miami’s Caribbean blacks to Central American Hispanics to
poor whites. Everything we do needs to be culturalized. The early inclusion of the Medicaid
population, heterogeneous as it is, will help to ensure that new breakthrough treatments or
methods of care delivery will be available to our most vulnerable citizens….and help make the
triple aim real for them.

A new role for AMCs
Broadly speaking, this perspective leads me to suggest that the nation’s academic medical
centers take on the role and responsibility to serve as a primary R&D partner for Medicaid
specifically and CMS more broadly. Over the last 5 decades, the Federal Government, state
governments and private philanthropy have built a trillion dollar infrastructure for health care
research and discovery at our AMCs. We should focus more of that capacity on how to
innovate in CMS’s areas of responsibility. The RFI’s six Guiding Principles and the eight focus
areas highlight some ways for CMMI to help make this happen.

Comments on Guiding Principles
I concur that the six guiding principles of the RFI provide a solid foundation for going forward.
I do want to offer specific support for the intersection between Principles 5 and 6:
Principle #5 emphasizes partnerships and collaborations across an expanded set of
organizations. I couldn’t agree more. CMMI should do this. And this ties exactly into #6,
creating the programs and platforms to do rapid, small scale testing of innovations in local care
and local care delivery.
I am suggesting that it is exactly local innovation clusters, bringing together providers, payers,
AMCs, and healthcare innovators with local patient groups that can provide a wealth of new
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ideas to be tested. And these are not necessarily systemwide innovations. In this sense, CMMI
should provide support for and technical assistance that goes beyond current State Innovation
Models (SIMs) and expands the portfolio of the Innovation Accelerator Program by helping
states establish ‘fastlanes’ to do rapid testing of, as just one example, cell phone-based, near
real-time assessment of patient satisfaction. Results might be applicable nationwide, but the test
is local. I have discussed such an idea with both providers and payers in Florida Region 11 and
have heard great interest but everyone throws up their hands because it’s not clear how to
gather the resources for testing and evaluation. This is but one small example of what rapid
testing of local innovations might cover and where CMMI assistance to states could help.

Comments on Focus Areas
Focus Area #2 on Physician Specialty Models is relevant for AMCs as many are large multispecialty and sub-specialty groups. Although the RFI expresses particular interest in
independent physician practices, I think there are significant opportunities for improvement in a
number of areas of AMC/Medicaid practice.
For example, a member of our ~1200 physician practice may see an individual Medicaid
beneficiary only once in a 12 month period, perhaps through an ED visit, while the providers
who are part of their managed care plan and keepers of the longitudinal medical record are
elsewhere in Miami-Dade County. CMMI should work with State partners and AMCs to
develop novel quality metrics for such patterns of care.
A second, more ambitious area that might warrant exploration is the role of AMC specialists
and sub-specialists in providing population health approaches to populations of Medicaid
beneficiaries that extend well beyond the home region of the AMC. At very low PMPM costs,
our ‘best-in-country’ Bascom Palmer Eye Institute might provide ophthalmic population health
surveillance care on hundreds of thousands or even millions of Florida Medicaid recipients.
Such approaches to providing robust network adequacy and best-in-class providers could be
developed and tested. At scale, this approach would require one of the major design features of
Medicare APMs, namely comprehensive current and historical beneficiary medical history,
regardless of provider. The state would be a clear beneficiary of such an approach. It is the type
of innovation that could have significant impact on other delivery system reforms and payment
models. CMMI should partner with states, NIH and the national network of Clinical and
Translational Science Awardees to develop and test the science of such approaches.
A third area that would benefit from experimentation is the flow between primary care and
specialty care. It’s not unusual for the AMC to have patient contact limited to a sub-specialty.
Medicaid patients would benefit from a patient-centric redesign of these transfers, with likely
real benefits in better outcomes and reduced costs.
The nation has a vested interest in supporting the aggregation of so many specialities and subspecialities in AMCs as they serve as the locus for advanced clinical training. But, this ‘can-doit-all’ organization needs recognition as a distinct type of provider organization. CMMI should
take the lead on this by supporting development and testing of AMC-focused Physician
Specialty Models that take the reality of AMCs into account and by working with states to
make sure these new models are available and applicable in the Medicaid program.
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Focus Area # 6 on State-Based and Local Innovation, including Medicaid-focused Models
is particularly important, in my view. Through my work at state-level here in Florida, I’ve come
to appreciate the different circumstances (providers and patients) and the different capacity for
innovation across our state. We have distinct needs and innovation capacity in Jacksonville,
Miami, Orlando, Tampa and Gainesville. Thus, programs which enable local testing of
innovations, perhaps limited to a single Region and a single payer/provider pair, could be an
important design that enables rapid testing. With such local innovations occurring around the
country, there is a vital role for CMMI to provide technical assistance and funding to states so
they can implement ‘fastlane’ approvals but also for CMMI to promote shared learning across
the states.
Of course, there are not only risks of project failure but also of limited applicability. I would
argue that the latter risk is one that we should be prepared to accept until we have a data that
defines those limits.
Opening the door to healthcare startup companies brings both challenges and risks. CMS
should not be in the business of picking winners and losers and so must be ‘hands-off’ with
respect to selection of small business partners. Further, states must establish (through STC or
other mechanisms) an independent selection process. The risk of business failure concerns me
less: if the experiment was well designed, then the result is interesting and useful even if the
result does not lead to success of one particular business. CMS will have learned about
something that does not work. And failures can be every bit as valuable as successes.

One more thing…
As you know, AMCs generally operate with a tripartite mission: patient care, research and
education. My comments so far have largely linked the care and research missions. But, the
strong and expansive training mission based at AMCs is a critical asset for CMS innovation.
Trainees such as medical students and resident physicians in GME programs, working in a
health system carrying out care delivery experiments, will not only get training in design,
execution, and analysis of experiments but also receive training in and contribute to next
generation methods of care delivery. They will have been raised in an environment that places a
real premium on developing effective and appropriate care for Medicaid beneficiaries. And, in
an environment that encourages and supports innovative thinking from all participants, who
knows what great ideas the rising generation will offer?
CMMI should support this by offering short- and longer term “Clinician/Innovator
Fellowships”, perhaps in partnership with other Federal agencies, to med students, GME
trainees and clinical fellows.
Summary and Conclusion
This is a good time to step back and rethink the relationship between AMCs and Medicaid.
This important relationship, spanning the life of the Medicaid Program, is in need of a refresh.
New directions, supported and directed by CMMI, can be one way to contribute to this. And, in
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my view, it’s not just patient-centered, market-driven reforms that are needed. Nor can APMs
or DSRIPs do all that is needed.
I’ve suggested here that AMCs should serve as a primary R&D partner for CMS and states, and
in so doing, can serve as platforms for innovation in care and care delivery. Doing so directly,
through CMMI-enabled provider/innovator/payer partnerships, can expedite the transformation.
Doing so will benefit the Medicaid population and can help to ensure that the latest
developments in medicine and healthcare delivery are appropriate for, effective, and available
to some of our most vulnerable citizens. Reducing health disparities through innovation is
within our combined grasp, if we reach. CMMI can and should take a leading role in this. The
health and the wealth of the nation will both benefit.
Thank you for this opportunity to comment on new directions for CMMI. If you have any
questions or want to discuss any of the suggestions made here, please feel free to contact me at
any time.
Sincerely,

Richard J. Bookman, Ph.D.
Senior Advisor for Program Development & Science Policy
Executive Dean for Research & Research Training, emeritus
Vice Provost for Research, emeritus
University of Miami Miller School of Medicine
Co-Director & Co-Founder, UHealth Care Lab
University of Miami Health System
Vice President for Program Development
Florida Medical Schools Quality Network, Inc.
http://fmsqn.org

In one 30 minute CMR at the pharmacy, I was able to refill her medications, check her blood pressure, administer her annual flu vaccine and convince her that another attempt at quitting cigarettes was worth while. The patient went home with a supply of Advair inhalers and has agreed to let me know next month if her breathing has improved and if she needs her Ventolin less. Without PPCN, this patient would never have been contacted and may have gone a lot longer without medicine, potentially leading to disaster.
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Table 1. PPCN Pharmacist Readiness in Pennsylvania 2016
% Agree or Somewhat Agree
(n=113)

Readiness to Provide Enhanced Patient Care Services
"We are committed to implementing this change."
"We will do whatever it takes to implement this change."
"We have the skills to implement this change."
"We have the expertise to implement this change."

90%
82%
78%
74%

PPA Comprehensive Medication Management Collaborative (CMMC) to engage interested pharmacists
CMMC pharmacists engage in a PPA training program coordinated by University of Pittsburgh School of Pharmacy
in collaboration with the additional 6 schools of pharmacy in Pennsylvania
Built online toolkits for specific disease states (PPA Mentor Collaborative)
Training sessions for pharmacists began May 2015

Figure 2. Respondent Pharmacists Offering Patient Care Services in PA

•
•

CMRs

28%

CMM

11%
15%

Supermarket Pharmacy
Independent Pharmacy
Large Chain Pharmacy
Physician-Based Clinic
Hospital-Based Clinics

TIMELINE

Diabetes Education
Transitions of Care
0%

20%

40%

60%

2008-2009

Statewide PPA member Survey of Pharmacist interest in a network

2008-2012

Pennsylvania Project Training: >190 pharmacists live; >600 pharmacists online

2010
2011

80%

Inaugural Network Strategy Board Meeting; consult with WI Pharmacy Collaborative
PPCN Board of Directors Formed

CDC/PA Dept. of Health Million Hearts Initiative Grant to establish foundation of PPCN
5 year grant between PPA & PA Dept. of Health, PittPharmacy subcontractor/consultant

2014

Stakeholder Summit Meeting: engaging payor input for PPCN

2014-2015

PPCN Patient Care Training development and deployment: >200 pharmacists trained (2017)
Mentor Collaborative, and Research Collaborative Established
Research Collaborative initial survey understanding landscape of community practice

2017

Figure 5. PPCN Pharmacy Types (n= 171)
13%
36%

Consultation with Medication Management Services – Linda Strand, PharmD, PhD
PPCN Business Plan established

2013

2016

Promoted the Network during webinars through PPA
Pharmacies recruited via participation agreement
Pharmacist training ongoing
Figure 4. PPCN Pharmacy Locations (n= 171)

Mentor Collaborative begins to develop tool kits
Research Collaborative interviews physicians
Pharmacies sign Participation Agreements and complete Enhanced Services survey
Partnership with Creative Pharmacist
PPCN Affiliated with CPESN USA
Contract with Gateway Health – launched in September

Independent - Singular (n = 61)
Independent - Multiple (n = 87)

51%

Solidifying Key Partnerships
•
•
•

Creative Pharmacist STRANDTM Platform for
pharmacist patient care documentation
Gateway Health - Medicaid managed care
organization (MCO) - 1st payor contract
CPESN USA – pharmacy locator app

Misc.

• Statin therapy for
patients with diabetes
• Comprehensive
diabetes care - poor
HbA1c >9%

• Statin therapy for patients
with cardiovascular disease
• Controlling high blood
pressure
• Persistence of beta-blocker
treatment after a heart
attack

• Medication management
for people with asthma
• Asthma medication ratio
• Pharmacotherapy
management of COPD
exacerbation

• DiseaseModifying AntiRheumatic Drug
therapy for
rheumatoid
arthritis

66 pharmacies participating
in 1st month of payor
contract – 23 more to join

110 patients cared for as of
September 30th, 2017

82% of pharmacies have
seen at least 1 patient in the
1st month

Opportunity to care for over
10,000 patients

“In one 30 minute CMR at the pharmacy, I was able to refill [the patient’s] medications, check her
blood pressure, administer her annual flu vaccine and convince her that another attempt at quitting
cigarettes was worth while. The patient went home with a supply of Advair inhalers and has agreed
to let me know next month if her breathing has improved and if she needs her Ventolin less. Without
PPCN, this patient would never have been contacted and may have gone a lot longer without
medicine, potentially leading to disaster.” –PPCN Pharmacist

Pharmacist Engagement and Training
•
•
•

Respiratory Disease Related

Patient Care Numbers & Stories

PPCN Board of Directors - six members with two seats
reserved for PPA board members

Network Executive Manager (Mindy Kozminski)

CV Disease Related

• Adherence to antipsychotic medications for individuals with schizophrenia
• Diabetes monitoring for people with diabetes and schizophrenia
• Diabetes screening for people with schizophrenia or bipolar disorder who are using antipsychotic
medications
• Cardiovascular monitoring for people with cardiovascular disease and schizophrenia
• Metabolic monitoring for children and adolescents on antipsychotics
• Use of multiple concurrent antipsychotics in children and adolescents
• Antidepressant medication management

Building the Team
25%

Diabetes Relates

Behavioral Health Related

Building Training and Tools
•
•

MCO members who fill at least one chronic medication at a PPCN pharmacy are eligible for a comprehensive
medication review and up to six follow-up appointments.
16 targeted ni terventions tied to HEDIS measures

Table 2. HEDIS Measures Tied to Pharmacist Payment

Figure 3. PPCN Logo and Partnership

Statewide Survey through Pennsylvania Pharmacists Association
Assess interest and capacity of PA pharmacists to join a network to provide care
351 respondents

13%

Carroll

Developing the Structure

Exploring the Landscape in Pennsylvania

Figure 1. Survey Respondents in PA

1,2
B ,

INSTALLATION

EXPLORATION
•
•
•

1
K,

of Pittsburgh School of Pharmacy; 2Pennsylvania Pharmacists Association; 3Jefferson College of Pharmacy; 4Creative Pharmacist

VISION
Envisioning a statewide pharmacist practice network began
in 2008 with Pitt faculty and residents bringing their vision of
improving patient health outcomes in the community to the
Pennsylvania Pharmacists Association (PPA) Board of
Directors. Together, this began a multi-year journey to to
establish, implement, replicate, and sustain a statewide
network connecting pharmacists with people in their
communities.

1,2
M ,

Supermarket Pharmacy (n = 23)

Continuous Quality Improvement

• Biweekly conference calls keep pharmacists informed with launch of first payor
contract.
• Student pharmacists from The University of Pittsburgh contact pharmacies via
telephone on a bi-weekly basis to uncover best practices and challenges during
initial launch phase.
• All calls provide ongoing feedback to Network pharmacists in real time.
• Assembling the collective readiness of the pharmacies allows insight into early
adopter pharmacies and areas of need for the pharmacies.

SUMMARY

Figure 6. PPCN Partner Logos
•

PPCN pharmacists are providing patient care services and are compensated for this work.

•

PPCN pharmacists are using STRANDTM platform to document and bill for patient care.

•

Pooling data in a single platform will enable robust evaluation.

•

Continuous quality improvement provides insight into best practices to share with other PPCN members.

•

Discussion with additional payors is ongoing.

_________________________________________________________
U.S. Steel Tower
600 Grant Street
Pittsburgh PA 15219
412-454-7500
412-454-7520 (fax)
www.upmc.com

November 20, 2017
The Honorable Seema Verma
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, DC 20201
RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction RFI
Dear Administrator Verma:
UPMC, on behalf of both its UPMC Provider System and the UPMC Insurance Services Division, is
pleased to submit the following comments in response to the request for information regarding the
Innovation Center’s new direction. We support the guiding principles of the RFI and urge CMMI to
continue to play a leadership role evaluating existing and testing new alternative payment models.
Mirroring CMS’s leadership with alternative payments, UPMC has become a leader in our region with
hundreds of physician practice sites participating in our shared savings and bundled payment programs
across Pennsylvania. The Innovation Center’s commitment in this area has been a key driver in our
journey to value and we commend CMS for its leadership. We recommend action in the following
focus areas:
1. Public-Private Alignment of Alternative Payments and Quality Measurement
• Maximize alignment of payment models and quality measures across federal and state
health care programs and those required for accreditation of providers and health plans.
2. Medicare Advantage (MA)
• Hospice: Test models whereby MA plans offer the full scope of the hospice benefit as is
currently provided under Medicare FFS.
• Social Determinants of Health: Provide MA plans the flexibility within current capitation
models to establish a benefit structure that varies based on chronic conditions and social
determinant of health factors affecting individual beneficiaries.

•

•
•

Value-Based Insurance Design (VBID): Offer more flexibility in the timing and structure of
VBID benefit design to permit greater responsiveness to individual market forces that shape
consumer decision-making.
Prescription Drugs: Partner with MA plans to test models that promote value-based
purchasing of pharmaceuticals.
Telehealth: Test models that promote telehealth visits as a means of improving beneficiary
access and network adequacy for MA plans.

3. State-Based and Local Innovation
• Long-Term Services and Supports: Test models with states that allow health plans to
leverage the home and community-based services (HCBS) budget authority model to add
physical health goals and loss aversion benefit designs to incentivize high-value decisionmaking among consumers.
4. Mental and Behavioral Health
• Test models that eliminate provider requirements limiting provision of integrated
behavioral health services, especially those offered in primary care practice settings.

We expand further on our recommendations below:
1. Align Alternative Payments and Quality Measurement across CMS Programs
UPMC has been a leader in implementing alternative payments with our providers across our network
for all of our lines of business (Medicare Advantage, Medicaid, Commercial, and for ACA Individual
Exchanges.) We commend the leadership CMS has provided in paving the way for alternative
payments. When considering development of new programs, we note the significant administrative
burden to providers with increasing the number of individual metrics. As such, we encourage
maximizing alignment of measures across federal and state health care programs and those required for
accreditation of health plans (Medicare, Medicaid, NCQA, etc). In addition, promoting and increasing
the availability of CMS sponsored models which not only encourage private payer participation (both
commercial and Medicare Advantage) but also are more prescriptive of a limited set of quality metrics
to be used across all payers would make significant progress on reducing the administrative burden of
reporting quality metrics. Increasing emphasis on a limited set of outcome metrics, and inclusion of
functional, quality of life outcome metrics that can be applied across most population groups,
regardless of insurance program would also move toward more meaningful, less process based
measures.

2. Medicare Advantage (MA) Innovation Models
a. Hospice
We encourage testing of models whereby Medicare Advantage (MA) plans offer the full scope of the
hospice benefit, including the required care team and written care plan, as is currently provided under
original Medicare. First and foremost, we believe that providing palliative services in the earlier stages
of a terminal diagnosis and hospice services in the latter stages are vitally important in facilitating
quality of care, pain management, and symptom relief. In fact, a 2013 Health Affairs study
demonstrated that “hospice is associated with reductions in symptom distress, improved outcomes for
caregivers, and high patient and family satisfaction…while also indicat[ing] that continuous hospice
use reduces the use of hospital-based services—including emergency department visits and intensive
care unit stays—and the likelihood of death in the hospital.” The study also found that timely referrals
to hospice providers resulted in lower Medicare costs for individuals enrolled in hospice for at least
three months, as compared to individuals who did not enroll in hospice early.
Even with the aforementioned benefits and the fact that two-thirds of all Medicare beneficiaries prefer
to die at home, the majority still die in intensive care units and hospital settings, while likely not
receiving hospice care.1 This often results in “seriously ill patients and their families receiv[ing]
suboptimal care, characterized by untreated pain and physical symptoms, spiritual and emotional
distress, high family caregiving burdens, and unnecessary or unwanted treatments inconsistent with
their previously stated wishes and goals for care.”2 We believe that the genesis of these unintended
outcomes and their corresponding solutions is two-fold and depend upon enrollment in MA.
First, the current hospice eligibility criteria often constrain individuals from seeking hospice care.
Medicare Part A provides coverage for hospice care if a beneficiary has been certified as having a life
expectancy of six months or less and has accepted and signed an agreement choosing palliative care
instead of curative treatment. This can be an exceedingly difficult or nearly impossible choice for any
individual to make without considerable thought and consultation with professional and family
caregivers. Research confirms that the median hospice length of stay was only about 17 days in 2014.3
CMS has therefore since recognized this issue and developed the Medicare Care Choice Model
Demonstration as a potential solution. This demonstration project is currently testing a new option for
certain Medicare Fee-For-Service (FFS) beneficiaries only to receive palliative and hospice care
services from selected providers while concurrently receiving curative care treatment, at the individual
and provider’s discretion.
Second, the enrollment criteria remain even more difficult for MA beneficiaries to receive hospice
care. Under current law, MA beneficiaries may elect to use hospice, but are either required to disenroll
completely from MA or receive hospice services from original Medicare with the remaining services
provided by their MA plan. As a result, according to the Medicare Payment Advisory Commission
1

Improving End of Life Care. Pew Charitable Trusts. May 2015.
Kelly, Amy S., et al. Hospice Enrollment Saves Money For Medicare And Improves Care Quality Across A Number Of Different
Lengths-Of-Stay. Health Affairs. March 2013.
3 Facts and Figures: Hospice Care in America. National Hospice and Palliative Care Organization. 2015.
2

(MedPAC), only about 50 percent of critically-ill MA beneficiaries elected to receive hospice care in
2011, and most of them very close to the end of life. Even for the MA beneficiary who goes through
the trouble of enrolling in FFS hospice care, they too often receive fragmented care requiring them to
find new providers and even switch out their beds, bedside commodes, and oxygen tanks among other
durable medical equipment, all during the final days of life.
A CMMI demonstration whereby MA plans provide the hospice benefit would undoubtedly work to
avoid the aforementioned disruption in care while also advancing palliative care consultations and
services, especially in the most vulnerable and difficult circumstances.4
Further, this policy option would enable MA beneficiaries access to concurrent care – in the same
manner as the Medicare Care Choice Model does for FFS beneficiaries – with an emphasis on
advance care planning, better and earlier access to palliative and hospice care while at the same time
facilitating clinically appropriate curative treatment at the individual and provider’s discretion. We
therefore wholeheartedly support CMMI supporting models to allow MA plans the ability to offer the
hospice benefit now provided under Medicare FFS.
b. Social Determinants of Health
We support giving MA plans the flexibility within current capitation models to establish a benefit
structure that varies based on chronic conditions and social determinants of health for individual
beneficiaries. A wide-range of non-medical or social factors, such as nutrition and housing, are
important contributors to the health and costs of chronically-ill individuals, yet many of these services
are not permitted to be offered by MA plans as supplemental benefits.
UPMC has made investments in programmatic partnerships to address safe and affordable housing for
individuals with unstable health conditions and high levels of unplanned care. UPMC’s Cultivating
Health for Success (CHFS) program is structured to improve health care for eligible members through
a collaborative, team-based approach that integrates three components— stable housing, an assigned
medical home and intensive care management that features behavioral health home services.
Individuals that were previously homeless and now stably housed through CHFS had overall cost
savings of $6,384 for each housed member. Analysis from the CY2015 and CY2016 cycle indicated
housed HUD members had 42% less unplanned claims compared to the non-HUD members.
Allowing MA plans to specifically tailor their benefit design and incorporate additional supplemental
benefits to meet the needs of chronically ill individuals will help improve management of chronic
disease and/or prevent the progression of these diseases.
c. Value-Based Insurance Design (VBID)
We note that CMS began the Value-Based Insurance Design (VBID) Model as an opportunity for MA
plans to institute the aforementioned flexibility in benefit design and provision of supplemental
4

Spettell, Claire M., et al. A Comprehensive Cae Management Program To Improve Palliative Care. Journal of Palliative Medicine.
November 2009.

benefits. In our experience, more flexibility in the timing of VBID benefit design declaration with
CMS would permit greater responsiveness to individual market forces that shape consumer decisionmaking.
CMS signaled in past guidance that MA-VBID interventions that reduce or eliminate cost-sharing for
items or services, including covered Part D drugs, do qualify. However, we understand that the agency
has concerns about the impact of these interventions on TrOOP, making it difficult for plans to
implement such interventions. We believe that removing barriers to allow plans to reduce or eliminate
cost-sharing for prescription drugs will not only reach more enrollees, but ultimately serve as an
effective incentive for those suffering from chronic conditions with significant prescription costs. We
encourage CMMI to address these barriers and we stand ready to continue to work together to develop
the most effective interventions for our population.
We wholeheartedly support the aforementioned policy options and believe it reasonable to potentially
require for a plan to be afforded this flexibility in benefit design and provision of supplemental
benefits, that it meet and maintain a certain Star Rating threshold – perhaps a 4-Star Rating.
d. Prescription Drugs
We recommend CMMI create opportunities for Medicare Advantage plans to promote value-based
purchasing of pharmaceuticals. UPMC’s emerging experience in this area could inform the design of
Innovation Center models.
First, CMMI can encourage partnerships between payers, providers, pharmaceutical manufacturers,
and pharmacy benefits managers. These partnerships should prioritize collaborative research to truly
understand the effectiveness of drugs in the real world and which types of drugs might be most
appropriate in value-based contracts; ascertainment of which outcomes are most meaningful since
many contracts have outcomes that may not be appreciated in the contract time limitations or are not
meaningful to affected patients; and transparent data integration and analytics to gain a more
comprehensive understanding of true trends in disease outcomes in respective populations.
Second, since the details of contracts are often a “black box” due to business-related factors, it is
difficult to learn from other contracts’ successes and failures. CMMI can support efforts to develop
best practices by compiling contract details and lessons learned. Third, a significant limitation of most
value-based contracts is limited capacity to deliver value back to patients. CMMI could help study
feasible models by which value can be returned to affected patients. Finally, as we understand more
about which drugs and outcomes are most appropriate for contracts, CMMS can potentially develop
value-based contracts for Medicare Advantage and Part D plans.
In this vane, the UPMC Center for Value-Based Purchasing for Pharmaceuticals (VBPP) would be
delighted to share our research findings and lessons learned, and to even serve as a laboratory to
collaborate on developing and executing value-based contracts within our Medicare population.
Housed within the UPMC Center for High-Value Health Care, the UPMC Center for VBPP was

developed in 2017 to promote greater value of medications in the UPMC system through the
development of value-based contracts for select medications.
The Center for VBPP is unique for several reasons. First, it leverages aligned incentives to foster
partnerships with key entities in the healthcare ecosystem in order to achieve the common goal of
incorporating value in medication payment. Specifically, the Center for VBPP will partner with system
providers for consultation on contract content and clinical initiatives, with Express Scripts as our
pharmacy benefits manager and financial supporter of the Center for VBPP to assist with contract
negotiation and support, and with RxAnte® to optimize adherence and target appropriate patients.
Second, the Center for VBPP aims to apply rigorous research methods to inform its approach to valuebased contracts. Key research methods include modified Delphi techniques for value-based contract
outcome adjudication; cross-sectional analyses for an epidemiological snapshot of prescribing patterns,
disease complications, and treatment failures; and simulation modeling of outcomes. Third, the Center
for VBPP intends to broadly and transparently disseminate results to allow for the opportunity for key
members of the health care ecosystem to share ideas and lessons learned about value-based contracts
for pharmaceuticals.
e. Telehealth
CMMI should test models that promote expanded use of telehealth in the home, school, worksite and
communities, partnering with MA plans to design and expand group- and population-based
interventions using telehealth technologies to initiate and sustain behavior change and optimize care
management.
CMMI should test models that permit MA plans to include telehealth services in their bids that are not
currently allowed under traditional Medicare, such as remote monitoring. Flexibility for MA plans on
telehealth would help align telehealth initiatives between Medicare and Medicaid. MA plans should be
able to use telehealth services to comply with network adequacy requirements in certain instances,
such as in rural areas, or in instances of shortages of a certain provider type, such as a particular
specialist.
3. State-Based and Local Innovation, including Medicaid-focused Models
a. Long-Term Services and Supports
CMMI should test models with states that allow health plans to leverage the HCBS budget authority
model to do more and do it with more flexibility (e.g., cash with counseling). For example, in
Pennsylvania the funding of PA ABLE accounts could be designed to add physical health goals and
savings to the budget authority account. CMMI could test models that include loss aversion,
functioning like a reverse deductible whereby unnecessary or expensive choices like avoidable ER
visits or brand over generic pharmaceutical choices result in losses.
CMMI should establish a Community-Based Institutional Special Needs Plan (CBI-SNP)
demonstration program to provide home and community-based care Medicare beneficiaries deemed

eligible in partnership with MA plan analytics teams. Medicare Advantage organizations would be
supported to cover homemaker services, home delivered meals, transportation services, respite care,
adult day care services; and safety and other equipment.
4. Mental and Behavioral Health
Successful integration of behavioral health, physical health and supportive services is critical for dualeligible beneficiaries who often have multiple chronic conditions and are more likely to suffer from
mental and cognitive disorders (more than half of all dual-eligibles have mental or cognitive
impairments).5 We recommend specific steps to further behavioral health and physical health
integration based on our experience managing Medicaid-funded behavioral health services to over
900,000 Medicaid beneficiaries through our Community Care Behavioral Health Organization
(Community Care).
First, the payment gap persists in certain areas such as the outdated requirement that a particular
Medicare provider can be paid only for one service, administered on a single date, even if two services
were administered – e.g., a physical health and behavioral health service. We therefore encourage
CMMI to test models that eliminate this requirement as it serves to disincentivize the provision of
integrated behavioral health services – especially those services provided in a primary care setting – if
there is no adequate compensation.
Second, Medicare covers mental health services provided by a limited set of providers including
psychiatrists or other doctors, clinical psychologists, clinical social workers, clinical nurse specialists,
nurse practitioners and physician assistants. However, states often license and credential additional
types of highly trained and certified providers such as mental health and professional clinical
counselors to best serve the needs of their residents. We therefore suggest that CMMI test models
where different types of providers are allowed to provide behavioral health services consistent with the
most current licensing and credentialing practices.
Finally, we believe that the most impactful behavioral health care is not simply treating a mental or
cognitive disorder, but is the ability to assess the interaction and interplay between treatment plans for
both physical and mental health chronic conditions. Much like what we are able to do for our Medicaid
members at Community Care and UPMC for You, we encourage the CMMI to consider payment
models that incentivize integration of physical and behavioral health care for Medicare beneficiaries
such as payment incentives for primary care physicians to complete behavioral health assessments
and/or pay-for-performance initiatives tied to effective behavioral health treatment, appropriate
specialist follow-up care, and effective management of psychiatric medication.
Thank you for this opportunity to provide input regarding the RFI. We look forward to continued
dialogue and collaboration with CMS in the future.

Respectfully Submitted,

John Lovelace
President, UPMC for You
President, Government Programs and
Individual Advantage
UPMC Health Plan

November 20, 2017
BY ELECTRONIC DELIVERY
Amy Bassano
Acting Director
Center for Medicare & Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244

RE: Centers for Medicare & Medicaid Services: Innovation Center New Direction
Dear Acting Director Bassano and Administrator Verma:
UsAgainstAlzheimers (UsA2) appreciates the opportunity to comment on the Centers for
Medicare & Medicaid Services’ (CMS’) Request for Information (RFI) entitled “Centers for
Medicare & Medicaid Services: Innovation Center New Direction.” Founded in 2010, UsA2 is
an innovative non-profit organization demanding – and delivering – a solution to the
Alzheimer’s disease crisis. UsA2 presses for greater urgency from government, industry, and the
scientific community in the quest for an Alzheimer's cure through effective leadership,
collaborative advocacy, and strategic investments. We are a patient-centered organization and
pride ourselves on lifting up the voices and bringing to light the challenges of communities most
highly impacted by the Alzheimer’s crisis including women, people of color and military
veterans, in particular.
Our efforts are steeped in our commitment to working with government, the private sector and
the patient community to advocate for and develop strategies to alleviate the burden of
Alzheimer’s as we search for a cure by 2025. We have, through the Global CEO Initiative on
Alzheimer’s, partnered with the Duke Margolis Center/Mark McClellan, to convene a
conference focused on emerging therapies within the context of the reimbursement landscape.
UsA2’s affiliate, the Global Alzheimer’s Platform Foundation, is testing a community-based
clinical trial recruitment model to engage primary care physicians in enabling patient
participation in Alzheimer’s research. We have also taken a leadership role in the Alzheimer’s
Patient and Caregiver Engagement (AD PACE) initiative with the goal of providing insight into
outcomes that are meaningful to patients and caregivers.
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While we believe the marketplace can take the lead in innovation in many areas, CMMI has an
opportunity to fundamentally shift the paradigm of Alzheimer’s care in this country to forge a
path to a cure. CMMI’s core mission -- to evolve healthcare delivery innovation toward quality
care for patients -- establishes it as a key player in changing the Alzheimer’s paradigm. UsA2
offers its comments as a guide to interventions we believe can remove systemic barriers to
progress and increase cost efficiencies in Alzheimer’s care and research. Our comments, briefly
outlined below, provide background on the urgent need for an adequate response to the looming
Alzheimer’s epidemic, the systemic challenges impeding progress, and existing federal
initiatives on Alzheimer’s care and research priorities.
We make the following specific comments and recommendations to CMMI in charting its new
direction:
•

•

•

•

•
•
•

Having engaged CMMI in discussions on the topic, UsA2 urges the agency to test a
comprehensive continuum of care for Alzheimer’s modeled on the Programs of AllInclusive Care for the Elderly (PACE) and incorporating interventions CMMI has
evaluated favorably to date;
We also urge CMMI to test a model similar to (or incorporated within) the Diabetes
Prevention Program to test the utility of Alzheimer’s risk-reduction strategies, such as
the Six Pillars of Brain Health developed by the Cleveland Clinic’s Healthy Brain
Initiative, the Global Alzheimer’s Platform, and/or other evidence-based approach to
encourage lifestyle changes that improve health outcomes;
UsA2 requests that CMMI work with its counterparts within CMS to ensure that the
statutory cognitive impairment detection benefit is meaningful, i.e., that it
incorporates validated tools, and fulfills its intended purpose of empowering patients,
caregivers, and providers to make proactive decisions, including diagnostic followup, mitigation and/or compensatory strategies, and potential clinical trial
participation;
CMMI should invite State requests for model testing on initiatives that respond to the
healthcare worker shortage and reduce financial burdens on family caregivers by
training and certifying caregivers in home health aide functions, and paying for
caregiver services identified in a care plan and provided by a family caregiver;
CMMI models in Alzheimer’s should remove barriers research sponsors face in
adequately compensating study partners (caregivers) for protocol-driven time and
services.
UsA2 urges CMMI to incorporate a clear and explicit focus on improved patient
outcomes in choosing models for Phase I testing;
UsA2 encourages CMMI to assess costs of a comprehensive PACE-like Alzheimer’s
model in a manner that considers:
o The potential for public-private partnerships with stakeholders such as clinical
trial and research sponsors;
o A horizon view that considers the magnitude of the looming Alzheimer’s
epidemic and the inevitable cost of maintaining the status quo; and
o The explicit provisions of CMMI’s enabling act empowering CMMI to explore
initial model testing without a clear demonstration of budget neutrality.
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Alzheimer’s Disease is a Public Health Crisis
Alzheimer’s disease exacts a staggering burden on patients, their family caregivers, and our
nation’s health system. Now, an estimated 5.5 million Americans are currently living with
Alzheimer’s disease; by 2050, that number is expected to soar to over 16 million. In June 2017,
using data from the National Vital Statistics System, the Centers for Disease Control and
Prevention reported that a total of 93,541 deaths from Alzheimer’s occurred in 2014, at a rate of
25.4 deaths per 100,000 persons --a 54.5% increase compared with the 1999 rates of 16.5 deaths
per 100,000. This ranks Alzheimer’s as the sixth leading cause of death in U.S. Of the
estimated 5.5 million Americans living with Alzheimer's dementia in 2017, an estimated 5.3
million are age 65 and older; approximately 200,000 individuals are under age 65 and have
younger-onset Alzheimer's.
Data on Alzheimer’s prevalence are derived from studies in which all participants undergo
dementia diagnostics testing. In the real world, only about half of individuals who would meet
the diagnostic criteria for Alzheimer’s are actually diagnosed with dementia by a physician.
Alzheimer’s cannot be viewed solely in terms of patient disease burden in calculating its impact
on our healthcare system and overall economy. Because of the symptoms and duration of the
disease, Alzheimer’s drives costs across the system, creating overuse of healthcare resources by
patients and their over-worked, over-stressed caregivers alike. For family caregivers, the weight
of responsibility, both physically and financially, is life-changing and potentially devastating.
Caregivers face increased stress-related medical conditions, depression, and loss of economic
productivity. From a societal perspective generally, and for Medicare and Medicaid specifically,
each year that passes without finding an effective means of preventing, managing, or curing
Alzheimer’s brings us closer to the precipice of a health system and financial crisis, i.e., $1
trillion in Alzheimer’s disease care costs that must be borne by a shrinking workforce.
UsA2 actively engages with industry to improve efficiencies for an expedited drug discovery and
approval process, as well as exploring public-private partnership opportunities aimed at
improving the quality of life for persons with Alzheimer’s and dementia, and their caregivers.
Our work is multifaceted focusing, in large part, on the distinct needs of diverse communities to
ensure interventions in care for Alzheimer’s patients meet the needs of our complex society. We
have created a series of networks focusing on the unique challenges faced by African Americans,
Latinos and the Veteran population. And, recognizing that women of all walks of life bear the
brunt of the Alzheimer’s crisis – as 65% of its victims and two-thirds of family caregivers – we
have created WomenAgainstAlzheimer’s and its campaign to address the social, health and
economic impact of Alzheimer’s on women. Today, Alzheimer’s directly affects close to 15
million women as either patients or caregivers in the United States. We believe that only a
paradigm shift that drives synergies between high-value patient care, caregiver support, and
research initiatives will reach our goal for preventing, treating, and curing Alzheimer’s disease
and mitigating its cost to families and our society.
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Medicare Policies Must Align with the Societal Imperative of Accelerating Progress
Toward a Cure
In the 110+ years since Alzheimer’s was first recognized, our understanding of the disease, its
etiology, trajectory, and mechanisms remain incomplete. Despite substantial investment in
research and development, only five treatments have been approved for Alzheimer’s – none of
therapies are disease modifying agents. Unfortunately, the nature of Alzheimer’s disease within
the context of the Medicare program creates inherent obstacles to the interventional studies
required for product development and evidence-based clinical guidelines, including that:
•
•

•
•

•

Sponsors cannot easily identify potential clinical trial participants -- half of
individuals who would meet the diagnostic criteria for Alzheimer’s and other
dementias never receive a dementia diagnosis;
There is a lack of uniform acceptance among the limited set of detection, screening,
and diagnostic tools for Alzheimer’s disease. Medicare’s cognitive impairment
detection benefit is implemented in a manner that ignores validated cognitive
impairment detection tools identified by NIH at CMS’ request;
Diagnosis is most frequently made in later disease stages where patients are poor
study subjects or outside study inclusion criteria, and interventions are too late to
significantly improve quality of life;
Disease progression is variable among individuals, and between genders and
ethnicities, and cannot be predicted with existing tools, making it difficult to
accurately assess the disease-modifying effect of emerging treatments. CMMI
initiatives focused on Alzheimer’s would fill key gaps in disease natural history data
that could be invaluable to clinical trial sponsors; and
Well-supported family caregivers can significantly reduce health care costs, and are a
required resource in clinical trial eligibility – they are, however overburdened
physically, financially, and emotionally in today’s Alzheimer’s care delivery
environment. Too frequently, they become an additional high-cost Medicare
beneficiary.

Congress has Recognized the Urgency Required in Addressing Alzheimer’s Disease
The National Alzheimer's Project Act (NAPA)1, enacted in 2011, required the Secretary of HHS
to establish the Advisory Council on Alzheimer's Research, Care, and Services. The Advisory
Council is comprised of representatives of federal agencies (including CMS), experts in
dementia care and research, patient and caregiver advocates, and State health department
representatives. The Advisory Council makes recommendations to HHS for priority actions to
improve the health outcomes of people with Alzheimer’s and reduce its financial burden on
patients, families, and society.2
1

Public Law No: 111-375 (01/04/2011).
Office of the Assistant Secretary for Planning and Evaluation, National Alzheimer’s Project Act,
https://aspe.hhs.gov/advisory-council-alzheimers-research-care-and-services
2
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The Council recently identified the following “Major Challenges Presented by Dementia:”
•
•
•
•
•
•
•
•
•

Currently there is no way to prevent, treat or cure AD/ADRD
With biomarker identification and early diagnosis, people will live with dementia for
longer time periods
Dementia is complex with needs for care, services and supports changing over
time
Care, services and supports may help to reduce disability and address symptoms
Better quality of care measures and staff training are imperative
Family members and other caregivers need support
Stigmas and misconceptions are widespread and impact quality of life.
Medical-social/social-medical comprehensive dementia care is needed
Public and private progress should be coordinated and tracked.3

UsA2 applauds CMMI for recognizing the urgent need for both new care models and payment
reforms in its approach to Alzheimer’s and related dementias by including Alzheimer’s disease
in the set of priorities outlined in the RFI and as one of the four focus topics discussed at its
September 8, 2017 summit. The NAPA Council’s outline of current challenges to Alzheimer’s
care underscore the urgent need for CMMI’s intervention in testing a comprehensive care model
built upon a PACE-like framework and offering a flexible care plan-driven set of dementiaspecific interventions.

UsA2 urges CMMI to test a comprehensive continuum of care for Alzheimer’s modeled on the
Programs of All-Inclusive Care for the Elderly (PACE) and incorporating interventions
CMMI has evaluated favorably to date.
Response to RFI questions:
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
Innovations in care delivery through alternative payment models create opportunities for CMS
and stakeholders to devise creative, holistic approaches to disease states that, like Alzheimer’s
and related dementias, exact a significant burden on patients, families, and healthcare systems.
Over the past several years, UsA2 has had the opportunity to engage with CMS, including
discussions toward advancing the implementation and scale of evidence-based care models to
support family caregivers. CMMI has played an important role in supporting models such as the
UCLA Alzheimer’s and Dementia Care Model and the Indiana University Aging Brain Care
3

https://aspe.hhs.gov/advisory-council-october-2017-meeting-presentation-napa-legislation-overview-and-councilcharge (emphases added).
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Model under round one of the Health Care Innovation Awards (HCIA). Other models such as
the New York University Caregiver Intervention (NYUCI) and the REACH VA program have
also produced results through improved health outcomes and sustained or lower healthcare costs.
These interventions illustrate the value of research-based, coordinated interventions that can
improve health outcomes and alleviate cost burden. The biggest drawback, of course, is that they
are of insufficient breadth and scope to fulfill the NAPA Council’s identified challenge of
delivering a comprehensive continuum of care from diagnosis through end-of-life care.
Caregiver support models are an urgent need for the millions of family caregivers currently
struggling within the current care delivery model, as well as the healthcare systems relying on
their uncompensated care to avoid the high costs of nursing home care. However, we believe,
CMMI must do more to both quantitatively and qualitatively, to change the trajectory of the
Alzheimer’s epidemic. By incorporating interventions from these models into a more
comprehensive care delivery innovation, CMMI can make real progress toward our shared goal - advancing our understanding of the disease to accelerate discovery of disease-modifying,
curative, or preventive therapies and strategies. CMMI has the opportunity to initiate real
progress.
Studies consistently show that active management of Alzheimer’s and other dementias can
improve quality of life through all stages of the disease for patients and their caregivers.4 5
Active management includes:
•
•
•
•
•

Appropriate use of available treatment options (including clinical trials);
Effective management of coexisting conditions;
Coordination of care among physicians, other health care professionals and lay
caregivers;6
Participation in activities and/or adult day care programs; and
Taking part in support groups and supportive services for patients, families, and
caregivers.

UsA2 urges CMMI to explore Medicare, Medicaid, or multi-payer models that incorporate a
comprehensive continuum of care framework, such as that contained in the Program of AllInclusive Care for the Elderly (PACE), to individuals diagnosed with Alzheimer’s disease or
related dementia, at any stage. Alzheimer’s patients currently represent a significant proportion
of PACE program participants. Unfortunately, eligibility criteria, including the requirement that
the patient requires nursing home care, impede enrollment in a comprehensive care model early
in disease progression when interventions can have the greatest impact on patient outcomes.

4

Vickrey BG, Mittman BS, Connor KI, Pearson ML, Della Penna RD, Ganiats TG, et al. The effect of a disease
management intervention on quality and outcomes of dementia care: A randomized, controlled trial. Ann Intern Med
2006:145(10):713-26.
5
Voisin T, Vellas B. Diagnosis and treatment of patients with severe Alzheimer’s disease. Drugs Aging
2009;26(2):135-44.
6
Grossberg GT, Christensen DD, Griffith PA, Kerwin DR, Hunt G, Hall EJ. The art of sharing the diagnosis and
management of Alzheimer’s disease with patients and caregivers: Recommendations of an expert consensus panel.
Prim Care Companion J Clin Psychiatry 2010;12(1):PCC.09cs00833.
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UsA2 urges CMMI to consider testing models, under Section 1115A of the Social Security, as
amended by the PACE Innovation Act of 2015, that include:
•
•

•

•
•
•

The enrollment of patients diagnosed with Alzheimer’s disease, at any stage, without
regard to medical need for skilled nursing facility care or Medicaid eligibility.
Through case management and care coordination services, the offering of a flexible
menu of services, based upon identified patient needs over time, for high-quality,
appropriate care from diagnosis through disease progression, including identification
of appropriate clinical trials;
The employment of a comprehensive approach to caring for patients with
Alzheimer’s disease or related dementia that integrates treatment of such patients
with training and support services for their families and caregivers, and facilitates
participation in clinical trials. This might include:
o day healthcare, including health care services and dementia-specific social,
rehabilitative, recreational, memory, exercise, nutritional counseling, occupational
therapy, and personal care services;
o physician care, including referred specialists;
o respite care and, for clinical trial participants, care partner surrogate services as
needed;
o medications and medication management, including for clinical trial compliance;
o nursing care, and occupational, physical, and speech therapy as prescribed;
o identification and management of comorbidities;
o social worker services;
o meals at day health care and, if needed, at home;
o transportation to and from day health care and clinical trial study visits; and
o personal care, skilled nursing services, and other services the Secretary
determines appropriate that—
Caregiver training, support, and counseling services successfully evaluated and
implemented in previous or existing models tested under such section 1115A and that
are specific to Alzheimer’s disease patients and their caregivers;
Collection of documentation and data likely to further scientific understanding of
Alzheimer’s disease natural history, taking into account gender, race, ethnicity, age of
onset, socio-economic status, and other factors; and
Outreach activities to inform the public of the services of the program, and provide
information on Alzheimer’s disease and related dementias to the primary care
community and general public.

Clearly, individuals with a new, early Alzheimer’s diagnosis will require few, if any, services
related to day-to-day care and activities of daily living. These patients, however, are more likely
to be eligible for clinical trial participation, and their care costs would be appropriately offset by
research sponsor funds. Moreover, any delay in disease progression from comorbidity
management and dementia-specific services are likely more meaningful from a patient-centered
perspective when they are incorporated early and impairment is not severe. A flexible benefit set
within a comprehensive continuum of care is also more likely to reduce emergency room visits
and inpatient stays than the fragmentation of care for Alzheimer’s patients in our current delivery
model.

Page 8 of 14

UsA2 believes that State health departments, PACE programs, Alzheimer’s disease and dementia
care centers, and specialized MA plans for special needs individuals (special needs plans) would
have an ability to deliver a comprehensive continuum of dementia care within a CMMI model.
We urge CMMI to approach a Phase I model test with a primary focus on patient and caregiver
outcomes, including:
•
•
•
•
•

improved quality of life for patients and caregivers;
maintaining functional or cognitive performance;
management of comorbidities and behavioral and safety concerns; and
continued ability to remain in the community
better health outcomes for caregivers.

UsA2 is currently exploring data sources to identify, and if possible, quantify, the costs
potentially avoided in treating Alzheimer’s patients through a PACE-like comprehensive
continuum of care from diagnosis through end-of-life. We appreciated our discussions with the
CMMI team on October 12, and look forward to a continuing dialogue.

UsA2 urges CMMI to test a model similar to (or incorporated within) the Diabetes Prevention
Program to test the utility of Alzheimer’s risk-reduction strategies, such as the Six Pillars of
Brain Health developed by the Cleveland Clinic’s Healthy Brain Initiative, the Global
Alzheimer’s Platform, and/or other evidence-based approach to encourage lifestyle changes
that improve health outcomes.
Response to RFI questions:
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
One of the biggest hurdles to encouraging clinicians and their patients to detect and diagnose
cognitive impairment is that we tend to equate “no cure” with a sense that there is nothing to be
accomplished by detecting cognitive impairment early. Researchers have increasingly focused
on strategies to prevent or delay the symptoms of Alzheimer’s disease, or slow its progression
through a combination of healthy lifestyle behaviors that largely correspond to interventions
recommended to reduce risk of diabetes, heart disease, and other chronic conditions.
One framework for a brain-healthy lifestyle, developed by the Cleveland Clinic’s Healthy Brain
Initiatives, relies on six “pillars” that support brain health:
•
•

Regular exercise
Social engagement
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•
•
•
•

Healthy diet
Mental stimulation
Quality sleep
Stress management

There are a variety of tools and resources available to Medicare beneficiaries, including use of
wearable technologies to monitor lifestyle modifications, and online tools such as the Cleveland
Clinic Healthy Brains Initiative to increase awareness of the importance of lifestyle choices for
brain health and to track adoption of these behaviors. These tools can help individuals make
brain-health lifestyle changes to attain their health goals.
UsA2 strongly urges CMS, through CMMI, to take a leadership role in increasing awareness
among the patient and provider communities, either by incorporating dementia risk factor
reduction strategies and cognitive impairment/dementia outcomes into its Diabetes Prevention
Program, or by developing a parallel preventive care initiative to help beneficiaries make and
maintain lifestyle changes consistent with brain health.

CMMI should invite State requests for model testing on initiatives that respond to the
healthcare worker shorter and reduce financial burdens on family caregivers by training and
certifying caregivers in home health aide functions, and paying for caregiver services
identified in a care plan and provided by a family caregiver.
Response to RFI questions:
2. What model designs should the Innovation Center consider that are consistent with the
guiding principles?
3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
In the realm of the caregiver experience, the nation is awakening to the still as-yet-unmeasured
physical, mental, and emotional challenges associated with being a family caregiver for persons
with Alzheimer’s and dementia and other chronic conditions. Indeed, the recently released
statistics by the CDC on Alzheimer’s mortality in the US indicate that 1 in 4 individuals with
Alzheimer’s die at home. Extrapolated, this suggests that as many as 125,000 American’s will
be cared for in place in their home.
We continue to urge CMS to support models with components that build upon successful
caregiver support models such as the New York University Caregiver Intervention (NYUCI) and
the REACH VA program. Both of these interventions provide family caregivers of persons with
Alzheimer’s and dementia with counseling sessions followed by periods of ongoing maintenance
and support and the opportunity for additional counseling if needed. These interventions have
been evaluated in a number of settings over many years and have demonstrated better health
outcomes and sustained or lower healthcare costs.
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We remain concerned, however, that the models do not address the complex and burdensome
financial implications that Alzheimer’s patient caregivers face daily. Moreover, if family
caregivers were not absorbing the costs of care, it is unlikely that our healthcare system would
have sufficient trained workers to fulfill the needs of today’s Alzheimer’s patients.
Paying family caregivers for services they are trained to provide and that are within a care plan is
not a new concept – many long-term care insurers currently permit related individuals to receive
compensation for their services. UsA2 urges CMMI to go a step further, however, and to invite
States to submit waiver requests for model tests that provide family caregivers with the support
they need to increase Alzheimer’s disease patients’ ability to remain in the community by
reducing their financial burden, and that include:
•
•
•
•

caregiver support services, including training necessary to enable such caregivers to
provide services at the level of a home health aide;
certification of family caregiver training and satisfactory completion of testing or
other requirements demonstrating caregiver competence;
appropriate caregiver oversight, including home visits or other activities; and
for caregivers of Alzheimer’s disease and other dementia patients for whom a care
plan includes home health aide services, payment to the caregiver for the hours of
services provided in the care plan in an amount that is not below the then-applicable
minimum wage in that State and does not exceed the prevailing hourly rate paid to a
home health aide.”

Reducing the lost productivity and associated financial burden for family caregivers is consistent
with CMMI’s interest in reducing Medicare and Medicaid costs, in that it may remove a financial
hurdle from individuals who would otherwise offer care to their family member rather than
acquiesce to nursing home care.
Several state Medicaid programs, including Connecticutt, Massachusetts, Rhode Island, Ohio,
and Indiana, have utilized the Structured Family Caregiving program to reduce the financial
burden on family caregivers. This program centers on a care plan, ongoing coaching, training,
and support, and payments are based upon the level of care needed.7

UsA2 requests that CMMI work with its counterparts within CMS to ensure that the statutory
cognitive impairment detection benefit is meaningful, i.e., that it incorporates validated tools,
and fulfills its intended purpose of empowering patients, caregivers, and providers to make
proactive decisions, including diagnostic follow-up, mitigation and/or compensatory strategies,
and potential clinical trial participation.
Response to RFI Question:
3. Do you have suggestions on the structure, approach, and design of potential models?
Please also identify potential challenges or risks associated with any of these suggested
models.
7

https://thecaregiverspace.org/paid-to-be-a-family-caregiver/
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The first symptoms of Alzheimer's vary from person to person. For many, decline in nonmemory aspects of cognition, such as word-finding, vision/spatial issues, and impaired reasoning
or judgment, may signal the very early stages of symptomatic Alzheimer’s disease. Currentlyavailable treatment options that might delay progression or reduce symptoms in Alzheimer’s
patients can offer a greater patient benefit for patients in earlier stages of disease seeking to
preserve function.
Mild cognitive impairment is often the first symptomatic indication of a path to Alzheimer’s,
with a decade or more of subtle or asymptomatic neuro-degeneration preceding the overt
impairment an individual might find worthy of discussion with their physician, or even their
families. Establishing cognitive testing, or, in other words, a “check up from the neck up,” as a
medical standard is critical to our understanding of the progression of people’s cognitive health
as they age. Moreover, a reliable baseline assessment of an individual’s cognitive function is the
only way for a clinician to detect subtle changes that may be suggestive of Alzheimer’s and
related dementias, or to differentiate relatively static age-related cognitive changes from
dementia’s progressive disease trajectory.
Beyond ensuring that those with the earliest signs of cognitive impairment receive the
appropriate interventions, early assessment also plays an important role in improving recruitment
for Alzheimer’s clinical research. The majority of interventional studies seek participants with
prodromal or early Alzheimer’s – overall, at least 70,000 volunteers are needed to participate in
more than 150 active clinical trials and studies designed to better understand, diagnose, treat, and
prevent Alzheimer's disease. Awareness of, and opportunities to participate in, clinical studies
is particularly important for patients facing an early assessment of cognitive impairment and/or a
diagnosis of Alzheimer’s disease or related dementias – both because it may be present the best
chance for improved outcomes, and because (from a societal perspective) it advances progress
toward a cure. Deciding to participate in a clinical study can be empowering for patients, and
reinforce a sense of hope and purpose. Without meaningful cognitive impairment detection to
enable early diagnosis, individuals with cognitive impairment more often than not lose the
opportunity to make that decision.
As noted previously, only about half of individuals who would meet the diagnostic criteria for
Alzheimer’s and other dementias are actually diagnosed with dementia by a physician. The
Medicare annual wellness visit (AWV) provides one of many opportunities for clinicians and
patients to assess and, as appropriate, mitigate risk factors for Alzheimer’s and related dementias,
assess cognitive function and whether any impairment exists and/or has progressed, and discuss
appropriate interventions.
UsA2 is concerned that CMS’ directive to clinicians that they detect cognitive impairment at the
initial, and each subsequent, annual wellness visit is less likely to result in improved diagnosis or
patient outcomes when performed through clinician observation rather than a standardized
assessment. Clearly, it will be difficult for clinicians to accurately compare their observations
from year to year to detect changes that might be indicative of dementia. This important
component of the AWV is unlikely to have clinical value absent a standardized assessment
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recorded in the electronic health record, and a discussion with the patient about the results to
facilitate accurate assessment of impairment and potential progression year-over-year.
Similarly, cognitive impairment detection is the only aspect of the AWV that is not fully
reinforced with clinicians through MIPS quality measures. The existing dementia-related quality
measures apply solely to patients who have already been diagnosed with dementia, and do not
reflect overall incorporation of the required cognitive impairment component in the AWV.
We urge CMMI to work across CMS functions to harmonize its treatment of the cognitive
impairment detection component of the AWV with the other required assessment components by
advancing the use of a standardized instrument, documentation of the result in the electronic
medical record, and quality measures to reinforce the importance of cognitive impairment
detection (and follow-up) during the AWV as well as in other patient encounters. Developing
these as clinical practice improvement activities might enable primary care clinicians to enhance
their MIPS performance by, for example, having patients use in-office tablets or other tools and
protocols to complete cognitive impairment assessments. From a societal perspective, each day,
month, or year in which clinical research is impeded due to inability to identify potential
participants brings us a day, month, or year further from a cure than we need to be.
Over the past several years, there has also been increasing consensus in the scientific community
that early detection of Alzheimer’s disease is critical to ensure patients and families have timely
access to education, support, medications to address symptoms, and research opportunities. For
patients with an Alzheimer’s diagnosis, beginning treatment early in the disease process may
help preserve daily functioning longer, even if the underlying disease process cannot be stopped
or reversed with current treatment options. In addition, early detection allows those afflicted to
actively take part in their care plan, especially with respect to end of life care. Cognitive
impairment detection is, therefore, the first step in combatting Alzheimer’s, and is essential to
promoting early intervention for those with the disease.
The NIH Office on Aging, at the request of CMS, identified six cognitive impairment detection
tools as meeting its criteria – less than 5 minutes for completion, and scientifically validated. We
ask that CMMI, as part of its initiatives on Alzheimer’s, work within the Agency generally to
replace the AWV cognitive impairment detection “clinician observation” methodology with use
of a validated tool.

UsA2 urges CMMI to incorporate a clear and explicit focus on improved patient outcomes in
choosing models for Phase I testing;
Responds to RFI Question:
(1) Do you have comments on the guiding principles or focus areas?
UsA2 notes that Section 1115A of the Social Security Act provides:
(2)(A) The Secretary shall select models to be tested from models where the
Secretary determines that there is evidence that the model addresses a defined
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population for which there are deficits in care leading to poor clinical outcomes or
potentially avoidable expenditures.
The focus and priorities CMMI has identified reflect a primary concern with cost reduction.
UsA2 does not contend that reigning in costs is an inappropriate goal. We are, however,
concerned that CMMI models, by statute, should be designed with the dual goals of improved
outcomes and reduced costs. Where, as with Alzheimer’s patients, a “defined population” has
care deficits leading to poor outcomes, we believe that CMMI activities must be aligned toward
improving care and patient-centered outcomes as a priority. We urge CMMI to revise its guiding
principles to incorporate attention to improving patient-centered outcomes, both in selecting
Models for testing, and in their evaluation.
UsA2 encourages CMMI to assess costs of a comprehensive PACE-like Alzheimer’s model
with a horizon view and in a manner that considers the potential for public-private
partnerships with stakeholders such as clinical trial and research sponsors.
CMS, through its administration of the Medicare and Medicaid programs, is uniquely positioned
to facilitate change and progress by aligning care delivery innovation with the public health
imperative of addressing Alzheimer’s care and research goals. We urge CMMI to approach its
“cost” analysis on Alzheimer’s and related dementias (Alzheimer’s) with the horizon lens that
facilitated testing and expansion of the Diabetes Prevention Model, and the realization that
maintaining the status quo will continue the steady march toward Medicare’s financial cliff.
As we consider the personal, financial, and familial toll exacted by Alzheimer’s disease and
dementia, we must recognize that loud and clear signal from US demographics – the worst is yet
to come. UsA2 urges CMS to apply the creativity, flexibility, and innovative spirit to
Alzheimer’s and dementia models that the looming crisis warrants.
Our overarching goal is one that we believe CMMI shares -- to evolve healthcare delivery
innovation toward quality care for patients with Alzheimer’s disease and related dementias that
reduces the burden on caregivers and drives progress toward effective prevention strategies, and
a cure. We believe that the costs of any Model or other intervention must be designed to
enhance research and clinical trial efforts, and juxtaposed against the universally-accepted
estimates of Medicare’s future costs for a growing Alzheimer’s patient population. As we
continue our dialogue with CMMI, we look forward to exploring the potential public-private
partnership opportunities that could enable the Agency to provide better care to beneficiaries
earlier, while supporting research progress, and reducing both short- and long-term costs
associated with Alzheimer’s disease.
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Conclusion
We close by thanking you for providing us with this opportunity to provide our comments on
CMMI’s fundamental shift, and commend the Center for including Alzheimer’s and dementia
within its priorities. We look forward to continuing our work with you toward improved, costeffective Alzheimer’s care.
Sincerely,

George Vradenburg, Chairman and Founder
UsAgainstAlzheimer’s

Thank you for this opportunity to provide input and lift up oral health as part of overall health.
We recommend CMMI test and promote models of care that provide comprehensive, integrated
health care that includes integrated medical, behavioral and oral health services as well as access
to appropriate social supports. For far too long, oral health has been seen as separate from
physical health and not given adequate attention in the development of new payment and
delivery models[1]. However, addressing a person’s oral health needs is essential in ensuring
improved health outcomes and is a necessary component of patient centered care.1 We urge
CMMI to place an emphasis on developing models that focus on treating the whole person and
improving integration of oral health services into all aspects of health care.
Oral health integration requires recognizing that oral health is an integral part of overall health
and wellness. It necessitates that primary care and other medical providers take responsibility for
the oral health of their patients by providing education, and appropriate services and referrals,
and that payment and technology support integration efforts, quality and integration. To that end,
we recommend CMMI promote the following strategies:
• Integrate referral systems, where all providers, including dentists, screen for general health
needs and refer to an appropriate provider, creating no wrong door for entry into the health care
system[2]
• Develop and enable shared electronic health records (EHR) systems that enable both dental
and medical providers to easily view each other’s entries and communicate directly. A recent
study showed that lack of access to integrated information technology is one of the leading
barriers to oral health integration[3]
• Co-locate services, better enabling integrated care delivery. Especially promising are new
models where a dental hygienist, dentist, or dental therapist works in a primary care office or
clinic or a nurse practitioner or physician assistant works in a dental office2
• Embed oral health education in health sciences curricula, to prepare new workforce for
integrated care delivery3
•

Include oral health in new payment and delivery models2

Thank you again for this opportunity to provide input.
Sincerely,
Danyelle Evans, RDH
(on behalf of the)
Utah Dental Hygienists' Association
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The Virginia Oral Health Coalition is an alliance of over 150 partners who strive to ensure all
Virginians can access affordable, comprehensive health care that includes oral health. On
behalf of our partners, board and staff, I submit the following recommendations to the Center
for Medicare & Medicaid Innovation (CMMI) to test and promote models of care that provide
comprehensive, integrated health care that includes integrated medical, behavioral and oral
health services as well as access to appropriate social supports.
For far too long, oral health has been seen as separate from physical health and not given
adequate attention in the development of new payment and delivery models; however,
addressing a person’s oral health needs is a necessary component of patient centered care
and a way to ensure improved health outcomes.1 I urge CMMI to place an emphasis on
developing models that focus on treating the whole person and improving integration of oral
health services into all aspects of health care.
Oral health integration requires recognizing that oral health is an integral part of overall
health and wellness; integration necessitates that primary care and other medical providers
take responsibility for their patients’ oral health by providing education, appropriate services
and referrals, and ensuring payment and technology support collaborative care efforts, quality
and integration.
To that end, I recommend CMMI promote the following strategies:
 Integrated Referral Systems: Integrate referral systems where all providers, including
dentists, screen for general health needs and refer to an appropriate provider,
creating no wrong door for entry into the health care system.1
 Shared EHRs: Develop and enable shared electronic health records (EHR) systems that
help both dental and medical providers easily view each other’s entries and
communicate directly. A recent study showed that lack of access to integrated
information technology is one of the leading barriers to oral health integration.2
 Co-located Services: Co-locate services, better enabling integrated care delivery.
Especially promising new models include a dental hygienist, dentist or dental therapist
working in a primary care office or clinic or a nurse practitioner or physician assistant
working in a dental office.2
 Embedded Oral Health Education: Embed oral health education in health sciences
curricula, to prepare new workforce for integrated care delivery.3
 Payment & Delivery Models: Include oral health in new payment and delivery
models.2

1

Chazin, S., & Crawford, M. Oral Health Integration in Statewide Delivery System and Payment Reform.
Washington, DC: Center for Health Care Strategies, 2016.
2
Hostetter, M., & Klein, S. In Focus: Integration Oral Health into Primary Care. Washington, DC: The
Commonwealth Fund, 2015.
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Traditional Medicare Program Demonstration: Centers for Medicare & Medicaid
Services (CMS) or CMMI conduct a geographically-based demonstration project to
study the impact of providing a dental benefit in traditional Medicare. The
demonstration would evaluate health outcomes of such coverage on a broad array of
Medicare patients. This would allow a comparison of the impact on costs and health
care compared with the control group of the large majority of Medicare beneficiaries
who are in traditional Medicare and do not have such coverage.
Expansion of MCBS-based Research: Given the availability of detailed coverage and
expenditure data in the Medicare Current Beneficiary Survey (MCBS), CMS should
expand its research linking those data with other MCBS information and beneficiary
claims data to provide better estimates of the prevalence of medical conditions for
which outcomes might be improved with access to better dental care.
Disparities Research: Given the high prevalence among minority beneficiaries of
chronic illnesses for which untreated dental disease is an additional risk factor, and
the additional problems of access to dental care in minority communities, CMS should
analyze existing data sources to identify specific communities in which improved
access to medically necessary dental care might have an especially large effect.
Joint Registry Development with FDA on Immunosuppressive Drugs: Given the
growing importance of immunosuppressive drugs in the treatment of cancer, severe
rheumatoid arthritis, and other conditions especially prevalent among Medicare
beneficiaries, and the high risks for patients with untreated dental disease in taking
such medication, CMS should work with the FDA and drug manufacturers on creating
registries of clinical and health services data for patients prescribed such medications.
Coverage Determinations: CMS should convene a work group to immediately explore
options for expanding Medicare coverage of medically necessary oral health services
under existing legal authorities, including through a National Coverage Determination.
The workgroup could also draw on the research currently underway to develop more
systematic clinically-based definitions of “medically necessary oral health care.” The
work group could begin by considering the life-threatening dangers faced by
beneficiaries requiring resolution of serious dental issues prior to or after solid organ
and stem cell transplants, head and neck cancer treatment, and other major medical
procedures.

I appreciate the opportunity to provide comment on this issue. Please feel free to contact
me directly about these comments.
Sincerely,

www.vaoralhealth.org
info@vaoralhealth.org

Sarah Bedard Holland
Executive Director

Visiting Nurse Service of New York
1250 Broadway
New York, NY 10001
www.vnsny.org

November 20, 2017
Ms. Seema Verma, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
P.O. Box 8010
Baltimore, MD 21244-1850
RE: Request for Information – Innovation Center New Direction
Dear Administrator Verma:
Thank you for the opportunity to respond to the Centers for Medicare & Medicaid
Services (CMS) Request for Information on the Innovation Center’s new direction to
promote patient-centered care and test market-driven reforms that drive quality, reduce
costs, and improve outcomes.
Providing high quality, cost-effective care to more than 140,000 individuals in New York
State each year, Visiting Nurse Service of New York (VNSNY) is the largest and one of the
oldest not-for-profit home and community-based healthcare providers in the U.S. VNSNY
meets the clinical and social needs of patients through a wide-range of programs,
including: skilled in-home nursing and rehabilitation, hospice and palliative care,
community mental health, children and family services, and community outreach. VNSNY
CHOICE Health Plans (CHOICE) offers several stand-alone and integrated Medicare and
Medicaid plans1 that further our mission of care and compassion for the chronically ill and
the elderly. We recognize and support CMS’ goals to bring greater value to healthcare and
are actively engaged in a number of care innovations and value-based initiatives:
 We have participated in CMS’ Bundled Payment for Care Improvement Model 3
(BPCI3) bundle for Congestive Heart Failure (CHF) since 2014, and Acute
Myocardial Infarction (AMI) since 2015.
 We were moved to BPCI3 Single Awardee status in 2017.
 We are the preferred agency for three hospitals participating in BPCI Model 2
bundles.
 More than one-third of our Medicare Advantage revenue is in case-rate episodes
with risk-based payments based on quality outcomes.
 We are the largest Medicare-Medicaid Plan (MMP) in New York State’s Fully
Integrated Duals Advantage (FIDA) demonstration as part of CMS’ Financial
Alignment Initiative.
1

CHOICE health plans include: Medicare, Medicare Advantage, Dual Eligible Special Needs Plan (DSNP), Fully Integrated D-SNP (FIDE SNP), Fully Integrated Duals Advantage Medicare-Medicaid Plan,
and Medicaid HIV SNP.
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Strategic Alignment with the Innovation Center’s Guiding Principles
A well-coordinated care management system requires more effective relationships among payers and
providers, particularly through contracts with health plans and at-risk providers to manage risk in the
home and community. In New York State, stakeholders are forming value-based care management
partnerships that could inform the development of future models. VNSNY believes that successful
partnerships based on quality, outcomes, and costs will promote market competition and choice for
beneficiaries, and their families and caregivers.
In alignment with the Innovation Center’s guiding principles, we propose that the Innovation Center
consider models within the following areas:
1) Enhancing in-home based care management;
2) Improving access to hospice and palliative care; and
3) Integrating Medicare and Medicaid for beneficiaries, providers, and payers.
Principles for Integrating Home-Based Care
The Innovation Center should also adopt the following principles in all relevant models, which we believe
are wholly aligned with and supportive of the Innovation Center’s guiding principles:
 Ensure access to home-based care in all value-based purchasing (VBP) models. The Innovation
Center should design all models so that patients who need care in a home-based setting are able
to access it, regardless of where they live or the complexity of their condition. Home health care
agencies are participating in and leading some current innovation models, and should be
integrated in all models. They should have the flexibility to design benefits as needed for their
patients and should be incentivized to actively pursue and coordinate care transitions across
settings.
 Integrate home and community-based hospice and palliative care in VBP models. With spending
in the last year of a beneficiary’s life accounting for 25% of total Medicare spending,2 hospice and
palliative care are valuable services to leverage. To provide greater patient choice and to rein-in
spending, hospice and palliative care should be fully integrated, and their use incentivized, in
existing and new models.
 Integrate in-home behavioral health care in VBP models. While there have been important
efforts to integrate behavioral and physical health, there has been less focus on behavioral health
delivery in the home. With our aging population increasingly suffering from behavioral health
disorders, including substance abuse, Alzheimer’s disease, and related dementias (often cooccurring with serious physical conditions), it is imperative that the Innovation Center integrate
behavioral health into new models focused on delivery in the home.
 Enable more effective coordination of Medicare and Medicaid. The over 11.4 million dual-eligible
beneficiaries (eligible for both Medicare and Medicaid) across the country often have complex
health, social, and long-term care needs. Dual-eligible beneficiaries represent 20% of total
Medicare enrollment and 14% of Medicaid enrollment, but account for roughly one-third of
2

Kaiser Family Foundation. Medicare Spending at the End of Life: A Snapshot of Beneficiaries Who Died in 2014 and
the Cost of Their Care. https://www.kff.org/medicare/issue-brief/medicare-spending-at-the-end-of-life/ (accessed
November 20, 2017).
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Medicare and Medicaid expenditures.3 We urge CMS to identify improved ways to better
integrate Medicare and Medicaid to improve care and lower costs.
 Do not impose cuts to home-based care through new models. New models should not be used to
impose additional cuts on home health agencies or hospice and palliative care providers. Home
health agencies have endured years of rebasing and reductions in payment despite the clear need
for a sustainable home health care sector. Hospice and palliative care providers are providing a
promising benefit that must be given time and resources to develop. New models should provide
strong financial incentives for home health and hospice agency participation, and encourage
investment in new technologies to improve access to care, care coordination, patient support and
real-time monitoring.
 Prioritize and risk-adjust for high-need, high-cost patients. CMS’ reimbursement and quality
scoring methodologies should consider the needs of patients with multiple chronic conditions and
behavioral health issues, as well as the impact of social determinants of health. Without
appropriate risk-adjustment, continued adverse selection that benefits home health agencies
serving lower acuity patients creates payment system distortions that make serving vulnerable
patients financially unsustainable.
 Streamline regulations. The Innovation Center should evaluate the impact of highly complex,
duplicative and burdensome regulations that limit access to home care and hospice, and access to
truly integrated Medicare and Medicaid for dual eligible beneficiaries.
Within each of these areas, there are opportunities to promote market competition, reduce burdensome
regulations, support informed decision-making, focus on patient-centered care, and leverage data to
improve outcomes. We would expect these models to be transparent, voluntary, small scale, and
supported by appropriate payment incentives and timely information exchange, until they meet the
requirements for expansion under Section 1115A of the Affordable Care Act.

Model Considerations

1. Enhancing In-Home Based Care Management
As our population ages and develops more complex health conditions, home and community-based care
will become even more essential to keep patients healthy and reduce the overall costs of care. Post-acute
care has lagged behind the rest of the healthcare system with regards to VBP arrangements and the care
innovations it can foster. VNSNY, like several other organizations across the country, is exploring
innovative approaches, technology, and payment models to deliver more efficient and effective homebased care management. However, we face challenges that must be addressed so providers can more
effectively deploy patient-centered care, test market-driven reforms, and ultimately improve quality and
outcomes while reducing costs.

3

Centers for Medicare & Medicaid Services. Medicare-Medicaid Coordination Office Statistical & Analytic Reports.
https://www.cms.gov/Medicare-Medicaid-Coordination/Medicare-and-Medicaid-Coordination/Medicare-MedicaidCoordination-Office/Analytics.html (accessed November 20, 2017).
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Current Challenges








Ineffective payment systems. The current payment model for in-home based care is designed to
incentivize service utilization. Even the Home Health Grouping Model (HHGM), though it makes
important improvement to case-mix adjustments, is administratively burdensome and hinders
opportunities for provider collaboration and use of innovative technology. Additionally, the 30-day
payment period in HHGM moves in the opposite direction of risk-based arrangements like BPCI
which provide 90-day bundles.
Hospital-centric payment models. Innovation models to date have not fully recognized the need
to manage care in the home. Many of these models put the facility at the center of the system,
diminishing the value of home-based care to prevent potentially avoidable hospitalizations (PAH)
from occurring in the first place. While the rate of PAH has steadily fallen, from 1,604 per 100,000
in 2005 to 1,236 in 2013,4 there is still significant room for improvement.
Barriers to in-home telehealth and other technologies. Telehealth restrictions do not recognize
the home as a site eligible for reimbursement, and standard Medicare payment models do not
reimburse for telehealth or other important in-home technologies. This severely limits access to
care by home health, hospice and palliative care providers. Certified home health and hospice
agencies should be included in the definition of eligible telehealth providers. Further, the Nominal
Gift Rule is a major hindrance to providing patients with the technology necessary to manage care
effectively. Often, home health agencies deploy certain care management technology (i.e. tablets,
wearables, and webcams) at their own cost. While these items may be collected, it is often more
efficient for them to remain with the patient. However, this would violate the nominal gift rule.
Other regulatory barriers:
o The “face-to-face encounter” requirement, which often leads to inappropriate denials of
care and time-intensive appeals, costs patients and providers significant amounts of time
and money.
o The prohibition on any provider other than a physician from ordering home care fails to
recognize changes in medical practice that expand the clinical roles of nurse practitioners,
clinical nurse specialists, certified nurse midwives, and physician assistants.
o The homebound requirement prevents certain patients with severe mobility limitations
from receiving the home health benefit under Medicare, due to the technical definition of
“homebound”.

Model Ideas
In-Home Care Management for High-Risk Patients
In-home care management that connects a home health agency to a patient’s primary care provider has
the potential to dramatically improve health and reduce hospital admissions. Medicare pays for home care
4

Agency for Healthcare Research and Quality. Chartbook on Care Coordination.
https://www.ahrq.gov/research/findings/nhqrdr/chartbooks/carecoordination/measure3.html (accessed November
20, 2017).
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episodes of care or for bundles after a discharge, and pays for 20 minutes per month of chronic care
management services (with a patient co-pay). However, Medicare does not pay for continuous in-home
care management for patients with chronic diseases and/or mental illness. As increasing numbers of
Medicare enrollees present with multiple chronic conditions and mental illness, managing conditions in
the home will be essential to reducing the enormous costs and complications associated with
hospitalizations.
The Innovation Center should undertake a demonstration that provides in-home care management to
Medicare patients with at least two serious chronic conditions and/or diagnosed mental illness, who are at
a high risk of hospitalization without active care management. As part of this model, the Innovation Center
should test in-home behavioral health outreach and interventions that provide assessment, in-home
counseling, psychiatric consultation, case management, and linkage to community resources.
Under such a demonstration, community-based home healthcare providers with demonstrated care
management capabilities would be accountable for the total cost of care. These “In-Home Care
Management Entities” would contract with and coordinate care with the patient’s primary care provider,
behavioral health providers and specialists. They would be responsible for all costs related to the patient’s
conditions, including hospitalizations. All program rule waivers (three-day hospital stay, telehealth, and
post-discharge home visit) should be allowed.
Build on Bundled Payments for Care Improvement Model 3
Much like the two physician tracks under MACRA (MIPS and APMs), there should be two tracks in postacute care. CMS should attach financial rewards and penalties to the standard home health prospective
payment system (PPS) model (Home Health or Post-Acute Care Value-Based Purchasing), and should
incentivize the meaningful use of telehealth and other innovations. But more importantly, CMS should
build upon and streamline the advances made under BPCI3. CMS should test total post-acute care
bundles that have all the benefits of BPCI3, while removing the hindrances identified by participants in the
model.
BPCI3 has enabled home health agencies to undertake important interventions that are not incentivized
under PPS. These include leveraging telehealth and remote patient monitoring; engaging health coaches
and nutritionists; facilitating and following-up after primary care or other clinical appointments; and
following-up after the home health agency has discharged the patient. By allowing post-acute care
providers to engage in gainsharing, BPCI3 has enabled and incentivized these providers to develop
productive relationships with hospitals, primary care providers, group practices, community-based
providers, and other organizations critical to an integrated care approach.
One of the most significant challenges for BPCI3 is that the Medicare Severity Diagnosis Related Group
(MS-DRG) often is not known at the time of a post-acute admission; when it is, it is subject to revision as a
result of a final claim submission by the inpatient facility. Such revision may occur even after the BPCI3
episode has been completed. We propose that CMS provide post-acute providers real-time access to the
claims CMS has received. As an additional challenge, CMS may give an episode to a BPCI Model 2
5
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participant even if an episode was in progress with a Model 3 participant. This has the effect of prioritizing
hospitals and undermining home health agencies.
We urge the Innovation Center to continue BPCI3 after it expires in September 2018, including all program
rule waivers (i.e. three-day hospital stay, telehealth, post-discharge home visit). Results have been
promising, but inconclusive – primarily because of the short duration most home health agencies have
been in BPCI3. We believe that BPCI3, if continued, has a strong likelihood to reduce post-acute care
utilization and cost, and strengthen collaborations between acute care and post-acute care providers.

2. Improving Access to Hospice and Palliative Care
As beneficiaries’ care needs progress over time, hospice and palliative care services remain an important
benefit across the care continuum. However, fewer than half of eligible Medicare beneficiaries elect to use
hospice. We recommend models that focus on enhancing hospice and palliative care to ensure that
appropriate incentives and flexibility are available for beneficiaries to make informed end-of-life care goals
and decisions.
Current Challenges




Prohibition on receiving curative care. To obtain hospice services, Medicare beneficiaries must
forego curative care. This prevents beneficiaries from receiving the coordinated, comprehensive
supportive care services provided by a hospice while a disease progresses.
Delays in accessing hospice. Thirty five percent of hospice patients die within seven days of
electing hospice, a clear indication that patients are not receiving the full benefits of hospice and
palliative care. Because physicians must diagnose six months or less of life expectancy for
beneficiaries to obtain hospice services, there often are delays in accessing hospice services,
including counseling, symptom relief, and psychosocial supports.5 Further, persistent social and
cultural barriers prevent beneficiaries from lower socioeconomic and ethnically diverse
populations from accessing the hospice benefit.6

5

Agency for Healthcare Research and Quality. Chartbook on Person- and Family-Centered Care.
http://www.ahrq.gov/research/findings/nhqrdr/chartbooks/personcentered/measures5.html (accessed November
20, 2017).
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J Clin Oncol. 2017 Jun 1;35(16):1829-1835. doi: 10.1200/JCO.2016.70.2894. Epub 2017 Apr 7. End-of-Life Racial and
Ethnic Disparities Among Patients With Ovarian Cancer. Taylor JS1, Rajan SS1, Zhang N1, Meyer LA1, Ramondetta
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Gerontologist. 2011 Apr;51(2):251-60. doi: 10.1093/geront/gnq093. Epub 2010 Nov 12. Hospice use among urban
Black and White U.S. nursing home decedents in 2006. Lepore MJ1, Miller SC, Gozalo P.
J Community Health. 2014 Oct;39(5):1012-9. doi: 10.1007/s10900-014-9850-x. Disparities in end of life care for
elderly lung cancer patients. Nayar P1, Qiu F, Watanabe-Galloway S, Boilesen E, Wang H, Lander L, Islam M.

6

Christopher T. Olivia, M.D.







Medicare coverage restrictions on palliative care delivery. While Medicare pays physicians, nurse
practitioners, and physician assistants for some advanced care planning conversations, the
Medicare restrictions on who provides palliative care severely limit patient choice and access.
Prohibition on physician assistants serving as attending physicians for the purposes of hospice
care. This restriction fails to recognize the changing practice of health care delivery where
physicians are managing practices and physician assistants are providing the majority of patient
care.
Prohibition on federally qualified health centers (FQHCs) and rural health centers (RHCs) from
billing Medicare for hospice services. The exclusion of the hospice benefit from the all-inclusive
Medicare payment for FQHCs and RHCs prevents FQHC and RHC physicians from serving as
hospice-attending physicians, hindering hospice access to thousands of low-income patients.

Model Ideas
Enhanced Medicare Care Choices Model
CMS should continue the Medicare Care Choices Model (MCCM) to test access to services and ensure a
person-centered approach to deciding between curative treatment and hospice care when faced with life
limiting illness. The model evaluates whether providing hospice-like support services can improve the
quality of life and care received by Medicare beneficiaries, increase patient satisfaction, and reduce
Medicare expenditures. In an enhanced MCCM, CMS could also test the effect of increasing flexibility
around the requirement for physician certification of six months or less of life expectancy for beneficiaries
to obtain hospice services, or payment incentives for timely access to hospice services. CMS could
compare healthcare service utilization, quality of life performance, and total cost of care for patients in
the final year of life based on length of stay in hospice (i.e. 1 year, 6 months, 3 months, 1 month, 7 days).
Advanced Illness Care and Management Model
CMS should test or implement key provisions in the Patient Choice and Quality Care Act (S.1334),
including:
 An advanced illness care and management Medicare model, which would test new ways to enable
individuals to engage in interdisciplinary team-based planning to meet the physical, medical,
psychosocial, emotional, and spiritual needs of the patient and caregivers;
 Public education of advance care planning, through faith- and community-based organizations to
raise public awareness of advance-care planning and serious, chronic progressive, or advanced
illness care;
 Enabling trained clinical social workers to provide advance-care planning services that are
currently only allowed by physicians;
 Coordinate and align quality measures, for advanced illness, palliative, and end-of-life care across
care settings and programs;
 Improve portability of advance directives by requiring providers to follow individuals’ preferences,
regardless of the state or site of care; and
 Establish an Advance-Care Planning Advisory Council to advise the Health and Human Services
Secretary on advanced illness and end-of-life issues.
7
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3. Integrating Medicare and Medicaid for Beneficiaries, Providers, and Payers
We recommend building upon CMS’ Financial Alignment Initiative by identifying improved ways to better
integrate Medicare and Medicaid to improve care and lower costs. The current Financial Alignment
Initiative begins to address some of these misalignments, but additional challenges have limited the
success of individual state financial alignment demonstrations. In New York State, though the benefit
packages are robust for dual eligible enrollees, most members and providers have resisted the model, and
plans have suffered financially. New York State is currently engaging in discussion with stakeholders to
redesign the future of integrated care, and we urge CMS to continue offering states, health plans, and
providers pathways to test Medicare-Medicaid integration models.
Current Challenges




Limited VBP potential in current models. Integrated care models, such as financial alignment
demonstrations and Fully Integrated Dual Eligible Special Needs Plans (FIDE SNPs), seek to deliver
high-quality, coordinated care in an interdisciplinary approach across the care continuum.
However, these models are still challenged in their ability to incentivize providers to take on risk
and care management responsibilities.
Administrative misalignments across Medicare and Medicaid. Both the Medicare and Medicaid
programs require administrative processes that exist separately for beneficiaries, plans, and
providers, despite current efforts to integrate. For example, overlapping requirements in
Medicare and Medicaid quality reporting and performance improvement requirements can cause
additional burden and costs.

Model Ideas
Plan-Provider Partnerships Focused on Risk-Sharing and Care Management
One model to address the above challenges could involve Medicaid Managed Long-Term Services and
Supports (MLTSS) plan contracts with Medicare accountable care organizations (ACOs), independent
practice associations (IPAs), or care management organizations that have a more direct relationship with
providers. These arrangements would necessitate robust data sharing across Medicare and Medicaid –
with two-way exchange from the plan to the providers – and allow well-equipped provider organizations
to take on financial accountability for their patients as they assume care management functions from the
health plan. As the care management function is passed through to these entities, enhanced payments
will be required to support the greater intensity of care management needed to serve high-need dual
eligible enrollees. Such a model would encourage MLTSS plans to take on two-sided risk with ACOs, IPAs,
and other entities responsible for managing the total cost of care for large dual eligible populations. Under
such arrangements, MLTSS plans would manage care in the home and share in the savings generated by
helping the Medicare entities lower overall utilization and PAHs.
Administrative Alignment Demonstrations
CMS should test models that allow states to have administrative flexibility in how they coordinate
Medicaid and Medicare, such as the Minnesota Senior Health Options (MSHO). Though Minnesota’s
8
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program was built from the state’s longstanding D-SNP, the administrative alignment demonstration
allowed the testing of administrative efficiencies for plans and government agencies that serve MSHO
enrollees. For example, through an administrative alignment demonstration, CMS approved the addition
of Medicaid care coordination questions for the Medicare CAHPS survey for all MSHO plans, allowing a
single satisfaction survey to be sent to beneficiaries. This process and other approaches to avoid
unnecessary duplication of federal-state monitoring and quality oversight create efficiencies within the
integrated model.7
Conclusion
The inability to effectively care for our growing frail and elderly population is one of the most pressing
risks to our nation’s health and economy. The Innovation Center’s new direction has an opportunity to
test promising home- and community-based models that can fundamentally shift healthcare delivery from
high-cost institutions to the homes and communities in which people live. We hope you will consider our
ideas, and we look forward to working with you on the future direction of the Innovation Center.
Sincerely,

Christopher T. Olivia, M.D.
President & Chief Executive Officer

7

Howard, J. and J. Baron. Office of the Assistant Secretary for Planning and Evaluation. Advancing Integrated Care:
Lessons From Minnesota. December 5, 2016. https://aspe.hhs.gov/basic-report/advancing-integrated-care-lessonsminnesota (accessed November 20, 2017).
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799 9th Street NW
Suite 210
Washington, DC 20001

T (202) 354-2600
vizientinc.com

November 20, 2017
Submitted via E-Mail: CMMI_NewDirection@cms.hhs.gov
Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue SW, Room 445-G
Washington, DC 20201
Re: Centers for Medicare & Medicaid Services – Innovation Center New Direction

Dear Administrator Verma:
Vizient, Inc., respectfully submits our comments on the Centers for Medicare and Medicaid
Services’ (CMS) informal Request for Information (RFI) regarding the CMS Innovation Center
(Innovation Center) seeking feedback on a new direction to promote patient-centered care and
test market-driven reforms that empower beneficiaries as consumers, provide price
transparency, and increase choices and competition to drive quality, reduce costs, and improve
outcomes.
Background
Vizient, Inc., is the largest member-driven health care performance improvement company in
the country. At Vizient, our purpose is to ensure our members deliver exceptional, cost-effective
care. Vizient is member-driven and member-minded, working tirelessly to amplify every
organization’s impact by optimizing every interaction along the continuum of care.
Vizient provides innovative data-driven solutions, expertise and collaborative opportunities that
lead to improved patient outcomes and lower costs. Vizient serves a diverse membership and
customer base including academic medical centers, pediatric facilities, community hospitals,
integrated health delivery networks and non-acute health care providers. Vizient is
headquartered in Irving, TX with locations in Chicago, Washington, D.C., and other cities across
the country.
We thank you for the opportunity to share our input on the ideas included in the RFI, as well as
on additional ideas and concepts on the future direction of the Innovation Center.
Recommendations
Vizient supports the agency’s overall goal of an affordable, accessible healthcare system that
puts patients first, and strongly agrees that improving quality and reducing costs are critical to a
successful outcome. Furthermore, we agree with CMS that existing partnerships with providers,
clinicians, states, payers and stakeholders have generated important value and lessons, and
support the agency’s approach to set a new direction for the Innovation Center. We are
encouraged that CMS plans to take a measured approach to the design of future models and
initiatives. Additionally, Vizient appreciates that CMS will carefully evaluate how models

developed remain consistent with the new direction and can complement what the agency is
learning from existing initiatives.
Guiding Principles Considerations
The new direction of CMS’s Innovation Center will evaluate and approach the design of future
models and initiatives through guiding principles, including choice and competition in the
market, provider choice and incentives, and patient-centered care. Vizient believes that these
particular guiding principles are complementary to our company’s mission and purpose and are
thoroughly supported by our members. Additionally, as the Innovation Center considers
transparent model design and evaluation, Vizient believes that appropriate safeguards should
be implemented to ensure models improve quality or reduce cost in ways that do not hinder
beneficiary access to care. Finally, we strongly encourage the Innovation Center to consider
positive outcomes and patient safety as it considers the guiding principle of patient-centered
care.
Vizient’s mission is to ensure our members deliver exceptional, cost-effective care – and our
purpose is to connect members with the knowledge, solutions and expertise that accelerate
performance. Vizient supports the new guiding principles, and applauds CMS for their thoughtful
approach to ensure models developed with the new directions complement the Innovation
Center’s current and ongoing efforts.
Focus Areas for Potential Models: Structure, Approach, and Design Considerations
Vizient would value opportunities for our members to participate in models that align with both
our and their purpose and broad strategic goals, which encompasses improving patient care
delivery, maximizing performance, improving quality, reducing unnecessary clinical and
operational variation, and reducing costs across the healthcare continuum. We applaud the
agency’s ongoing efforts to seek stakeholder engagement to find ways to streamline and reduce
clinician burden, and to make it easier for clinicians to participate in innovative care delivery and
put their patients first.
1) Expanded Opportunities for Participation in Advanced APMs
Vizient strongly supports expanding opportunities for clinicians to increase their participation in
Advanced Alternative Payment Models (APMs). Vizient is particularly interested in new models
developed by the Innovation Center that account for social risk factors and redesign payment
incentives. For instance, CMS could reward improvement for providers caring for patients with
social risk factors or incentivize providers to achieve health equity. Vizient encourages CMS to
continue developing and expanding the opportunities for providers to qualify as Advanced APM
participants. Vizient and its hospitals strongly support CMS’s push for adoption of APMs, and
are working to help ensure these complex models work for patients.
Through our extensive work with clinicians, we know that as they enter an APM – or any new
model focused on value-based care – additional work is needed to improve performance in
order to aggressively drive cost savings in these programs. A key challenge with any quality
improvement program lies in the ability to consistently and reliably track and collect quality
improvement data over time, given the absence of standard definitions and coding systems
across all programs (e.g., federal, state, and private). Vizient appreciates CMS’s ongoing work
to align and streamline quality measures across pay-for-performance programs for hospitals
and other facilities, but believes that barriers for providers still remain.
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For new value-based care models, Vizient recommends a measure weighting approach that
reflects placing more weight on groups with more currently available data and measure groups
that contain measures that are clinically relevant, especially to the care setting for which the
outcome is attributed. Data that is not contemporary and out-of-date does not accurately reflect
the current performance of providers, and does not provide a reliable, actionable methodology
for providers to improve quality performance.
Vizient urges CMS to provide ongoing and timely performance period data to providers and
clinicians in order for them to efficiently and effectively design strategic care interventions. In
order to track and improve care across the health care continuum – access to current claims
data for the most accurate measures of quality, utilization, and total cost of care is essential.
Furthermore, with additional data available, Vizient can better assist our members in
understanding the methodology and ways to improve patient care. We continue to urge the
agency to engage with stakeholders and ensure that quality measures in performance-based
payment programs are endorsed by a consensus body (e.g., National Quality Forum). Likewise,
we encourage CMS to continue to look for ways to adjust for the risk that some hospitals face
due to the proportion of vulnerable patients that they serve.
As the agency considers the future of episode-based payment programs, we encourage
consideration of additional models that providers may consider participating in on a voluntary
basis. This could include pre-natal and maternity care. Additionally, perioperative medical
homes could serve as a basis to enhance perioperative care in a multitude of surgeries using
the same basic care model. They provide for continuity of care in the pre, intraoperative and
post-discharge settings for surgical patients. This care model would also create efficiency
through coordinated perioperative testing, rehabilitation and medication compliance. However,
the Innovation Center should consider what incentives, if any, may be appropriate to encourage
patients to participate and remain engaged with providers throughout these care episodes.
We cannot emphasize enough that hospitals want and need time to adequately prepare for new
delivery models. After care pathways are redefined and targeted interventions installed, it can
still take many months for them to yield significant improvements in quality and reductions in the
overall cost of care delivery. Vizient members urge CMS to provide hospitals with additional
time before downside risk is implemented in all new models. Vizient members adhere to the
mission of providing high quality health care to everyone they serve, and believe CMS should
adequately and appropriately incentivize providers to participate in new payment models –
especially in urban and rural areas.
2) Consumer-Directed Care & Market-Based Innovation Models
Vizient has extensive history, experience, and insights in this work with our members, both
through federal programs and through Vizient’s internal program offerings to members. As a
result, we have developed a strong and comprehensive foundation to launch future work in
patient safety, technical assistance to clinicians, and improving quality of care transitions for
patients. This patient safety work across the care continuum also encompasses care
coordination, behavioral health, appropriate access, and technology to support the continuum of
care (e.g., telehealth). Vizient is well positioned to examine quality outcomes around safety,
mortality, efficiency, effectiveness, and patient centeredness and to link cost and quality to
determine value.
One way to encourage patients to be more consumer-driven and for care models to be more
consumer-focused is to provide some kind of incentives for patients who choose to participate in
alternative payment models. We encourage the agency to consider further what kinds of
3

incentives may be appropriate in order to garner sufficient participation, treatment adherence,
and positive outcomes.
Vizient provides our members with the insight, scale and subject matter expertise that health
care organizations need to reduce costs and improve quality. We help our members improve by
using comparative analytics and the exchange of best practices to evaluate and improve care
delivery. The Vizient Clinical Data Base (CDB) is the definitive analytic platform for performance
improvement, trusted by 97 percent of academic medical centers, more than 160 community
hospitals and more than 50 health care systems nationwide. For more than 30 years, it has
served as the foundation for our performance improvement efforts. Through Vizient’s trusted
analytics, we provide insight and transparent comparisons so that our members can identify
drivers of performance that ultimately enable hospitals to improve clinical, operational and
financial outcomes. As we move toward an era of personalized care for patients and bringing
the right care to patients, Vizient’s predictive analytics and clinical care modeling provide
opportunities to deliver targeted and cost effective care.
Vizient suggests that CMS provide hospitals with risk-adjusted data, alongside unadjusted data.
In making this data available to providers, interventions can be appropriately – and more
effectively – targeted. Vizient members believe that transparency in risk factors related to the
methodology will be vital in accomplishing both fair performance measurement and equitable
care delivery. However, we discourage the use of unadjusted data in publicly reported and payfor-performance measures.
Person/Patient and Family Engagement (PFE) is a critical factor in the national movement from
volume to value and more personalized care for patients. Vizient has conducted projects that
focus on the structure to support putting patient and family input into practice, building and
improving the process for patient, nurse, and physician communication as well as mechanisms
to support patient directed care. Vizient is well positioned, with our extensive experience,
internal and external collaborations, research, and subject-matter expertise, to integrate PFE
into all the work we do as a driver of improved patient centered care across the healthcare
continuum.
As we move toward personalized care, predictive analytics and clinical care modeling provide
opportunities to deliver targeted and cost effective care. Vizient urges the Innovation Center to
test new models that include predictive models, which can later be generalized for global use.
The methods used to capture and display information to consumers on quality should be timely,
relevant, usable, and understandable to enable consumers to make appropriate decisions.
3) Physician Specialty Models
Current reimbursement models in both fee-for-service and value-based care arrangements
deter specialty physicians from providing the level of care required to manage patients with the
severest diseases. Payment does not reflect the time or intensity of service required to manage
these patients in a continuous and coordinated manner. Current payment structures
disproportionately incentivize physicians to see more healthy patients and fewer complex
patients to maintain productivity and practice revenue. One of the drivers to provide value based
care is a team-based care approach utilizing Advanced Practice Providers (APPs) – including
advanced practice registered nurses and physician assistants. In theory, the physicians in the
practice should see the most complex patients while the other clinicians (APPs) see the less
complex or healthy patients. On average, the complex patients take more time and
communication in their visits. Currently, the evaluation and management (E/M) codes for
treating the most complex patients do not provide the appropriate or adequate payment
adjustment for the time it takes to see and treat these patients. The lack of adequate adjustment
4

for severity in E/M codes creates the perverse incentive for the non-physician to see the most
complex patients in the practice.
Instead, payment should align so that physicians are appropriately incented to take the time and
provide the level of care required to care for all types of patients, while still maintaining practice
revenue. In turn, the practice can make further investments to improve patient care – for
example, investments in health IT to provide for care coordination and case management.
7) Mental and Behavioral Health Models
Patients with the greatest needs are often adversely affected by underlying behavioral health
issues or social factors. Vizient believes that it could be highly beneficial to integrate the work of
community benefit organizations into new models, thus providing clinicians improved insights
into what assistance is available to their patients. An integrated approach would also leverage
the government investments made while reducing costs and improving patient outcomes.
Similarly, it would be beneficial to have more accessible disparities and socio-economic data
available, such as 5 and 9 digit zip codes, to assist in identifying socio-economic disparities (e.g.
average income).
Innovative payment models should be developed that cover services that allow for providers
and delivery systems to provide behavioral health services at scale. Examples include IT
mediated diagnosis and behavior modification services with reduced staff interaction.
Compensation should be provided for case management services that incorporate mental
health services in the process that improve the patient’s mental health status, and in doing so
improves the status of their physical condition as well. Good examples of these programs exist
and have shown benefit; however, payment innovation to encourage participation in more of
these programs is lacking.
Payment for behavioral health services at the attributed population level should be incorporated
into the APM, Medicare Advantage (MA) or fee-for-service (FFS) schedules. These services are
often lacking due to the lower level of FFS reimbursement and lack of adjustment to include
them in per beneficiary, per month or global payments. The benefits outweigh the cost through
lifestyle modification and medication compliance improvements noted with treatment of mental
health conditions.
Finally, our members believe and practice that every patient who seeks care should receive the
same high-quality care. However, it is important to understand the numerous and variable risks
associated with socio-demographic factors that are outside of the control of the clinician or
provider that can effect outcomes. SDS factors in risk adjustment must allow for fair crossprovider comparisons and should not penalize one provider over another – or give the
impression that one clinician provides lower-quality care simply due to their ability and readiness
to treat any patient. We urge CMS to utilize methodology that encourages equitable care
delivery, while also accounting for the disproportionate penalties for safety net clinicians and
academic medical centers.
Conclusion
Vizient appreciates CMS’s request for comments on this Request for Information, and the
opportunity to inform the agency on how future models from the Innovation Center will impact
our members. On behalf of our members, Vizient looks forward to working with CMS and the
Innovation Center to support efforts that lead to affordable and innovative improvements to the
nation’s health care system.
5

Vizient members generally agree that voluntary participation in efforts to further incentivize
higher value care is the best approach. However, Vizient believes that as Medicare programs
increasingly shift to outcome-based performance measures, it is vital that the regulatory
environment become more flexible to allow for participant success. If the agency does not, in
turn, support hospitals by recognizing the significant investments of time, effort and finances
that these models require, realizing success will be increasingly difficult for both our members
and the agency.
Vizient members support the overall goal to improve the quality of care provided to patients
while moving the Medicare system towards payment models that reward quality of care rather
than volume of services. Vizient hopes CMS considers truly positive and meaningful solutions,
and allows for adequate time and opportunity for testing and evaluation of models in the future.
The success of these programs should depend on the quality of care provided and the savings
achieved. We respectfully ask that you consider the indispensable role played by
America’s hospitals and health systems in providing care for the patients and
communities they serve.
Vizient membership includes a wide variety of hospitals ranging from independent, communitybased hospitals to large, integrated health care systems that serve acute and non-acute care
needs. Additionally, many are specialized, including academic medical centers and pediatric
facilities. Individually, our members are integral partners in their local communities, and many
are ranked among the nation’s top health care providers.
In closing, on behalf of Vizient, Inc., I would like to thank CMS for providing us this opportunity
to comment. Please feel free to contact me at (202) 354-2600 or Chelsea Arnone, Director of
Regulatory Affairs and Government Relations, if you have any questions or if Vizient can
provide any assistance as you consider these issues.

Respectfully submitted,

Shoshana Krilow
Vice President of Public Policy and Government Relations
Vizient, Inc.

cc: Amy Bassano, Acting Director, Center for Medicare and Medicaid Innovation (CMMI)
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Comprehensive Primary Care Plus (CPC+) may be a model that can ultimately be built on to
achieve these goals. CPC+ is a model that began implementation this year and VNA Health

Group's Visiting Physician Service is a participant in the model. While the program works well in

many respects thus far, VNA Health Group is concerned that model modifications may be

needed to enable home care medicine to thrive in CPC +. As our Visiting Physician Service gains

experience with CPC+, we hope to provide feedback and recommendations to CMMI on how

CPC+ should be tailored to enable home care physicians to optimally serve Medicare patients in
need of house calls.

*

*

*

VNA Health Group greatly appreciates the opportunity to provide comments on CMMi's new

direction. Should you have any questions regarding any aspect of these comments, please
contact Teresa Lee, VNA Health Group's Chief Government Affairs Officer.

Sincerely,

Steven H. Landers, MD, MPH

President and CEO
VNA Health Group
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November 20, 2017
The Honorable Seema Verma
Administrator
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201
Re: CMS Innovation Center – New Direction – RFI
Dear Administrator Verma:
On behalf of Weight Watchers International (“Weight Watchers”), I am writing to provide
information in response to the Centers for Medicare and Medicaid Services (CMS) Request for
Information on “Innovation Center New Direction” (RFI). We thank CMS for seeking input from
stakeholders on development of innovation and new directions for the Centers for Medicare
and Medicaid Innovation Center (CMMI). Our overarching input to CMS is:
❖ Innovations and pilots must be deployed to address our number one health problem,
obesity, for real transformation of the nation’s health care system into a high value
patient centered system to occur.
❖ Extensive research and clinical work provides the knowledge, expertise, and
scientifically validated tools1,2 that empower people to address our nation’s number
one health problem, obesity. Yet, those evidence based services are often not
covered OR are covered for the least effective and most costly approach to delivery.
❖ Medicare coverage for evidence based therapy for obesity is NOT consumer
accessible, consumer useable, or consumer friendly.

1

Moyer VA on behalf of the U.S. Preventive Services Task Force. Screening for and Management of Obesity in
Adults: U.S. Preventive Services Task Force Recommendation Statement. Ann Intern Med.2012;157:373-378.
2
Jensen MD, Ryan DH, Apovian CM, Ard JD, Comuzzie AG, Donato KA, Hu FB, Hubbard VS, Jakicic JM, Kushner RF,
Loria C, Millen BE, Nonas CA, Pi-Sunyer FX, Stevens J, Stevens VJ, Wadden TA, Wolfe BM, Yanovski SZ. 2013
AHA/ACC/TOS guideline for the management of overweight and obesity in adults: a report of the American College
of Cardiology/American Heart Association Task Force on Practice Guidelines and The Obesity Society. Circulation.
2013;00:000–000.
Weight Watchers International, Inc. 675 Avenue of the Americas, 6th floor, New York, NY 10010
www.weightwatchers.com

❖ The focus areas defined by CMS in the RFI will only lead to transformation if pilots
help patients with obesity by providing evidence based treatment and tools to
address obesity.
❖ Medicare coverage for intensive behavioral therapy for obesity: does the pilot offer
consumer accessible, consumer useable, and consumer friendly?
The Medical condition of obesity is a major impact on health and health costs
From CMS’ Decision Memo for Intensive Behavioral Therapy for Obesity: “Obesity
is directly or indirectly associated with many chronic diseases including
cardiovascular disease, musculoskeletal conditions and diabetes. In older adults,
overweight and obesity were also found to be associated with “new or
progressive ADL [activities of daily living] and IADL [instrumental activities of
daily living] disability in a dose-dependent manner” (Wee 2011).” 3
According to the CDC FastFacts on Obesity and Overweight, more than two out of every three
adults in the U.S. have obesity or overweight and are poised to develop a wide range of weightrelated chronic diseases that disables our population and fuels our nation’s health costs 4,5. The
medical condition obesity and its impact on health threaten our nation’s competitiveness,
national security6, and long-term economic health. The CDC cites research showing:
✓ Direct medical care costs of obesity in the United States to be $147 billion (in 2008
dollars), and
✓ Productivity costs of obesity obesity-related absenteeism to be $3.38 billion ($79 per
individual with obesity) to $6.38 billion ($132 per individual with obesity)
Evidence Based Intensive Behavioral Therapy for Obesity Clearly Improves Health
In the words of CMS’ Coverage and Analysis Group’s review of the clinical literature, published
in the “Decision Memo for Intensive Behavioral Therapy for Obesity”:

3

Centers for Medicare and Medicaid Services, Decision Memo, Intensive Behavioral Therapy for Health Lifestyle
National Coverage Analysis, Administrative File: CAG-00423N, [Section II Background]
4
Centers for Disease Control and Prevention. FastStats: Obesity and Overweight.
https://www.cdc.gov/nchs/fastats/obesity-overweight.htm May 3, 2017. Accessed November 20, 2017.
5
Centers for Disease Control and Prevention. Adult Obesity Causes & Consequences.
https://www.cdc.gov/obesity/adult/causes.html August 29, 2017. Accessed November 20, 2017
6
Mission Readiness, Council for a Strong America, Infographic found at:
https://strongnation.s3.amazonaws.com/documents/267/b705feb9-a7de-401b-b03705299b0d2076.pdf?1493317312&inline;%20filename=%22Military%20Ineligibility%20Factsheet.pdf%22
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“The evidence is adequate to conclude that intensive behavioral therapy for
obesity, defined as a body mass index (BMI) > 30 kg/m2, is reasonable and
necessary for the prevention or early detection of illness or disability and is
appropriate for individuals entitled to benefits under Part A or enrolled under
Part B…”7
The evidence is clear that even small changes, such as a sustained weight loss of even 3%-5%,
reduce the likelihood of weight related health conditions8. And, as the Medicare Diabetes
Prevention Program demonstrated so clearly, access to evidence based tools and treatment for
intensive behavioral therapy for healthy lifestyle does lead to weight loss that prevents and
delays type 2 diabetes AND reduces health costs9. Similar health improvements may be
achieved, and certainly better outcomes may be achieved, with use of evidence proven,
community based intensive behavioral therapy for healthy lifestyle.
Yet, Medicare (and many other coverage programs) Excludes Evidence Based Treatment for
Obesity – community based intensive behavioral therapy for healthy lifestyle:
While we have clinically proven therapies and tools to help people with obesity manage their
weight and achieve improved health, most health programs do not cover some or all of these
therapies. The Medicare program does not cover the most effective, efficient, and consumer
centered first line obesity therapy – community based intensive behavioral therapy for healthy
lifestyle.10 Yet, the clinical evidence base that repeatedly demonstrates efficacy of intensive
behavioral therapy for healthy lifestyle primarily delivers the service through community based
group counseling by trained lay leaders. The following identifies a few, key studies, in
chronological order since publication of the first USPSTF recommendation of intensive
behavioral therapy for obesity:

7

Centers for Medicare and Medicaid Services, Intensive Behavioral Therapy for Healthy Lifestyle National Coverage
Decision, Decision Memo, Administrative File: CAG-00423N
8
Jensen MD, Ryan DH, Apovian CM, Ard JD, Comuzzie AG, Donato KA, Hu FB, Hubbard VS, Jakicic JM, Kushner RF,
Loria C, Millen BE, Nonas CA, Pi-Sunyer FX, Stevens J, Stevens VJ, Wadden TA, Wolfe BM, Yanovski SZ. 2013
AHA/ACC/TOS guideline for the management of overweight and obesity in adults: a report of the American College
of Cardiology/American Heart Association Task Force on Practice Guidelines and The Obesity Society. Circulation.
2013;00:000–000.
9
Centers for Medicare and Medicaid Services, Memo dated 3/14/2016, “Request for Determination of Eligibility for
Expansion of Diabetes Prevention Program (DPP) Health Care Innovation Award (HCIA)—DECISION”, accessed at:
https://innovation.cms.gov/Files/x/mdpp-certification.pdf, November 20, 2017.
10
Medicare covers IBT for obesity in primary care, when primary care is not trained or prepared to deliver
evidence based IBT. See NIH funded research: Pinto AM, Fava JL, Hoffman DA, Wing RR. Combining behavioral
weight loss treatment and a commercial program: a randomized clinical trial. Obesity (Silver Spring).
2013;21(4):673-80
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2003: A multi-center, randomized, parallel-group, 2- year trial found community- based, trained
lay-educator-led intensive behavioral counseling was correlated with both weight loss and
weight-loss maintenance. [Heshka S, Anderson JW, Atkinson RL, et al. Weight loss with self-help
compared with a structured commercial program. JAMA 2003;289:1792-1798.]
2008: The DEPLOY study demonstrated significant reductions in risk factors (i.e. weight loss)
among subjects with pre-diabetes with intensive group behavioral counseling by trained lifestyle
coaches. [Ackerman RT, Finch EA, Brizendine E, Zhou H, Marrero DG.Translating the Diabetes
Prevention Program into the community. The DEPLOY pilot study.Am J Prev Med. 2008;35(4):
357-363.
2010: Increased attendance at weight-loss program meetings facilitated by trained role models
was associated with significant improvement in weight, waist circumference, fasting insulin and
glucose, and HOMA among adults with overweight and obesity. [Melanson KJ,Lowndes J. Type 2
diabetes risk reduction in overweight and obese adults through multidisciplinary group sessions:
effects of meeting attendance. Am J Lifestyle Med. 2010;4(3): 275-281.]
2010: A study evaluating three sources of weight loss treatment found that when given the
choice, patients were most likely to choose the community-based group program led by lay
educators, compared to usual care, or individual telephone counseling. Additionally, patients
who selected the community-based group program were significantly more likely to agree that
their clinician was helpful and that they received the information necessary to make a decision,
compared to those in usual care or telephone counseling. Those in the community-based,
intensive behavioral counseling intervention achieved statistically significant weight loss.
[Wilson DB, Johnson RE, Jones RM, Krist AH, Woolf SH, Flores SK. Patient weight counseling
choices and outcomes following a primary care and community collaborative intervention.
Patient Educ Couns. 2010; 79(3):338-343.]
2010: An observational study found that one-third of those referred to intensive diet
counseling by non-healthcare providers sustained weight loss of 5% of initial body weight for
one year. These results were comparable to other treatment options available through primary
care. [Ahern AL, Olson AD, Aston LM, Jebb SA. Weight Watchers on prescription: an
observational study of weight change among adults referred to Weight Watchers by the NHS.
BMC Public Health. 2011;11:434.]
2011: A randomized clinical trial compared primary care delivery of behavioral weight loss
services versus referral to and delivery by a community based commercial program. The study
found that weight loss for those attending the community based commercial program was
substantially greater than that achieved by standard care. [Jebb SA, Ahern AL, Olson AD, et al.
Primary care referral to a commercial provider for weight loss treatment versus standard care: a
randomised controlled trial. Lancet. 2011378(9801):1485-92.]
2013: A NIH funded three-arm randomized controlled trial evaluating weight loss treatment
through a health care professional behavioral program, a community based commercial
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program, and a combination of both programs found significant and sustained weight loss in
those enrolled in the community based commercial program that was not significantly different
than the weight losses achieved by the professional program . [Pinto AM, Fava JL, Hoffman DA,
Wing RR. Combining behavioral weight loss treatment and a commercial program: a randomized
clinical trial. Obesity (Silver Spring). 2013;21(4):673-80.]

Recommendation: Develop and Launch Pilot(s) on effective and innovative delivery of
intensive behavioral therapy for obesity
Weight Watchers strongly recommends that CMMI to develop and operate multiple pilots to
test and develop effective delivery options for evidence based therapy for obesity with the goal
of preventing or delaying chronic condition development through improved health. The body
of evidence is strong, well developed, and clear. Yet Medicare cannot adopt and follow
evidence and clinical guidelines without conduct of a CMMI conducted pilot. Because of this,
we urge CMS to incorporate and require evidence based obesity treatment as part of many of
its focuses, but also as a separate, stand-alone focus that addresses population and public
health issues that are key to providing consumers with the tools and resources for healthy and
health filled lives.
Our recommendations are based on 5 decades of experience providing multi-component
intensive behavioral counseling for healthy lifestyle to consumers throughout the United States.
We urge CMMI to develop and test pilots from the consumer service point of view, specifically
focused on developing Medicare coverage for intensive behavioral therapy for obesity that
offers consumer accessible, consumer useable, and consumer friendly delivery of evidence
based intensive behavioral therapy for healthy lifestyle to treat obesity.
If you have any questions or need any additional information, please do not hesitate to contact
me.
Sincerely,

Gary Foster, Ph.D.
Chief Scientific Officer
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Michelle Turano
Vice President, Government Affairs and Public Policy

November 20, 2017

Amy Bassano
Deputy Director
Center for Medicare and Medicaid Innovation
Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, Maryland 21244
RE: Request for Comments--Innovation Center New Direction
Dear Ms. Bassano:
WellCare Health Plans (WellCare) is pleased to submit the enclosed comments in response to the
comment opportunity “Innovation Center New Direction”, released on September 20, 2017 by the
Centers for Medicare & Medicaid Services Innovation Center (Innovation Center).
WellCare Health Plans focuses exclusively on providing government-sponsored managed care
services, primarily through Medicaid, Medicare Advantage, and Medicare Prescription Drug Plans,
to approximately 4.3 million families, children, seniors, and individuals with complex medical needs.
WellCare’s vision is to be a leader in government-sponsored healthcare programs in partnership with
our members, providers, and government partners. We have a long-standing commitment to our
federal and state partners to deliver value, access, quality, cost savings, and budget predictability. It
is from this vantage point that we offer these comments.

1. Comments on the Guiding Principles and Focus Areas
As the healthcare industry evolves, many research studies are beginning to critically assess how
social risk factors impact health status. Food insecurity, lack of transportation, lack of community
recreation centers or funds to enroll in a recreation center, or living in a high crime neighborhood are
just a few social risk factors that are correlated to health status. 1 As the Centers for Medicare and
Medicaid Services (CMS) considers new care and payment models, WellCare urges the agency to
adopt integration of social risk factors as a guiding principle to promote models that mitigate the
effects of socio-demographic and socioeconomic status on health status.
CMS lists small scale models as a guiding principle. Though WellCare agrees with small scale
testing, these models must not be so specific and defined so as to hinder broader adoption. CMS
should emphasize replicability and scalability as it relates to small scale innovation models to ensure
that tested models can be adapted to different populations and expanded to greater geographic
areas.
ASPE, “Report to Congress: Social Risk Factors and Performance under Medicare’s Value-Based Purchasing
Programs,” December 2016.
1
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2. Model Designs that the Innovation Center Should Consider: Structure and Potential
Challenges

Expanded Opportunities for Participation in Advanced APMs
Many managed care organizations (MCOs) currently participate in unique advanced alternative
payment models (Advanced APMs) that align with the Innovation Center’s guiding principles.
Current regulations state that providers must meet a certain threshold of patients or percentage of
revenue under a Medicare fee-for-service (FFS) Advanced APM before they can count “other”
Advanced APM arrangements (such as Medicare Advantage and Medicaid Advanced APMs)
towards their APM participation bonuses. WellCare supports CMS’s new initiative to create a
demonstration to allow MA Advanced APM arrangements to count towards a provider’s Advanced
APM bonus. Allowing providers to count their non-Medicare fee-for-service patients towards
Advanced APM bonuses will encourage providers to participate in quality driven models, and
incentivize them to deliver effective, efficient, and quality care to Medicare beneficiaries. The
following outlines WellCare’s experiences with designing and implementing Advanced APM models
for our beneficiaries and providers.
Value-Based Purchasing (VBP) Models
WellCare implemented numerous value-based or alternative payment models for Medicaid
populations across the country, which have proven to be effective in delivering improved access,
quality, and cost outcomes. For example, WellCare’s Harmony Health Plan in Illinois achieved 50%
of Medicaid payments paid through a value-based payment arrangement in 2016.. We align our VBP
models that include surplus or risk sharing with the alternative payment model framework defined by
the Payment Learning and Action Network (HCP-LAN). We deploy a variety of both surplus share
or upside risk models and risk share or downside risk models where the quality incentives can be
either stacked bonus payments or integrated into the actual contract terms. We also deploy
population-based methodologies such as primary care capitation with stacked quality bonus
payments or global capitation and percent of premium arrangements, which by design, incentivize
the provider to manage the health of the entire patient population.
Our existing VBP programs include arrangements with primary care practices and extend across the
provider continuum and risk bearing continuum to global capitation arrangements with large,
integrated practices and health systems. We deploy VBP programs targeted to obstetric physicians
and behavioral health providers as well. For practices contracted to participate in surplus or risk
share APMs, we provide monthly report cards that allow provider groups to see how well they are
performing against their cost and quality targets, and track whether or not they are maintaining a
surplus balance. We also share information on their high cost members to enable more effective
referrals to high value specialists.
Consumer-Directed Care & Market-Based Innovation Models
Consumer-directed care models are integral to healthcare innovation for Medicare and Medicaid.
The decision-making power in the healthcare industry traditionally resides in the hands of providers
and payers. Consumer-directed models that redistribute decision-making power to beneficiaries will
help empower beneficiaries to be active participants in their care.
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CommUnity Impact Model
While beneficiary empowerment is crucial to healthcare innovation, social risk factors such as food
insecurity, low education, and inconsistent income often disenfranchise an individual from his or her
power to make informed health decisions. To address this loss of agency for vulnerable beneficiary
groups, WellCare created the CommUnity Impact model. The goal of the CommUnity Impact model
is to put beneficiaries in contact with community based resources to meet their well-being needs,
which ultimately improves their overall health. Some of these service providers include local
foodbanks, shelters, reduced child care services, and clothing donation services. WellCare typically
pays community service providers for the data collected resulting from our referrals. This data helps
us to better understand how health is improved, and dollars are saved by sending beneficiaries to
community service providers. While these services are not clinical, our CommUnity Impact model
has shown that for our populations receiving social service support, their emergency department
visits decreased by 17%, emergency spending by 26%, inpatient spending by 53%, and outpatient
spending by 23%. Our model has three levels of support that are fundamental to consumer-directed
care:
1.) We put information in the hands of the consumer to take action for his or her own health;
2.) We facilitate access to social services; and
3.) We imbed care management into the entire process.
While we are optimistic about the future of this model, there are constraints in how we can work with
social service providers. To bolster the sustainability of the CommUnity Impact model, we are
assessing different payment methodologies for these social services. We would appreciate the
opportunity to test a social services Current Procedural Terminology (CPT) code to reimburse
community providers for servicing our members and to further capture our time spent managing the
social service engagement. The goal of our model is to empower beneficiaries to improve their
health and wellbeing while redistributing dollars saved on clinical expenses back into the community.
One of the challenges associated with CommUnity Impact model is overburdening social service
providers. Increasing access to social service providers results in an increased workload for them.
Many of these providers are already under-funded and under-staffed. A continuous influx in
workload may not be sustainable for the provider. However, we are optimistic that paying for these
services will help these providers secure more resources to continue to serve community members
that we refer to them.
Beneficiary Contracting with Providers
While WellCare supports consumer-directed care models that empower beneficiaries, we feel that
the Innovation Center’s proposed provider contracting model presented in this request for
information may not work well for certain beneficiary demographics, such as the dual eligible
population. While this type of model may be feasible for a health-literate population, WellCare does
not recommend this type of model for the dual eligible population. Direct contracting between
beneficiaries and providers will require high healthcare literacy and the ability to navigate through
detailed paperwork. Contracting directly with a provider may overwhelm a beneficiary who is less
experienced in utilizing the health care system, and may result in loss of services due to
misunderstandings. However, we would agree that this concept may work well for beneficiaries with
high health literacy who can more easily navigate the healthcare system.
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Bundled Payments
Bundled payment models, particularly those with prospective payments, have seen high returns on
quality. We endorse further exploring bundled payments in innovative payment models for Medicare
and Medicaid beneficiaries, however, we recommend implementing flexibility in payment
reimbursement for these models to account for the varying financial situations of providers. We
recommend flexibility in payment because not all providers will be able to take on retrospective
payments. For example, a major metropolitan hospital with many funding resources may be able to
afford a wait time for retrospective payments, while a smaller rural practice may need immediate
payments to keep the practice open.
Physician Specialty Models
WellCare supports the concept of physician specialty models. Having a cardiologist serve as the
primary care provider for a patient with a heart condition, and an oncologist for a cancer patient may
facilitate care coordination and refocus the primary care needs of chronically ill beneficiaries. We
believe that physician specialty models can leverage the current chronic care special needs plan (CSNP) landscape for care delivery. C-SNPs currently serve select Medicare Advantage beneficiaries
that have a specified severe or disabling chronic condition such as cancer, heart disease, and
chronic obstructive pulmonary disease (COPD). These plans already define beneficiary cohorts that
align with physician specialties. We recommend creating a specialty payment model for the already
existing C-SNPs as opposed to creating an entirely new care model and payment model for specialty
providers. We believe that physician specialty models will reduce care fragmentation and improve
care quality, particularly in cases where the patient is spending the majority of her or his medical
visits with specialists.
While we support the development of physician specialty models utilizing the C-SNP benefit
structure, there are some risks and challenges associated with having a specialist as the primary
care provider. To create a successful payment model for specialty physicians, payers will need to
pull selected beneficiaries out of their primary care provider’s risk group to ensure risk adjustment
accurately reflects the specialty provider’s patient population. Separating these individuals into their
respective risk pools may be administratively burdensome to payers and may also cause confusion
amongst primary care providers that are losing patients.
We also propose leveraging accountable care organizations (ACOs) in physician specialty models
with value-based purchasing. Many healthcare organizations may not be ready to take on bundled
payments on a larger scale. ACOs can act as “general contractors” in the medical industry and
participating ACO providers can be contracted out to take on VBP models that an entire healthcare
organization may not be ready to permanently adopt. For ACO physician specialty systems to be
successful, we propose that CMS give more flexibility to ACOs to produce smaller, more specialized
bundled payments that will fit the ACOs existing patient group. More flexibility in bundle types for
ACOs will allow the ACO to form a specialist team and coordinate services that are more tailored to
the beneficiary’s needs. We also recommend giving ACOs the choice of prospective or retrospective
bundled payments. Some ACOs use retrospective enrollment data while others use a prospective
system to determine their rates. Payment for services should be aligned with how the ACO reports
its patient population.
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One key challenge with physician specialty models is the inevitable disruption of the patient-provider
relationship. Over the past several decades, the healthcare industry has emphasized the importance
of the patient-primary care provider relationship in effort to decrease emergency room visit rates.
Many beneficiaries have established relationships with their primary care providers. While this type
of model will only affect smaller beneficiary populations, beneficiaries may not be willing to participate
due their bond with their current primary care doctor.
Prescription Drug Models
WellCare recommends incorporating quality adjusted life years (QALYs) as a metric for value based
purchasing in prescription drug models. The QALY metric is a function medical treatment and quality
years lived (one QALY is equal to one year in perfect health). 2 Many countries are beginning to
incorporate QALYs into healthcare payments to incentivize high value prescribing and purchasing.
Using a metric such as QALYs also helps establish a methodology for drug pricing and promotes
price transparency. For these reasons, we endorse the use of QALYs as a means to incentivize
value-based purchasing in innovative prescription drug models.
To encourage transparency in model design, WellCare recommends that prescription drug models
use disease-based outcome measures like cholesterol level or A1C tests. Using prescription data
to assess care management only provides a small picture of the patient’s care. If a beneficiary’s
cholesterol is lowering due to diet changes and exercise, but prescription data shows inconsistent
adherence, an evaluation that only examines prescription data will not capture the beneficiary’s
improved health status. Conversely, if a beneficiary regularly fills his or her prescription, but his or
her cholesterol continues to be high, an evaluation that only examines prescription data will show a
false improvement. Medication adherence does not necessarily indicate improved health outcomes,
and the evaluation of prescription drug models must recognize this fact.
Advancing the Use of Genetic Mapping in Polypharmacy Populations
Medicare currently allows for testing of beneficiaries genetic markers to ensure that behavioral health
medications that are prescribed are tailored to the specific make-up of the individual. We encourage
further piloting of this for both Medicare and Medicaid programs for beneficiaries that qualify as high
cost, high need and high pharmacy cost. This could be set up as a cohort based program at the
federal level for Medicare, and in conjunction with willing states for Medicaid beneficiaries. As
technology and health innovation seek to provide effective and efficient health care interventions,
the expansion of this testing would be able to determine the impact of adding this layer of information
to already existing care models. In addition to testing the impact to the care model, this pilot will
provide the opportunity for consumer safeguards regarding testing to be studied from the vantage
point of the consumer and the payer.

NIH, “Problems and Solutions in Calculating quality-adjusted life years (QALYs),” Health Qual Life Outcomes. 2003.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC317370/
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Medicare Advantage Innovation Models
Value-Based Insurance Design Model Testing
The Medicare Advantage Value-Based Insurance Design model or VBID model provides an
opportunity for Medicare Advantage plans to offer supplemental benefits or reduced cost sharing to
beneficiaries with certain chronic conditions. WellCare supports lower copays for individuals with
certain chronic conditions and recommends waiving copays for high value generic drugs. Lowering
and/or waiving cost sharing for beneficiaries will help incentivize beneficiaries to participate in
innovative care models that improve care coordination
Flexibilities for Medicare Advantage
WellCare recommends the following flexibilities be granted to Medicare Advantage (MA) plans to
align with the Innovation Center’s guiding principles. We recommend more flexibility in homeopathic
practices, holistic medical disciplines, and over the counter coverage. We have found that
beneficiaries desire alternative therapies and holistic treatments, but these treatments are not
covered by Medicare and thus are fully out-of-pocket expenses that some beneficiaries may not be
able to cover. As a health plan that strives to put our beneficiaries first, we are always looking for
ways to meet our consumers’ needs and care preferences. Allowing Medicare Advantage plans to
cover a broader range of non-clinical benefits supports the Innovation Center’s guiding principle of
patient-centered care.
We also encourage more flexibility in reimbursement for services that address social determinants
of health. When people are recovering from an illness or surgery, they may need help cleaning,
grocery shopping, and meal prepping. These lifestyle needs have an impact on health status and
recovery. Today, these types of services are not covered by MA or Medicare Part B, yet these
services can yield great benefits for the overall recovery and wellbeing of the beneficiary.
State-Based and Local Innovation Models
Creating successful state-based innovation models first begins with sufficient federal funding. The
Innovation Center often requires interested states to fully or partially fund new models, but many
states experience difficulty with generating enough funds for participation. Post sustainability is also
a common problem for state-based innovation models. If models are only funded for a test period,
states may not have enough funds to sustain the successful models after the test period. Increasing
the federal contribution for state-based models during the testing phase will provide more
opportunities for state participation and model implementation in future years. Along with increasing
federal support for state-based and local models, we also recommend exploring hospital savings as
a way to internally fund and test new models. For example, if a hospital value-based purchasing
model that rewards high performing providers is successful and saves money, those saved dollars
can be redirected to providers as incentives. In addition, once determined successful, CMMI pilots
should be available to states via state plan amendments. More often than not states are required to
apply for a section 1115 demonstration following the CMMI engagement, which is expensive and
time consuming for both states and the federal government to continue a program that was already
proven to be effective.
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Mental and Behavioral Health Models
Medical and behavioral healthcare integration is something that is not discussed in detail in this
request for information. Integration between these two healthcare systems is vital to produce a
patient-centered mental and behavioral health model. WellCare operates an integrated health home
strategy that is similar to the PCMH model. In this model, the beneficiary may have a medical and
behavioral co-morbidity team of specialists along with a case manager. Providers are paid per
member per month for the services rendered to their patient. The goal is to incentivize care
coordination to maximize shared savings for the provider team.
Funding innovative models in mental and behavioral health continues to be a barrier to provider,
payer, and state participation. Along with funding, many smaller providers such as rural doctors and
solo practitioners may also need technical assistance and expertise to help them launch new
systems that are needed to participate in innovative models. Health plans are not often seen as
experts in technology implementation, but many plans have extensive experience with implementing
and managing healthcare systems. We recommend establishing plan-provider partnerships to help
providers transition into new innovative models. We also encourage CMS to build funding
mechanisms and technical service support to aid providers participating in innovative mental and
behavioral health models.
Medicare Advantage Lock-In
WellCare recommends that the Innovation Center offers a Medicare Advantage behavioral health
“lock-in” model for beneficiaries that have a history of frequent psychiatric inpatient hospitalization
in different hospitals, frequent emergency department admissions at different emergency rooms,
and poor follow up in the community post hospitalization.
A behavioral health lock-in program, similar to the program available in Medicaid, will allow the MA
plan to ensure a primary hospital provider is available for the member. This model will increase
care coordination by allowing the provider to administer treatment consistency, which helps the
provider to become an expert on the member’s individual needs. The member would select an innetwork hospital as the primary facility if hospitalization is required. The member would not be
locked into an emergency room or department and could access emergency service at any
location. If the member required admission following an emergency room visit, the plan would
arrange and provide transportation to the primary hospital for care. The following is the proposed
criteria for member lock-in:
1.) Reoccurring hospitalizations (4 or more) at 3 or more hospitals over the past 12 month
period.
2.) Reoccurring emergency department admissions (4 or more) over the past 12 month period.
3.) Poor adherence to post discharge aftercare plans as evidence by a post discharge follow
up rate below the HEDIS 50th percentile.
4.) Poor adherence to medication regimes post discharge as evidence by failure to fill
prescriptions post discharge (obtained from pharmacy claims).
This is a creative approach to payment for high risk MA patients with mental and behavioral health
needs. However, current policy regulations limit lock-in programs for Medicare and limit a provider’s
ability to share important health care information. Policy advancements are needed to keep up with
the changes in behavioral health delivery to make sharing information easier and more consistent.
While we are optimistic that this model will improve care coordination and care transparency for
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beneficiaries, we recommend that CMS provides more policy flexibility to establish MA lock-ins,
remove barriers created in CFR42 part 2 to make information sharing easier for providers, and allow
licensed professional clinical counselors to bill for Medicare.
Program Integrity
From the payer perspective, we have found it challenging to track and investigate suspicious
behaviors of providers in capitated payment models. When providers receive a lump sum payment,
there are not many options to monitor the use of these funds. A practical way to improve program
integrity for innovative models is to have a more in depth screening process before providers are
eligible to receive Medicare and Medicaid reimbursements. Particularly in the behavioral health
space, there are many new providers that quickly establish themselves as Medicare and/or Medicaid
providers, but are not delivering proper care to beneficiaries. For example, we have seen some
behavioral health organizations owned by a licensed and certified practitioner, use non-licensed and
non-certified individuals to deliver care. Similarly, we have seen local providers approved for
Medicare and Medicaid reimbursement not having physical mailing addresses. We recommend that
CMS cross check approved providers for innovative payment models to: (1) ensure that they have
physical locations equipped to properly service beneficiaries; and (2) ensure that the care providers
are licensed and/or certified professionals.
Consistency across Medicaid programs continues to be a challenge to address fraud, waste, and
abuse. Providers that are excluded from Medicaid are by law, ineligible for Medicare payment.
Currently, states, the Office of Inspector General, and entities such as health plans all have different
lists of providers that are ineligible for Medicare and Medicaid. These lists are updated according to
different time lines, schedules, and data. We recommend laying the ground work for a more unified
and streamlined process to track provider eligibility for Medicare and Medicaid. We recommend that
the provider eligibility updates be consolidated into one master list on a regularly scheduled basis.
We also recommend that CMS creates basic consistencies across Medicaid programs.
Inconsistencies such as the definition of suspicion of fraud, timeliness of referrals, and length of
lookback periods makes it challenging for plans to monitor fraudulent, wasteful, and abusive
behaviors amongst providers. For example, Medicare has a lookback period for fraudulent behavior
for up to 4 years, whereas some state Medicaid programs’ lookback period is only 4 months to 2
years. By the time a plan has done its due diligence on a suspicious Medicaid case, the lookback
period may have expired. We recommend loosening regulations around lookback periods and
building consistency in program integrity for innovative models. As the Innovation Center continues
to push for innovation in Medicare and Medicaid, building foundational consistency among Medicaid
programs and between Medicare and Medicaid will facilitate fraud, waste, and abuse best practices.

3. Promoting Beneficiary Engagement in the Development of and/or Participation in New
Models
To promote beneficiary engagement in the development of new models, WellCare recommends
leveraging the relationships that health plans, Medicaid advisory committees, and advocacy groups
have with beneficiaries. Managed care organizations already have existing processes in place to
meet with beneficiaries face-to-face via care managers. We propose that CMS create a form

8

indicating the feedback they are looking to receive from beneficiaries and solicit MCOs to gather
feedback on the agency’s behalf. Plans can act as an intermediary and collect the desired data from
beneficiaries and submit it back to CMS via an information collection request for other any other
existing CMS submission process.
Many state Medicaid programs currently have quality committees that are required to include
consumer participation. These are usually open forums where local Medicaid stakeholders can
speak their concerns and ideas regarding the Medicaid program. These valuable forums provide an
existing platform that CMS can use to gain insight from beneficiaries on innovative care models.
Lastly, to promote beneficiary engagement in the development of new models, WellCare
recommends that CMS work alongside community advocacy groups. CMS currently works primarily
with provider groups and coalitions to get feedback on the future direction of the Medicare and
Medicaid programs. Local advocacy groups such as disability rights, senior, and minority advocacy
groups that work directly with and for beneficiaries on both medical and non-medical issues have
unique insight into the problems afflicting their community members. These types of organizations
are traditionally underrepresented in government agency conversations. We believe that by
partnering with local advocacy groups, CMS will be able to gain beneficiary insight on the
development of new models.
To promote beneficiary participation in new models, WellCare recommends creating participation
incentives. The paradigm of cost, quality, and healthcare decision-making will always fluctuate from
individual to individual. Beneficiaries that are dually eligible for Medicare and Medicaid are subject
to many social risk factors that influence and shape their decision-making process. For example, a
single parent balancing two jobs may have difficulty prioritizing healthcare decisions, whereas a
single individual with one stable job and no dependents may have an easier time clearly assessing
which healthcare option is best for her or him. CMS established guidance on rewards programs that
allow MA organizations to offer health-driven incentives. This guidance states that rewards such as
gift cards cannot be provided to beneficiaries upon enrollment into an MA plan, but the plan can
promote rewards through the benefit materials. WellCare recommends that the Innovation Center
allows the same or similar beneficiary incentives in its innovative models as it does for MA.
Lastly, transportation continues to be one of the largest barriers to timely healthcare particularly for
rural beneficiaries. Transportation for medical purposes is not currently carved in by all states. For
innovative models to be successful, they must first and foremost be accessible. We suggest that
CMS consider a transportation voucher program or creates a transportation partnership program
with ride-sharing companies to help secure transportation for beneficiaries participating in innovative
models.

4. Waivers that (CMS) Should Consider as Necessary to Help Healthcare Providers Innovate
Care Delivery as Part of a Model Test
Managed care offers a wealth of opportunities for innovative care models that align with the
Innovation Center’s guiding principles. However, some states are currently unable to transition to
managed care because their Medicaid funding streams cannot be transferred to managed care. For
example, many state Medicaid programs use certified public expenditures to fund different initiatives
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in the program, but these funds are not qualified to be used for managed care. For states that are
interested in transitioning to managed care and participating in innovative managed care models, we
propose that CMS create a payment model test for states that currently cannot finance a transition
to managed care. This model test will help fund a state’s transition to Medicaid managed care and
provide more opportunities for states to partake innovative care and payment models.

5. Additional Comments or Suggestions Related to the Future Direction of the Innovation
Center
CMS should consider allowing a person’s accumulated health savings account (HSA) funds to go
towards his/her insurance premiums. Many beneficiaries accumulate a lump sum of cash in their
HSA over the course of their working years. Currently, these funds can only be allocated towards
healthcare expenses. WellCare advocates for more flexibility in the use of these funds. Allowing
beneficiaries to have the option to redirect some or all of these funds towards their premiums will
promote beneficiary engagement in healthcare decision-making, and may also encourage
beneficiaries to participate in innovative care models.
WellCare would also like to encourage the Innovation Center to include Medicaid health plans in
their innovation forums. Medicaid health plans are traditionally underrepresented in innovation
conversations due to their unique state and federal funding structure. Often times, state Medicaid
representatives are the primary voice for Medicaid in innovation conversations. Engaging in more
collaborative forums with Medicaid health plans will provide the Innovation Center with broader
insight into the future of innovation for the Medicaid program.
While we understand that improving care quality while controlling cost is an overarching goal of
Medicare and Medicaid innovation, we encourage CMS to keep in mind the future implications of
cost savings on rate adjustments. Managed care organizations provide comprehensive care for their
beneficiaries in effort to minimize wasteful spending and maximize access to high quality services.
If these organizations are successful in saving money, these dollars saved may translate to lower
reimbursement rates for successful MCOs in the following year. Dollars saved by an MCO should
not negatively impact future rates. These funds can be used to further develop, test, and implement
innovative models in managed care.
Lastly, WellCare recommends that the Innovation Center creates a technology panel that assesses
the implications of technology advancements on healthcare policy. Technology is rapidly evolving
in our society. One service that exists today that did not exist while many healthcare regulations
were created is telehealth. While this technology advancement allows a physician to see a patient
anywhere in the country, this new service calls into question whether or not a provider must be
licensed across state lines to serve a beneficiary in another state. While this evolution is providing
incredible advancements in healthcare treatment, healthcare policies and regulations will need
tweaking, adjusting, or reworking to accommodate for these new advancements. To stay on par
with technology advancements in healthcare, WellCare suggests that the Innovation Center create
a specialized panel that looks specifically at the potential conflicts between current policy and
technology advancements.
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Conclusion
WellCare appreciates the opportunity to provide comments on the future of innovation for Medicare
and Medicaid services as the Innovation Center moves forward in developing and testing new
payment and care models. If your staff would like further detail on any of our recommendations,
please feel free to contact me at (813) 206-5606. Thank you for your consideration.

Sincerely,

Michelle Turano
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November 20, 2017
Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201
Re:

Centers for Medicare & Medicaid Services:
Direction; Request for Information

Innovation Center New

Dear Administrator Verma:
On behalf of Welvie, one of the nation’s leading shared decision-making companies, we
appreciate the opportunity to provide comments in response to the Centers for Medicare &
Medicaid Services: Innovation Center New Direction; Request for Information (the “RFI”)
issued on September 20, 2017 by the Centers for Medicare & Medicaid Services (CMS).
Today, Welvie provides patients with an unbiased, evidence-based educational curriculum
that helps them understand the benefits, risks, potential complications, and alternative
options associated with preference-sensitive surgical procedures. In 2012, Welvie was a
recipient of a Health Care Innovation Award from the CMS Innovation Center (Innovation
Center) for our project entitled Shared decision-making for preference-sensitive surgery.
Using surgery decision-making support tools, Welvie’s approach improved consumer
experiences by educating them regarding their options and giving them an active role in
their treatment. The Welvie model assists patients in identifying key questions they should
consider with their doctor before surgery. In the process, Welvie helps patients prepare for
and recover from necessary surgeries while helping them work with their doctor to avoid
procedures where known risks can outweigh potential benefits. The Welvie intervention
was associated with statistically significant improvements in the three-part aim of
improving care and health of beneficiaries while reducing costs. Specifically, Welvie
registered improved care with 93% of participants reporting they were better prepared to
speak with their physician about surgery, improved health with 21 fewer deaths per 1000
in the test group vs the control group and significant cost reductions with 3 year savings
showing an 8.1:1 Return on Investment.
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I.

Overview of Welvie’s Comments

Welvie appreciates CMS’ interest in stakeholder feedback on a new direction for the
Innovation Center. We are particularly supportive of CMS’ desire to promote patientcentered care that empowers beneficiaries as consumers, increases choices and competition
to drive quality, reduces costs, and improves outcomes. In general, we are supportive of
the guiding principles for designing and evaluating new models as well as the models
proposed by the Innovation Center.
As discussed below, we believe shared decision-making tools can play a valuable role in
increasing quality of care, particularly in relation to advance care planning. We believe
patient engagement and shared decision-making should be present in every model as they
are integral to achieving the Innovation Center’s goals. We look forward to working with
CMS as the agency sets a new direction for the Innovation Center.
II.

Innovation Center Guiding Principles

We support CMS’ guiding principles, particularly in relation to patient-centered care.
Models must ensure patients and their families are given the proper tools to make fully
informed decisions regarding their healthcare. This increases quality of care, patient
outcomes, and patient satisfaction. Further, we support the emphasis on partnerships and
collaborations with public stakeholders from a broad range of organizations and individuals
across the country. Collaboration is a cornerstone of Welvie’s work so we are pleased to
see it is a priority for the Innovation Center.
III.

Advance Care Planning Model

Spending in the last year of life increases significantly with much of the cost attributed to
hospital stays.1 Although 80 percent of Americans prefer to die at home, 60 percent die in
acute care hospitals and 20 percent die in nursing homes, which decreases patient
satisfaction and increases cost.2 Numerous studies have found that adherence to advance
directives and timely enrollment in hospice or a palliative care program improves
satisfaction and savings.3 Because of this, we strongly encourage CMS to implement
models focused on shared decision-making in advance care planning. These models should
enable eligible individuals to voluntarily engage in a team-based planning process designed
to align the care a patient receives with his or her goals of care, values, and preferences.
This can help patients with chronic or advanced illness understand their options and choose
the treatment that best aligns with their values as the illness progresses. Advance care

1

Change in End-of-Life Care for Medicare Beneficiaries; February 2013;
http://jamanetwork.com/journals/jama/fullarticle/1568250
2
Spending in the Last Year of Life and the Impact of Hospice on Medicare Outlays; p.2, August 2015;
http://www.medpac.gov/docs/default-source/contractor-reports/spending-in-the-last-year-of-life-and-theimpact-of-hospice-on-medicare-outlays-updated-august-2015-.pdf?sfvrsn=0
3
Increased Satisfaction with Care and Lower Costs: Results of a Randomized Trial of In-Home Palliative
Care; July 2007; http://geriatrics.ucsf.edu/files/in_home_palliative_care_JAGS_0208.pdf
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planning improves quality of end-of-life care, increases patient and family satisfaction with
care, and reduces the use of unwanted aggressive treatments. Despite the known benefits,
advanced care planning continues to be underutilized within our healthcare system, largely
due to institutional barriers and lack of education among providers and patients.
Congress, recognizing the importance of this issue, has introduced several pieces of
legislation aimed at increasing public awareness of advance care planning and reducing
cost barriers to advance care planning services. Most significant is the Patient Choice and
Quality Care Act of 2017 (S. 1334/H.R. 2797), a bipartisan, bicameral bill that uses a
patient-centered approach to improve advance care planning options by providing
additional opportunities for patients to become informed about and access these services.
This legislation directs the Secretary of the Department of Health and Human Services
(HHS) to test an Advanced Illness Care and Management Model that would allow
individuals to voluntarily participate in a team-based planning process designed to align
the care a patient receives with his or her values and preferences. The testing of such a
model would help ensure Medicare beneficiaries with advance illness have access to
meaningful care coordination services.
Welvie’s Advance Care Planning Program
Welvie’s Advance Care Planning Program, an extension of our surgery shared decisionmaking program, provides a means for participants to clearly define and communicate their
end-of-life care preferences. The program aims to give patients control over the quality of
care given in their final days as well as ensure health care proxies are informed and
equipped to enforce the participant’s final wishes. Welvie provides this program both
online and in hard copy to make certain it is readily available to potential participants.
This program was designed to meaningfully address consumer needs through the use of
three key engines: Decision, Analytics, and Outreach. The Welvie Decision Engine is an
online consumer-facing “tool” consisting of a curriculum that leads participants through a
series of interactive steps to build an effective advance care plan based on their values and
beliefs. The Welvie Analytics Engine is designed to track a participant’s decisions and
intentions, measure communication with health care proxies, and measure overall
satisfaction. The Welvie Outreach Engine encourages participation, educates and informs
regarding the importance of advance planning, and enables communication with health
care proxies. The combination of the three engines offers a comprehensive approach to
address the advance care planning needs of patients and incorporates providers, families,
and caregivers in the process. The Welvie program fosters an environment in which
patients are more informed and engaged in the medical decision-making process, which
results in improvements in clinical outcomes and quality of care, while reducing
inappropriate expenditures.
Although other programs offer an advance directive, the completion of an advance
directive is only the first step to compiling a comprehensive advance care plan. Ensuring a
participant’s final wishes are truly met, requires a thorough program that communicates
3

detailed medical care wishes and anticipates a variety of medical circumstances. An
important distinction between our program and others, is that the Welvie program provides
sufficient information to ensure health care proxies are fully prepared to make decisions
on behalf of participants.
IV.

Conclusion

Welvie appreciates the opportunity to comment on the RFI. Programs such as Welvie’s are
an integral component of ensuring patients and their families have the opportunity to
develop a comprehensive advance care plan that is consistent with their preferences and
values. For these reasons, we urge CMS to pursue models focused on patient engagement
in advance care planning.

*

*

*

Welvie greatly appreciates CMS’ consideration of these comments. We would be happy
to discuss them at greater length. If you have any questions, please do not hesitate to
contact me.
Sincerely,

Doug Kronenberg
Chief Strategy Officer, Welvie
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We appreciate the opportunity to provide comments on the aforementioned issues of
importance to West Health and America's senior s. We are hopeful that our comments herein will
move the Innovation Center toward addressing some of the most pressing issues facing the
Medicare program. We would be pleased to meet with you and share some of our research in
the aforementioned areas.

Valerie Volpe

Vice President - Government Affairs

West Health Institute 1909 K Street, t--t-N Suite 730 Washington, DC 20006 westhealth.org

Mailing Address:

WeWork Manhattan Laundry
1342 Florida Avenue NW
Washington, DC 20009

November 20, 2017
Amy Bassano, Acting Director
Innovation Center
Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244

Submitted Electronically to
CMMI_NewDirections@cms.hhs.gov

Re: Request for Information for the Innovation Center’s New Directions
Dear Acting Director Bassano,
Whitman-Walker Health (WWH or Whitman-Walker) is pleased to respond to CMS’
Request for Information, “Innovation Center New Direction,” issued September 20, 2017,
https://innovation.cms.gov/initiatives/direction (RFI).
INTEREST AND EXPERTISE OF WHITMAN-WALKER HEALTH
WWH is a Federally Qualified Health Center located in Washington, DC and serves
individuals from across the region. Our care model is the patient-centered medical home,
operationalized through an integrated, interdisciplinary team that provides holistic medical,
behavioral health, and dental care supported by legal assistance, patient navigation and social
support services. Core services include primary and preventive medical care; pharmacy; dental
care; mental health care, including psychiatry and substance use counseling (individual and
group offerings); treatment adherence and care management; HIV and STI testing and
prevention; nutrition counseling; legal services and public benefits and insurance navigation;
community health and wellness; clinical and health services delivery research; and medical
education and training. WWH serves our patients and the community at large by operating two
clinical sites – our health center at 1525 14th Street NW and the Max Robinson Center in
Anacostia – and two program sites providing legal, insurance navigation, youth, and
administrative services. Our health center team is comprised of more than 270 employees –
including more than 50 medical and behavioral health care practitioners – who serve on the front
lines of the District of Columbia’s health care system and at the crossroads of health care reform.
In calendar year 2016, WWC provided health care services to 16,253 unique individuals –
through 120,664 encounters across all programs, or more than 600 encounters per day of
operations. Our patients live and work in metro Washington, DC – a region increasingly shaped
by diversity and intersectionality. Six in 10 WWH patients are people of color. More than half
of our patients report that they identify as lesbian, gay, bisexual or transgender (LGBT). Six in

202.745.7000
www.whitman-walker.org

Whitman-Walker
1525 14th St., NW
Washington, DC 20005

Max Robinson Center
2301 Martin Luther King Jr. Ave., SE
Washington, DC 20020

Eastern Market
651 Pennsylvania Ave.,SE
Washington, DC 20003
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10 of our patients report annual income less than 200% of the federal poverty level. One in 5 of
our patients – 3,285 individuals – are living with HIV.
Whitman-Walker’s payer mix is more diverse than that of a typical FQHC operating in
Washington, DC. Nearly 2 in 5 medical patients have commercial insurance. Forty-eight
percent are covered by public insurance programs – most under Medicaid (32%) or Medicare
(10%).
Whitman-Walker has numerous collaborative agreements with DC-based health care
groups and human services organizations. We are actively pursuing affiliation strategies to
prepare for managing clinical and financial risk of our patients in the future. Our horizontal
integration strategy lies in the development of a clinically integrated network with other DCbased FQHCs and the DC Primary Care Association. Our vertical integration strategy focuses
on formal affiliation with an academic health system and/or a health insurer.
RESPONSE TO THE REQUEST FOR INFORMATION
Whitman-Walker Health is happy to share our experience regarding “patient-centered
care and market driven reforms that empower beneficiaries as consumers, provide price
transparency, increase choices and competition to drive quality, reduce costs, and improve
outcomes” as requested in this RFI. Specifically, we address the following priority areas
identified by CMS: increased participation in Advanced Alternative Payment Models (Model
No. 1 in the RFI); state-based and local innovation, including Medicaid-focused models (Model
No. 6 in the RFI); and mental and behavioral health integration (Model No. 7 in the RFI).
We also offer a broader view of integrated care by highlighting the role that social
determinants of health play in overall health and well-being, and how health care models can and
should address these factors.
CMS-Identified Model 1: Increased Participation in Advanced Alternative Payment
Models (APMs)
The District of Columbia Medicaid program implemented an Alternative Payment Model
(APM) with the FQHCs in DC as of September 1, 2016. The model has different rates by
service area: (1) medical; (2) behavioral health – one rate for all services except group, and a
separate rate for group services; (3) preventive dental; and (4) restorative/comprehensive dental.
In addition, the rate-setting process includes incentive/shared savings for achieving specific
performance outcomes. Performance-based payments will apply to claims beginning January 1,
2018, and will be analyzed for payment at the end of 2018.
Based on our experience to date, Whitman-Walker believes that any APM model should
be grounded in clearly articulated core values, achievable goals, and defined performance
measures/health outcomes. Above all else, any such model must have a single guiding principle
or “North Star”: it should be planned, implemented, and financed in a patient-centric manner.
This patient-centric philosophy should inform – and, if necessary, override – any and all specific
goals regarding access, quality, and cost/value. Our perspective here is informed by WWH’s
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experience with FQHC requirements, the Medicaid MCO and fee-for-service programs, and the
Medicare fee-for-service program. In all of these programs, WWH providers and administrators
endeavor to provide the best possible care that patients require while meeting the complex and
oftentimes competing goals and specific requirements of each program regarding access, quality,
and cost. We recognize that many of the specific goals and objectives are mandated by CMS,
contractually set by Medicaid MCOs, and/or financially driven by the annual budgets of local,
state and federal agencies. We recommend that improved health and well-being for
consumers/patients be the goal, and that requirements across programs and payers should be
streamlined. Whitman-Walker would be happy to provide more information and specific
suggestions at any time.
In addition, any APM initiative that seeks to transform the delivery system must allow
providers enough time to implement changes to care models. Such initiatives aim, to increase
patient engagement, improve health outcomes, and lower health care costs. However, such
initiatives – particularly when applied to community health centers that offer integrated care
models – may not immediately lower costs. Costs may shift to more appropriate care in the care
continuum – for example, patients using primary care and specialty care instead of low-acuity
non-emergent ER visits. The goal of lowering health care costs should focus on appropriate use
of care – not exclusively on the dollar amount.
One critical component to moving to risk-based care models is appropriate health
information technology (HIT). HIT must allow communication across providers’ electronic
health records and payer data systems as well as data analytics capability. Currently, providers
almost always are forced to navigate several distinct and inconsistent HIT platforms. This
is grossly inefficient and not sustainable.
Another important point is that community health centers such as WWH have little to no
control over care provided outside of their own health centers. Whitman-Walker works with our
patients to reduce unnecessary ER utilization through nurse triage models and expanding our
own hours. However, our patient population disproportionately faces serious chronic care issues.
At times, the needs of these patients may exceed our capacity, as WWH is not an urgent care
facility. Any APM or value-based payment initiative needs to recognize that health centers and
other providers will not have control of the larger health care system, and it is unrealistic and
ineffective to impose financial risk and burden on the provider for those aspects of care outside
of their influence and control.
To summarize, future innovations intended to expand access and patient engagement,
improve quality, promote health equity, and enhance value and efficiency, should:
•
•
•

embrace a patient-centric philosophy as their guiding principle;
expand health information technology, data exchange and analytics for greater patient
engagement and population health management needs;
align performance measures and incentives around a core set of health outcomes to drive
greater accountability and streamline complex and too-often inconsistent requirements
imposed by different programs and providers; and
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•

ensure that funding follows the patient – when the patient changes providers or is referred
to a specialist, payments follow the patient to the new or additional provider to
incentivize the care that the patient's needs or wants.

In addition, as explained below (pages 8-10), innovation models should incentivize health care
systems to address social determinants of health – for instance, housing, transportation, food
security, employment and insurance – in program design, implementation, and financing.
CMS-Identified Model 6: State-Based and Local Innovation, including Medicaidfocused models
The importance of Clinically Integrated Networks (CINs). The cost of healthcare in
the United States is outpacing inflation at a significant rate. In 2015, national health care
expenditures grew 5.8% to $3.2 trillion, or $9,990 per person, and accounted for 17.8% of GDP
with Medicaid expenditures outstripping all other health care spending. 1 Yet this increased
spending is not producing better health outcomes. 2 In Washington DC, as in many other areas of
the country, the primary insurer of patients accessing care at community health centers is
Medicaid. This puts FQHCs in an ideal position to work together with the Medicaid program to
reduce unnecessarty costs while improving health outcomes. Care provided in the primary care
setting is much less costly than similar care provided in emergency rooms and hospitals. FQHCs
have provided primary care services to those with limited access to care for more than 45 years.
A disproportionate share of the most vulnerable adults, including those who have low family
incomes and those in poor health, receive their care from FQHCs. 3
Accountable Care Organizations based on a horizontally-integrated model of regional
FQHCs working together as members of a Clinically Integrated Network offer a promising
opportunity to achieve cost savings and increase health in the community. By encouraging
cooperation between primary care centers in a region it is possible to leverage population-based
health analytics to better track patients, identify gaps in care, and assist in transitions of care.
Pooled resources allow for improved centralized access to 24/7 nurse phone triage, improved
urgent care availability, hospital-to-home transition teams, and health promotion communication
campaigns. This can result in improved primary care that is directed by the FQHC that already
has an established relationship with the patient. Care within the FQHCs also becomes more
uniform, with standardized care management activities across health centers employing uniform
treatment protocols for priority conditions that are identified as drivers of costly emergency room
visits, hospital admissions, and readmissions. This type of collaboration and accountability
1

National Health Expenditures 2015 Highlights, https://www.cms.gov/Research-Statistics-Data-andSystems/Statistics-Trends-and-Reports/NationalHealthExpendData/downloads/highlights.pdf. Visited November 9,
2017.
2

Tsugawa Y, Jha AK, Newhouse JP, et al. Variation in physician spending and association with patient outcomes.
JAMA Int Med 2017; 177(5):675-682.
3

Weiss A, Long SK, Ramos C, Coughlin T. Federally Qualified Health Centers’ Importance in the Safety Net
Continues as Affordable Care Act Implementation Moves Ahead (August 26, 2016).
http://hrms.urban.org/briefs/federally-qualified-health-centers-importance-aca.html. Visited November 9, 2017.
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across organizations can drive quality improvements through ongoing evaluations. WhitmanWalker is working with other FQHCs and the DC Primary Care Association to implement such a
CIN.
The District of Columbia’s Health Home II Program: My Health GPS. In addition to
developing a local FQHC-based CIN through the DC Primary Care Association, WWH is
participating in a “Health Homes” program through DC’s Medicaid agency, the Department of
Health Care Finance (DHCF). The program, “My Health GPS” (MHGPS), is designed to deliver
care coordination to those Medicaid beneficiaries deemed eligible by the DHCF based on
chronic disease burden and cost to the health system. The model funds (through a per-member,
per-month payment) care coordination services to be delivered directly by the medical home in
the primary care setting. Through funding provided by the Ryan White program, WWH has had
more than 20 years of experience providing coordinated, team-based care to high-need patients
(persons living with HIV/AIDS) and, therefore, our agency was able to adapt existing care teams
to meet the goals of the MHGPS program. We have found that embedding care coordination in
the primary care setting promotes the sharing of health information and development of
collaborative relationships between medical providers and staff who provide supportive services.
Importantly, these models also can provide a seamless experience for the patient, who can have
many if not most of their health needs coordinated and provided by one agency.
The MHGPS program started on July 1, 2017. Whitman-Walker values the opportunity
to participate in this initiative to better serve these high-need patients and to obtain funding for
traditionally non-billable parts of the care team. We have identified several aspects of the
current health home model that present opportunities to increase benefits to patients and further
streamline the number of agencies and professionals involved in a patient’s care. Discussed
below, these suggested improvements would allow us more flexible care teams to respond to a
range of patient physical and mental health and social needs.
(i) Flexibility in intervention design. The MHGPS model prescribes the maximum
number of patients that can be served by a care coordination team, defines the roles and level of
effort allowable for that team, limits the activities that can be conducted by the team, and
delineates how often and by what mode staff must interact with a patient based on the patient’s
risk score. Our experience with the MHGPS program thus far has shown that these parameters
are too narrow to address the highly variable needs of patients, and may also exceed the capacity
of the health care workforce in the region. For example, only Registered Nurses are permitted to
function as care managers. The model does not contemplate Licensed Social Workers in this
role, although behavioral health and substance abuse needs are major drivers of hospital
utilization in the District. We have had some difficulty recruiting sufficient RNs to serve in this
role. In addition, the model relies heavily on community health worker (peer) roles, but DC does
not have the infrastructure to create and support this workforce. Managing lay health workers
requires a substantial investment of time and resources on the part of a health center and these
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programs are often undergirded by government or academic resources. 4 A more flexible staffing
model would allow us to utilize talent that we already have on staff or that we have direct
experience in being able to successfully hire and train. For example, we have a number of highly
trained and carefully supervised Public Benefits and Insurance Navigators and Retention Care
Coordinators. While it is essential to have clearly-defined outcome measures, and to require
participating health centers to define their interventions at the onset, there should be flexibility
for staff on the ground to guide interventions based on their resources and known capabilities.
The MHGPS program also would be improved by modification of existing restrictions on
the types and frequency of required/permitted interactions with patients. For example, patients
who are rated as high-need based on their assigned risk scores are required to be served through
face-to-face encounters. Effective services could be delivered to these patients in a variety of
ways, including by phone, text, video conferencing, or through other mobile health platforms.
Many of these patients may have trouble appearing in person or keeping scheduled home visits
due to poor health or social barriers. Moreover, the program as currently configured requires
that all enrolled patients must be assessed in person within 24 hours of a hospital discharge. A
more effective hospital transition program would be designed with more strata to reflect the very
different needs patients may have upon leaving a hospital. Not all such patients need a full
assessment; the considerable resources that in-person transition could more efficiently and
effectively be directed to those specific patients who would benefit from such an intervention.
Teams with specific skills could be dispatched to visit patients in the field based on specific
factors such as: patients with known social barriers; those with cognitive or mental health
challenges; those in need of wound care after surgery; newborns and their mothers.
Additionally, an in-person visit to the health center may present unneeded challenges to patients
who have been recently hospitalized. More flexible parameters for service delivery would
permit the care team to deliver more effective as well as more efficient care.
(ii) Provision of seed money to establish care coordination teams. Care coordination
requires resources to hire staff members and train them in their roles. An effective program can
require some or all of the following: Registered Nurses; Licensed Social Workers; Care
Coordinators; Care and Insurance Navigators; health educators; community or lay health
workers; Health Information Technologists; and Health Data Analysts. Medical homes need
investment dollars to be able to staff care coordination teams with sufficient lead time. A new
scope of work – such as MHGPS care coordination – requires additional staff investment.
Innovation models should contemplate the need for these resources in advance of launching
programs, because health centers typically do not have the resources to self-fund these activities
on a scalable level. Without advance investment, the effectiveness of the intervention is
jeopardized; the health home may not be able to staff or carry out the full range of activities as
specified by the model (and the evidence base). Under-staffing the activities may lead to the
health home not earning a performance incentive, which could lead to further under-staffing or
4

California Health Workforce Alliance. Taking Innovation to Scale: Community Health Workers, Promotores, and
the Triple Aim. A Statewide Assessment of the Roles and Contributions of California’s Community Health Workers.
Final Report December 2013,
https://www.blueshieldcafoundation.org/sites/default/files/publications/downloadable/Taking_Innovation_to_Scale_
CHWA_Report_Dec_2013.pdf. Visited November 19, 2017.
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possible discontinuation of the program. This potential cycle of underfunding could be averted
with up-front investments.
(iii) Designing models with goals in focus. The MHGPS program identifies system
level outcomes such as reductions in hospital admissions and re-admissions; inappropriate
emergency room use; and reductions in the total cost of care. However, the program’s staffing
and activities matrix does not directly tie to these goals. Participating health homes would be
more likely to achieve the specified goals if the care coordination resources required by the
program were more flexible. For example, instead of investing in fixed care coordination teams,
a health home might opt to provide a service for patients that would aid them in avoiding the
emergency room. Examples of such resources that are not contemplated in the MHGPS model
include: triage nursing (either telephonic or face-to-face); on-demand transportation to health
centers; support for health centers to expand hours and phone coverage; and support for health
centers to make training and equipment investments in urgent and convenient care services.
Allowable and required activities and staffing should be determined by “working backwards”
from the performance targets, with sufficient flexibility to allow participating health centers to
make adjustments as they learn what works.
CMS-Identified Model 7: Mental and Behavioral Health Integration
It is well understood the mental health and including substance abuse are significant
drivers of emergency room use and hospitalizations. 5 It is also well understood that patients fare
better when behavioral health needs are met by community providers and not by tertiary care
providers such as hospitals. 6 WWH advocates building the capacity of primary care teams to
meet the needs of patients with mental health and substance abuse needs. A necessary part of
this work is reframing the concept of health to include mental and behavioral conditions and not
just physical health. The degree to which primary care clinicians are trained and have the
experience to treat non-serious mental illness is highly variable. Capacity-building programs in
the primary care setting could include: universal screening for a range of behavioral needs;
training primary care providers to prescribe behavioral pharmaceutical therapies; embedding
mental health clinicians within primary care teams for rapid referrals; training mental health
clinicians to deliver on-demand, brief, solutions-focused therapy in partnership with primary care
providers; and increasing the capacity of non-licensed staff to administer mental health first aid.
WWH offers a continuum of behavioral health services, including:

5

Owens PL, Mutter R, Stocks C, Mental health and substance abuse-related emergency department visits among
adults, 2007, Statistical Brief #92 (2010). Agency for Healthcare Research and Quality, Healthcare Cost and
Utilization Project Statistical Briefs. https://www.ncbi.nlm.nih.gov/books/NBK52659.

6

Krupski A, West I I, Scharf DM, et al. Integrating primary care into community mental health centers: impact on
utilization and costs of health care. Psychiatric Services 2016; 67(11): 1233-1239. Available at
http://ps.psychiatryonline.org/doi/full/10.1176/appi.ps.201500424. See also Lardiere M, Jones E, Perez M. NACHC
2010 Assessment of Behavioral Health Services Provided in Federally Qualified Health Centers. National
Association of Community Health Centers January 2011. Available at http://www.nachc.org/wpcontent/uploads/2015/06/BHReport.pdf.
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•
•
•
•

Screening and assessment
Mental health therapy – individual, group, peer support
Psychiatry
Substance use disorder treatment – outpatient acute stabilization, individual and
group psychotherapy, relapse prevention, medication-assisted treatment (abstinence
and harm reduction options)

To facilitate identification and treatment of behavioral health care needs, WWH has a Behavioral
Health Specialist position on the primary health care team. The Behavioral Health Specialist
assists patients and primary care providers to connect promptly with our behavioral health
services; screens patients for behavioral health needs; provides crisis intervention and emergency
room diversion; and provides short-term therapy to bridge transitions (into/out of care, major life
events).
In addition to initiatives to integrate behavioral health with primary care, there is also a
need for overall strengthening of the systems that support patients with serious and persistent
mental illness. The Core Services Agencies that are charged with supporting these patients are
hampered by unsteady funding streams; high staff turnover; and overwhelming caseloads. Under
these conditions, these patients are too often treated in primary care or hospital settings, and
neither setting is able to meet the need for long-term treatment of serious mental health needs.
CMS should consider replicating models in jurisdictions where CSAs have been functional and
successful partners to primary care providers.
The Importance of Addressing Social Determinants of Health in Models of Health
Care Delivery
In addition to requesting comments on the specific delivery models listed, the RFI invites
“any other comments or suggestions related to the future direction of the Innovation Center”
(Part C, Question 7). We submit that it is critical to consider how health care delivery models
can and should address key social determinants of health.
It is widely understood that social conditions have a significant impact on health
outcomes. Such determinants including education, housing, employment, other income sources,
and family and other social support networks. Socioeconomic status and race – which too often
determines an individual’s and family’s education, housing, income and employment – directly
correlate with health outcomes and life expectancy. 7 It is imperative that when creating health
programs, such factors are not just considered, but are also embedded into programming.
Tackling social determinants of health leads to improvements in health as well as lowering the
cost of health care in general. A report in April 2017 from the Bipartisan Policy Center
summaries that opportunities to control health care costs reside primarily in addressing patients’
social and behavioral care needs. Such interventions have focused on home-based, patientcentered care; supportive housing; in-home meal delivery; and community-based assistive
7

Bipartisan Policy Center. Improving Care for High-Need, High-Cost Medicare Patients. April 25, 2017.
https://bipartisanpolicy.org/library/improving-care-for-high-need-high-cost-medicare-patients.
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services. 8 CMS should require health care entities to address a broader array of issues faced by
patients, which may not have been considered “health concerns” in the past. CMS should
require health centers to screen for such issues at medical visits; provide patients with resources
to support access to health care; and require staff to be trained in cultural competency around
contributing factors to health inequality such as race, ethnicity and national origin, and sexual
and gender identity.
We also recommend that CMS provide support for health centers to co-locate social and
legal services for patients with traditional medical and behavioral health services. WhitmanWalker has offered health-related and health-enabling social and legal services to our patients for
nearly 40 years. As the first agency in Washington, DC to respond to the AIDS crisis in the
early and mid-1980s, we offered an array of services when there was limited medical care
available to HIV-positive patients. As we moved from an AIDS service organization to a fullservice community health center, we continued our integrated approach to health care with a firm
belief that addressing barriers to care and identifying social determinants of health positively
impacts the patient’s health and well-being and reduces health disparities related to race,
ethnicity, gender, sexual orientation and income.
Our care team includes not only the typical medical provider and assistant, but also a
lawyer, insurance navigator, referral specialist, behavioral health specialist, peer/community
health worker, and others as needed. In this care team, the patient rather than the provider is at
the center. In the registration process and by means of regular touches by different members of
the care team, the patient is screened for any issues that may affect his or her ability to afford
care, keep appointments, fully comply with treatment plans, and otherwise fully engage in care.
If and when any such issues are identified, the patient is promptly connected to the specific care
team member(s) best able to address those needs. Our philosophy is to employ our full range of
health-supporting services – insurance navigators, attorneys, treatment adherence specialists,
retention and community health workers – to engage patients and keep them anchored in care;
provide them with access to the resources they need outside the health center to improve and
protect their health; and empower them to take charge of their own health and wellness.
Social isolation is increasingly recognized as a contributor to poor health and
inappropriate resource utilization. 9 Health programs that are successful provide social support
for patients between medical encounters, enabling patients to make better use of the healthcare
system and empowering them to better manage their conditions. 10 Whitman-Walker
longstanding programs geared to addressing social isolation. One of our programs that most
8

Ibid.

9 Petitte T, Mallow J, Barnes E, et al. A systematic review of loneliness and common chronic physical conditions in
adults. Open Psychol J 2015; 8(Suppl 2):113–132. Available at
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4636039. See also Rico-Uribe LA, Caballero FF, Olaya B, et al.
Loneliness, social networks, and health: a cross-sectional study in three countries. PLoS One 2016; 11(1):e0145264.
Available at https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4711964.
10

Roberts SR, Crigler J, Lafferty WE, et al. Addressing social determinants to improve healthcare quality and
reduce cost. J Healthc Qual 2012; 34(2): 12-20.
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effectively addressed social isolation in particularly high-need patients – our Day Treatment
Program – was closed several years ago when DC Medicaid received guidance from CMS that it
was not a Medicaid covered service. In addition to comprehensive day-treatment programs,
“social prescribing,” a practice which is gaining momentum in the United States in other
countries, identifies health-beneficial activities and services available in the community, and
supports patients to make use of them. These may include: volunteering or community projects;
arts projects, and support groups. 11 WWH recommends that CMS support studies or
demonstration projects to establish the evidence base for the effectiveness of these interventions.
In the long range, such interventions are likely to be more cost-effective than the provision of
clinical care alone, and will deliver quality of life benefits to the patients served.
CONCLUSION
Whitman-Walker Health appreciates the opportunity to provide information and
comments as the agency works on its strategic vision going forward. We offer to serve as a
resource or provide additional information regarding this submission as necessary. If we can
provide additional information, please contact Erin Loubier.
Respectfully,

Meghan Davies, MPH, CPH, CHES, Chief of Operations and Program Integration
Sarah Henn, MD, MPH, Senior Director of Health Care Operations
Erin M. Loubier, JD, Senior Director of Health and Legal Integration and Payment Innovation
Rachel McLaughlin, MA, Senior Director of Population Health and Quality
Daniel Bruner, JD, MPP, Senior Director of Policy

11

Mann F, Bone JK, Lloyd-Evans B, et al. A life less lonely: the state of the art in interventions to reduce loneliness
in people with mental health problems. Soc Psychiatry Psychiatr Epidemiol 2017; 52(6): 627-638. Available at
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5487590.

These comments are directed toward the “Centers for Medicare & Medicaid Services:
Innovation Center (Innovation Center) New Direction”1 (retrieved from
https://innovation.cms.gov/Files/x/newdirection-rfi.pdf) and the goals stated therein of “fostering an
affordable, accessible healthcare system that puts patients first.i” As described below and by denying
Medicare and other patients access to hundreds of thousands of Master’s Degree-trained and fully state
licensed clinical mental health and clinical addiction counselorsii , the current Medicare System operates
to 1) deny Medicare patients access to several hundred thousand highly-trained clinical mental health
and addiction practitioners; 2) acts as a barrier to patients accessing professional counselors specifically
trained in and state-licensed to provide treatment for substance use and co-occurring mental health
disorders; and, 3) artificially restricts competition, decreases patient choice, and increases mental
health and addiction treatment costs. The system does so by denying patients access to hundreds of
thousands of competent, highly skilled and highly trained mental health and addiction treatment
providers2 because these providers are improperly barred from billing Medicare for the costs of treating
Medicare patients.
The vast majority of fully-licensed addiction practitioners are Master’s degree trained and
licensed clinical alcohol and drug counselors. Given the current urgency of the opioid and addiction
crisis, it makes no sense that the current Medicare structure makes it impossible for these highly trained
mental health specialists to treat Medicare patients.
For the millions of patients currently receiving mental and behavioral health services from state
licensed professional counselors, the inability of their providers to get Medicare reimbursement forces
them to have to find new practitioners when they eventually transition to Medicare coverage. This
undoubtedly increases costs and decreases provider effectiveness as new providers will have to
effectively start from scratch. The new providers will have to explore their new patient’s life and
psychological history, earn their new patient’s therapeutic trust, develop a new treatment plan, and
apply the provider’s particular kind of mental health treatment modality.
Allowing hundreds of thousands of highly trained and highly skilled clinical mental health and
licensed clinical addiction counselors to receive Medicare reimbursement will be a major step towards
achieving the purposes of: Guiding Principle 1) of promoting “choice and competition in the market;” of
Guiding Principle 2) of reducing burdensome requirements and unnecessary regulations that prevent
hundreds of thousands of highly-trained clinical mental health and addiction practitioners from
providing cost-effective services to Medicare patients; of Guiding Principle 3, “Patient-centered care, ”
to “empower beneficiaries, their families, and caregivers to take ownership of their health and ensure
that they have the flexibility and information to make choices as they seek care across the care
continuum (bolding and italics added); of Guiding Principle 4, “Benefit design and price transparency …
to ensure cost-effective care that also leads to improvements in beneficiary outcomes; of Guiding

1

A quotations herein are taken from the New Direction document.
There are over 140,000 Licensed Professional Counselors who hold Master’s or Doctoral Degrees in clinical
mental health counseling nationwide. This writer does not know the number of Licensed Clinical Drug and Alcohol
Counselors nationwide. By way of example, in New Jersey there are 3,970 active and 663 application pending
Licensed Professional Counselors (http://www.njconsumeraffairs.gov/pc/Pages/meetings.aspx) and 2069 active
and 515 application pending Licensed Clinical Alcohol and Drug Counselors and 515 pending applications as of
August 25th, 2017 (http://www.njconsumeraffairs.gov/adc/Minutes/Alcohol-minutes-082517.pdf).
2

Principle 5, to “draw on partnerships and collaborations with public stakeholders and harness ideas for a
broad range of organizations and individuals across the country… .”
The Innovation Center indicates that it is interest in testing models in eight focus areas,
including: “Medicare Advantage (MA) Innovation Models” and “Mental and Behavioral Health Models.”
Such models should include an examination of the effect of allowing Medicare beneficiaries access to
mental and behavioral health services provided by fully-licensed clinical mental health and addiction
counselors. Denying Medicare patients access to hundreds of thousands of fully-licensed mental and
behavioral health practitioners would be antithetical to the Innovation Center’s observation that
“Consumer-directed care models could empower Medicare, Medicaid, and CHIP beneficiaries to make
choices from among competitors in a market-driven healthcare system.
The Innovation Center is considering testing models that would allow “Medicare beneficiaries to
contract directly with healthcare providers… .” Medicare currently allows Medicare beneficiaries to
contract with practitioners such as licensed clinical social workers, but prevents Medicare beneficiaries
to contract with the hundreds of thousands of highly trained, highly skilled, and fully-licensed clinical
mental health and licensed clinical addiction counselors. That barrier to Medicare and other
beneficiaries accessing clinicians should and must be removed if the Innovation Center truly wants to
achieve its stated purposes of driving “innovation, better quality and outcomes, and lower costs.”
“CMS is actively exploring potential models focused on behavioral health, including focus areas
such as opioids, substance use disorder, dementia, and improving mental health provider participation
in Medicare, Medicaid, and CHIP.” Allowing the hundreds of thousands of highly trained and highly
skilled clinical mental health and licensed clinical addiction counselors to treat the patients in these
programs by allowing these counselors to be reimbursed under these programs would be a major step
in improving mental health provider participation.
i

Hello from Florida,
I was diagnosed with a rare disease in 2003 (AL Amyloidosis), had stem cell transplant four
years ago and a kidney transplant a month ago. Many years ago I worked at a major medical
center
as a patient accounts representative. So I have a little personal experience with the way
healthcare is paid. Or not.
This is what I believe would improve our current healthcare system:
•
•
•
•

•
•

•

Limit profits of healthcare companies and drug companies to a uniform level per state.
(See Minnesota’s model)
Allow all patients regardless of coverage to seek centers of excellence when indicated for
timely and accurate diagnosis and treatment direction- this saves money as well as lives
Require hospitals and medical practices who accept Medicare and Medicaid to make
available and transparent the estimated costs of procedures and hospitalizations
Allow patients on disability to buy into Medicare before the 2 year wait is up and
purchase catastrophic coverage for a nominal but required amount which could be
deducted from their SSA check, like it is now for those on Medicare
Require Medicaid patients to pay something to buy into Medicaid, rather than have the
US Government subsidize it all
Establish centers for free childhood vaccines, pregnancy care,, and well checkups, and
provide walk-in clinics (or partner with existing ones) in every municipality or rural
community so patients don’t have go to the ER for non emergencies. We currently have
health departments in each county in Florida which is great but it would be better if we
could expand the services and hours
Help fund a high risk pool in each state to cover those with pre-existing conditions, a rare
disease, or extraordinary needs

I believe quality, affordable healthcare is a right that all American citizens should be able to
access. Anything less is penny-wise and pound foolish. Prevention of health problems when
possible and best practices in medicine will cost the taxpayer less in the long run.
Re. A single payer system: we almost have that now with insurers pulling out of states. The only
difference between a single payer system like Medicare, for example, and a heath insurance
company is the profit motive. I would rather pay my premiums as a federal tax than to a
company whose CEO makes tens of millions of dollars in salary and bonuses.
Thank you for t his opportunity to express my views.
Kathy Wilson
333 Deland Ave
Indialantic, FL 32903

November 20, 2017
Comments of Wolters Kluwer Health on the Request for Information on a
New Direction for the Center for Medicare and Medicaid Innovation
Below are comments from Wolters Kluwer Health in response to the Request for Information
(RFI) from the Center for Medicare and Medicaid Innovation (CMMI) on a new direction to promote
patient-centered care and test new Medicare payment models for reimbursing health professionals. We
appreciate the opportunity to share our views.
As way of background, Wolters Kluwer is a leading global provider of information, business
intelligence and point-of-care solutions for the healthcare industry. Key solutions include
ProVation® Medical, UpToDate®, Medi-Span®, Lexicomp®, Facts & Comparisons®, Pharmacy
OneSource®, Health Language®, Emmi Solutions® and Medicom (China). Wolters Kluwer had
annual revenues in 2016 of $4.5 billion.
Our comments focus on new Medicare payment models that empower patients to be more
educated consumers of health services, lower the cost of drug therapies, address high cost health
conditions, and safeguard Medicare program integrity by decreasing the use of health services proven to
have little or no clinical value. All the ideas offered up align with one of the eight focus areas identified
in the RFI. They are market-driven, give providers voluntary choice and meaningful incentives for
participation, focus on what is right for the patient, and are capable of being scaled if they meet the
requirements for expansion under 1115 A(c) of the Affordable Care Act.
Consumer-Directed Models – Addressing Information Asymmetry
We agree consumer-directed payment models should be a priority for CMMI. For too long,
patients have been an underutilized member of their own care team, and testing new payment models
that empower them to be more active in managing their care could pay significant dividends. We are
particularly intrigued by CMS’ statement in the RFI about testing models that enable patients to keep
some of the savings when they choose a lower-cost care option, or take active steps to achieve better
health.
However, allowing clinicians to contract directly with patients for certain services should be
approached with caution. The doctor-patient relationship is typically characterized by a significant
asymmetry of information, rendering many patients wholly reliant on their doctors to understand their
care plan and the choices presented. While the average patient will never have the clinical education or
expertise of their doctor, there are proven market-driven strategies and programs that educate patients
on their care choices, and make them more savvy consumers of health services.
For example, how the health professional engages with the patient is critical. Providers and their
clinical content partners have learned that patient education materials and web-based content are most
effective when they can easily be understood by the patient, and are tailored to the patient’s specific
health needs. Non-smokers need not be educated on the benefits of smoking cessation. If a diabetic’s

A1C and other glucose metrics are well-controlled, they do not require as much outreach as a newly
diagnosed patient.
Accessibility of such materials is also important, enabling the provider to share with the patient
within the existing workflow, and allowing the patient to subsequently access them on a variety of
media platforms (i.e. mobile, web) after the office visit. Ideally, clinicians should also be able to track
these interactions with the patient and their use of the educational content to ensure such engagement
is effective. We believe it is vitally important to build such features into the design of any consumerdirected payment pilots. Failure to do so may defeat the purpose of the pilot, with patients opting for
higher cost services that provide only marginal improvements in their condition.
Prescription Drug Models – Value-based Pricing for Drugs
We were also pleased to see Prescription Drug Payment Models listed as one of the priorities for
CMMI’s new direction. Drug prices continue to rise so piloting new payment models that align the drug’s
clinical effectiveness with its reimbursement, so-called value-based pricing, should be aggressively
explored by CMMI, with the following caveats.
For example, reference pricing, in which the cost benchmark for therapeutically similar drugs is
based on the price of the most effective drug, requires a significant amount of data to safely gauge the
most effective drug in the therapeutic class. Such information is not available for many drug classes in
the marketplace today. In addition, one drug may be appropriate for different indications at different
steps of therapy, making the transaction virtually impossible to approve without access to the whole of
a patient’s health history, diagnosis, laboratory values, surgical history and genetic testing. The
introduction of biosimilars into the marketplace will further complicate the identification of the most
effective drug therapy as the cost benchmark, particularly those biosimilars that are not considered
interchangeable with their reference product.
Patient response to therapeutically similar drugs varies from individual to individual. This
variance can include the patient’s indications, absorption rate, secondary effects, the frequency of
undesirable effects, and contraindications. Though most drugs within a given class may be clinically
effective for most patients, they may not be for a small subset, who then need to choose between
paying a higher price or taking a less effective treatment.
Any reference pricing pilot will also need to engage with organizations such as the National
Council for Prescription Drug Programs (NCPDP) to ensure prescription access, real-time prescription
processing and the patient’s timely receipt of medication are not jeopardized.
Despite these hurdles, CMS should move forward to test reference pricing for drugs, but limit
the initial pilot to therapeutically similar drugs on which there is ample data to determine the most
effective drug, and patient variance is minimal.
A separate value-based drug payment pilot should also be implemented on an indicationsbased pricing model. Indications-based pricing varies the payment for a drug based on its clinical
effectiveness for different indications. Though this approach could also benefit from additional data, we
believe indications-based pricing is on firmer ground than a reference-based approach, although all the
same concerns listed above still apply. Oncology drugs, for example, are often prescribed for multiple
indications, but sufficient data is now available for many of these drugs that demonstrate for which

indications it is more effective. Again, limiting the number of drugs in scope of the indications-based
pricing component of the program would be prudent. And for both reference and indications-based
pricing, CMS will need to be vigilant that such payment models do not become so formulaic as to neglect
the subtleties associated with the individualized treatment of each patient.
Finally, we are watching with keen interest the emergence of voluntary agreements between
commercial payers and drug manufacturers that link health care outcomes with payment. We were
pleased to see the little-noticed agreement that CMS recently finalized with Novartis on that company’s
new chimeric antigen receptor T-cell (CAR-T) treatment Kymriah for certain pediatric and young adult
patients with a form of acute lymphoblastic leukemia. We support the ability of CMS to enter into
similar arrangements with drug manufacturers and hope to see many more of these in the future.
Physician Specialty Models – Paying for Limited Episodes of Care Such as Sepsis
In the RFI section on Physician Specialty Models, CMS opined about considering new payment
models that pay providers for limited episodes of care based on quality measure performance and
competitive pricing, possibly even a full prepayment model with elements of the existing Oncology Care
Model. We agree CMS should consider such models and recommend sepsis be one of the episodes of
care that is tested.
According to CMS’ own data, over 550,000 Medicare beneficiaries were afflicted with sepsis in
2013 as a primary diagnosis, totaling more than $8.1 billion in Medicare allowed amounts. A 2015 study1
published in the American Journal of Respiratory and Critical Care Medicine found that older adults are
three times more likely to develop sepsis in the first three months after leaving a hospital than at any
other time, and that the risk of sepsis is 30% higher for patients whose original hospital stay involved
care for infections such as pneumonia. A study2 presented at the American Thoracic Society’s annual
conference in May 2014 concluded that sepsis contributes close to half of all hospital deaths in the
United States. Another study3 concluded that hospital readmissions for severe sepsis are as common as
those for heart failure and pneumonia. And a research letter4 published in February of this year
concluded that sepsis is associated with more hospital readmissions than myocardial infarction and
heart failure.
Given these alarming figures, we recommend CMMI implement a multi-year pilot aimed at
improving early detection and reduction of sepsis. Pilot parameters for quality measurement and
competitive pricing could build on successful strategies already adopted by hospitals participating in the
Bundled Payment Care Initiative (BPCI) or the Partnership for Patient’s Hospital Engagement Networks
(HEN). While we offer up this idea as a possible Physician Specialty Model, the soaring costs associated
with sepsis care for Medicare beneficiaries underscore that such a pilot also addresses Program
Integrity.
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Program Integrity – Appropriate Use of Services
Inappropriate use of health services that lack clinical efficacy is one of the more vexing problems
plaguing the Medicare program. For example, advanced imaging tests such as CT scans may be ordered
when a patient presents with a headache, despite the lack of medical evidence that such scans are
warranted.5 Medicare spends millions of dollars annually on such tests as bone mineral density, PSA
levels for men over 75, and stress testing for stable coronary disease, all of which have been deemed of
low clinical value by researchers.6 And one need only look at the myriad of statistics on the current
opioid addiction epidemic among Medicare beneficiaries to know that inappropriate prescribing of
opioids is occurring every day.7
Congress and CMS have already begun to work on strategies that optimize appropriate use of
health services for Medicare beneficiaries. In 2014, Congress passed the Protecting Access to Medicare
Act, which included a new requirement that ambulatory clinicians consult appropriate use criteria (AUC)
prior to ordering an advanced imaging test such as a CT scan. As part of implementing the Merit-based
Incentive Payment System (MIPS) for clinicians, CMS has included 19 separate quality measures aimed
at promoting the appropriate use of specific services. Similarly, CMS has also included consultation of
AUC prior to ordering an advanced image, and the use of patient safety tools and protocols that
promote AUC generally as permissible MIPS practice improvement activities.
These are all positive steps but stronger financial incentives for clinicians to use AUC should be
tested through CMMI. We recommend the creation of two separate pilots, with the first aimed at
promoting consultation with AUC prior to ordering certain lab tests identified by a September 2015
report to Congress from the General Accounting Office as having little or no clinical value.8 Collectively
such tests cost Medicare more than $500 million in 2009. An AUC/medication pilot could also be tested
for oncology drug therapies, which are among the highest cost paid under Medicare Part B.
Such pilots could be designed with enhanced financial incentives for clinicians who regularly
consult AUC. For example, Medicare could share a percentage of savings with clinicians participating in
the pilots who reach certain AUC consultation/cost savings metrics. Participating clinicians might also be
given enhanced scores in the MIPS Cost or Advancing Care Information performance categories,
exemption from reporting on MIPS quality measures or practice improvement activities, or any
combination of these incentives.
A separate AUC pilot could also be created to test clinician consultation with AUC prior to
ordering opioids. CMS and the Trump Administration have vowed to deploy the full range of strategies
and programs to curb the opioid addiction epidemic, and such a pilot would garner both public health
and payment reform benefits. The launch of an AUC/Opioid prescribing pilot would be yet another
signal of the Administration’s willingness to explore all options to address this crisis.
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Thank you again for the opportunity to share our views. Please contact Bob Hussey if you have
questions or would like to arrange a time to discuss these issues further with Wolters Kluwer Health
staff.

Response to CMMI New Directions RFI
November 20, 2017
Woods Services, Inc.
Proposal for improving service delivery and reducing health care costs for super-utilizers
of care among people with intellectual disabilities and severe behavioral challenges

Fourteen-year-old Jacob is living at home with his parents. Jacob is diagnosed with
autism spectrum disorder with moderate intellectual disability, attention deficit
hyperactivity disorder (ADHD), and obsessive-compulsive disorder (OCD). He is served
in a Home and Community Based Services (HCBS) Medicaid Waiver program for
children with autism, and attends public school. Jacob’s behaviors include occasional
physical aggression and self-injurious behavior, hoarding anything of paper (e.g.,
newspapers, magazines, notebook paper, etc.), and hyperactivity. He is routinely
monitored by his pediatrician, who treats his ADHD with Concerta. What is less clear is
through what system Jacob receives mental and behavioral health supports. The local
mental health system provider treats the OCD, but believes the aggression and selfinjurious behavior to be manifestations of Jacob’s autism and intellectual disability. And,
the mental health provider can and does receive Medicaid payment for treatment of
mental health, but cannot receive Medicaid reimbursement if treating anything related to
the Autism or intellectual disability. At the same time, Jacob is supported with Applied
Behavior Analysis for the physical aggression and self-injurious behaviors through the
HCBS Medicaid waiver, with yet another provider reimbursed for these particular
supports. The school that Jacob attends provides in-school treatment supports that are
available under special education.1
What happens to Jacob when he turns 21, exits the education system, and enters the fragmented
adult system of services for people with intellectual disabilities, behavioral, medical and
psychiatric disorders?
According to the Centers for Disease Control and the American Association on Intellectual and
Developmental Disabilities, there are 5 million people in the U.S. with
intellectual/developmental disabilities (IDD).2 And, in the case of Autism Spectrum Disorder
alone, studies have shown increases in prevalence of almost 10% a year.3 The triple issue of the
aging of America (an increase from 12.4% in 2000 to 19.6% by 2030 of the population over age
65),4 the aging of caregivers of people with IDD and the steadily increasing longevity of people
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with IDD5 raises alarm bells, calling for increasing service needs and new models for their
delivery.
While many people with IDD live independently and with few or no supports, a subset of people
with IDD have multiple severe conditions that require highly specialized supports, increased
access to primary care and careful care coordination. A small percentage of people with IDD
who have other diagnoses, such as behavioral or mental health/psychiatric disorders – over one
million people6 – require significantly more intensive services and supports. The range of
complex conditions in addition to psychiatric disorders, mental illness, emotional and behavioral
challenges, include such diverse genetic or neurologic conditions as traumatic brain injury,
autism spectrum disorder, muscular dystrophy, cerebral palsy, and epilepsy.
It is a challenge to meet the complex medical and behavioral health needs of this population in
traditional health care and other community-based settings; there are those who may require a
more restrictive setting to meet their specific needs. The medical needs of persons with IDD
are greater than the general population, and as a result, care is more costly. In fact, close to
$60 billion is spent annually in Medicaid funding by government to serve children and adults
with IDD. ER and hospitalization costs for people with IDD and complex behavioral and
medical needs exceed $2 million annually for the average health and human services agencies
providing coordinated care for this population.
Large non-profit health and human service agencies with revenues in excess of $100 million
have served for decades as unrecognized population health management organizations providing
coordinated services for people with IDD and complex needs, addressing all domains of a
person’s life, including social determinants of health, throughout the entire lifespan. These
organizations expend significant resources to coordinate this complex care across a maze of
systems and funding streams that are often siloed, and work in parallel to health systems. These
efforts could have an even greater impact on both cost-savings to Medicaid and on health care
outcomes if more strategically deployed, and more effectively integrated as part of the healthcare
continuum.
Woods, which is one of those large health and human services agencies providing care to people
with intellectual disabilities and behavioral challenges, proposes two approaches which would
help to reduce costs due to unnecessary ER visits and hospitalizations and improve health care
delivery systems and health outcomes for the super-utilizers among people with IDD and other
complex issues. These approaches would reduce health care costs due to ER visits and
hospitalizations by 40%.
First, Woods proposes that CMS establish a special patient population portable prospective
payment reimbursement rate of $220 per primary care and behavioral health visit, similar to the
average reimbursement rate set for Section 330 Federally Qualified Health Center (FQHC)
grantees of the Public Health Service Act. This enhanced reimbursement rate is designed to
cover the cost of caring for the uninsured and super-utilizers of health care services who also
5
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have diagnosed intellectual disabilities and behavioral challenges (IDD). Establishing an
enhanced special population reimbursement rate for healthcare practices caring for vulnerable
populations would position them on equal footing with other safety-net providers, extend
primary care and behavioral health to more patients, lower costs, and improve care quality.
Further, we propose that HRSA manage this program as a demonstration, designating the IDD
population a a new special population. Unlike the current FQHC program, this special
population rate would follow the person, rather than being dependent on accessing care in a
Medically Underserved Area. This approach would ensure accessibility of services for people
with IDD and complex health care and behavioral health needs, and the agencies that have
established mechanisms for delivering highly-specialized services to them, often across state
lines, in areas located outside of Medically Underserved Areas where the majority of FQHCs are
located. Funding streams include Medicaid and Medicare service and healthcare dollars, private
insurance, and education dollars for children through age 21. After age 21, people with IDD fall
under the Medicaid/SSI umbrella for people with disabilities.
A new special population designation and portable rate following the person will mirror the
FQHC general rate, and will cover the cost of a wraparound rate for a typical appointment which
can take up to one hour for a person with IDD and behavioral challenges.
Second, Woods proposes that CMS establish a five-year special population managed care
demonstration for a pilot project of coordinated care to be carried out by the established highcapacity health and human services organizations which currently provide a complex set of
services for people with IDD and severe mental illness and behavioral challenges. The goal of
the pilot project is to reduce costs by reducing unnecessary ER visits and hospitalizations, and by
eliminating barriers to care coordination and access to care. Specifically, these pilot sites will
offer comprehensive and integrated services, as described below, within a capitated structure,
which would include payment on a Per Person/Per Month (PMPM) basis, and would include
responsibility for comprehensive services, integration of physical and behavioral health with
other services, a compliance focus on the impact of the service on people’s lives, use of service
models that increase quality and reduce costs, and highly personalized services that enhance
choice and self-directed supports.
Serving the IDD population often requires highly skilled and specialized primary medical and
dental care for a population which may have medical and behavioral complications resulting
from genetic or other types of conditions. Unlike the cursory physical exams most of us are
accustomed to, primary care visits for people with IDD take an average of 45 minutes to an hour,
given the medical and emotional complexities of the IDD population with medical and
behavioral co-morbidities. Most private physician practices do not accept Medicaid, the primary
insurer of adults with IDD. These practices cannot afford to care for this population, with the
perceived risks and complexities that require more time for visits, significant accommodations
and flexibility in conducting patient visits, the need for alternative methods of communication
using pictures and technology, the need for more space and specialized equipment in exam
rooms and the frequent need for information-gathering from families and direct care staff for
patients with communication barriers.7 Further, neither traditional medical practices nor FQHCs
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are equipped to provide primary care for people with IDD and significant behavioral challenges,
which could include self-injurious behavior, aggression to people or property, or stereotyped or
repetitive behavior.8
Established health and human services organizations with annual budgets of over $100 million
are the primary deliverers of services for people with intellectual and developmental disabilities,
behavioral challenges, and psychiatric, medical and genetic disorders. As population health
management organizations, they provide and/or coordinate services which address most or all
life domains and social determinants of health, including housing, transportation, economic and
employment supports, education, primary and specialty care, related services such as
occupational, physical and speech therapy, assistive technology and other supports, food and
nutrition services, case management, legal and advocacy services, and recreational, exercise and
social programs. Given the depth and breadth of expertise that these population health
management organizations offer, they are well-positioned to carry out a care coordination pilot
project which will result in cost savings and improved care for people with IDD and the most
significant behavioral and medical challenges.
Contact
Tine Hansen-Turton, MGA, JD, FCPP, FAAN
President & CEO
Woods Services, Inc.
40 Martin Gross Drive
Langhorne, PA 19047

About Woods Services
Woods Services, Inc. (Woods) is a 501(c)(3) non-profit organization that provides a continuum
of highly individualized supports and services for 4,000 individuals with the most complex and
intensive medical and behavioral healthcare needs through a network of four non-profit
organizations in Pennsylvania and New Jersey. Woods supports people with the most severe
intellectual/developmental disabilities in residential treatment and community-based settings
that best meet their social, emotional and medical needs through evidenced-based treatments and
a population health approach. Woods Services is headquartered in Langhorne, Bucks County,
Pennsylvania and its on-site programs provide supports for 675 children and adults ages 4-89
with intellectual disabilities, autism, and other developmental disabilities, brain-injury,
neurological disorders, behavioral health challenges and co-occurring medical conditions.
Programs include Beechwood NeuroRehab brain–injury post-acute rehabilitation, residential
services, health and dental care, education, day habilitation, vocational services that include 3
social enterprises, work center supported employment, clinical services, therapies such as
speech, physical therapy and occupational therapy and assistive technology.
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Guiding Principles & Expand Opportunities for Advanced APMs

Provisions of this RFI
Guiding Principles
While existing partnerships with healthcare providers, clinicians,
states, payers and stakeholders have generated important value and
lessons, CMS is setting a new direction for the Innovation Center.
We will carefully evaluate how models developed consistent with the
new directions can complement what we are learning from the
existing initiatives. The Innovation Center will approach new model
design through the following guiding principles:
1. Choice and competition in the market – Promote competition
based on quality, outcomes, and costs.
2. Provider Choice and Incentives – Focus on voluntary models,
with defined and reasonable control groups or comparison
populations, to the extent possible, and reduce burdensome
requirements and unnecessary regulations to allow physicians and
other providers to focus on providing high-quality healthcare to their
patients. Give beneficiaries and healthcare providers the tools and
information they need to make decisions that work best for them.
3. Patient-centered care – Empower beneficiaries, their families,
and caregivers to take ownership of their health and ensure that they
have the flexibility and information to make choices as they seek care
across the care continuum.
4. Benefit design and price transparency – Use data-driven
insights to ensure cost-effective care that also leads to improvements
in beneficiary outcomes.
5. Transparent model design and evaluation – Draw on
partnerships and collaborations with public stakeholders and harness
ideas from a broad range of organizations and individuals across the
country.
6. Small Scale Testing – Test smaller scale models that may be
scaled if they meet the requirements for expansion under 1115 A(c)
of the Affordable Care Act (the Act). Focus on key payment
interventions rather than on specific devices or equipment.
The Innovation Center is interested in testing models in the following
eight focus areas: (1) Increased participation in Advanced Alternative
Payment Models (APMs); (2) Consumer-Directed Care & MarketBased Innovation Models; (3) Physician Specialty Models; (4)
Prescription Drug Models; (5) Medicare Advantage (MA) Innovation
Models; (6) State-Based and Local Innovation, including MedicaidYes [Y]
focused Models; (7) Mental and Behavioral Health Models; and (8)
Program Integrity. However, the Innovation Center may also test
models in other areas.

Potential Models
Expanded Opportunities for Participation in Advanced APMs
In April 2015, Congress passed the Medicare Access and CHIP
Reauthorization Act of 2015 (MACRA) that repealed the Sustainable
Growth Rate formula for updating the Medicare physician fee
schedule, and replaced it with a series of fixed statutory updates and
a Quality Payment Program that includes the Merit-Based Incentive
Payment System (MIPS) and Advanced APMs. CMS administers the
Quality Payment Program, and the Innovation Center bears primary
responsibility for development of policies and operations relating to
Advanced APMs. Eligible clinicians who are Qualifying APM
Participants (QPs) for a year from 2019 through 2024 receive a lump
sum APM incentive payment and, beginning for 2026, a differentially
higher update under the Medicare physician fee schedule. Eligible
clinicians who are QPs for a year are also not subject to the MIPS
reporting requirements and payment adjustment.
CMS expects that the number of eligible clinicians choosing to
participate in Advanced APMs will grow over time. To facilitate this
growth, CMS seeks comment on ways to increase opportunities for
eligible clinicians to participate in Advanced APMs and achieve
threshold levels of participation to become QPs. CMS has received
feedback from the healthcare provider community on the extensive
and lengthy process that is required for a model to qualify as an
Advanced APM. CMS seeks feedback from stakeholders on ways the
Administration can be more responsive to eligible clinicians and their
patients, and potentially expedite the process for providers that want
to participate in an Advanced APM. CMS also seeks guidance from
the stakeholders on ways to capture appropriate data to drive the
design of innovative payment models and strategies to incentivize
eligible clinicians to participate in Advanced APMs.

Do you have comments on the guiding principles or Expanded
Opportunities for Participation in Advanced APMs?

November 17, 2017 Ms. Seema Verma Administrator Centers for Medicare and Medicaid Services 7500
Security Boulevard Baltimore, MD 21244 Re: YMCA of the USA Comments on the CMS Request for
Information (RFI) the CMS Innovation Center (Innovation Center) Dear Administrator Verma: Thank you for
seeking information on the Center for Medicare and Medicaid Innovation goals as outlined in your Request
for Information. YMCA of the USA (the Y) is pleased to provide our perspective as one of the successful CMMI
Health Care Innovation Award (HCIA) grantees. Per the Innovation Center RFI, one of the most important
goals at CMS is fostering an affordable, accessible healthcare system that puts patients first. The Y’s
approach to our healthy living work is completely in line with the RFI’s stated Innovation Center goals to: •
Promote patient-centered care and test market-driven reforms that empower beneficiaries as consumers The Y works to empower individuals with the tools to take control of their own health and works with the
private, philanthropic and government sectors to drive innovation in health. • Provide price transparency The Y continues to work with private and philanthropic sectors to determine transparent and consistent price
points for our services across urban, rural and suburban settings. We partnered with health insurers and
companies that specialize in health care cost analysis and worked with the CMS actuary and RTI to gain true
estimates on cost savings potential of the National Diabetes Prevention Program. • Increase choices and
competition to drive quality - The Y drove passage of bi-partisan legislation establishing the CDC’s National
Diabetes Prevention Program to ensure there were multiple “recognized” providers in the marketplace to
serve the 84 million Americans with prediabetes, knowing we alone could not serve this population alone. The
Y is confident that we are one of the best Diabetes Prevention Program (DPP) providers and we believe more
high-quality providers are necessary in the system for constant quality improvement and innovation. • Reduce
costs - The Y has proven through CMS’s Actuary and RTI, that the DPP can save at least $2650 per Medicare
beneficiary through our YMCA Diabetes Prevention Program. As a result of this Innovation effort, CMS is
expanding the benefit to all eligible beneficiaries with a diagnosis of pre-diabetes. • Improve outcomes - The
Y also showed it could improve outcomes for individuals with prediabetes by replicating the original DPP trial
with fidelity. The Y is offering a host of other evidence-based health interventions (EBHI) that we hope CMS
will consider investing additional resources that each have the potential to save the nation millions of lives
and billions of dollars in savings. We also continue to secure and invest private and philanthropic and
government dollars for ongoing clinical trials to prove outcomes across a range of interventions targeting and
eliciting behavioral change that results in improved clinical outcomes and reduced expenditures. In our
comments below we will give background on our successful Health Care Innovation Award and address 5 of
the 8 focus areas solicited in this RFI (namely focus areas 1, 2, 6, 7 and 8). We link to the evidence
throughout, including CMS published actuarial report on the Ys Health Care Innovation Award. Background
on the YMCA of the USA CMS Health Care Innovation Award Grant Success – the Evidence Below is
excerpted from the CMS Memo of the YMCA’s Diabetes Prevention Program Health Care Innovation Award:
The Y-USA was the recipient of a CMS Health Care Innovation Award to test its DPP [Diabetes Prevention
Program]. Participants began enrolling on February 15, 2013. The benefit is based on the DPP clinical trial in
which lifestyle coaches provide a core curriculum consisting of 16 sessions delivered approximately weekly
followed by six [note: it was actually eight sessions] delivered approximately monthly that promote healthy
lifestyle changes and weight loss. The main goal of the program was to improve participants’ health through
improved nutrition and physical activity, resulting in at least a 5-percent weight loss for each individual. This
outcome was expected to lead to a reduction in the incidence of diabetes and total health care expenditures.
The Y-USA received $11,885,134 from the CMS Health Care Innovation Awards program to fund its DPP. The
program has met the standards set forth by the CDC Diabetes Prevention Recognition Program Standards
and Operating Procedures and earned recognition. The Y-USA DPP includes two components: (i) hiring and
training lifestyle coaches to deliver the program’s curricula, and (ii) implementing the DPP among eligible
participants. Lifestyle coaches receive about 30 hours of training; however, aside from this instruction, a high
school diploma is the only requirement for employment. The DPP curriculum is delivered over 10 to 12
months to groups of 8 to 15 participants. Weekly core sessions are completed over 20 weeks and are followed
by 8 monthly maintenance sessions. The program’s core curriculum includes 16 sessions that cover topics
related to diet, exercise, and healthy lifestyle changes. The core curriculum is expected to lead to weight loss
of at least 5 percent, and maintenance sessions help participants maintain their weight loss. CMMI funded
YMCA of the USA to test the YMCA’s Diabetes Prevention Program for its [CMS] ability to consider an
expansion of the YMCA of the USA Diabetes Prevention Program (Y-USA DPP) with some specification
changes. The expansion would include a core curriculum consisting of 16 sessions delivered by lifestyle
coaches approximately weekly followed by six [note: it was eight] sessions delivered approximately monthly
that promote healthy lifestyle changes and weight loss. In addition, maintenance sessions would be offered
after the first year of the program to aid participants in maintaining their healthy lifestyle and weight loss. On
March 14, 2016, CMS’s Office of the Actuary certified - based on historical evidence from evaluations of the
Y-USA DPP, other DPPs, and independent modeling of savings projections - that an expansion of the DPP
intervention, would not result in an increase in Medicare spending. RTI International evaluated the results of
the Y-USA DPP over the first eight quarters of the program and prepared follow-up reports. Some of the key
findings in these reports are as follows: The Y began enrolling participants on February 15, 2013. As of March
2015, 6,874 beneficiaries had been recruited (that is, have attended at least one session), and, of those
recruited, 5,696 have been enrolled (that is, have attended at least four sessions). • Over 60 percent of the
participants are between the ages of 65 and 75. • Average weight loss shown in the 12th quarterly report was
4.73 percent for participants attending at least four core sessions and 5.17 percent for participants attending
at least nine sessions. • Of participants attending at least four core sessions, 44 percent reached the 5percent weight-loss target. • Over 80 percent of participants who have been recruited attended at least four
core sessions, and significant weight loss has been achieved by these participants. Participants attending nine
sessions have achieved even more weight loss. For the impact on total cost of care, RTI used a difference-indifference regression analysis, which showed statistically significant gross savings in each of the first five
quarters of the program, totaling $2,650. The report also showed significant reductions in inpatient hospital
admissions. Since the release of the actuarial report, RTI has released a final study showing even greater
savings in the programs. Conclusion from the CMS Actuary : The evaluation results from Y-USA, CDC, and a
large national provider of DPP indicate that beneficiaries participating in diabetes prevention programs have
achieved success with losing weight and reducing the incidence of diabetes. While each of the programs we
evaluated has some limitations, we believe that the results indicate that the intervention has resulted in
reductions in medical spending in the near term. Medicare Diabetes Prevention Program Expansion Model :
The Medicare Diabetes Prevention Program (MDPP) expanded model is a structured behavior change
intervention that aims to delay or prevent the onset of type 2 diabetes among Medicare beneficiaries with an
indication of prediabetes. This model is an expansion of the [Y’s] Diabetes Prevention Program (DPP) model
test, which was tested through the Center for Medicare and Medicaid Innovation’s Health Care Innovation
Awards. The final rule establishing the expansion was finalized in the Calendar Year (CY) 2017 Medicare
Physician Fee Schedule (PFS) final rule published in November 2016. On November 2, 2017, CMS issued the
CY 2018 PFS final rule, which established policies related to the set of MDPP services, including beneficiary
eligibility criteria, the MDPP payment structure, and supplier enrollment requirements and compliance
standards aimed to enhance program integrity. Request for Information Details In response to CMS’s request
for information, the Y has provided insights and suggestions for several of the models the agency is interested
in testing. The Y worked with and supported the previous direction of the Agency and also supports and
hopes to work with CMS as it charts this new direction for the Innovation Center. We are pleased that you
will carefully evaluate how existing initiatives and models and believe the YMCA’s DPP and the National
Diabetes Prevention Program represent an outstanding model to replicate in other disease states and
conditions.

What Expanded Opportunities for Participation in Advanced
APMs model designs should the Innovation Center consider
that are consistent with the guiding principles?

1) Increased participation in Advanced Alternative Payment Models (APMs); As more physicians participate in
Advanced APMs, we will see increasing demand for innovative clinical integration models that include
community-based organizations (CBOs) as an integral partner to reach population health goals. It is
imperative that health care providers and CBOs, like the Y, collaborate to develop best-practice models for
community integrated health that will both bring value to the health care sector and support a culture of
health across the country. Y-USA currently supports clinical integration efforts in multiple markets across the
country between a local Y, or multiple local Ys, and their respective health care systems. Advanced APMs
such as Accountable Care Organizations, Bundled Payment for Care Improvement Initiatives, and the
Oncology Care Model, encourage health care systems to think innovatively and seek non-traditional partners
such as the Y, and have played a role in accelerating partnership discussions. The shift towards value-based
care is an essential focus of the Innovation Center. Value-based care is most inherently present in Alternative
Payment Models. As qualified providers begin mandated participation in the Merit Incentive Payment System,
there will be increased participation in alternative payment models. While the alternative payment models
focus on shifting healthcare providers from fee-for-service to risk-based contract models, increasingly there
has been renewed awareness of the impact of external factors on the utilization of healthcare services. These
factors include social determinants of health, adverse lifestyle choices, access to care, utilization patterns,
and environmental factors. Healthcare providers cannot fully impact the total cost of care without addressing
the factors that are external to the healthcare delivery system. We recommend that the Innovation Center
prioritize the expansion of available alternative payment models. Included in the expanded offering of
alternative payment models should be models that encourage clinical integration of community-based
organizations, with healthcare providers, to address factors impacting whole-person care. The creation of the
Accountable Communities of Health funding was the first opportunity to support clinical integration between
community-based organizations and healthcare providers. Unfortunately, the primary flaw in the Accountable
Communities of Health Funding is that the funding did not support or incentivize the community-based
organizations to support the achievement of defined health improvement goals. The funding supported
linkages between healthcare providers with community-based organizations, but did not support the
expansion of community-based interventions to achieve improved outcomes. As a result, some organizations
now have increased referrals for limited community resources. This has caused further strain on a social
safety-net system that is already overwhelmed. The next generation of the Innovation Center alternative
payment models should include programs that support community-based organizations achieving clinical
integration with healthcare providers to operate as extensions of the healthcare delivery system. When goals
are achieved, the healthcare provider and their community partners should have the ability to participate in
shared savings so that there are equal financial incentives to support goal achievement. Significant shifts in
the total cost of care cannot be realized until we begin creating financial incentives for high-value clinical
integration models that include healthcare providers and community partners to deliver whole-person care.

Do you have suggestions on the structure, approach, and
design of potential Expanded Opportunities for Participation
in Advanced APM models? Please also identify potential
challenges or risks associated with any of these suggested
models.

Yes [Y]

See above
What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Expanded Opportunities for Participation in Advanced
APM models and/or participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

Yes [Y]
See above as it pertains to Community Integrated Health and partnership with community providers.

CD-MB

Consumer-Directed Care & Market-Based Innovation
Models
CMS believes beneficiaries should be empowered as consumers to
drive change in the health system through their choices. Consumerdirected care models could empower Medicare, Medicaid, and CHIP
beneficiaries to make choices from among competitors in a marketdriven healthcare system. To better inform consumers about the cost
and quality implications of different choices, CMS may develop
models to facilitate and encourage price and quality transparency,
including the compilation, analysis, and release of cost data and
quality metrics that inform beneficiaries about their choices. CMS
will consider new options for beneficiaries to promote consumerism
and transparency. For example, beneficiaries could choose to
participate in arrangements that would allow them to keep some of
the savings when they choose a lower-cost option, or that incentivize
them to achieve better health. Models that we are considering
Yes [Y]
testing include allowing Medicare beneficiaries to contract directly
with healthcare providers, having providers propose prices to inform
beneficiary choices and transparency, offering bundled payments for
full episodes of care with groups of providers bidding on the payment
amount, and launching preferred provider networks. CMS solicits
feedback from patient and consumer advocacy groups, the
healthcare provider community, as well as experts in the technology
industry, and other stakeholders that can provide creative ideas on
how to operationalize these principles in models that best serve
patients in terms of cost, quality, and access to care.

Do you have comments on the guiding principles or
Consumer-Directed Care & Market-Based Innovation Models?

2) Consumer-Directed Care & Market-Based Innovation Models; The Robert Wood Johnson Foundation
(RWJF) and the YMCA of the USA (the Y) have formed a 10-year partnership to look at models to better
integrate the community into the healthcare delivery system (see Figure 1 for a description of this model).
This work is driven by the human and economic urgency to prevent and control chronic disease and our
understanding that 80% of health outcomes are driven by factors outside clinical care—such as health
behaviors, social and economic circumstances, and the physical environment in which people live.
Community-based organizations like the Y can navigate community environments and implement practical
and evidence-based health solutions with the private sector, saving lives and healthcare dollars. Consumerdirected care. For more than a decade, the Y has led efforts to scale evidence-based health interventions
(EBHIs) that have been shown to reduce the risk for or complication of chronic diseases. The Y has
approached this work with an understanding of the wants needs and interests of participants (the consumer)
and has designed programs and strategies to meet the consumer’s needs. The Y has utilized research based
strategies of listen first and motivational interviewing to help individuals identify their goals and help them
remove the barriers to achieving them. We have partnered with both the Institute on Health Improvement to
test our models through collaborative processes and the company IDEO to focus on human-centered design
strategies. As a result, we have changed the nature of our facilities to be more welcoming to individuals who
start and stop on their health behavior pathway and we have retrained staff and hired new staff to better
meet needs of individuals trying to adopt behavior change strategies. The Y’s ability to deliver and scale the
Diabetes Prevention Program was the result of a 21-year effort that began with research at the National
Institutes of Health, the CDC, and academic institutions that showed a 58% reduction in new cases of type 2
diabetes. Although the clinical intervention was costly, Indiana University’s School of Medicine partnered
with the Y to replicate the results in a Y setting for a fraction of the cost. The Y Movement had already been
delivering and testing new strategies from motivational interviewing to the redesign of our physical
infrastructures, and as an organization was more likely ready to receive a population of individuals struggling
to make health changes in their lives. Market-based innovation. An innovative community, business, and
government partnership between the CDC, UnitedHealth Group (UHG), and the Y was the impetus for
translating and scaling the DPP to the community. The CDC instituted a recognition program for communitybased providers of the DPP, like the YMCA, to ensure fidelity to the program and its outcomes. UHG, through
a subsidiary (Optum), would help any employer or insurer support individuals and families by incentivizing
participation in the program, encouraging and accepting referrals from healthcare providers, and then
providing reimbursements on a performance basis. Optum served as a third-party administrator for the YMCA
of the USA, assisting with referrals, reimbursements, data collection, marketing, and contracting with health
insurers and employers. Most community-based organizations have never previously provided these functions
in their day-to-day operations. Lessons learned through the work with Optum have enabled the Y to take on
responsibilities to advance third-party reimbursement for the DPP and other EBPs delivered by Ys, working
with athenahealth for cloud-based electronic medical record and claim submission services. The YMCA’s
ability to serve as a managed service organization (MSO) for its 2700 Ys in 50 states to collect outcomes data
across health conditions in a HIPAA compliant format, advance third-party reimbursements, electronic
medical records communications and claims submissions enables us to provide the necessary data on
outcomes and costs for our EBHI work. The YMCA’s Diabetes Prevention Program is already working with
national private insurers and hundreds of employers (including public sector employers) who pay for the
program. Many state and county employer plans are now paying for the program. The Y offers several other
EBPs, including physical activity and/or nutrition interventions for cancer survivors, adults living with
arthritis and hypertension, and children living with obesity and those with early cognitive impairment. These
programs all have clinical trial data, and some have measured return on investments and should be attractive
to payers and insurers alike to improve health and reduce costs. CMMI should be testing these EBHI models
as they did the DPP to measure the impact on health outcomes and costs. Medical societies, health
professionals, and third-party payers are working to help increase referrals to EBPs at the community level.
The American Medical Association believes that physicians can help reduce the burden of diabetes and
hypertension by educating patients about local resources and programs, so it is encouraging physicians to
screen patients for prediabetes and refer eligible patients to participate in the DPP. It’s important to explore
models that close the gap between the community and the health system to elevate prevention and control of
chronic disease, to help consumers navigate the health system, and to curb the exponential growth in
healthcare costs to employers. The YMCA’s Community Integrated Health model could be tested on various
fronts to see how its multi-pronged approach gets at those factors outside the clinical setting to influence
health outcomes. In addition to the DPP, the Y is advancing the following EBHI: Arthritis Control and Falls
Prevention: Enhance®Fitness helps those with arthritis and other physical limitations become more active,
energized, and empowered for independent living and has been shown to also prevent falls. EnhanceFitness
is nationally recognized by the Centers for Disease Control and Prevention, US Department of Health and
Human Services, US Department on Aging, and the National Council on Aging. Since 2013, the Y has scaled
the program to 383 sites in 41 states and served more than 22,000 participants. Studies have shown
reductions in hospitalizations from the program and as much as $945 less in health care cost per year than
among non-participants. Cancer Survivorship: LIVESTRONG® at the YMCA has been proven through clinical
trials, conducted by Yale University and Dana Farber Cancer Center, to improve cancer survivor’s
cardiovascular function, strength, and physical fitness and to reduce fatigue. Today there are 15.5 million
cancer survivors in the US and that number is expected to rise to 20 million by 2026. Since 2007, the
LIVESTRONG Foundation has been the YMCA’s partner in developing and delivering LIVESTRONG at the
YMCA to serve more than 50,000 survivors helping them reclaim their health and well-being. CDC recently
began assisting the Y in further scaling the program. Blood Pressure Control: The Y’s Blood Pressure SelfMonitoring Program is now offered in 139 sites in 30 states and has served over 3,000 participants.
According to the American Heart Association, nearly 80 million adults have high blood pressure in this
country. Less than half have it under control. To address these issues, the Y designed an evidence-based, selfmonitoring program aimed to help participants better manage their blood pressure. The program emphasizes
that self-monitoring and tracking of individuals’ blood pressure can play a significant role in reducing one’s
blood pressure and improving their quality of life. , We are pleased to be supported by both the CDC and the
American Heart Association to help scale this model. Childhood Obesity Management: The Y’s Healthy
Weight and Your Child Program was launched in 2015 and is an evidence-based program that empowers 7-13
year-olds and their families for weight management and to help them live a healthier lifestyle. In just a year,
the program has enrolled 765 children in 19 Ys across the country. The program’s curriculum is adapted from
the most widely disseminated and evaluated child weight management program in the world (known as
“MEND”). Research on the original program showed a statistically significant reduction body mass index,
waist circumference, sedentary activities and improvements in physical activity and self-esteem at 6 and 12
months. The family-centered program emphasizes three elements: healthy eating, regular physical activity
and behavior change to elicit a positive life-long lifestyle transformation. The program engages the child and
adult, so together they can understand how the home environment and other factors influence the choice that
lead to a healthy weight. Each of these EBHIs is addressing a major chronic disease or condition that is
contributing to spiraling economic and human consequences. Like the Diabetes Prevention Programs, these
EBHIs could be tested among the Medicare and Medicaid populations for scale and measured for cost-savings
and improved health outcomes.
What Consumer-Directed Care & Market-Based Innovation
Model designs should the Innovation Center consider that are See above
consistent with the guiding principles?
Do you have suggestions on the structure, approach, and
design of potential Consumer-Directed Care & Market-Based
Innovation Models? Please also identify potential challenges
or risks associated with any of these suggested models.

Yes [Y]
Yes. See above

What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Consumer-Directed Care & Market-Based Innovation
Models and/or participate in new models?

Replicate model tests like the YMCA's Diabetes Prevention Program as described above.

Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

Yes [Y]
Again, providers need to be incentivized to partner with and refer to community-based organizations who
have a track record for delivering Evidence-based Health Interventions.

Physician Specialty Models

Physician Specialty Models
• Physician Specialty Models
The Innovation Center is interested in increasing the availability of
specialty physician models to improve quality and lower costs and
engage specialty physicians in alternative payment models,
especially for independent physician practices. One potential option
may be to include specialty physician management of a defined
population of beneficiaries with complex or chronic medical
conditions, including multiple chronic conditions. This may include
the specialist serving as the primary source of care and providing
care coordination for medically complex beneficiaries. Another
option may be paying healthcare providers for limited episodes of
care based on quality measure performance and competitive pricing.
For cancer care in particular, a model could test full prepayment for
Medicare and Medicaid beneficiaries, with care provided in
collaborative networks, possibly incorporating elements from the
existing Oncology Care Model. CMS solicits feedback from the
provider community, patient and consumer advocacy groups, and
other stakeholders regarding their best ideas for new physician
No [N]
specialty models and appropriate quality measures.
• Physician-Focused Payment Model Technical Advisory Committee
(PTAC) Recommended Models
In addition to creating MIPS and Advanced APMs, MACRA also
creates incentives for physicians to participate in Alternative
Payment Models (APMs), including the development of physicianfocused payment models (PFPMs). Section 101(e)(1) of MACRA
creates the Physician Focused Payment Model Technical Advisory
Committee (PTAC). PTAC makes comments and recommendations to
the Secretary on proposals for physician-focused payment models
submitted by individuals and stakeholder entities. The Secretary may
choose to recommend Innovation Center testing of models
recommended by PTAC.

Do you have comments on the guiding principles or Physician
Specialty Models?
What Physician Specialty Models designs should the
Innovation Center consider that are consistent with the
guiding principles?
Do you have suggestions on the structure, approach, and
design of potential Physician Specialty Models? Please also
identify potential challenges or risks associated with any of
these suggested models.

No [N]

What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Physician Specialty Models and/or participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

No [N]

Prescription Drug Models

Prescription Drug Models
CMS wants to test new models for prescription drug payment, in
both Medicare Part B and Part D and State Medicaid programs that
incentivize better health outcomes for beneficiaries at lower costs
and align payments with value. Models that better align incentives
and engage beneficiaries as consumers of their care can continue to
improve patient outcomes while controlling drug costs. Models that
contemplate novel arrangements between plans, manufacturers, and
stakeholders across the supply chain, including, but not limited to
No [N]
innovative value based purchasing arrangements, and models that
would increase drug pricing competition while protecting
beneficiaries’ access to drugs are of particular interest.

Do you have comments on the guiding principles or
Prescription Drug Models?
What Prescription Drug Model designs should the Innovation
Center consider that are consistent with the guiding
principles?
Do you have suggestions on the structure, approach, and
design of potential Prescription Drug Models? Please also
identify potential challenges or risks associated with any of
these suggested models.
What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?

No [N]

How can CMS further engage beneficiaries in development of
Prescription Drug Models and/or participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

No [N]

Medicare Advantage (MA) Innovation Models

Medicare Advantage (MA) Innovation Models
CMS wants to work with Medicare Advantage (MA) plans to drive
innovation, better quality and outcomes, and lower costs. CMS seeks
to provide MA plans the flexibility to innovate and achieve better
outcomes. CMS is currently implementing an MA plan model, the
Medicare Advantage Value-Based Insurance Design (VBID) model,
that provides benefit design flexibility to incentivize beneficiaries to
choose high-value services; but this model could be modified to
provide more flexibility to MA plans and potentially add additional
states. More generally, CMS is interested in more models in the MA
plan space and regulatory flexibility as necessary for purposes of
testing such models. CMS is potentially interested in a
demonstration in Medicare Advantage that incentivizes MA plans to
compete for beneficiaries, including those beneficiaries currently in No [N]
Medicare fee-for-service (FFS), based on quality and cost in a
transparent manner. CMS is also interested in what additional
flexibilities are needed regarding supplemental benefits that could
be included to increase choice, improve care quality, and reduce
cost. Additionally, CMS seeks comments on what options might exist
beyond FFS and MA for paying for care delivery that incorporate
price sensitivity and a consumer driven or directed focus and might
be tested as alternatives to FFS and MA.

Do you have any comments on the guiding principles or
Medicare Advantage (MA) Innovation Models?
What Medicare Advantage (MA) Innovation Model designs
should the Innovation Center consider that are consistent with
the guiding principles?
Do you have suggestions on the structure, approach, and
design of potential Medicare Advantage (MA) Innovation
Models? Please also identify potential challenges or risks
associated with any of these suggested models.

No [N]

What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Medicare Advantage (MA) Innovation Models and/or
participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

No [N]

State-Based and Local Innovation, including Medicaid-focused Models

State-Based and Local Innovation, including
Medicaid-focused Models
States play a critical role in innovation and delivery of high quality
care. CMS wants to partner with states to drive better outcomes for
people based on local needs. CMS and the Innovation Center have
worked with states on a variety of initiatives including the State
Innovation Models, Innovation Accelerator Program, Strong Start
and Medicaid Incentives for the Prevention of Chronic Diseases
Model. These efforts and a variety of successful State-led models
provide lessons learned for advancing innovation. Through this
model focus area, States could drive reform and innovation.
Healthcare providers and states would work with CMS to develop
state-based plans and local innovation initiatives to test new models.
Models would vary based on the needs and goals of each state for
Yes [Y]
improving care and lowering costs, but could include providing
states with more flexibility for multi-payer reforms as well as
increasing opportunities for physicians serving Medicaid and CHIP
populations to participate in value-based payment models. Models
specific to Medicaid populations would also be considered. CMS
would rely on authority under sections 1115 and 1115A of the Act in
developing and implementing such models.

Do you have any comments on the guiding principles or StateBased and Local Innovation, including Medicaid-focused
Models?

6) State-Based and Local Innovation, including Medicaid-focused Models; Medicaid serves the most
vulnerable Americans. Accordingly, experimentation and greater flexibility in the Medicaid program should
be accompanied by safeguards that preserve access to care and services. We encourage CMMI to test models
that address barriers to better health, especially relating to issues outside the traditional medical care
system, like self-management skill building, private public partnerships to scale evidence-based health
interventions, transportation or food security access. The scaling of the DPP in states has been a success and
illustrates the power of state-based models. According to CDC, DPP’s success has led to exciting state-level
changes and to date, over 3 million public employees/dependents have the National DPP as a covered benefit
in 12 states (CA, KY, LA, ME, MN, NH, NY, RI, WA, OR educators, CA, TX) and four states (CA, MN, MO, NJ)
have approved National DPP coverage for Medicaid beneficiaries. Given the significant role Medicaid plays in
not only coverage, but as a connector of social services for those most vulnerable in our communities,
encouraging models of care that integrate community-based services is especially important. Importantly, we
encourage states to offer EBHI to individuals at-risk for or living with chronic disease or to bundle and test a
set of EBHIs together for populations with multiple chronic conditions, could lead to better prevention and
control of these conditions. Certain federal grant mechanisms, such as CDC’s 1405 and 1322 grants, have
made great strides in funding states and communities to implement chronic disease prevention and
management activities relating to epidemiology, environmental approaches, health care system interventions
and community programs linked to clinical services. These federal funding mechanisms could serve as a
model for CMMI to specifically look to how community and state level approaches to health affect Medicaid
beneficiaries and other vulnerable populations. Certain areas that YMCAs have explored that may be to
CMMI’s interest and certainly within CMMI’s scope are: • Working with state health departments and other
entities to protect and promote the health of the residents of a state to prevent the onset of, and/or reduce
complications from, chronic disease. Specific examples include: scaling an EBHI statewide, educating
providers about the availability of EBHI and screening services for chronic diseases, and coordinating data
use agreements between state health departments and nonprofits. • Promoting healthful behaviors through
policy, systems and environmental change. Specific examples include: creating or supporting networks to
coordinate efforts of providers delivering similar or complementary services, and coordinating state employee
care. • Working with healthcare systems to promote systematic delivery of cost-effective preventive services,
such as. Specific examples include: working towards insurance coverage of community and evidence-based
programs among private and public payers. • Enhancing linkages between community resources and clinical
settings, such as developing or enhancing e-referral networks between healthcare systems, community
organizations and state health departments, developing stronger networks to support Community Health
Workers, and supporting public, and private payers in the transition to integrated care systems.
What State-Based and Local Innovation, including Medicaidfocused Model designs should the Innovation Center consider see above
that are consistent with the guiding principles?
Do you have suggestions on the structure, approach, and
design of potential State-Based and Local Innovation,
including Medicaid-focused Models? Please also identify
potential challenges or risks associated with any of these
suggested models.

Yes [Y]

see above
What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
unclear
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
State-Based and Local Innovation, including Medicaid-focused see above for suggestions
Models and/or participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

Yes [Y]
see above

Mental and Behavioral Health Models

Mental and Behavioral Health Models
CMS is actively exploring potential models focused on behavioral
health, including focus areas such as opioids, substance use disorder,
dementia, and improving mental healthcare provider participation in
Medicare, Medicaid, and CHIP through models that enhance care
integration and/or utilize episode payment. CMS is interested in
stakeholders’ views of the best payment models and state and local Yes [Y]
interventions to improve care in these areas.

Do you have any comments on the guiding principles or
Mental and Behavioral Health Models?
7) Mental and Behavioral Health Models; see answer to 2 above addressing the Ys Evidence-based Health
Interventions; While Mental and Behavioral Health Models have traditionally focused on mental health and on
individual’s ability to function in everyday life, the Y, as an organization focused on the spirit, mind and body,
understands the interaction between the physical and the mental health of an individual and that the two are
inextricably linked. Much science reaffirms the benefits of physical health on mental health. And our current
work with the National Institute of Aging to study the benefits of physical activity on early cognitive
impairment will provide more evidence to this point. The Y recommends that CMS broaden its understanding
of mental and behavioral health models to study the interaction and alignment between mental health and
physical health. Additionally, Ys across the country are engaged in mental health first aid and have deployed
multiple strategies to address the ongoing opioid epidemic, including hiring clinical teams within the YMCA
that are being reimbursed by Medicaid (YMCA of Greater Cleveland).
What Mental and Behavioral Health Model designs should the
Innovation Center consider that are consistent with the
see above
guiding principles?
Do you have suggestions on the structure, approach, and
design of potential Mental and Behavioral Health Models?
Please also identify potential challenges or risks associated
with any of these suggested models.

Yes [Y]
see above and #2

What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
unclear
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Mental and Behavioral Health Models and/or participate in
new models?

Again consider models like the YMCA's HCIA award for Diabetes Prevention Program with other conditions.

Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

No [N]

Program Integrity

Program Integrity
CMS is seeking comment on ways that CMS may reduce fraud,
waste, and abuse and improve program integrity. The costs and
effectiveness of different approaches to program integrity could be
tested to help CMS find the ideal balance between burdens on
patients and additional workload created for the physician and
effectiveness of the review. Such an approach could be tested as part Yes [Y]
of a new model and/or be layered on top of other models.

Do you have comments on the guiding principles or Program
Integrity?
8) Program Integrity; see answer to 2 above-Ys Evidence-based Health Interventions are translating
interventions based on randomized controlled clinical trials and are seeking to identify quantifiable ROI.
Where possible the Y has established pay-for-performance systems to ensure the maximum outcome and
benefit for the patient and the health system. In the case of the YMCA’s Diabetes Prevention Program, the Y
delivers the program with observed and measurable weight loss and encourages CMMI to always ensure that
any DPP program participating in the MDPP abide by this standard to prevent fraud and abuse. There is
substantial evidence that self-reported weight loss is inaccurate and faulty.
What Program Integrity model designs should the Innovation
Center consider that are consistent with the guiding
principles?
Do you have suggestions on the structure, approach, and
design of potential Program Integrity models? Please also
identify potential challenges or risks associated with any of
these suggested models.

No [N]

What options might exist beyond FFS and MA for paying for
care delivery that incorporate price sensitivity and a consumer
driven or directed focus and might be tested as a model and
alternative to FFS and MA?
How can CMS further engage beneficiaries in development of
Program Integrity models and/or participate in new models?
Are there payment waivers that CMS should consider as
necessary to help healthcare providers innovate care delivery
as part of a model test?

No [N]

Comments Suggestions
Are there any other comments or suggestions related to the
future direction of the Innovation Center?

Yes [Y]
The Y wants to thank CMS and CMMI for the incredible partnership we have had over the last several years
through our HCIA grant. We are excited about the innovations in direction for CMMI and look forward to
actively working together to help the agency achieve its vision. Ultimately, we must improve health outcomes
for millions of American and save the taxpayers billions in unnecessary spending by preventing and
controlling the nation’s leading causes of death and disability. We can do this with evidence-based
programming and innovative payment delivery systems that help address the factors leading to poor health
outcomes. Please do not hesitate to contact us with questions or comments regarding our comments. YMCA
OF THE USA Contact: Heather Hodge, Senior Director, Evidence-based Health Interventions 101 N Wacker
Drive, Chicago IL 60606

